3AKOH 3A JJEKAPCTBEHMTE MMPOJAYKTH B XYMAHHATA
MEJIULAHA

O6H., /IB, 6p. 31 ot 13.04.2007 r., B cma ot 13.04.2007 r., uzm., 6p. 19 or 22.02.2008 r.;
Pemenue Ne 5 na Koncrurynnonnus cba Ha Pb ot 10.07.2008 1. - 6p. 65 ot 22.07.2008 T.; M3M. 1
nor., 6p. 71 ot 12.08.2008 1., B cuna ot 12.08.2008 r., uzm., 6p. 10 ot 6.02.2009 r., B cuna ot
29.01.2009 r., u3m. u gom., 6p. 23 ot 27.03.2009 r., B cuna ot 30.03.2009 r., 6p. 41 ot 2.06.2009 1.,
B cuiia ot 2.06.2009 1., nom., 6p. 88 ot 6.11.2009 r., B cuna ot 6.11.2009 r., u3Mm. u gor., 6p. 102 ot
22.12.2009 r., B cuna ot 22.12.2009 r., m3m., 6p. 59 ot 31.07.2010 r., B cuna ot 31.07.2010 r., Gp.
98 or 14.12.2010 r., B cuma ot 1.01.2011 r., 6p. 9 or 28.01.2011 r., u3m. u gom., O6p. 12 or
8.02.2011 r., B cuna ot 8.02.2011 r., 6p. 60 ot 5.08.2011 r., B cuna ot 5.08.2011 r., u3zm., 6p. 61 ot
9.08.2011 r., B cunma ot 10.11.2011 r., 6p. 38 ot 18.05.2012 r., B cuiia ot 1.07.2012 r., gom., 6p. 60
or 7.08.2012 r., B cmwia ot 7.08.2012 r., u3m. u gom., 6p. 102 or 21.12.2012 r., B cuna ot
21.12.2012 r., u3m., 6p. 15 ot 15.02.2013 r., B cuna ot 1.01.2014 r., mom., 6p. 1 or 3.01.2014 r., B
cwia ot 3.01.2014 r., u3m. u gom., 6p. 18 or 4.03.2014 r.; u3m. ¢ Pemenne Ne 1 ma KC na Pb ot
29.01.2015 1. - 6p. 12 ot 13.02.2015 r.; u3m. u gom., Op. 48 or 27.06.2015 r., u3m., 6p. 43 ot
7.06.2016 ., Op. 85 ot 24.10.2017 r., mom., O6p. 103 ot 28.12.2017 r., B cuna ot 1.01.2018 1., u3m. u
nor., 6p. 84 or 12.10.2018 r., B cuna ot 12.10.2018 r., mom., 6p. 91 ot 2.11.2018 r., u3M. u jgor.,
op. 102 ot 11.12.2018 1., B cmma ot 1.01.2019 1., u3m., 6p. 17 ot 26.02.2019 1., u3Mm. u gor., 6p. 64
ot 13.08.2019 r., u3Mm., 6p. 17 ot 25.02.2020 1., 6p. 52 oT 9.06.2020 r., B cuia ot 9.06.2020 r., u3m.
u gom., 6p. 67 or 28.07.2020 r., 6p. 103 ot 4.12.2020 1., B cuna ot 1.01.2021 r., 6p. 105 or
11.12.2020 r., B cua ot 11.12.2020 r., mom., 6p. 62 ot 5.08.2022 r., B cuna ot 5.08.2022 r., uzm.,
op. 84 ot 6.10.2023 ., B crita ot 6.10.2023 r., mom., 6p. 88 ot 20.10.2023 r., B crita ot 20.10.2023
I., U3M. " Jo1., Op. 16 ot 23.02.2024 r., B crta ot 23.02.2024 r., u3zm., 6p. 39 ot 1.05.2024 1., B
cuna ot 1.05.2024 ., 6p. 16 ot 10.02.2026 1., 6p. 51 o1 5.06.2026 1., B cmina ot 5.06.2026 1.

I'naBa nbpBa
ObBILIH MOJIO)KEHUSA

Paszpnen I
OO0uu paznopendu

Y. 1. To3u 3akoH ypexaa yclIoBUsATa U pefia 3a:

1. paspemaBaHe ynorpebara WM perucTpanusTa Ha MPOMUIJIEHO IPOU3BEACHU WIIU
IIPOU3BENIECHU 110 METOJ], BKJIIOUBAIL] IPOMHUIIUIEH IPOLEC, JIEKAPCTBEHU NPOAYKTH, NPEAHAZHAYECHU
3a XyMaHHaTa MeJIULINHA;

2. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pa3pemaBane npou3BoACTBOTO U
BHOCA Ha JIEKapCTBEHU NIPOAYKTH;

2a. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npou3BOACTBOTO, BHOCA U
TBHProBUSATA HA €APO C AKTUBHU BEILIECTBA;

3. pa3pelaBaHe U MPOBEKJaHE HA KIMHUYHU U3IIUTBAHNUS;

4. THProBUsTa Ha €JIPO U Ha IPeOHO C JIEKaPCTBEHH NMPOIYKTHU;

5. mapaseneH BHOC Ha JIEKapCTBEHU POAYKTH;

Sa. (HoBa - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) mocpenHudecTBo B 00JIacTTa Ha
JIEKapCTBEHUTE MPOIYKTH;

56. (HoBa — /1B, Op. 18 ot 2014 r.) 3HOC Ha JIEKAPCTBEHU MPOJIYKTH IO pe/ia Ha Ii1aBa JeBeTa
0%

6. pexiiamMara Ha JIEKapCTBEHU NPOAYKTH;

7. mpocnensBaHe 0€30MacHOCTTa Ha ITyCHATUTE Ha a3apa JIEKApCTBEHU MPOAYKTHU;

8. kmacuduKanyiaTa 32 HAaUMHA Ha MPEANMCBAaHE U OTIYCKaHEe Ha JEKapCTBEHUTE MPOIYKTHU;

9. KOHTpoOJIa Ha MPOU3BOJCTBOTO U BHOCA, HA THProBUATAa HA €Ip0 U ApeOHO, IPOBEKAAHETO
Ha KJIMHWYHM M3MMTBAHMS, Ha peKiiamMaTa M Ha CUCTeMaTa 3a IpociensBaHe 0e30MacHOCTTa Ha
IIyCHAaTHUTE Ha [1a3apa JEKapCTBEHU IPOAYKTH;



10. menooOpa3zyBaHETO Ha JICKAPCTBEHUTE MPOTYKTH;

11. U3roTBAHETO HA TO3UTUBEH JIEKAPCTBEH CIHCHK;

12. (moBa — JIB, 6p. 67 ot 2020 r.) mpociensiBaHe Ha eeKTa OT TepamusiTa ¢ JEKapCTBEHH
MPOJIYKTH.

Un. 2. To3u 3aK0H MMa 3a I1IeJT [1a Ch3/a/ie YCIOBUS, KOUTO OCUTYpsIBAT IIyCKaHe Ha Ma3apa Ha
JICKApCTBEHH TPOJIYKTH, KOUTO OTTOBapsAT Ha MW3UCKBAaHHUATA 3a KavyeCcTBO, OE30MaCHOCT U
e(hUKacCHOCT.

Yn. 3. (1) (U3m. - [IB, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) JlekapcTBeH MPOIYKT B
XyMaHHaTa MeJIUL1HA €:

I. BCSKO BEUIECTBO MM KOMOHMHAIMs OT BEIECTBA, IPEICTABEHU KaTO IPUTEKABALIU
CBOICTBA 3a JIeUeHHE WK NMPO(PUIAKTUKA HA 3a00JsIBaHUs IIPU X0pa, UITN

2. BCSAKO BEIECTBO MJIM KOMOMHAIMS OT BEIIECTBA, KOUTO MOTar Ja ObJaT U3MOJI3BAHU WU
MIpUJIaraHy Ha XOpa C 1eJl:

a) BB3CTAHOBSIBAHE, KOPUTMPAHE WM MPOMsSHA HAa (U3MOJIOTUYHU (YHKUUU Upe3
(hapMaKoIOTUYHO, UMYHOJIIOTUYHO UM METa0OJIUTHO ACHCTBHE, WK

0) ocTaBsiHE HAa MEJMIIMHCKA JIUAarHo3a.

(2) BemiectBo € Besika MaTepusi, YUUTO MPOU3XOA MOXKE Ja Obe:

1. yoBemky (4OBEIIKA KPHB, YOBELIKHU KPbBHU IPOAYKTH U IPYTH);

2. XMBOTUHCKH (MHKPOOPTaHH3MH, YXUBOTHMHCKH OpPTraHH, €KCTPAKTH, CEKPEeTH, TOKCHUHU,
KPBBHU TPOAYKTH U JIPYTH);

3. pactuteneH (MUKPOOPTaHU3MH, PACTEHUsS, YAaCTH OT PACTEHUS, PACTUTEIHH EKCTPaKTH,
CEKPETH U JAPYTH);

4. XxumMu4ecku (€JIeMEHTH, NPUPOJHU XUMUYHM MaTepHalld, CHHTCTUYHH WU
MIOJIyCUHTETUYHH BEILECTBA U JIPYTH).

Un. 4. KoraTto enuH mpoayKT OTroBapsi €THOBPEMEHHO Ha XapaKTEPUCTHUKUTE Ha JIEKAPCTBEH
MIPOJYKT U Ha IPOAYKT, YPEAEH C APYT 3aKOH, CE NMpUiIaraT U3UCKBAHUATA HA TO3U 3aKOH.

Un. 5. JlexkapcTBeHMTE MPOJAYKTH cC€ KJIACH(PHUUUpAT CBhIIACHO aHAaTOMO-TEpalneBTHYHO-
XMMHYHA KJIacu(UKaus B ChOTBETCTBHE C M3MCKBaHMsATa Ha CBeTOBHaTa 3JpaBHa OpraHU3alus
(C30).

Uin. 6. To3u 3aKk0H HE ce mpuiiara 3a.

1. XepMeTH4eCKH 3aTBOPEHH PaIMOHYKIN/IH;

2. KpbB, IU1a3Ma WK KPbBHU KJIETKH OT YOBEUIKU IIPOU3XO/I, C U3KIIOUEHHE Ha I1a3Ma, KOSITO
€ MOJIy4eHa 10 METO/, BKJIFOUBAILL IIPOMUILIJIEH MPOLIEC.

Un. 7. (1) PaspemaBar ce npou3BOACTBOTO, BHOCHT, THProBUSITA Ha €ApOo M ApeOHO,
pekiaMaTa U JeYeHHEeTo, MPOo(pUIaKTUKATa U TUAarHOCTUKATa CaMo C JIEKapCTBEHU MPOAYKTH, KOUTO
ca MoJy4WIN pa3pelieHue 3a ynorpeoda o peaa Ha:

1. TO3u 3aKOH, HIIN

2. Pernament (EO) Ne 726/2004 na EBponeiickus napiaameHnT u CbBera.

(2) 3abpansiBaT ce BHOCHT, THPrOBHUSATA, JEUECHHETO, MPO(UIAKTUKATA U JUATHOCTHKATa C
JIEKapCTBEHH MPOJIYKTH C U3TEKBJI CPOK HA TOAHOCT.

(3) IlputexxaBaHeTo Ha pa3pelIeHUE WM YJOCTOBEPEHHE 3a yNoTpeda, MPOU3BOJCTBO U
KIMHUYHU W3MUTBAaHUS Ha JIEKAPCTBEHU MPOJIYKTH, U3JaJE€HHU MO pela Ha TO3U 3aKOH, HE €
OCHOBAHHE 32 OCBOOO’KAaBaHE OT OTTOBOPHOCT CBHITIACHO JIEHCTBAIIIOTO 3aKOHOIATEIICTBO.

Ui. 8. He ce n3uckBa paspemieHre 3a yrmoTpeda mo peqa Ha TO3U 3aKOH 3a:

1. nekapcTBEH NPOAYKT, IPUTOTBEH I10 MarkcTpaliHa pelenTypa B anTeka,

2. IeKapcTBEH MPOIYKT, IPUTOTBEH MO (hapMakorneliHa peLenTypa B anTeka;

3. MEXIUHHU MPOAYKTH, IPEJHA3HAYCHH 3a MPOU3BOACTBEHA 00pabOTKa OT JHUIIE, MOITYUHIIO
paspelleHre 3a IpOU3BOCTBO O peia Ha TO3H 3aKOH;

4. aKTUBHH U TIOMOIIIHH BEIIECTBA;

5. nIexapCTBEHHU MPOAYKTH B MPOIIEC HA pa3pabOTBaHE W/UITN U3IIHTBAHE;

6. 1eKapCTBEHU POAYKTH, IIPEIHA3HAYEHU 3a U3HOC;



7. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m., 6p. 102 ot 2012 ., B cuia ot
21.12.2012 r.) nexapcTBEH MPOAYKT 32 MOJEpHA Tepalusi, KOUTO c€ U3rOTBs 32 KOHKPETEH MallUeHT
[0 MHAMBHUAYAIHO JEKAapCKO MpeANrcaHue cboOpa3HO crerupUYHA CTaHIApTH 32 KauyecTBO U Ce
npujara B JiIeueOHO 3aBe/ICHUE HA U3KIIIOUUTEIHATA TPO(ECHOHAIHA OTTOBOPHOCT Ha JIEKapsl.

Ui 8a. (Hos - [IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Ipu npousBoacTBOTO Ha
JIEKapCTBEHU IPOJYKTH, IPEJHA3HAYEHU €AMHCTBEHO 3a M3HOC, HA MEKIUHHU MPOIYKTH, aKTUBHU
BEIIECTBA U Ha IOMOIIIHH BELIECTBA CE MpUJIarar ChOTBETHUTE pa3nope10u Ha IiaBa mneTa.

Un. 9. (1) JleueHne Ha KOHKpETEH NAllMEHT MOXKE Ja CE€ INpuiara C JIEKApCTBEH MIPOAYKT,
KOHTO HE € paspelleH M0 pela Ha IiiaBa TpeTa, Mo CHelraliHa MopbhyuKa Ha JIeueOHO 3aBeJeHUE 3a
OOJIHMYHA TIOMOILl TPU YCIOBUSL M 1O pEI, ONpeAeleHH ¢ Hapenda Ha MHUHUCTbpa Ha
3/IpaBeoIIa3BaHeTo.

(2) PbroBomuTeNAT Ha JIEYEOHOTO 3aBEICHWE HOCH OTTOBOPHOCT 3a MPWJIAraHETO Ha
JIEYEHUETO 10 ai. 1.

(3) (HoBa — /IB, 6p. 84 ot 2018 1., B cmia ot 12.10.2018 1.) JledeHueTo ¢ JieKapcTBEH
MPOJOYKT 3a chCTpazaTenHa ymnoTpeda cwriacHo wi. 83 ot Permament (EO) Ne 726/2004 na
EBpornelickust mapnameHT u Ha CbBera ce U3BBPIUBA NPU YCIOBUS U MO pEN, ONPEIENIEHU C
Hapezabara 1o ain. 1.

. 10. (1) MUHHCTBPBT Ha 3ApaBEOIa3BaHETO MO0 MOTUBUPAHO MPEIJIOKEHHE Ha TJIABHUS
IbpXKABEH 3JpaBEH HHCIEKTOP, CBhIVIACYBAHO C M3MBIHUTENHUA IUPEKTOp Ha M3mbiHuTenHATa
arerius mo JyekapcrBata (MAJI), Moxke cbhc 3amoBes J1a pa3pelin JICUCHHUE 3a OMPEEICH CPOK C
JIEKapCTBEH MPOAYKT, KOWTO HE € pa3pelleH MO pela Ha IiiaBa TpeTa, KOrato B CTpaHaTa HMa
oOsiBeHa emuIeMHs, NPUYMHEHAa OT TAaTOTeHHH MHKPOOPTaHU3MH WIM TOKCHHH, WM HMa
MIPeIoiaraeMo WK MOTBBPIICHO Pa3pPOCTPaHEHHE Ha XUMHUYECKH areHTH WK peHa pajuanus u
HsIMa MOJIXO/IAII] pa3pellieH 3a ynoTpeda JIeKapCTBEH MPOAYKT.

(2) B cayyante no an. 1 mpurexarenuTe Ha paspelleHue 3a ynorpeda, mpou3BOIUTEINTE U
MEIUIMHCKUTE CHEUUAINCTH HE HOCIAT TIpaXJaHCKa WIM aJMUHUCTPATUBHOHAKAa3aTeJIHA
OTIOBOPHOCT 3a MOCJIEACTBUATA MPHU yIoTpeda Ha Hepa3peleHo MOKa3aHue Ha JIEKapCTBEH MPOAYKT
WJIM Ha JIEKapCTBEH NPOAYKT, KOMTO HE € pa3pellieH Mo pe/ia Ha Ij1aBa TpeTa.

(3) Pasnopendara Ha an. 2 He U3KJIIOUBA OTTOBOPHOCTTA 3a JIEPEKTHU CTOKU CHITIACHO 3aKOHA
3a 3aluTa Ha MOTPEOUTETUTE.

UYn. 11. (1) MUHHCTBPBT Ha 3][paBEONAa3BaHETO MOXKE IO NPUYMHH, CBBP3aHU ChC 3alllUTa
3/IpaBETO Ha HACEJICHHETO, ChC 3aMOBEJ] Jla pa3lopeau Ha WM3MbIHUTENHUs aupektop Ha MAJl na
pasperlt 3a ynorpe0a JeKapCTBEH MPOAYKT, KOMTO He € pa3pelleH 3a ynorpeda Ha TepUTOpuUsiTa Ha
Penybnuka bbarapust u 3a KOWTO HsIMa MOJA/IEHO 3asiBICHUE 3a M3/1aBaHE Ha pa3pellieHue, HO €
paspellIeH B ipyra Jbp)KaBa 4JeHKa.

(2) B cayyaute no an. 1 u3anbJIHATENHUIT TupekTop Ha MAJI niaM ymbJIHOMOILIEHO OT HEro
JMILIE:

1. uHbopMHUpa MpUTEKATENsI HAa Pa3pelIeHUETO 3a ynoTpeda Ha JIEKApCTBEHHs MPOJIYKT 3a
3aloyBaHe Ha Mpolleaypa Mo pa3pelIaBaHeTo Ha MPOAYKTa 3a yrnorpeoa;

2. BIMCBA KaTo MpUTEXaTeN B U3JaICHOTO pa3peuIeHue JUIETO Mo T. 1;

3. M3HCKBAa OT peryJaTOpHHUA OpraH Ha JbpkKaBaTa WICHKA, HW3Jaja pa3pelieHHeTo 3a
ynotpeba, Konue OT OLEHBYHHUS JJOKIJIAJ U KOMKE OT Pa3peleHUueTo 3a ynorpeoa.

(3) (Jom. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbiHUTENHATA ar€HIUS 110
JeKapcTBaTa € JIbKHAa Jla OCHUTypU CBOTBETCTBME Ha €THKETa, JMCTOBKaTa 3a IMalUeHTa,
KiIacuukanusaTa, peKiaMaTa M MpOCiesBaHETO Ha 0e30MacHOCTTa Ha IIyCHAaTHs Ha Tmasapa
JIEKapCTBEH MPOJAYKT IO ajl. 1 ¢ u3uCcKBaHUATA Ha TO3U 3aKoH. HopmanusaTa BbpXy onakoBKaTa U
B JINCTOBKATa Ha JICKAPCTBEHUS MPOAYKT 1O aJl. 1 He € 3aAbJKUTENTHO 1a Obje Ha OBJITapCKu e3UK.

(4) Uznbaautennusat qupekrop Ha MAJI ungopmupa EBponeiickata koMucHs 3a U3aJIEHUTE
paspelieHus mo aji. 1, 3a UMeTo U ajpeca Ha MpUTEkKaTessl Ha pa3pelIeHueTo, KakTo U 3a JaraTa Ha
MpeKpaTsBaHe Ha BaJIMIHOCTTA UM.

Yn. 12. (1) Odpunuanna papmakones B Penyonuka beirapus e EBponeiickara dpapmakornes.



(2) Odumnmannara hapmakoress Moke aa ObJie MONMBJIBaHA C U3UCKBAaHUATA Ha bwiarapckara
(dapmakores.

(3) MuHUCTBPBT Ha 37paBeONa3BaHETO OMpPEAEIis ChC 3alOBe]l JaTUTE HA BIM3aHE B CHJIA HA
aKTyaJIHOTO U3JaHue Ha ourmanHaTa GpapMakones ¥ Ha JOIMbIHCHHUATA KbM HETO.

(4) 3anoBenra mo an. 3 ce ooHapojBa B ,,/[bpikaBeH BeCTHUK U ce MyOJMKyBa Ha CTpaHUIIaTa
Ha UAJI B untepHer.

. 13. (1) Monorpadunte Ha EBporeiickata ¢apmakones ca 3aJb/KUTEITHH 3a BCHYKH
BEIIECTBa, NperapaTi U JeKapcTBeHH (OPMHU, KOUTO C€ ChABPKAT B Hed. B ciydaute, 3a KOUTO
HsiMa MoHorpaduu B EBpormeiickara (apmakomnesi, ce mpujaraT HM3UCKBAaHUATA HA aKTyaJIHHUTE
u3nanus Ha ¢apmakorente Ha abpkaBute wieHkd, CALLl u SImoHus, ako ca B ChOTBETCTBUE C
obmure npaBuiia Ha EBponeiickaTta Gpapmakomnes.

(2) Koraro crnenudukanusra, chabpkaiia ce B MoHorpadus Ha EBpomneiickara (hapmakornes
WIM B Jpyra HanuoHaigHa ¢apmakores, € HeJoCTaTbyHa 3a OCUTYpsiIBaHE KauecTBOTO Ha
BEIIECTBOTO WX JiekapcTBeHara gopma, MAJI Moxe 1a u3ucKa AOIbIBaHE HA crielu(HUKanusaTa OT
3asIBUTEIIS/TIPUTEKATENS Ha Pa3pelIeHUETo 3a yrnoTpeoda.

I'naBa BTOpa
OPI'AHU HA YIIPABJIEHUE U PUHAHCUPAHE

Paznea I
Opranm Ha ynpaBJ/ieHue

Un. 14. (1) JlexkapcTBeHaTa MOJIMTUKA € YacT OT JbpKaBHATa 3JpaBHA MOJIUTHKA B Pernybnuka
beirapus u ce ochlecTBsIBa OT MUHUCTBPA Ha 3/IpaBeoOa3BaHETo.

(2) MUHHCTBPBT Ha 3APaBEONA3BAHETO:

1. e HarMOHaJIeH KOOPIMHATOP MO NPOOIEeMUTE Ha JIEKAPCTBEHUTE NMPOIYKTHU;

2. yyacTBa B ME&XJIyHapOJHHU OPraHU M OpraHU3alMy, OCHUIECTBSBAIIN JAEHHOCTH B o0nacTTa
HAa JIEKapCTBEHUTE MPOAYKTH;

3. (ot™. - [IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., HOBa, Op. 102 ot 2012 r., B criia ot
21.12.2012 r.) opraHu3Mpa IpeaocTaBSiHETO Ha NyOnM4yHa HHQOpMalMs Ha MalUEHTCKUTE
OpraHM3ali U Ha OpraHU3alMUTe Ha MOTPEOUTENNTE OTHOCHO JAEWCTBUATA, NMPEANPUETH CpEILy
¢danmuduIpaHeTo Ha JeKapCTBEHHU MPOAYKTH;

4. ochlecTBsIBa APYTHU ACHHOCTH, IOCOUEHU B 3aKOH.

(3) (Or™m. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.).

Un. 15. (1) KeM MuHHCTBpaA Ha 3/ApaBeolia3BaHeTO ce ch3naBa dapMakorneeH KOMUTET KaTo
KOHCYJITaTUBEH OpraH IO BBIIPOCUTE Ha AelcTBamaTa hapmMakomnes.

(2) MUHHCTBPBT Ha 3/paBEOINA3BAHETO IO MPEAJIOKEHUE HA W3IBIHUTEIHHUS TUPEKTOp Ha
HAIJI onpenenst cve 3anoBes cbeTaBa Ha PapMaKONEHHNs KOMUTET U Ha €KCIEPTHUTE TPYNU KbM
HEro M YTBBbPKJaBa MPaBUIHUKA 32 JEHHOCTTA UM.

(3) HeitnoctTa Ha PapMakoneHuss KOMUTET ce GUHAHCUPA OT Oro/KeTa Ha MUHUCTEPCTBOTO
Ha 3]IpaBeOIa3BaHETO.

Yn. 16. (1) (om. — JAB, 6p. 91 ot 2018 1., u3m., 6p. 67 ot 2020 r.) KeM MuHHCTBpa Ha
3/IpaBeolla3BaHeTo ce ch3aaBa Bucul cbBeT no (apmariusi, KOMTO BKIIIOUBA [ETUMA MPEICTaBUTEINH,
ONpEeAEEHN OT MHMHHMCTHPA Ha 3[paBEONa3BaHETO, IETHMAa IPEACTABUTENM Ha bbarapckus
(dapmalleBTUUEH CbHI03, €IWH MpeJcTaBuTe]l Ha bearapckata acomuaiusi Ha I[TOMOIIHUK-
¢dapmareBTuTe, 1BaMa npejactaBuTeny Ha Hanmonanuara 3apasaoocuryputenta kaca (H30K) u o
€IUH TpeJcTaBuTeNl Ha (apMmaleBTUUHUTE (PaKyJITeTH Ha BUCIHIMTE Y4YWIHIa. MUHUCTBPBT Ha
3JIpaBeOIa3BaHETO € MpejceaaTeN Ha chBeTa 0e3 IMpaBo Ha riac.

(2) Bucmusatr ceBer mo ¢apmanus € KOHCYJITaTUBEH OpraH, KOHWTO OOCHXKIa U JaBa
CTaHOBHIIA I10:

1. OCHOBHHTE HACOKH U MPUOPUTETHU B 00acTTa Ha (papManusiTa;

2. eTUYHH NPOoOJIeMH Ha apMaIHsTa;

3. IpOEKTH Ha HOPMATUBHU aKTOBE, CBbP3aHU € (hapMaLyiTa;

4. Hay4HHUTE IPUOPHUTETH B 00JacTTa Ha (hapMaIHTa;
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5. mporpaMu 3a OpraHU3MpaHe Ha OOIIECTBEHH OOpa30BaTEIHU KaMITaHWM B OOJjacTTa Ha
JIEKapCTBEHUTE IPOLYKTH.

(3) (OT™m. - 1B, 6p. 60 ot 2011 r., B cruta ot 5.08.2011 1.).

(4) Opranuzanusra u AeiHOCTTa Ha Bucmmus cpBeT 1o dapMarus ce ypexaaT ¢ NpaBUIHUK,
U3Ja/IeH OT MMHUCTBpPA Ha 3/1paBeola3BaHeTo 110 NpeaoxkeHne Ha Bucims cbBet 1o apmarus.

Yn. 17. (1) M3neanurenHata areHuus IO JIEKapcTBaTa € CIELHAIM3UpaH OpraH KbM
MHUHHCTBPA Ha 3/paBeOa3BaHETO 3a HA30p BbPXY KauecTBOTO, 0€30MacHOCTTa U e(hPUKACHOCTTA Ha
JIeKapcTBara.

(2) (U3m. - B, Op. 15 or 2013 r., B cuna ot 1.01.2014 r.) M3nbeaHuTEeIHATa areHIUs 110
JeKapcTBaTa € IOPUIMYECKO JIMIe Ha OIO/DKETHa M3JpBhXKKa cbhec cenanumie B rp. Codus kbMm
MHUHHCTBPA Ha 3/[paBEONA3BAHETO.

(3) MWznpnanurenHata areHUUs IO JIEKapcTBaTa C€ pPBKOBOAM M TPEACTaBIsABA OT
U3IIBJIHUTENEH JUPEKTOP, KOWTO Ce Ha3Ha4yaBa o peJa Ha 3aKOHa 33 aAMUHUCTpALHATA.

(4) Crpykrypara, ¢yHKuMuUTe M opraHm3anusta Ha pabora Ha MAJl ce ompemenst B
YCTPOMCTBEH NPABUIHUK, IPUET OT MUHHUCTEPCKUS ChBET.

(5) U3mbiaHuTETHATA areHIIMs 110 JIEKapCTBaTa:

1. u3aaBa pa3perieHus 3a MPOU3BOACTBO Ha JIEKAPCTBEHU NPOIYKTH;

2. U3haBa paspelleHus 3a ynorpeda M YJOCTOBEPEHHs 3a pEerucTpanus Ha JIEKapCTBEHU
POAYKTH;

3. (mom. - JIB, 6p. 71 or 2008 r., B cuma or 12.08.2008 r.) m3maBa paspemieHus u
yJIOCTOBEPEHHS 32 THPIOBUS HA €APO C JIEKAPCTBEHU MPOIYKTH;

4. n3naBa paspelueHus 3a napajiesieH BHOC Ha JIEKapCTBEHU IPOAYKTH;

5. (w3m. - 1B, 6p. 60 ot 2011 r., B crura ot 5.08.2011 r.) m3gaBa, oTKa3Ba WM IpEeKpaTsIBa
paspelleHus 3a TbproBus Ha ApeOHO C JIEKApCTBEHU MPOAYKTH;

S5a. (moma - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) BoucBa NMPOU3BOIUTEIHTE,
BHOCHUTEJIUTE U ThPrOBIUTE HA €IpO C aKTUBHU BELIECTBA;

56. (noBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) BoAM perucTbp Ha JUIATA,
OCBIIECTBSIBAIIN TOCPEAHIUYECTBO B 00JIaCTTa HA JIEKAPCTBEHUTE IPOAYKTH;

6. U37aBa pa3pelIeHus 3a MPOBEXk/1aHe Ha KIMHUYHY W3MIUTBAHUS HA JIEKAPCTBEHU NMPOJIYKTHU;

7. M3BBpIIBA OIIEHKA HAa KAayeCTBOTO, €(PUKAacCHOCTTa U OE30MACHOCTTa Ha JIEKAPCTBEHUTE
MIPOAYKTH BbB BPB3Ka C Pa3peliaBaHETO UM 32 yIoTpeda;

8. u31aBa pa3pelieHus 3a pexjama Ha JeKapCTBeHU MPOIYKTH;

9. ochLIECTBSIBA KOHTPOJI BBPXY IIPOU3BOICTBOTO, BHOCA, CBXPAHEHUETO, THPrOBUATA HA €1PO
U ApeOHO, KIMHUYHUTE U3NUTBaHMs, 0€30I1aCHOCTTa U peKilaMara Ha JIEKapCTBEHUTE MPOIYKTH;

10. wu3BBbpuIBa JA0OpAaTOpPEeH aHaiM3 INpPUd CbMHEHHE 3a OTKJIOHEHHE B KauecTBOTO,
e(puKacHOCTTa U O€30MacHOCTTa Ha JIEKAPCTBEHUTE IMPOJIYKTH M MpeArnpueMa INpeABHACHUTE B
3aKOHAa MEPKH;

10a. (noBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ochuiecTBsiBa PYHKIMUTE Ha
KOMIIETEHTEH OpraH 3a Mpocie/siBaHe Ha JIeKapCTBeHATa 0€30MacHOCT;

11. (m3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) opranusupa u NOIbpKa
crcTeMa 3a IpocliesiBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT;

12. u3naBa ceptudukatu cbriacHo ceptudukariara cxema Ha C30;

12a. (moBa — /IB, Op. 18 ot 2014 r.) u3maBa ceprudukatu 3a JJoOpa mauctpubyropcka
MPaKTHKA;

13. u3naBa ceprudukaru 3a JJoOpa npon3BoICTBEHA MPAKTUKA;

14. (u3m. — /1B, 6p. 18 ot 2014 r.) KOHCY/ITHPa UHBECTUIIMOHHUTE IIPOEKTHU 32 CTPOUTENICTBO
Ha HOBU W/WIM TPEYyCTPOMCTBO Ha CBHIIECTBYBAIIM OOEKTH, CBBP3aHU C MPOM3BOJICTBOTO Ha
JIEKapCTBEHM MPOJIYKTH, B ChOTBETCTBHE C MpaBuiiaTa Ha JloOpaTa mpon3BOACTBEHA MPAKTHKA,

15. u3nbnHABa (YyHKIMHUTE HAa KOOPAMHATOP M KOHCYJITaTHBEH OpraH IO MpoOJIeMUTE,
CBBpP3aHH C KaUYeCTBOTO, epuKacHOCTTa U 0€30IaCHOCTTA Ha JIEKapCTBEHUTE MPOAYKTHU;

16. ochliecTBsABa KOHCYNTaHTCKA, HaydHa, WH(POPMALMOHHA M HU3JAaTeICKa JEHHOCT B
00J1acTTa Ha JICKapCTBEHUSI CEKTOP;



17. xoopauHHMpa M yd4acTBa B JEWHOCTH, CBBpP3aHM C EBpormelickata dapmakornes U ¢
paspaborBaHeTo Ha brirapckara (apmaxores;

18. yuacTBa B JeifHOCTH B 00JacTTa Ha JIEKAPCTBEHUTE MPOAYKTH, CBBP3aHHU ¢ paboTaTa Ha
EBpomneiickara areHnus 1o jekapcrsara, EBponeickus AMpeKTopar 1o KaueCTBOTO Ha JIEKapCTBaTa
U 37paBeona3BaHe, HAa MEXAYHAapOAHH OpPraHM M OpraHM3alH, KAaKTO M C M3MBIHEHUETO Ha
MEXyHapOJAHU JOTOBOPH, 110 KouTo PemyOnuka boarapus e ctpana;

18a. (moma - JIB, Op. 102 ot 2012 r., B cruta ot 21.12.2012 1.) ydacTBa B MeXIyHapoaHATA
XapMOHM3alMsl U CTaHAAPTU3aLUs HA TEXHUYECKUTE MEPKH, OTHACSIIM CE 0 MPOCIEASBAHETO HA
JIeKapcTBeHaTa 0e30MMacHOCT, [0/ KoopaAuHalusaTa Ha EBponeiickaTa areHius 1o jJekapcTBara;

186. (moBa - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) cp3maBa M MOAIBpKA
HAI[MOHAJICH UHTEPHET MOpTaJ 3a JIEKAPCTBEHH MPOIyKTH;

19. ochbiiecTBsIBa APy IEMHOCTH, TIOCOYEHHU B 3aKOH.

(6) (U3m. — IB, 6p. 67 ot 2020 r.) M3mbaHuTeIHATA areHIMS 10 JIeKapcTBaTa KOOPAMHUPA
JeiiHOCTUTE B 00JIacTTa HA KOHTPOJa BbPXY JIEKAPCTBEHUTE MPOIYKTH CbBMECTHO C PETMOHAIIHUTE
3npaBHu uHCnekuu (P3M1).

(7) (Hosa - 1B, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 r.) U3nbiiHeHHETO HA MEPKUTE TIO
TO3W 3aKOH, CBBP3aHM C NPENOTBpATABAHE HA HABJIM3AaHETO U Pa3NpPOCTPAHEHHETO Ha
danmudunupann JEKapCTBEHH MPOAYKTH, CE OCBIIECTBSBA B CHhTpyaHHUEcTBO Mexay WAJL u
MUTHUYECKHUTE OPTaHH.

(8) (Homa — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) U3mbanuTenHara areHuus mo
JIeKapcTBaTa MOXE Jia M3BBpPIIBA CHBMECTHH NpOBepku ¢ HanmoHanHaTa areHuus 3a NMPUXOIUTE,
Arenmus  ,,MutHuim®, HanuonamHata 3ApaBHOOCUTYpPUTENIHA Kaca, MMHUCTEPCTBOTO Ha
3/IpaBeora3BaHeTo U HannoHalHus ChbBET MO IIEHH U peUuMOypCUpaHe Ha JIEKapCTBEHUTE MPOITYKTH
IIpU OCBHIIECTBSBAHE Ha CBOMTE (YHKIMM B 0O0JacTTa Ha KOHTpOJA BbBPXY JIEKapCTBEHUTE
MPOTYKTH.

UYn. 17a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Pernonannure 3apaBHU
MHCIIEKIIMY U3/1aBaT YAOCTOBEPEHUS 3@ PETUCTPALIUs Ha APOTEepPHUH.

Un. 176. (Hos — ZIB, Op. 18 ot 2014 r.) (1) (U3m. u mon. — JIB, Op. 67 ot 2020 r.) KbMm
m3nbaHUTENHUS aupektop Ha MAJl ce cp3gaBa ExcmepreH chBET MO THProBUs Ha APEOHO C
JIEKapCTBEHM MPOIYKTH, KOWTO BKJIIOYBA TpUMa IpeICTaBUTENM Ha bbirapckus (apmaneBTHUYEH
ChbI03, €IMH MpejacTaBuTen Ha bbiarapckara acomuanus Ha MOMOIIHUK-(papMaleBTUTE, MO €IUH
IpeicTaBuTeN Ha (papMalieBTUUHUTE (aKyJITeTH Ha BUCIIUTE YUWINIIA U YETUPUMA IIPEICTaBUTENN
Ha MAJL. CpcTaBbT Ha ChBETA C€ ONpPEAENs ChC 3alOBE] HAa U3NBJIHUTENHUA AupekTop Ha MAJL,
chIJlacyBaHa C MUHUCTHPA Ha 3]JpaBEONa3BAHETO.

(2) CoBeThT 10 all. 1 € KOHCYNTaTUBHO 3BEHO, KOETO:

1. m3rotBs ctaHoBuIa 1o nojaneHute B MAJI 3asBienust 1 JOKyMeHTH 1o 4. 228, an. 1 u 5,
KOUTO IPEICTaBs Ha U3IIbIHUTENHMS aupekTop Ha AT,

2. mpaBd MOTHBUPAHU NPEUIOKEHUS [0 MHUHUCTbpa Ha 3paBEONa3BaHETO upe3
m3mbaHUTENHUS aupektop Ha MAJI 3a momoOpsiBaHe Ha JOCTHIIA HA HACENIEHUETO O JIEKapCTBEHU
MPOTYKTH.

(3) Opranuzanusara u IeHHOCTTAa HAa €KCIIEPTHHUS CHBET MO all. | ce ypexkaaT ¢ MpaBUIIHUK,
M3J1aJIeH OT U3NbJIHUTENHUS JupekTop Ha MAJI o npeioxkeHne Ha ChBeTa.

(4) UneHoBeTe Ha €KCHEPTHUS CHBET MO al. | He MOJydyaBaT BB3HATPAXKICHHS 32 y4acTHE B
3aceaHus Ha ChBETA.

(5) 3a cBosATa AEWHOCT EKCIEPTHUAT CHBET MO al. | ce OTYUTA €XKEeroIHO Mpel MUHUCTHPA Ha
3/IpaBeoIla3BaHeTo.

Y. 178. (HoB — IB, 6p. 18 ot 2014 r.) He morar na Ob1aT 4WieHOBE Ha €KCIIEPTHUS CHBET IO
qn. 176, an. 1 numa, KouTo ca:

1. coOCTBeHHIIM, YJICHOBE HA YMPABUTEIHU M KOHTPOJIHU OPTraHU Ha THPTOBCKU JIPY)KECTBA
WIN €THOJUYHHM THPTOBIM C MpeIMET Ha JeHHOCT MPOU3BOJCTBO, BHOC, THPTOBHUS HAa €IpO WU
IpeOHO C JIeKapCTBEHU MPOAYKTH;



2. ChAPYKHUIM WU aKIIMOHEpH, KOUTO MPUTEKaBaT HaJl 5 HAa CTO OT KaluTajla Ha ThPrOBCKU
Jpy’XKecTBa C TpEeAMET Ha AEWHOCT MPOM3BOJCTBO, BHOC, THPIOBUS Ha €IpO WIK JApeOHO C
JIEKapCTBEHU MPOJIYKTH WM PAOOTAT HA TPYAOB JOTOBOP B TE€3U JPYKECTBA.

Pazpen 11
Perucrpu

Y. 18. (Otm. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.).

Ui 19. (1) M3npiHUTETHATA areHIIMS 110 JIEKapCTBATa MOAAbpKa M BOJIU PETHCTPU Ha:

1. (u3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npon3BOAUTEIUTE U BHOCUTEITUTE
Ha JICKapCTBEHU MPOAYKTU Ha TepuTopusTa Ha PenyOnuka beiarapus u Ha kBauduuupaHuTe Juna
mo ui. 148, T. 2 mmo un. 161, an. 2, 1. 1;

2. (m3m. - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) mpou3BOAUTENINTE, BHOCUTEITUTE U
THPrOBIIUTE HA €IpO C aKTUBHHU BELIECTBA;

3. (mom. — IB, 6p. 67 ot 2020 T.) pa3spemieHuTe 3a ynorpeda U perucTpUpaHuTe JEKapCTBEHH
NpPOAYKTH Ha Tepuropusita Ha PemyOnmka bearapuss m  paspemenute 3a  ymorpeba 1o
LEHTpaTu3MpaHa Mmpoueaypa JeKapcTBeHH MPOoayKTH 1o pena Ha Pernmament (EO) Ne 726/2004 Ha
EBpomnelickus napiameHT 1 Ha CbBeTa;

4. THPrOBIIUTE HA €IPO C JICKAPCTBEHU MPOAYKTH Ha TepuTopusita Ha Penybnuka beiarapus;

4a. (moBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mocpeaaunute B objacTra Ha
JIEKapCTBEHHUTE MPOTYKTH;

5. (m3m. - 1B, 6p. 60 or 2011 r., B cuna ot 5.08.2011 r.) usmaneHute paspelieHus 3a
THProBUs Ha IPeOHO ¢ JeKapCTBEHU MPOAYKTH;

6. pa3pelIeHUTe KIMHUYHY U3IUTBAHMUS,

7. u3aZicHUTe pa3peleHus 3a napajieiieH BHOC,

8. (moBa — J1B, 6p. 18 oT 2014 r., oT™., Op. 84 oT 2018 1., B cuma ot 12.10.2018 1.).

(2) (U3m. — 1B, Op. 84 ot 2018 r., B cuina ot 12.10.2018 r.) JlaHHHTE OT perucTpure 1o ai. 1,
T. | — 7 ce mybGnukysar B 14-7HEBEH CPOK OT M3/1aBaHE HA CHOTBETHOTO pa3pellleHre Ha CTpaHUIaTa
Ha UAJI B nunTEpHET.

(3) (HoBa — 1B, 6p. 67 ot 2020 r., oT™., O6p. 103 o1 2020 r., B cmma ot 1.01.2021 1.).

(4) (HoBa — JIB, Op. 67 ot 2020 r., u3m., 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.)
W3nbaHuTenHaTa areHIus o jJeKkapcTBara CBbp3Ba HALIMOHAIHUS HOMED 3a UASHTHU(PHUKAIUS 110 YII.
259!, an. 1 ¢ xoma Ha MpPOAyKTa MO CMHUChIa Ha wi. 4, Oyksa 0), moarouka i) ot Jlemerupan
pernament (EC) 2016/161 na Komucusita ot 2 oktomBpu 2015 1. 3a mombiBaHe Ha [[upektuBa
2001/83/EO na EBpomneiickus napiameHT U Ha ChBeTa upe3 yCTaHOBSBaHE Ha MOJAPOOHU MpaBuiia
3a ToKa3aTesuTe 3a 0Ee30MaCHOCT, MOCTaBEHU BbPXY ONAKOBKAaTa Ha JIEKAPCTBEHUTE MPOAYKTH 3a
xymaHHa ynotpe6a (OB, L 32/1 or 9 ¢espyapu 2016 r.), HapuyaH mMo-HaTaTek ,Jlenerupan
pernament (EC) 2016/161, 3a nekapcTBeHUTE NMPOAYKTH, OIpeneieHu B Jlenerupan periameHt
(EC) 2016/161, mpenocraBen mo ui. 68, an. 1, 1. 11 mwumn. 217, 1. 6.

(5) (Homa — JIB, 6p. 67 ot 2020 1., oT™., Op. 103 ot 2020 1., B cruta ot 1.01.2021 r., HOBa, OPp.
16 ot 2024 1., B cuna ot 23.02.2024 r.) M3nbaHuTenHaTa areHUUs IO JieKapcTBaTa €KeIHEBHO
npenoctaBs Ha HanuoHamHUs cbBET MO LEHU M peuMOypcupaHe Ha JIEKapCTBEHUTE MPOAYKTU
CBBp3aHMs KOJ Ha MpOJAYyKTa MO aj. 4 3a IeJUTe Ha 3aIUIalllaHE Ha JIEKapCTBEHW IPOLYKTH C
MyOJIMYHU CPENICTBA.

(6) (HoBa — JIB, 6p. 67 or 2020 r.) Peructpure mo an. 1 momxbpxaT omnepaTHBHA
CbBMECTHUMOCT W aBTOMaTH3UpaH HHTepdeic, mpeaocraBdail] HWH(OpMAalUiITa B MalIMHHOYETUM
¢dopmar, upe3 KOUTO MOKe J1a ObAaT U3MOI3BAHU OT APYTU UHPOPMALMOHHU CUCTEMH.

(7) (Ilpegumna an. 3 — 1B, 6p. 67 ot 2020 r.) U3mbaHuTe HATa areHIUs MO JIEKapCcTBaTa
MOJTbPrKa CHCTEMH 3a €JICKTPOHEH OOMEH Ha JJaHHU C PeryJaTOPHUTE OpraHH Ha APYTUTE JbprKaBU
wieHkd, EBponeiickata komucus u EBponeiickara areHuus 1o JeKapcTBaTa.

Y. 19a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.) (1) CrorBeTHUTe P3U BOIAT M
MOAIBPKAT MyONMYHU PErHCTPU 3a H3AaJCHUTE OT TIX YAOCTOBEPEHHUS 3a pEerucTpanus Ha
IpOTepuH.



(2) B 7-mHeBeH CpOK OT HW3/IaBaHETO Ha YJIOCTOBEPEHHE 3a PETHCTpAllds Ha ApOTrepus
cpboTtBeTHaTa P3U m3npama 10 MUHHACTEpCTBOTO HA 3/IpaBeona3BaHETO HH(POPMAIUS 33 N3aACHUS
aKT.

(3) MuHHCTEPCTBOTO Ha 3]IpaBeOIa3BaHETO BOAM U MOJABpKA HA MHTEPHET CTpaHHULATa CU
myOIMYeH HallMOHAJIEH PErUCThp Ha U3/aJIeHUTE YJOCTOBEPEHUS 3a PErHCTpaLus Ha JPOrepus.

Pazgen 111
duHaHCHUpaHe

Un. 20. (1) Hetinocrra Ha MAJl ce ¢uHaHcupa oT OIOJKETHH CPEACTBA M MPUXOIH OT
coOCTBEHA JIEHHOCT.

(2) (U3m. - B, 6p. 15 or 2013 r., B cuna ot 1.01.2014 r.) bromxernure cpeacrtBa ce
ocurypsiBaT OT cyOcuausi OT Abp)KaBHUS OO/KeT upe3 Orojkera Ha MHUHHMCTEPCTBOTO Ha
3/lpaBeoIIa3BaHEeTo.

Ui 21. (1) U3meaHuTenHaTa areHIys 1o JiekapcTBara € afMUHHUCTPATOp Ha MPUXOIUTE OT
coOCTBeHa IEHHOCT, KOUTO ce (hOpMHUPAT OT:

1. XxumMuKo-(hapMaleBTUUHU €KCIIEPTU3H;

2. 1abopaTOpHU aHAIHM3H U U3ITHUTBAHHUS,

3. olleHKa Ha JOKyMEHTAllUs U W3JlaBaHe Ha pa3pelieHus, CepTU(PHUKATH, YAOCTOBEPEHUS U
JpPYTH TOKYMEHTH, TOCOYEHH B TO3H 3aKOH;

4. olleHKa IpU INOJHOBSABaHE, MPOMSHA U 3ajMyaBaHe Ha pa3pelleHHeTo 3a ynorpeba U
YAOCTOBEPEHUE 32 PETUCTPALUs Ha JIEKAPCTBEH MPOAYKT;

5. moaxbpkaHe Ha pa3pelleHHsTa 3a yrnoTpeda WM yJAOCTOBEPEHHSTa 3a perucrpanus Ha
JIEKapCTBEH MPOIYKT;

6. T7100M ¥ UMYIIECTBEHH CaHKIMH, HAJIO)KEHH C HAaKa3aTeJIHW MOCTAaHOBJIECHUS, U3/1aJIeHU 3a
HapyIIEHUS 110 TO3H 3aKOH;

7. KOHCYNTAHTCKa, H3JaTelcka W Hay4yHOM3CIIEJOBaTelICKa JeHHOCT B o0jacTra Ha
JIEKapCTBEHMSI CEKTOD;

8. chriacyBaHe Ha WHBECTHLIMOHHUTE TMPOEKTH 32 CTPOUTEJIICTBO HA HOBU H/HIU
MIPEYCTPOMCTBO Ha ChHIIECTBYBAIlM OOEKTH, CBBpP3aHM C MPOU3BOACTBOTO Ha JIEKapCTBEHU
MPOAYKTH;

9. W3BBpIIBAaHE HA WHCIEKIIMHA BBHB BPH3Ka C OIEHKA 32 CHOTBETCTBHETO HA YCIOBHSATA Ha
MIPOU3BOJICTBO C U3UCKBaHMATa Ha JloOpaTa MpOM3BOICTBEHA MTPAKTHKA;

10. (noBa — /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) u3BBpIIBaHE HA UHCIIEKIIUU HA
pas3pelIeH 3a MPOBEXKAaHe KIMHUYHN U3MUTBAHUS;

11. (noBa — /1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) u3BbpIIBaHE HAa WHCIEKIUH,
CBbp3aHU C M3AaBaHe Ha cepTudukar 3a [JoOpa mpousBojacTBeHa mpakTHKa wiu 3a JloOpa
IUCTpUOYTOPCKA MPAKTUKA 110 HICKaHe Ha MHCTIEKTHPAHOTO JIAIIE;

12. (mpeaumna 1. 10 - JIB, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.) ApyrH U3TOUHUIIH.

(2) U3m. — 1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpu ocwbliecTBsiBaHEe Ha
neiinoctute o ai. 1, T. 1 - Su 7 - 11 MAJI cebupa Takcu B pa3mep, onpeneneH B Tapuda, mpuera
OoT MHUHHCTEPCKUS CHBET.

(3) (HoBa - IB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) B Tapudara mo an. 2 ce
OTpeeNAT MO-HUCKM M DPA3JIMYHU IO pa3Mep TaKCH 3a OCHIIECTBSIBAHE Ha MPOLETypUTE IO
paspeliaBaHe 3a ynorpeda, mporu3BOICTBO U BHOC Ha JIEKAPCTBEHU MPOAYKTH 32 MaJIKU U 33 CPEIHU
NPEINpUsATHs BB (apMaIleBTUYHHUS CEKTOp IO CMHCHJIa Ha 3aKoHa 3a MAIKUTE W CPEIHHTE
NPEIIPUATHSL.

Un. 22. (1) ®unancoBute cpecTna 1o 4i. 21 ce pa3xoasar 3a:

1. konTponnara aeiHocT Ha AT,

2. 3amiaimiade Ha JeMHoCcTH 1o wi. 21, an. 1, T. 1 u 2, B ciaydanTe, KOraTo M3BbPIIBAHETO UM €
BB3J10KeH0 oT MAJI o 1oroBop Ha ApyTH JIMLA;

3. (otm. - IB, 6p. 38 o1 2012 1., B cuima ot 1.07.2012 1.);

4. cp3naBaHe, OAABPIKAHE U BOJEHE HA peructpure no wi. 19, an. 1;



5. moaabpkaHe Ha CHCTEMH 3a €JIEKTPOHEH OOMEH Ha JaHHU C PEryJiaTOpHUTE OpraHu Ha
JIpYTUTE AbpKABU WICHKH, ¢ EBporelickata komucus 1 ¢ EBporielickara areHuus 1o JeKapcrsara;

6. (mom. - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) nuHpopManMOHHA U W3AaTEIICKA
JICHOCT, CBBp3aHa C Ka4eCTBOTO, €PEKTUBHOCTTA M O€30MaCHOCTTA HA JICKAPCTBECHUTE MPOIYKTH U
Mpocie/isBaHe Ha JieKapcTBeHaTa 0€30MacHOCT;

7. (mom. — 1B, 6p. 84 ot 2018 r., B cuiia 6 mMecena ciiel] myOJIMKyBaHe Ha ChOOIIEHUETO I10 HJI.
82, maparpad 3 ot Permament (EC) Ne 536/2014) obGe3nevaBaHe qeHHOCTTa HA CHEIUATU3UPAHNTE
komucuu 1o 4i. 47, an. 1 u 2, komucusara mo wi. 103, an. 1 1 Ha cbBera 110 wiI. 251, an. 3;

8. (otm. - JIB, 6p. 38 or 2012 1., B cuna ot 1.07.2012 r.);

9. ydacTus B MEKyHAPOIHU M HAIIMOHATHU MEX 1y Ia00paTOPHU H3MUTBAHUS;

10. (m3m. - JIB, 6p. 60 ot 2011 r., B cma ot 5.08.2011 r., ot™m., 6p. 38 oT 2012 r., B cuia ot
1.07.2012 1.).

(2) (Hom. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. u gom., 6p. 12 or 2011 r., B
cuna ot 8.02.2011 r., uzm., 6p. 60 ot 2011 1., B cuina ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuna ot
21.12.2012 r., 6p. 84 ot 2018 r., B cuia 6 mecena ciej MyoIuKyBaHe Ha ChOOIIEHUETO O il. 82,
naparpad 3 or Permament (EC) Ne 536/2014) ®dunancoBute cpeiacrBa mo wi. 259, am. 5 ce
pasxojBar 3a:

1. (otm. - IB, 6p. 60 ot 2011 r., B cuita ot 5.08.2011 r.);

2. neitHocty Ha DapMaKONeHHNUS KOMUTET;

3. (w3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r., 6p. 102 ot 2012 r., B cuna ot
21.12.2012 r., 6p. 84 ot 2018 r., B cuia 6 mecena ciej MyoIuKyBaHe Ha CbOOIIEHUETO O 1il. 82,
naparpad 3 ot Pernmament (EC) Ne 536/2014) neitnocTn Ha KoMucusita mo mpo3pavHocT;

4. (ot™. - 1B, 6p. 38 o1 2012 ., B cruta ot 1.07.2012 1.);

5. (mom. - JIB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r., u3m., 6p. 12 ot 2011 r., B cuina ot
8.02.2011 r., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™., 6p. 38 oT 2012 1., B cuima ot 1.07.2012

r.).

I'naBa Tpera
ITYCKAHE HA ITA3APA HA JIEKAPCTBEHHU ITPOAYKTHU

Paszpnen I
OO0mM nosoxkeHust

Un. 23. (1) (U3wm. - [IB, 6p. 71 ot 2008 1., B cuuia ot 12.08.2008 r.) [IpomurinieHo npousBeaeH
JIEKapCTBEH MPOAYKT WJIM JIEKAPCTBEH MPOAYKT, MOJYYEH 10 METOJ, KOMTO BKJIIOYBA NMPOMMUIILIEH
npoiiec, Moke Ja Ob/ie MyCHAT Ha ma3apa camo cjell [ojlyyaBaHe Ha pa3pelleHne 3a ynorpeda win
Clle]] MoJly4aBaHe Ha yJO0CTOBEPEHUE 3a PErucTpalys, U3AaJeHO MO pella Ha TO3M 3aKOH WIIU I10
pena Ha Pernament (EO) Ne 726/2004 na EBponelickus napnameHT U Ha ChBeTa, M IIPU Cla3BaHe
n3uckBanusaTa Ha Permament (EO) Ne 1901/2006 na EBponeiickusa napiameHT u Ha CpBera ot 12
nexemBpu 2006 r. OTHOCHO JIEKAPCTBEHUTE NMPOAYKTH 3a MEAUATPUYHA yNoTpeda U 3a U3MEHEHUE
Ha Permament (EMO) Ne 1768/92, qupextuna 2001/20/EO, Hupextusa 2001/83/EO u Permament
(EO) Ne 726/2004, napuuan no-HataThk ,,Pernmament (EO) Ne 1901/2006%, u Ha Pernament (EO) Ne
1394/2007 na EBpomneiickuss mapiameHT u Ha CbBeta oT 13 HOoemBpm 2007 T. OTHOCHO
JIeKapCTBEHUTE MPOAYKTH 3a MoJepHa Tepanus U 3a usmeHenue Ha J{upexktuBa 2001/83/EO u Ha
Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 gexemBpu 2007 1.).

(2) Pazpemenue 3a ymnoTrpeba mo cMmHChiIa Ha ail. | ce M3UCKBAa W 3a PaIMOHYKIUAEH
reHepaTop, paAMOHYKIHJIEH IPEKYPCOp U 3a KUT.

(3) Bunosere npoueaypu o cMuchia Ha aj. 1 ca:

1. neHTpanusupana;

2. mpolietypa 1o B3aUMHO NPpU3HaBaHe/ IeIICHTPAIU3UpPaHa;

3. HallMOHAJHa.

(4) (Homa - /IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Ha Teputopusita Ha PenyOiuka
benrapus morar na ObAaT MyCKaHU Ha Ma3apa caMo JISKapCTBEHH NMPOLYKTH, YUHTO MPUTEXKATEN Ha



paspeleHneTo 3a ynorpeba/yI0CTOBEpeHHE 3a PETUCTpallds € YCTAaHOBEH Ha TEPUTOPHSITA Ha
IbpKaBa YJICHKA.

Ui 24. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3pemienne 3a ymorpeda
HE ce M3HMCKBa 3a paguodapMaleBTHIHM, IPUTOTBEHH HETOCPEACTBEHO NpEeAH ymnoTpedara UM OT
paspellieHu 3a ynorpeda paauoHyKIHIHA T€HEePaTOpU, PAAUOHYKINIHN MPEKYPCOPU WIIU KUTOBE B
CBHOTBETCTBUE C YKa3aHUSTA HA IPOU3BOJUTEIS UM.

(2) Ipoagykrutre mo an. 1 ce HMpUrOTBAT OT KBaTU(UUHUPAHH JUIA B Ja0OpPaTOpUM WU
MHCTUTYTH, NOJIyUYMJIM Pa3pelIeHHE 3a M3BBPIIBAHE HA TakaBa JAEWHOCT IO pelga Ha 3akoHa 3a
0e301MacHO U3MOJI3BAHE HA SiAPEeHATa CHEPTHUs.

(3) [lpurorBsiHETO, M3NOJA3BAHETO U NPUIATAaHETO HA NPOAYKTUTE MO ail. | ce u3BbpuIBa
CHITIACHO MEIULIMHCKHS CTAaHAAPT MO HyKJIeapHa MEeIUIMHA.

Ui 25. (1) Kpurepuure 3a onpenensiHe Ha JIEKApCTBEH MPOAYKT, NPEAHA3HAUEH 3a JICUECHUE,
npodunakTuka WM AUArHOCTHKAa Ha peiku 3abonaBanus, ce ypexzaar B Permament (EO) Ne
141/2000 na EBponeiickust mapaameHnT u CbBera.

(2) VYcnoBusiTa M peAbT 3a HW3JlaBaHE Ha pas3pelieHHe 3a ynorpeda Ha JIeKapCTBEHUTE
npoaykTH o an. 1 ce onpenensat B Permament (EO) Ne 726/2004 na EBporneiickus mapiiaMeHT U
CsbBera.

Ui 26. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3pemenne 3a ynorpeda
Ha JIEKapCTBEH MPOIYKT, YAOCTOBEPEHUE 3a PErUCTpallis Ha XOMEOINAaTH4YEH JIEKapCTBEH MPOAYKT
10 wi. 35 WM yJOCTOBEPEHUE 3a PETUCTPALUs Ha TPAJULUOHEH PACTUTENIEH JIEKApCTBEH IMPOAYKT
no wi. 37 Ha TepuTopusaTa Ha PemyOnuka bearapus ce u3gaBa OT W3MBIHUTEIHUS TUPEKTOP HA
NAJl Ha (pu3WYecKo WM IOPUIMYECKO JIUIE, KOSTO € YCTAHOBEHO Ha TEPUTOPHUATA Ha JIbPKaBa
YJICHKA.

(2) Korato nuuero mo ai. 1 He € yCTaHOBEHO Ha TepuTopusita Ha Penmybnuka bbarapus, To
OTIpe/ieNisi CBOM MPEICTaBUTEN.

(3) IpurexarensT Ha pa3pelICHUETO 3a YIOTpeda HOCH OTTOBOPHOCT 3a ITyCHATHTE Ha ma3apa
JeKapcTBEeHH MNpoAyKTu. OmnpenensHeTo Ha JMIle Mo aj. 2 He OCBOOOXKAaBa IMpHUTeXarens Ha
paspelieHneTo 3a ynorpeda OT OTrOBOPHOCT ChIJIaCHO JeicTBaimoTo B PemybOnuka bbarapus
3aKOHOJATEJICTBO.

Paszpen 11
M3uckBaHusi KbM IOKYMEHTALMSATA 32 M3/1aBaHe HA pa3pelleHue 3a ynorpeda

Un. 27. (1) (U3m. - 1B, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) 3a u3maBaHe Ha
paspelieHre 3a ynorpeba Ha JIEKapCcTBEH MNPOIYKT JUIETOo Mo wi. 26, an. 1 momaBa B MAIJI
3asBIICHHE IO O0pasel, MPUAPYKEHO ¢ J0che BBB Qopmar ,,EnekTpoHeH o0Il TeXHUYECKH
JOKYMEHT, KOETO ChIbpiKa:

1. mMe u azpec Ha YNpaBIICHUE/TIOCTOSHEH ajpec Ha 3asBUTENS W Ha MPEICTABUTEINS IO YL
26, an. 2; KoraTo 3asBUTENAT € JIHIE, pa3IMYHO OT MPOU3BOAUTEINS WIN MPOU3BOAUTEINTE - aJIpec
Ha 00EKTHTE 3a MPOU3BOJICTBO;

2. HaMMEHOBAHHE Ha JICKAPCTBEHUS IPOAYKT;

3. MaHHW 3a Ka4eCTBEHUS M KOJIMYECTBEHHs CHhCTaB Ha JICKAPCTBEHHS MPOAYKT, KaTro ce
MI0COYBA MEXAyHApOJHOTO HEMAaTeHTHO HauMEeHOBaHHe, npenopbyano or C30, nmpu HaIMuue Ha
TaKOBa, WJIH CHOTBETHOTO XUMHUYECKO HANMEHOBAHMUE;

4. TeparneBTUYHU TIOKa3aHUs, MPOTUBOIIOKA3aHUS U HEXKETaHH JICKAPCTBEHH PEaKIUY;

5. (m3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 T.) 103MpoOBKa, JIekapcTBeHa GopMma,
HAYMH Ha IPUIIOKEHHUE U ITHT Ha BHBEXKIAHE U MPEJIOKEH CPOK Ha TOJTHOCT;

6. TpeamasHU MEPKH M MEpPKH 3a O€30MacHOCT TNpH ChXpaHsIBaHE Ha MPOAYKTa, NpU
MIPUJIATAaHETO MY Ha MAIUEHTHUTE U NP YHUIIIOKABaHE HAa OTHAABLUTE OT MPOIYKTA, MPUAPYKEHHU C
yKa3aHUs 3a MOTSHIIHATHUTE PHUCKOBE OT JIEKAPCTBEHUS MPOIYKT 332 OKOJHATA CPElIa;

7. onucaHue Ha HaYMHA Ha IPOU3BOJICTBO;

8. onucaHue Ha KOHTPOJIHUTE METO/IU, U3MOJI3BaHU OT MPOU3BOAUTENS;
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8a. (aoBa - /IB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) nexnaparusi, ye pe3yJaTaTuTe OT
onuta 1o 4i. 160, an. 2, mpoBeeH OT NPOU3BOAUTENS HA JIEKAPCTBEHUS IPOAYKT, IOTBbPK/1aBar,
4ye aKTUBHOTO BEIIECTBO € IIPOU3BEACHO B CHOTBETCTBUE C MPUHIIMIIUTE U PbKOBOJCTBaTa 3a JloOpa
MIPOU3BO/ICTBEHA MTPAKTHKA; B JACKJIApalUsATa Ce IIOCOYBA JaTaTa, Ha KOSTO € MIPOBEACH OJUTHT;

9. olleHKa Ha MOTEHLMATHUS PUCK OT JIEKAPCTBEHMsI MPOIYKT 3a OKOJHATa Cpela 3a BCEKU
OTJIeJICH CIy4ail U MEPKH, MPEJIBUCHU 32 OTPaHUYABAHETO MY;

10. pe3yararu oT:

a) hapmaneBTHuHNUTE (PUINKO-XUMHUYHH, ONOTOTUIHH WM MHUKPOOHOJIOTHYHN ) U3MUTBAHUS;

0) NPEAKINHUYHUTE (TOKCHKOJIOTUYHH U (PapMaKOJIOTHYHH ) U3TTMTBAHUS;

B) KJIIMHUYHU U3MUTBAHUS;

11. pexmapanusi, 4ye HpU KIMHUYHUTE HW3MHUTBAHUS, IMPOBEIECHU H3BBH TEPUTOpPUATA Ha
IbPKABUTE YWICHKH, ca CIIa3€HU ETHYHUTE NMPUHIMIH Ha JloOpara KIMHIUYHA TPAKTHKA;

12. (u3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pe3roMe Ha cucTemaTa 3a
IIpocCieIIBaHe Ha JIeKapCcTBEeHaTa 0€30IaCHOCT, KOETO BKJIIOUBA CICAHUTE €JIEMEHTHU:

a) UMe Ha KBaM(HUIMpaHOTO Jnie 1o wi. 191, aBrobuorpadus - obpazoBanue, MPUIOOUT
npodecroHalleH OnuT B 00jacTTa Ha TpOCiensBaHE Ha JIeKapcTBEHaTa O€30MacHOCT U
KBasIM(pUKaIKs 32 U3MBIHEHUE HA 3aIbJDKEHUSITA MY TI0 pejia Ha IJ1aBa 0CMa;

0) BCsIKa e/IHa IbprKaBa WICHKA, B KOSITO KBATM(HUIIMPAHOTO JIUIE U3IIBIHABA 33 IBIKCHUSATA
cH;

B) aapec, TenedoH, dakc, anpec Ha eIEKTPOHHATA ITOIA Ha JIMIETO 1o OyKBa ,,a%;

) aJpec, Ha KOWTO ce ChXpaHsABa OCHOBHMAT JIOKYMEHT Ha CHCTEMaTa 3a MpocieisBaHe Ha
JIeKapcTBeHaTa 0e30MacHOCT;

12a. (HoBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) nexnapamnus OT 3asBUTEIIA, Y€
pasmnosara ¢ HeOOXOIMMUTE CPEJCTBA Ja U3ITBIHABA 33AbJDKEHUATA 1O TJIaBa OCMa;

13. (u3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) nuian 3a ynpaBjieHHe Ha pUCKa C
ONMCaHHWE Ha CHCTEMAaTa 3a yNpaBJICHHWE HA PUCKA, KOSTO 3asBHUTENAT 1€ BHBEAC 3a ChOTBETHHS
JIEKapCTBEH MPOJIYKT, 3a€IHO C PE3IOME Ha TUIaHa;

14. xpaTka XapakTepuCTUKa Ha MPOAYKTa ChIVIACHO 4Jl. 34;

15. makeT Ha MbpBUYHATA M BTOPUYHATA OMMAKOBKA HA MPOAYKTA U MPEATIOKEHUE 33 TUCTOBKA
B CHOTBETCTBHE C M3MCKBAHUATA HA TJ1aBa IIECTa;

16. xomue OT pa3peleHUeTo 3a MPOM3BOJCTBO, M3/A3JEHO OT PEryJIaTOpHUS OpraH Ha
Ibp)KaBaTa, B KOSTO CE€ HM3BBPIIBA IPOU3BOACTBOTO, MPUAPYKEHO Chc ceprudurar 3a [lobpa
MPOU3BOJICTBEHA TPaKTUKa WU CcepTU(UKAT, YyIOCTOBEpsBall, dYe TMPOU3BOACTBOTO Ha
JIEKapCTBEHHs TPOAYKT W Ha AaKTUBHHUTE BEUIECTBA, BIM3AIIM B CHhCTaBa My, € H3BBPIICHO B
CbOTBETCTBUE CbHC CTaHAApPTH, Hal-MaJKo EKBHUBAJIEGHTHM Ha craHgaptute Ha JloOpara
MIPOU3BO/ICTBEHA MTPAKTHKA;

17. xomue OT JOKYMEHT, C KOHTO JIEKAPCTBEHUAT MPOAYKT € OINpejeeH 3a JeueHHe,
npoMIaKTHKA WIH TUArHOCTUKA HA PEIKU 3a00JsIBaHUS, IPHIPYKEH C KOMHE OT CTAHOBHUILETO HA
EBporeiickara areHuus mo 1eKapcTBara;

18. xomus OT BCHUYKM pa3pelieHus 3a yrnoTpeda, u3aaieHu B Apyra JbpKaBa WiICHKA WU B
TpeTa AbpiKaBa, 3a JIEKapCTBEHHS MPOAYKT, 3a KOMTO Ce hCKa pa3pelieHue 3a yrnorpeoa;

18a. (noBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) xonure oT 0OoOIIeHHE Ha
JAHHHUTE 32 0E€30MaCHOCT, BKJIIFOUUTETHO JAaHHHUTE, ChABPIKAIIU CE B MIEPUOJUIHUTE aKTyaTHU3UPaHU
JOKJIaau 3a 0€30IacHOCT, U KOrato TakuBa ca HaJMIe, ChOOILIEHUATAa 3a MOJ03UPAHU HEXeJlaH!
JIEKapCTBEHH PEAKIUU;

19. cnuchbk Ha ObpKABUTE UWICHKH, B KOMTO € IMOJAJCHO 3asBJICHUE 3a H3/laBaHE Ha
paszpelieHue 3a ynorpeda Ha JeKapCTBEH MPOIYKT;

20. (m3m. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) komwe OT Kparkara
XapaKkTepUCTHKA Ha MPOAYKTa, MPEAIOKEHa OT JIMIETO Mo 4wi. 26, an. 1, uiau Komue oT Kparkara
XapaKTepUCTHKAa Ha TMPOAYKTa, 0J00pEeHa OT PEryjaTopeH OpraH Ha JbpKaBa WICHKa/Ibp)KaBU
YJICHKH, BeUe U3JIAJIM pa3pelleHue 3a ynoTpeoa;
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21. xonme OT OTKa3a 3a U3JaBaHe Ha pa3pelleHue 3a yrnoTpeda B AbpikaBa WieHKa UM B TpeTa
IbpXKaBa, MPUAPYKEHO C MOTUBHU; MH(POPMAIUS 32 BPEMEHHO CIUpPaHE WM 3a MpEKpaTsIBaHE Ha
JIEMCTBUETO Ha pa3pelleHneTo 3a ynorpeoa;

22. xomue OT MpeIoKeHaTa JHUCTOBKA 3a MAIMEeHTa, NMPHUAPYXKEHO OT o0oOIieHue Ha
pe3yiTaTuTe OT OIEHKaTa Ha HHUBOTO Ha pa30MpaeMOCT Ha ChABPKAHMETO Ha JIMCTOBKaTa OT
n30paHa OT 3asBUTENS LieJeBa Tpyla OT MalMeHTH, WM KOMHE OT JIMCTOBKAa, 0J00peHa oT
pEeryiaTopeH opraH Ha JbpiKaBa YWiICHKa, Beue U3/Jall pa3pelleHue 3a yrnorpeoa;

23. TOKYMEHT 3a IIaTeHa Takca B pa3Mmep, onpeneneH B Tapudara mo wi. 21, an. 2;

24. (noBa - JIB, Op. 71 ot 2008 r., B cunma ot 26.07.2008 r.) MOKyMEHTUTE MO 4i. 7 OT
Pernament (EO) Ne 1901/2006.

(2) (Hom. — 1B, 6p. 18 ot 2014 r.) Jlokymenture mo an. 1, T. 18 u 18a mo oTHomeHne Ha
JbPKaBUTE YWICHKH, ChOTBETHO 110 T. 19, ce mogaBar caMmo B npoueaypure mno paszgen VIL

(3) 3a pagMOHYKJIMIHU T€HEPATOpPH KbM JaHHUTE MO aid. 1 ce MpeACTaBsT HONBJIHUTEIHO
CIIETHUTE IOKYMEHTHU:

1. onMcaHue Ha cucTeMara 3aeHO C MOJIPOOHO OMHCaHWE Ha KOMIOHEHTUTE U, KOUTO MOTatT
J1a TIOBJIMSISIT HA ChCTAaBa WJIM HAa KQU€CTBOTO HA IBIIEPHUTE PATUOHYKIIH/IN;

2. KQueCTBEHH M KOJUYECTBEHU OCOOCHOCTH Ha elyaTa Wiu cyOnumara.

(4) JloxymMeHTHTe W JaHHHWTE OT (apMalEBTUYHHUTE, NPCIKIMHUYHUTE W KIMHUYHUTE
W3MHUTBAHUA CE€ TMPHUIAPYXKaBaT ¢ O0OOIIEHH AOKIAIN, U3TOTBEHHU OT EKCIEepTH ¢ HeoOXoaumara
TeXHWYecKka M mnpodecrnoHanHa kBammpukanus. KeMm nokmagure ce mpuiara aBroOuorpaduvHa
CIpaBKa Ha €KCIIEPTUTE, U3TOTBIIIN JOKIIAA.

(5) Hocuero Ha nEeKapCTBEHHsSI MPOIYKT CE MPEACTaBs Ha OBITapcKU /WM Ha aHTIIHACKH
€3UK.

(6) (Homa - JIB, 6p. 102 ot 2012 r., B cma ot 21.12.2012 r.) Cucremara 3a yIrpaBJIeHHE Ha
pucka o an. 1, T. 13 TpsbBa na e nmponopuroOHAIHA HA HICHTU(PUIIUPAHUTE U HAa MOTCHLIUATHUTE
PHUCKOBE OT JICKQPCTBEHHS MPOAYKT U Ha HEOOXOJMMOCTTA OT ChOMpaHe Ha TaHHM 3a 0€30MacHOCT
OT MOCTMAPKETUHTOBU MIPOYUYBAHUS.

(7) (HoBa - B, Op. 102 or 2012 r.,, B cuma ot 21.12.2012 r.) Ilputexarenar Ha
paspelieHneTo 3a ynorpeba akTyanu3upa AaHHHUTE OT JocueTo mo an. 1. 3a Bcska mpomsiHa B
JIOCHETO Ce IIpUJIara pebT Ha IJ1aBa TpeTa, pa3aen VI, korato e npuioxumo.

Un. 28. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Jlumero mo uiu. 26, an. 1,
JIOKOJIKOTO HE HapylllaBa MpaBaTa Ha MHAYCTpHallHA U ThProBCKa COOCTBEHOCT, HE IpPEJCTaBs B
WNAIJI nannute no un. 27, an. 1, T. 10, 6yksu ,,0“ u ,,B*, ako MOXe J1a JOKaKe, ue JIEKapCTBEHUST
MPOJYKT, MOCOYEH B 3asBJICHUETO, € T'€HEPUUEH Ha pePepeHTEH JIEKapCTBEH MPOIYKT, KOUTO €
paspeliieH WK e Ol pa3pelieH 3a ynorpeda B IbpKaBa ieHKa, MPEAr He T0-MaJIKo OT 8 TOUHH.

(2) IlputexaTensart Ha pa3pelieHUueTo 3a ynoTpeda Ha TeHEPUYHUS MPOAYKT 1o all. 1 He Moxke
Ja TO MyCHE Ha Masapa, mpenu na u3TekaT 10 roaWHu OT JaTata Ha TBPBOTO pa3pellieHHe 3a
ynotpebda Ha peepeHTHHSI IEKapCTBEH MPOIYKT.

(3) JIuuero mo un. 26, an. 1 mpu crnazBade Ha ycloBusTa o ain. 1 u 2 moxe aa nogane B MAJI
3asiBJICHHE 3a pa3pellieHue 3a ynorpeba Ha TeHepU4eH Ha peepeHTeH JIEKapCTBEH MPOIYKT U
Korato pe)epeHTHUAT MPOAYKT HE € UMal M3JIaJIeHO pa3pelleHre 3a ynorpeda Ha TepUTOpUsATa Ha
Peny6nuka bearapus.

(4) B cnyuaute no an. 3 muneto mo 4i. 26, an. 1 mocouBa B 3asBIEHUETO MO wi. 27, ai. |
IbpKaBaTa WIeHKa, B KOATO pe)epeHTHUST MIPOIYKT € pa3pelleH Win e Ouil pa3pelieH 3a ynorpeoa.

(5) B caywgautre no an. 3 MAJI usuckBa OT perylaTOpHUS OpraH Ha JIbp)KaBaTa 4JICHKa,
MOCOYEHa B 3asBICHUETO MO wWi. 27, an. 1, MOTBBpKIAeHWE Ha HHPoOpMamusITa Mo ai. 4,
KOJIMYECTBEHUSI M KAa4yeCTBEHHsS] CBhCTaB Ha pedepeHTHHs NPOAYKT U aKo € HEeoOXOIUMO,
JOTBJIHATETHA JOKYMEHTAIIHS.

(6) M3npaHUTETHATA areHIUs MO JIeKapcTBaTa MPeaoCTaBs MPU MOMCKBAaHE OT peryjJaTopeH
OpraH Ha [JbpKaBa WIEHKA, B KOATO € TOJAJCHO 3asBICHUETO 3a T€HEepUuYeH Ha pedepeHTeH
JIEKapCTBEH MPOJYKT, KOUTO € pa3pellleH WK € OWII pa3pelieH 3a yrnorpeda Ha TepuTOpHUsATa Ha
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Penry6nuka bearapusi, Heo6xoauMara nH(popMalys 1mo ai. 5 B CPOK 0 €IWH Mecell OT JaTaTa Ha
MMOUCKBAHE.

(7) AeceTroquIIHUST MEepuo 1o aji. 2 Moxke Aa ObJe yIbIKEH Hall-MHOTO C €1Ha TOJIMHA 110
MCKaHe Ha MPUTEKATEIs Ha pa3pelieHHeTo 3a ynorpeda Ha pedepeHTHuUs IeKapCcTBEH MPOAYKT, aKO
1pe3 MbpPBUTE § FOJMHU OT HU3/1aBaHE Ha pa3pelIeHUueTo 3a yrnorpeda Ha pedepeHTHHUS JIeKapCTBEH
MPOAYKT MPUTEKATENIAT MYy IMOJYYH 3a ChIIUA MPOAYKT pa3pelieHHe 3a HOBO TEpaneBTUYHO
MOKa3aHWe, YHHUTO 3HAUUTENHM KIMHUYHU [PEIUMCTBAa TMpeJ ChIIECTBYBAIIUTE Je4eOHU
BB3MOKHOCTHU Ca HAYYHO OOOCHOBAHHU.

(8) (Homa - JIB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r.) Koraro 3a nekapcTBeH MPOIYKT €
M371a/ICHO TbPBOHAYAITHO pa3pelleHue 3a yrnorpeda B ChOTBETCTBHE € Wi. 23, 3a BCAKA MPOMSIHA B
KOJMYECTBOTO Ha aKTUBHOTO BEILECTBO, B JiekapcTBeHaTa (opMa, B KOJUYECTBOTO B OINAKOBKA, B
TS Ha BBBEXKJAHE HA JIEKAPCTBEHMS MPOAYKT, KAKTO W 32 BCHUYKU JIPYTM NPOMEHU WIH
pasummpsBaHe Ha 00XBaTa Ha pa3peleHUETO 3a YnoTrpeda ChUIO Ce M3/1aBa pas3pelleHre ChIIacHO
M3UCKBAHUATA HA TO3M 3aKOH WJIM IMbPBOHAYAIIHOTO Pa3pellIeHre 3a yrnoTpeda ce JombiBa. Benuku
TE3H pa3pelleHus ce CMITAT KaTo MpUHAJIekKAIIU KbM €IHO TTI00aIHO pa3pelieHue 3a yrnorpeda Ha
JIEKapCTBEHMSI MPOLYKT 3a LIEJIUTE Ha NIPUJIaraHe Ha TO3H YJIEH.

Un. 29. (1) Jluuero mo un. 26, an. 1 mpeacrass B MAJl pesynratute oT HEOOXOAMMHUTE
NPEIKIMHAYHA W/WIH KIWHUYHA WM3MUTBAHUS B CIy4YaWTe, KOTATO JICKAPCTBEHUAT NPOAYKT,
MIOCOYEH B 3asBJICHHUETO:

1. He MOKe /1a ce OIpeneau KaTo FeHEpUYeH, WIH

2. U3MUTBAHUATA 32 OMOHAIMYHOCT HE JOKa3BaT OMOEKBUBAJIIEHTHOCT, MU

3. (mom. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) uma npomsiHa B aKTUBHOTO
BELIECTBO HJIM BEIIECTBA B KOJMYECTBOTO Ha AKTUBHOTO BEIIECTBO WJIM BEIIECTBA B J1030Ba
¢IMHUIIA, Ha TEPANICBTUYHUTE ITOKA3aHMsI, HA JIeKapcTBeHaTa (opma, HA HAYMHA HA TPHIIOKECHUE
cnpsaMo pedepeHTHHS IeKapCTBEH MPOIYKT;

4. (ot™. - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.).

(2) Korarto OuomoruyeH IeKapCTBEH MPOAYKT, MOCOYEH B 3asABICHHETO, MOJ00EH Ha
pedepeHTeH OnoJIornyeH JeKapcTBEH NPOAYKT, HE OTTOBaps Ha yCIIOBUSATA, 32 Ja ObJe ONpe/eseH
KaTO TeHEpUYEH JICKapCTBEH MPOAYKT MOPaAM Pa3IM4eH HAYUMH Ha MPOU3BOACTBO WM PA3IHYHU
M3XOJIHU MaTepPHAIA B CpaBHEHHUE C pePEPEHTHUS WIH 10 IPYTH MPUUUHHM, 3aIBUTEIIAT MPECTaBS B
NAIJI pesynratute OT HEOOXOAMMHTE MPEIKIMHUYHHU W/WIM KIMHUYHU W3MHUTBAHUSA, CBBP3aHH C
TE€3H yCIJIOBUS.

(3) B cnyuaute o an. 1 u 2 ce mpenctaBs U TOKyMEHTalUATa, ONpe/ie]ieHa B Hapeadara mo
. 42.

Yn. 30. (1) JIunero mo ui. 26, an. 1, TOKOJIKOTO HE HapyllaBa MpaBaTa Ha MHAyCTpHaHA U
TBProBcKa coocTBeHOCT, He TipeacTaBs B MAJI gannute mo wi. 27, an. 1, 1. 10, 6yxBu ,,06 win ,,B%,
aKo MOJKe Jla IOKaxe, MpU YCIOBHUS, ONpe/ie]ieHd B HapenOaTa 1o 4i. 42, ye akTUBHOTO BEIIECTBO,
BJIM3all0 B ChCTaBa Ha MpeAJiaraHus 3a pa3pelleHue 3a ynorpeda JekapcTBeH NPOAYKT, € ¢ 100pe
yCTaHOBEHA YIOTpeda B METUIIMHCKATa MPAKTHUKA, UMa MpU3HaTa eUKACHOCT U TIPUEMIIUBO HHUBO
Ha Oe3omacHocT. B Te3u ciiydan pe3ynaTaTHTe OT M3MMTBAHUATA U TECTOBETE MOTAT Ja CE 3aMEHST
ChC CHOTBETHUTE HAYYHU MYyOJIUKAIIHH.

(2) JIuueto no an. 1 mpencraBs pe3yaTaTuTe OT HEOOXOAUMUTE MPEIKIMHUYHA U KIMHUYHU
W3MHUTBAHUA B CITy4yail Ha IEKapCTBEH MPOAYKT, ChbpPIKAIll aKTUBHH BEIIECTBA, C T0Ope yCTaHOBEHA
ynoTpeba, KOUTO HE ca OWJIM M3MOA3BaHMU B MpeJyiaraHata KOMOWHAIUS 3a TepaneBTUYHU 1ieiu. B
TO3U CIy4dail He C€ MPEACTaBs JOKYMEHTAIHS 110 OTHOIIEHHE Ha BCSIKO OTJIETHO aKTUBHO BEUIECTBO.

(3) Koraro akTMBHO BEIIECTBO MO CMHCHJIA Ha aj. | WMa JOKa3aHO HOBO TEPAreBTUYHO
MoKazaHue Ha 0aszara Ha 3HAYMMHU TPEIKIMHUYHU WIH KIMHUYHM JaHHHW, CBHP3aHH C HOBOTO
MOKa3aHue, €HOKPATHO 3a CPOK OT €Ha TOAMHA CJe/Balll 3asgBUTENl HE MOXE Ja ce 1030BaBa Ha
JTAHHUTE 32 HOBOTO MOKa3aHUE Ha aKTUBHOTO BEILIECTBO.

Un. 31. B ciyyaid, Korato JeKapCTBEH MPOJIYKT ChIbpKa aKTUBHU BEIIECTBA, W3IOJI3BaHU B
ChCTaBa Ha paspelicHHu 3a ynorpeda JIEKapCTBEHU MPOAYKTH, HO HEHM3IOJ3BaHM B MpejiaraHaTra
KOMOWHAIMs 3a TEPANeBTHYHM IIEJIM, JIMIETO Mo Wi 26, ai. 1 mpeacTtaBs pe3yaTaTHUTE OT
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MPEIKIMHUYHUTE U OT KIMHUYHHUTE M3MUTBAHUS, CBHP3aHU C Ta3u koMmOuHamus. B To3u cimyuait
3asBUTENAT HE MPEJCTaBs JOKYMEHTAIMs OTHOCHO Oe30macHOCTTa M €(PUKACHOCTTa Ha BCSAKO
OTJICIIHO aKTUBHO BEILECTBO.

Un. 32. Ilputexarenst Ha pa3pelieHHe 3a ynoTpeda Ha JIeKapCTBEH MPOJIYKT MOXKE Ja
paspely HM3MO0JI3BaHeTO Ha (apMmalleBTUYHATA, MPEIKIMHUYHATA M KIMHUYHATA JOKyMEHTAIlMs,
ChIbpKaIa C€ B JOCHETO Ha JIEKAPCTBEHUS MPOAYKT, IPHU OLCHSIBAHE HA MOCIEABALIHN 3asiBICHUS
Ha JIEKAPCTBEHH NPOAYKTH CbC ChHIIUS KAueCTBEH U KOJIMYECTBEH CHCTAaB IO OTHOIIEHHE Ha
aKTHUBHHTE BEIIECTBA U ChC ChIIATa JIEKAPCTBEHA (opMa.

Un. 33. IlpoBexxnaneTo Ha HEOOXOIMMHUTE MPOYUBAHHS W M3MUTBAHUS C LI€N M3TOTBSHE Ha
JOKYMEHTAIUs 32 pa3peuieHre 3a yrnorpeda 1 rmocieiBanTe NpakTHIeCKd N3MCKBAHUS BbB BPb3Ka
C paspeliaBaHeTo 3a ynoTpeba Ha JIEKapCTBEHH MPOIYKTH Mo wi. 28 u 29 He e HapylleHue Ha
MaTeHTa WU Ha CepTHQHKATa 33 JOIMBIHUTEIHA 3aKpHJIa HA JIEKAPCTBEH MPOIYKT.

Ui 34. (1) KparkaTa xapakTepucTrKa Ha MPOAYKTa ChIbpiKa cleaHaTa HHGOpMAIIHs:

1. HaMMeHOBaHME Ha JIEKAPCTBEHUS MPOAYKT, KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO 3a JI030Ba
€IMHHUIIA, JIEKapCTBeHa GopMa;

2. KOJMYECTBEH M KAYECTBEH CHCTAaB IO OTHOIICHWE HA aKTHBHHUTE BEIIECTBA W HA TE3U OT
MIOMOITHUTE BEIIECTBa, MH(OpMALUATA 32 KOMTO € ChIIECTBEHA 3a MPABUIHOTO MpUIIaraHe Ha
MPOAYKTA; M3MOJI3BA C€ OOIIOMPUETOTO UME MIIM XUMUYHOTO OMTUCAHNE;

3. nexapcTBeHa (opma;

4. KJIMHUYHU JaHHU:

a) TeparneBTUYHU MOKa3aHUS;

0) 103MpOBKA U HAYHMH Ha MPHJIOKEHHUE TP BH3PACTHHU U MIPH JICTIA;

B) IPOTUBOMOKA3aHHS;

) CHENHMAIHHU TPEAYNPEKICHUS W TMpeanasHi MEpPKU MpU yrnoTpeda; 3a MMyHOJOTHYHHTE
JIEKapCTBEHH MPOIYKTH - MPEANa3sHH MEpKHU 3a JUlaTa, KOUTO paboTAT C TAX U TU Hpujarat Ha
MAIMEeHTH, KAKTO U IPEa3Hi MEPKH, KOUTO TPsOBa a ce mpeanpruemMar OT MalfeHTa;

1) B3aUMOJICHCTBUS C IpYTH JEKapCTBEHU MPOAYKTH UK JpyTU (GOPMH Ha B3aUMOACHCTBUS;

) ynorpeba npu OpeMEHHOCT UM KbPMEHE;

) Bb3JIEHCTBUE BbPXY CIIOCOOHOCTTA 32 modupaHe 1 paboTa ¢ MalIUHU;

3) HeXKEJIaHU JISKApPCTBEHH PEAKIINN;

1) Mpeio3upaHe (CUMIITOMU, aHTUAOTH, CIIEITHI MEPKH);

5. (hapMakoIOTHYHM JTAHHU:

a) (hapMaKoOAMHAMUYHU CBOMCTBA;

0) (hapMaKOKMHETHYHHU CBOMCTBA;

B) NPEAKJIMHUYHY JJAHHU 32 6€3011aCHOCT;

6. papmalleBTUYHYN TaHHU:

a) CIHMCBHK Ha MIOMOLIHHUTE BEILECTBA;

0) OCHOBHU HECHBMECTUMOCTH;

B) CpPOK Ha TOJHOCT; CPOK Ha TOJHOCT CIJIEJ] pa3TBapsiHE Ha JIEKapCTBEHMS NPOIYKT (Ipu
HE0OXOIMMOCT) MJIH CJIe]l OTBapsiHE Ha IIbPBUYHATA OMAKOBKA 32 ITbPBH IBT;

I') CIIELMAIHU YKa3aHUs 332 CbXPaHEHHE;

1) BUJ U CbCTaB HA OTIAKOBKHUTE;

€) CHeLMalTHM YKa3aHHs 3a M3XBBPJSHE HA OCTaThbKa OT JICKAPCTBEHHs MPOAYKT WM Ha
OTNABPYHUTE MATEPUAIH OT HETO;

7. mpuTeKaTeN Ha pa3pelIeHneTo 3a ynorpeoa;

8. perucTpallioOHeH HOMED;

9. nata Ha MBPBO pa3pelleHHe 3a ynoTpeda WIM Ha IMOJHOBSIBAaHE Ha Pa3peIICHUETO 3a
yroTpe0a;

10. nara, Ha KOSITO € U3BBPILIEHA MIPOMSIHA B ChIbPKAHUETO Ha KpaTKaTa XapaKTepHCTUKA Ha
MIPOYKTA;

11. 3a paauodapmaneBTULN - H3YepraTesHa MHGOpMAIUs 3a BbTpEIIHATa paguallMOHHA
JO3UMETPUSL;
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12. 3a paanodapmaneBTHIM - MOAPOOHM HHCTPYKIMH 32 €KCTEMIIOPAIHO MPUTOTBIHE U
KayecTBEH KOHTPOJI M KOTraTro € MPHJIOKUMO, MAKCUMAIHOTO BpEeME Ha ChXpaHEHHE, Mpe3 KOeTo
CHOTBETHUSAT MEKIMHEH MPOAYKT KaTo eIyaT WM FOTOB 3a yrnoTpeda ¢apMalleBTUK ChOTBETCTBA Ha
crienu(puKanusaTa CH.

(2) B kpaTkara xapakTepuCTUKa HA JICKAPCTBEHUTE MPOAYKTH 1Mo wi. 28 - 33 morar /1a He ce
BKJIIOYBAT YAaCTUTE OT KpaTKaTa XapaKTepUCTUKA HA pehepeHTHUS JIeKapCTBEH MPOIYKT, OTHACSIIN
ce J10 MOKa3aHus U JIeKapcTBeHU (POpMH, KOUTO ca OUITU TOJ] MaTeHTHA 3aKpUJIa [0 BPEMETO, KOrato
TEHEPUYHHAT MPOAYKT € OMJI Ha mazapa.

(3) U3uckBanusTa KbM opMaTa U ChIbPKAHUETO HA KpaTKaTa XapaKTEpPUCTUKA HA MPOTYKTa
Ce OmpeeNsT B HapeaoaTa 1mo . 42.

(4) (Homa - IB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 r.) KparkaTta xapakrepucTuka Ha
JIEKapCTBEHUTE MPOIYKTH, BKIIOUEHH B cruchbka mo wi. 23 ot Permament (EO) Ne 726/2004 na
EBporneiickus napiaament u CbhBeTa, ChlIbpka HHOOPMALIUS ChC CIEAHUS TEKCT: ,, | 03H JIeKapCTBEH
MPOAYKT MOJUICKH Ha AONBIHUTETHO Habmromenue. Ilpen Tekcra ce mocTaBst 3HAK B YEPEH LBAT
cbriaacHo wi. 23, maparpad 5 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapiaMeHT U
CspBera, NpuapyKeH OT 00sICHUTETHA OeIeKKa.

(5) (Homa - IB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 r.) KparkaTta XxapakrepucTuka Ha
JICKApCTBEHUTE TMPOAYKTH CHIbpPXKA CTAHAAPTEH TEKCT, KOWTO TIOOUIPsSBAa MEAUIUHCKUTE
CHEIHAMCTH Ja JOKIAJABaT BCSKa MOJO3MpaHa HEXellaHa JIEKapCTBEHa peaKIHs CbhIIIacHO
oOpasiute mo wi. 185, ai. 2, 1. 4.

Pasznea 111
CneuuduyHn H3MCKBAHUSA 32 XOMEONATHYHH JIEKAPCTBEHU MPOIYKTH

Un. 35. (1) YmocroBepeHue 3a perucTpanusi Ha XOMEOINATHYeH JIEKapCTBEH MPOAYKT ce
M3/1aBa 1o OMPOCTEHA MPOLEAYpPa, aKO OTTOBAPS HA CICIHUTE YCIOBHS:

1. mpunara ce nepopaiHO WIH BHHIIHO;

2. BbPXY ONAKOBKaTa My WJIHM B Jpyra HMH(OpMaius, CBbp3aHa C HErO, HE ca IOCOYCHU
crenu(pUIHN TEPareBTUYHH MTOKA3aHMUS,

3. pa3peneH e B JocTaThbyHa CTEMEH, 3a Jia TapaHTHpa 0e30MacHOCTTa Ha MPOIYKTa, U HE
ChIIbpiKa TIOBEUYE OT €/IHA JECETOXUIISAHA YacT OT TUHKTypaTa Maika WM MOBeYe OT e/lHa CTOTHA
9acT OT Hali-MaJjKaTa J[03a, M3M0JI3BaHa B aJIONATUATA, HA AKTUBHUTE BEIIECTBA, YHETO HAIMYHE B
aJIONATUYEH JIEKAPCTBEH MPOIYKT BOAM J0 3aABDKUTENHO JIEKAPCKO MPEINHCcaHue.

(2) 3a u3gaBaHe Ha yJIOCTOBEPEHHUE 3a PETUCTpAIlMS Ha XOMEOIMATUUEH JIEKAPCTBEH MPOIYKT
muero no wi. 26, an. 1 nogasa B MAJI 3asBnenue no odpasell, B KOETO MOrar fa 0bJat moco4eHu
cepusi OT JICKApCTBEHH MPOAYKTH, TIOTYYECHH OT €AMH U CHIIl XOMEONMATHUCH U3TOYHUK WM OT €THU
Y CHIIU U3TOYHUIIH.

(3) 3a noka3BaHe Ha (hapMaleBTMUYHO KAavyeCTBO W XOMOT€HHOCT Ha TapTHAWTE Ha
JIEKapCTBEHHsI MPOIYKT KbM 3asBICHUETO 10 ajl. 2 ce mpuiiara cieaHaTta JOKyMeHTalHs:

1. (u3m. - 1B, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) HayuyHO HAaUMEHOBAHUE WIIU
(dhapmakorneiiHo HAMMEHOBAaHUE HA XOMEOTIATHYHUS U3TOUHUK WJIM U3TOYHHIIH 32€/THO C PA3IHUYHUTE
IBTUIIA HA BBBEXK/IaHE, ICKApCTBEHHU (DOPMU ¥ CTETICH Ha pa3pex/iaHe;

2. nocue, B KOGTO €€ ONMMCBAa HAYMHBT Ha IMOJy4YaBaHE M HAa KOHTPOJ HAa XOMEONATHYHUS
W3TOYHUK WJIM WM3TOYHMIIM, JOKa3Ball0 XOMEONAaTHYHATa ymoTpebda Ha 0a3ara Ha IMOAXOIINA
o6ubnuorpadus;

3. mocue Ha METOJIMTE Ha MTPOU3BOJICTBO U KOHTPOJ 32 BCSKA JIEKapCTBEHA (opMa U ONMCaHne
Ha METOJIUTE Ha pa3pekaHe U MOTSHLUPAHE;

4. pa3penieHne 3a MPOU3BOJCTBO, NMPHUAPYKEHO Che cepTudukar 3a JloOpa mpon3BOICTBEHA
NpaKTHKa WIK CbC CepTH(HKAT, JJOKa3Ball, Y€ NPOAYKTHT € TMPOU3BEACH IPU YCIOBHUA,
€KBHUBAJICHTHH Ha M3UCKBaHMsTa 3a J0Opa Mpon3BOICTBEHA MTPAKTHKA,

5. KOmMs OT PErUCTpalMy WM pa3pelieHus 3a ynorpeda, MoJyuyeHH 3a ChIIUTE MPOIYKTH B
JIPYTU IbPKABU YICHKU;

6. MakeT Ha MbPBUYHATA W/WJIM BTOPUYHATA OMAKOBKA HA MIPOIYKTA,
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7. naHHM 3a CTAOMIIHOCTTA Ha MPOAYKTA.

(4) M3uckBanusaTa KbM JAHHHUTE TI0 aJl. 3 C€ OMPELIIAT B Hapeaoara mo ui. 42.

Ui 36. (1) 3a xoMeonmaTU4HM JICKAPCTBEHU MPOTYKTH, PA3IUYHHU OT MIOCOYCHHUTE B WiI. 35, aJl.
1, ce mpunarat pa3nopenoure Ha wi. 27 - 32.

(2) 3a xoMeonaTUYHU JIEKAPCTBEHH MPOIYKTH 10 aj. 1 ymiero mo wi. 26, an. 1 He npeacTaBs
pe3yJITaTu OT MPEAKIMHAYHYN ¥ KIMHUYHU U3MUTBAHUS, KOTaTO MOXE J1a IOKaxe ¢ Oubnmorpadcku
JaHHW OT Hay4yHara JuTepaTypa, uye XOMeolaThyHaTa ynorpeda Ha JIeKapCTBEHHUS MPOIYKT MU
XOMEOMAaTHYHUTE U3TOYHHIINA, KOUTO BIIM3aT B ChCTaBa MY, Ca C yCTaHOBEHA 0€30MacHOCT.

(3) B cinyugaute 1o ait. 2 ot 6ubimorpadckure qaHHU TpsiOBa J1a ca yCTAaHOBEHHU:

1. XoMeonaTUYHUAT XapaKTep Ha U3MOJ3BAHUTE CYPOBUHH U TSIXHATA TPATUIIMOHHA yroTpeda
IIPH 3asIBEHOTO MOKa3aHHE;

2. Ge3BpenHOCTTa HAa XOMEOMATUYHMS JIEKapCTBEH MPOAYKT MO OTHOIICHHWE HAa CTENEHTa Ha
paspexJaHe Ha BCAKa OT ChbCTaBKUTE.

Pazpen IV

CnennduyHu U3UCKBAHMS 32 TPAJAMIMOHHU PACTUTETHH JIeKAPCTBEHH MPOIYKTH

Un. 37. (1) YnooctoBepeHue 3a perucrpainus Ha TPaJAUIIMOHEH PACTUTEICH JIEKApCTBEH
MPOJYKT C€ U3/laBa MO OMPOCTEHA MPOLEAYypa, aKO OTrOBaps Ha CICAHHUTE yCIOBUS:

1. UMa TepareBTHYHU TIOKa3aHUSs, MPUCHINU Ha YIOTpebdaTa Ha TPAJAULIMOHHUTE PACTUTCITHH
JIEKapCTBEHH MPOIYKTH, M CIIOpPE] ChCTaBa U ILIeNTa 3a ynoTpeda e mpeaHa3HadyeH 3a yrnoTpeba 6e3
JIEKApPCKO MPEANHUCAaHNE ¥ HAOTIOICHNUE;

2. mpujara ce eIMHCTBEHO B OIpPE/IeIeHO KOJUYECTBO Ha JIEKAPCTBEHOTO BEIECTBO B J1030Ba
eAMHUIA U TIPU OIpe/iesieHa JO3UPOBKA;

3. mpuwiara ce nepopaiHo, 4pe3 BIWIIBaHe (MHXalalus) WIK € MpeJIHa3HaueH 3a BHHIIHA
ynortpeoa;

4. mepuoabT HA TPATUIMOHHA yIIOTpeOa chritacHo wi. 38, an. 1, T. 5 € U3TeKbI;

5. IaHHUTE 3a TPaJUIMOHHATA yIoTpeda Ha JIKapCTBEHUS MPOAYKT JI0Ka3BaT, 4e HE € BPE/ICH
MIpU ONpEJENICHUTE YCIOBHUS Ha ymnoTpeba u (apMakolOoTHYHHUAT edekT uiam edukacHoCTTa Ha
JICKapCTBCHHMSI MMPOIYKT Ca YCTAHOBEHHU Ype3 JBJITOTOUIITHATA My YIOTpeOa U HATPYIIaHUS OTHT.

(2) V3npaHuTenHATa areHIuUs MO JIEKapCcTBaTa MOXE Ja MPHIIOXKH Mpoleaypata mo an. |
CIPSIMO PACTUTEIICH JIGKAPCTBEH IPOAYKT, KOWTO CBHIABpPKA BHTAMUHU WA MHHEPATH, YHSITO
0€30MacHOCT € JoKa3aHa JOKYMEHTAIHO M YUETO JEHCTBHE CIPSMO PACTHUTEIHUTE JIEKAPCTBEHU
BEIIIECTBA B MPOAYKTA MO OTHOIICHHUE HA CIICU(PUIHUTE MY TTOKa3aHUS € CTIOMaraTeHo.

Un. 38. (1) 3a u3naBaHe Ha YJOCTOBEPEHHE 3a PETUCTpPAllMS HA TPAIUIMOHEH pPacTUTENICH
JIEKapCTBEH MNPOAYKT JuUeTo mo wi. 26, an. 1 nonaBa B MAJl 3asBieHue, NpuapyKeHO CbC
clieHaTa TOKyMEHTAIIUS:

1. nannute, mocouenu B wi. 27, an. 1, 7. 1 -9 u . 10, 6ykBa ,,a“;

2. (u3m. - IB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) kpaTka XapakTepuCTHKa Ha
NMPOAYKTA, C U3KIIOYEHUE Ha JaHHUTE 1o wi. 34, an. 1, 1. 5;

3. B chnyuail Ha pacTUTENEH JIEKapCTBEH MPOAYKT MO CMHUCHIA HA wi. 37, al. 2 WiId Ha
KOMOMHHMpAH pPACTUTENEH JEeKapCTBEH MPOAYKT - uMHpopmauuara mo wi. 37, am. 1, T. 5 3a
KOMOMHAIMITAa, KOraro OTACTHUTE AaKTUBHU BEIIECTBA HAa KOMOMHHMpaHHUS TMPOIYKT HE ca
JOCTaThYHO TIO3HATH, CE MPEJCTABAT JAHHU 32 TPAAUIIMOHHATA YIIOTpeOa Ha BCAKO OT THX;

4. Komue OT pa3pelieHue 3a ynorpeda Wi yAOCTOBEpEHHUE 3a PErucTpalis Ha pacTUTEITHUS
JIEKapCTBEH MPOIYKT, U3aJICHU OT AbprKaBa WICHKA WM OT TPETa AbprKaBa, /MM KOTHE OT OTKa3,
MPHUAPYKEHO C MOTUBHTE 32 PEIICHUETO;

5. (mam. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Oubnuorpadcku NaHHU WIH
eKCIIEPTHH CTAHOBUIIA, KOUTO JIOKa3BaT, Y€ PACTUTEIHHUAT JIEKapCTBEH MPOIYKT, 32 KOWTO €
MOJIAJICHO 3asIBJICHUE 3a PETUCTPALUsS, WM ChOTBETCTBAI] HAa HEro MPOAYKT MMa Hail-manko 30-
TOJUIIIHA yOoTpeda B CBETOBHATA MEIUIIMHCKA MPAKTHKA, OT KOWTO MOHE 15 roguHu ymnoTpeba Ha
TEPUTOPHSTA Ha AbprKaBa WICHKA JI0 laTaTa Ha Mo/laBaHe Ha 3asBJICHUETO 3a PErUCTpalus;
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6. oubmorpad)cku JaHHU OTHOCHO OE€30IacHOCTTa Ha MPOIYKTa, MPUAPYKEHU C EKCIIEPTEH
JOKIIA;

7. xomHe OT pa3pelIeHHeTo 3a MPOM3BOACTBO, MPHAPYKEHO Ccbc cepTudukar 3a [obOpa
MIPOM3BOJICTBEHA IMPAKTUKA WU ChC CEPTHU(UKAT, JOKa3Ball, 4¢ MPOAYKTHT € MPOU3BEIEH IMpPHU
YCIIOBUSI, EKBUBAJICHTHU Ha M3UCKBaHUATa 3a JJoOpa npoun3BoAcTBEHA IPAKTHKA.

(2) U3npaHuTenHaTa areHIus Mo JieKapcTBaTa MOXE J1a M3UCKa OT 3asBUTENS AOMIBIHUTEIHA
nH(popMalng 3a OlleHKa Ha 6€30IaCHOCTTa Ha JIeKapCTBEHUS MPOAYKT 1o ai. 1.

(3) U3npaHuTenHaTa areHIus MO JIEKapcTBaTa MOXKeE J1a TTorcKa cTaHoBuile ot Komurera no
pacTUTENTHU JIEKApCTBEHU NPOAYKTH KbM EBpormelickara areHuusi Mo JekapcTBaTa OTHOCHO
JIOCTOBEPHOCTTA Ha JJAHHUTE 10 aji. 1, T. 5, KaTo My MPeOCTaBU HEOOXOJUMHUTE YACTH OT JIOCUETO
Ha JIEKApCTBEHUS MPOAYKT.

(4) IlpencraBenurte gaHHM 10 aji. 1, T. 5 ca BAJIMJIHU U B CIy4auTe, Korato B nepuoja Ha 30-
rOJUIIIHATA YIIOTpeOa B MEIULIMHCKATA MTPAKTHKA!

1. ChOTBETCTBAIIMUAT JIEKAPCTBEH MPOAYKT HA MPOJYKTa, 32 KOUTO € MOJaJCHO 3asBJICHUE 3a
peructpanusi, € Oui Ha mazapa 6e3 pa3pelieHne Wik perucTpais 3a ynorpeda, uin

2. KoraTo OposT Ha CbCTABKUTE B JIEKAPCTBEHUS MPOIYKT, 32 KOMTO € [10aJICHO 3asBJICHHE 3a
perucrpanus, € HamalieH WK € HaMaJleHO KOJTMYeCTBOTO UM B JI030Ba €AMHHUIIA.

Ui 39. (1) Koraro pacTuTenHUST JEKapCTBEH MPOAYKT € Ol Ha mazapa Ha OOmHocTTa 1o-
Mayko oT 15 roauHu, HO OTroBaps Ha ycioBuaTa Ha 4i. 37, an. 1, MAJI npenocras 3a cTaHOBHILE
JOKyMeHTanusATa no 4ia. 38, an. 1 Ha KomMurera 1mo pacTUTENHHU JIEKQpCTBEHU NPOAYKTH KbM
EBporeiickara areHius mno JeKapcTpara.

(2) W3nbaxuTenHata areHIMs 10 JieKapcTBaTa B3€Ma OKOHYATENIHO pEIICHHUE Clel
myOIUMKyBaHETO Ha MoHOrpadusi OT KOMHUTETa MO ajl. 1 3a CHhOTBETCTBHUETO HA MPOAYKTa C
KPUTEPHUUTE 332 PETUCTPALIUS 32 TPAAUIIMOHHA yIIOTpeda.

(3) B ciiydaute o an. 1 cpoxsT o ui. 44 crupa 1a Teue.

Un. 40. V3nbiHdTenHaTa areHIMs MO JIEKapCTBaTa MOXE Jla M3UCKa OT 3asBHUTENs Ha
pacTUTeNeH JIeKapCTBEH MPOAYKT JAa MoAaae JOKyMEeHTaus 1o 4i. 27 - 32 wunu no 4. 35.

Un. 41. (1) (U3m. - [IB, Op. 71 ot 2008 r., B cruta ot 12.08.2008 r.) U3nbiHuTeNHATA areHIUs
Mo JieKapcTBaTa MyONWKyBa Ha CTpaHHIATa CH B MHTEPHET CIHUCHK HA PACTUTEIHUTE BEIIECTBA,
mpermapaTd Wid KOMOWHAIIMK OT TSAX, W3IOJ3BAaHU B TPAJUIMOHHHUTE DPACTUTEIHH JICKApPCTBEHU
MPOJIYKTH, M3rOTBeH OT KoMuTeTa Mo pacTUTENHU IJIeKapCTBEHW MPOIyKTH KbM EBpormelickara
areHius no JjekapctBara. CHUCHKBT ChIBpPKAa 3a BCSIKO PACTUTEIHO BEIIECTBO TEPANEBTHUYHU
MOKa3aHus, ChAbpPKAHME Ha aKTHBHATa CbCTaBKa B JI030Ba €AMHUIIA U JIO3UPOBKA, MBT HAa
BbBEXJAHE U Jpyra uMHpopmanus, HeoOXoauma 3a O€30MaCHOTO HM3IOJI3BAaHE HA PACTHUTEIHOTO
BEIIECTBO KaTO TPAAUIIMOHEH JIEKAPCTBEH MPOAYKT.

(2) Koraro mnpenoXeHHST B 3asBIEHUETO MPOAYKT 3a PETHCTpalus 3a TpaJauI[MOHHA
ynotpeba chabpa PacTUTETHO BEIIECTBO, MpemapaT WM KOMOMHAIMS OT TSIX, BKJIIOYEHH B
CIUCBHKA 10 al. 1, 3asBUTENAT HE MPEACTaBs JaHHUTE, TocoYeHH B wi. 38, an. 1, 1. 4 - 6.

(3) Koraro pacTUTENHOTO BEMIECTBO, MpenaparbT WIM KOMOWHAIUATa OT TAX ObaaT
M3KJITIOYEHW OT CIHUChKAa TO al. 1, MpUTeXaTeJsIT Ha YAOCTOBEPEHUETO 3a PETUCTparus Ha
pacTHTETHUS JEKapCTBEH MPOIYKT TpsiOBa na mpeactasu B MAJI mbiHaTa JOKyMeHTAIMs 1o wi. 38
B CPOK JI0 TPU Mecella OT IPOMsHaTa.

(4) B cnydaii 4e mpuTexarensT Ha YAOCTOBEPEHHUETO 3a PErucTpalus Ha PacTUTEITHHS
JIEKapCTBEH MPOAYKT HE M3MBJIHM 3abJKeHHeTo 1o ain. 3, MAJI mpekpaTsiBa yJI0CTOBEPEHUETO 3a
perucTpanus Ha IpoayKTa.

Paznen V
IIpouenypa 3a u3gaBaHe HA pa3pelleHNe 32 YIIOTPeda HA JIEKAPCTBEHH MPOAYKTH U
perucTpanusi Ha XOMeoNaATHYHU U TPATUIMOHHH PACTUTETHH MPOAYKTH
Un. 42. VI3uckBaHuATa KbM JAHHUTE U JOKYMEHTHUTE OT TOCUETO 1o ui. 27 - 32, ui. 35, an. 3,
1. 36, an. 2 u 1o wi. 38 ce onmpeaenaT B Hapea0a Ha MUHUCThPA Ha 3/IpaBEONa3BaHETO.
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Un. 43. (1) (U3m. — [IB, 6p. 67 ot 2020 1.) B cpok mo 15 gHm OT matata Ha mojaBaHe Ha
JOKyMeHTanuaTa no wi. 27 - 32, i 35, an. 3 umm no wi. 38 MAJI npoBepsiBa mbiiHOTaTa Ha
YaCTUTE Ha JIOCUETO, MPUJIIPYKABAILIM 3asBJICHUETO, U CHhOTBETCTBUETO UM C W3UCKBAHUATA 3a
M3JIaBaHe Ha pa3pelIeHueTo 3a YIoTpeda M Ha yIOCTOBEPEHUETO 38 PETUCTPALIMS IO TO3H 3aKOH.

(2) Korato He ycTaHOBH HEM'BJIHOTH WJIM HECHOTBETCTBHS B IMOJaJeHATa JOKYMEHTaIus,
HNAJI yBenmomsiBa NMCMEHO 3asBUTENsI, B CpoKa IO ajl. |, ue JOKyMeHTauusiTa € BaiujaHa. B
YBEIOMJICHHETO C€ ITOCOUYBA J]aTaTa, OT KOATO 3aIl04YBa Ja Te4e CPOKBT MO 4il. 44.

(3) Korato ycTaHOBH HEIIBIHOTH H/WJIM HECHOTBETCTBUS B JOKyMeHTanusaTa mo ai. 1, MAJI
yBEZOMSABA MUCMEHO 3asBUTENS J1a MPEJCTaBH JOMBIHUTENHA UH(DOpMalMs W/WUIM Ja MpeacTaBu
YCTHO WJIM NMHCMEHO OOSICHEHHE 10 KOHCTAaTUPAHUTE HEMbJIHOTU U HECHOTBETCTBUS B CPOK 110 14
JTHU OT JlaTaTa Ha yBEJAOMJICHUETO.

(4) Koraro m3uckBaHusATa 10 ajn. 3 HE ca U3IBIHEHHU B ycTaHOBeHUs cpok, MAJI nucmeHo
YBEIOMSBA 3asBUTENS, Y€ 3asBJICHUETO HE € BajauaHo. B To3u cimywait MAJI Bpbla nmogaaeHara
JOKyMeHTalus B 14-1HEBEH CPOK 1 Bb3CTAHOBSBA 75 Ha CTO OT IUIaTE€HaTa OT 3asBUTENS TaKca.

(5) Koraro u3uckBaHusATa mo aja. 3 ca M3NBJIHEHU B ycTaHOBeHUs cpok, MAJl yBemomsBa
MIMCMEHO 3asBUTEINS, Y€ JOKYMEHTAlUsATa € BaJM/JHA, KaTO B YBEJIOMIJICHHETO II0COYBA JlaTaTa, OT
KOSTO 3aI04Ba J]a Te4e CPOKBT MO Uil 44.

Un. 44. Ilpouenypara 1o HW3JaBaHe Ha pa3pelIeHHe 3a ynorpeda WM pEerucTpanus Ha
JIEKapCTBEH MPOJAYKT 3al04yBa OT JaTaTa, [I0COYE€Ha B YBEJOMIICHHETO 1O 4. 43, ai. 2, CbOTBETHO
1o wi. 43, an. 5, ¥ NpUKIItoUBa B CpokK 70 210 quwu.

Un. 45. (1) Koraro B MAJI e momaneHo 3asBlIEHUE 3a pa3pelIeHHE 3a YIoTpeda Wi 3a
perucrpanus Ha JIEKapCTBEH MPOJYKT, 38 KOWTO B CbOTBETCTBHUE € JaHHUTE 1o wi. 27, an. 1, T. 18
uMa uHpOpMaIHs, Y€ B JIbp)KaBa WiIeHKAa MMa M3JaJE€HO pa3pelleHHe 3a ymorpeda Ha ChUIUS
nexapcTBeH npoaykt, MAJl yBegoMsaBa MUCMEHO 3asiBUTENS 3a IPUJIaraHe Ha IpoleaypaTa 1o ui.
74.

(2) Koraro B AJI e noganeHo 3asBJICHHE 3a pa3pelleHre 3a ynorpeda Win 3a perucTpanus
Ha JIEKapCTBEH NPOJYKT, 3a KOHWTO B CHOTBETCTBUE C AaHHUTE mo wi. 27, am. 1, 1. 19 uma
nHpopmMalys, 4e B JAbp)KaBa WIEHKa JOCHUETO Ha ChUIUS JIEKAPCTBEH IMPOJIYKT € B IpOLEC Ha
ouensaBane, MAJI He pasriexaa fokyMeHTauusTa no wi. 27 - 32 wnu ui. 35, an. 3, wim 1o 4. 38 u
YBEIOMIBA MMCMEHO 3asBUTEJS 3a MPUJIAraHe Ha Npolieaypara o wi. 735.

(3) 3a npunarane Ha pasznopeaOuTe Ha an. 1 u 2 1ekapcTBEH MPOAYKT Ce ONpeaess KaTo eIuH
U ChILl, pa3pelleH B Apyra AbprKaBa YWiICHKa, WK KaTo MPOAYKT, KOHTO € B MPOLIEC Ha OLIEHSIBAHE Ha
JIOCHETO B JIpyra AbpKaBa WIEHKa, KOraTo JBaTa JEKapCTBEHU MPOAYKTa:

1. umaT egHaKbB KAuyeCTBEH M KOJUYECTBEH CHCTaB IO OTHOIIEHME Ha aKTHBHOTO
BEIIIECTBO/BEILIECTBA M C€ MpeajaraT B €QHa U ChIlla JeKapcTBeHa (Gopma, KaTo ca JOMYCTHUMHU
pa3IuKy B IOMOIIIHUTE BEIIECTBA, aKO TOBA HE BIIMsIe Ha O€30MacHOCTTa U €(pUKACHOCTTA, U KOTaTo

2. IpUHaAJeXKaAT HA €IHO APYKECTBO, WIM 3asBJIICHHE 3a JIEKAPCTBEHUTE MPOAYKTH MOAABAT
Juna, NpUHAJIeKaM KbM €HO U ChUIO APY>KECTBO WJIM OOCAMHEHUS Ha JIPY>KECTBA, UM KOraTo
3a JIEKQpCTBEHUTE MPOAYKTH M0/IaBaT 3as1BJICHUE JIUIA, KOUTO Ca CKIIIOUMIIN JTUIEH3UOHEH WU APYT
JIOTOBOP WJIM W3BBPUIBAT ChbBMECTHHU JEHCTBHS, CBbpP3aHU C IyCKaHEe Ha Ia3apa Ha ChbOTBETHUS
JIEKApCTBEH MPOAYKT B PA3JIMUHUTE JbPKABU UIECHKHU.

Un. 46. (1) IIpu onensiBane Ha nokymeHntauusara MAJL:

1. MOXXe Ja W3BBPIIM HM3MUTBAHE HA KPAalHUSA MPOAYKT, HA MEXKIUHHUSA HPOIYKT WUIM Ha
U3XOJHUTE MaTepHalid 3a JIEKApCTBEHUS NPOAYKT, KaKTO M Ja T'M M3MpaTH 3a U3NHUTBaHE B
naboparopust OT cucTeMaTa Ha O(pUIIMATHUTE KOHTPOIHH JEKApPCTBEHU JTa0OpaTOPUU B JIbpKaBa
YJIeHKa, 3a Jl1a YCTAaHOBU Jajli KOHTPOJHUTE METOJU 3a aHaju3, U3I0JI3BaHH OT MPOU3BOJIUTENS U
OMHCaHU B JOCUETO, OTTOBAPSIT HA U3UCKBAHUSATA;

2. MOTBBpKAaBa cliel MpoBepKa Ha MACTO WM MO JIOKYMEHTH Jalu MPOU3BOJIUTENINTE Ha
JIEKApCTBEHH MPOAYKTH OT TPETH JIbP>KaBU M3BBPIIBAT IPOU3BOACTBOTO B CHOTBETCTBUE C
JAHHWTE, OMHMCAaHu B Wwi. 27, ai. 1, T. 7, W/WIn U3BBPIIBAT KOHTPOJIA B CHOTBETCTBHE C METOIUTE,
onMcanu B ui. 27, ai. 1, 1. §;
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3. mpoBepsiBAa IOCOYEHHS B  3asBJIIEHHETO OOEKT Ha  MPOU3BOJCTBO, KOTaTo
MIPOU3BOIUTEISAT/IIPOU3BOJUTEIUTE HA JIGKAPCTBEHHU MPOIAYKTU OT TPETH JbPKaBU 10 U3KIIIOYCHHE
ca BB3JIOKWIM Ha APYT MPOU3BOAUTEN Ja M3BBPILIBA OMPENEICHH €Talu OT MPOU3BOJICTBOTO WUIIU
KOHTpOJIa Ha JIEKapCTBEHUS IIPOJYKT.

(2) KoraTo MAJI u3BbpIIBa MpoBepKa Ha MSACTO Ha OOEKT 3a MPOM3BOJICTBO, CPOKBT 110 WiI. 44
CIMpa Ja Te4e 0 U3rOTBSHE Ha JIOKJIAJl C pe3y]TaTUTe OT IPOBEPKaTa.

(3) B ciiywanTe 1o an. 1, T. 2 1 3 mpou3BOUTEIUTE 3aIUIaIIaT TaKca B pa3Mep, OMpE/IEIiCH B
tapudarta mo wi. 21, an. 2.

Ui 47. (1) Kem wm3neaauTenaus aupektop Ha MAJl kaTo KOHCYJNTAaTUBHU OpraHd ce
Ch3/aBaT CIECAHUTE CIEIUATIN3UPAHU KOMUCHUHU:

1. KoMucus 3a nekapcTBeHU MPOIYKTH;

2. KoMucus 3a MMyHOJIOTMYHH JIEKAPCTBEHU IPOAYKTH;

3. Komucus 3a XoMeonaTuyHy JIEKapCTBEHH MPOIYKTH;

4. KoMucusi 3a paCTUTEIHU JIEKAPCTBEHU MTPOTYKTH;

5. Komucus 3a pagnodapmaneBTHIN;

6. (Homa - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Komucus 3a nexkapcTBeHH
MIPOJIYKTH C MPHUIIOKEHUE B IEIUATPUITA,

7. (Hosa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., 6p. 102 ot 2012 1., B crima ot
21.12.2012 r.) Komucust 3a nekapcTBEHH MPOAYKTH 32 MOJICPHH TEPAIHH;

8. (Homa - /1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Komucus 3a omneHka Ha pucka
[IpH MpocTeisiBaHe Ha JeKapcTBeHaTa 0e30MacHoCT.

(2) Ilpu HEOOXOOMMOCT M3MBJIHUTETHHUAT aupekrop Ha MAJl moxe na ch3maBa u apyru
CHelHalu3upaHu KOMHCHUU U3BBH MTOCOYCHUTE B all. 1.

(3) B cnemumanusupaHuTe KOMHUCHUU C€ BKJIIOYBAT CIIEHUAIUCTH, KOUTO HMAaT HAyYHU
MOCTIDKEHUSI U TMPAKTUYECKH ONMUT B CHOTBETHUTE chepu Ha MPUIIOKEHHE Ha JIEKapCTBEHUTE
MPOJYKTH.

(4) KbpM mocTosiHHHSI ChCTaB HA KOMUCHUHUTE MOTaT Ja Ce MPHUBIWYAT U BHHIIHHU CHEIHATUCTH
C HAyYHHM [T03HAHUS U MPAKTUYECKHU ONUT B 00JacTTa Ha crienruyHaTa JJeKapcTBeHa rpymna.

(5) Uznbanutennuar nupekrop Ha MAJI onpenens cbe 3amoBesl ChCTaBa Ha KOMHCHUHUTE 3a
CPOK TpH TOJMHH, pa3Mepa Ha Bb3HArpaXkJI€HUETO MM M YTBBP)KJaBa MPaBWIHUK 32 yCIOBUATA U
pena Ha paboraTa uM.

(6) o 30 ssHyapu Bcsika TOAMHA U3MBIHUTENHUAT AupekTop Ha MAJl yTBbpkAaBa ciuchbiu
Ha EKCIIepTUTe U3BBH ChCTaBa HAa KOMHUCHUHUTE MO ajid. 1 ciex oJoOpeHue OT MHHUCTbpa Ha
3/lpaBeoIla3BaHeTo.

(7) Wsnbanutennuar aupektop Ha MAJI moxe na ocBoOOAM MPEICPOYHO UIEH Ha
crienraan3upaHa KOMHCHS 110 HEroBa MoJI0a MPH HEU3MbJIHEHUE HA 3a/IbJDKEHUSATA MY 3a [T0BEYE OT
TpH Mecella WK IpU HeJOOPOCHBECTHO OCHILECTBSIBAHE HA (DYHKIIUHUTE MY.

(8) CbcTaBBT HA KOMUCHMTE U CIUCHKBT HA €KCIIEPTUTE 110 all. 6 ce 00sABSIBAT Ha CTpaHUIATa
Ha UAJI B nunTEpHET.

Ui 48. (1) UnenoBere Ha CrIeNUATM3UPAHUTE KOMUCUU 1O 4. 47, an. 1 U eKcnepTuTe Mo Il
47, ann. 4 noanucear Aekiapanys, ¢ KosATO ce 3abJKaBaT J1a He:

1. pasrmacsiBaT JaHHM W OOCTOSATEICTBA, CTAHAIM WM U3BECTHH NpPU WM 1O TOBOJ
OCBUIECTBSIBAHE HA JEHHOCTTA UM;

2. y4acTBar B IGMHOCTH, CBbP3aHU C MPOU3BOICTBOTO MM THProBUSATAa HA €ApO U Ha APEOHO C
JIEKapCTBEHU MTPOIYyKTH.

(2) B cnyuait ye nunata mo an. 1 ca ydacTBajdu B HAKOW OT €TalMTe Ha MOATOTOBKAa Ha
JOKyMEHTaIUATa, Heo0X0AMMa 3a pas3pellaBaHe 3a ynorpeba Ha JIEKapCTBEHHUS MPOAYKT, T€ HE
MoOrarT J1a y4acTBaT B 3aC€aHMsITa Ha CbOTBETHATA CIIEUAIN3UpPaHa KOMHUCHS 110 . 47.

(3) JIunara mo an. 1 He riacyBar mpH B3€MaHE Ha PEIICHUS MO BBIPOCH, MO KOUTO T€ WU
YJICHOBETE Ha CEMEICTBOTO UM UMAaT ThPrOBCKH, (PMHAHCOBYU WU APYTU UHTEPECH.

Un. 49. (1) (U3m. - B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) B cpok g0 200 aau ot
JaTaTta Ha MOCThIIBaHE Ha BaiuaHa AokymeHTaus MAJI chbBMECTHO CbhC CHOTBETHATa KOMHUCHS 11O
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. 47, an. 1 oneHsBa Ka4eCTBOTO, 0€30MacHOCTTa U €(UKACHOCTTA Ha JICKAPCTBEHUS MPOIYKT U
M3TOTBS OLICHBYEH JIOKJIA/ C KOMEHTapH Ha pe3ysTaTHTe OT (papMalleBTUYHHUTE U MPEIKIMHUIHUTE
TECTOBE, KIMHUYHUTE HM3MUTBAHUS, HA CHUCTEMaTa 3a YIpaBJICHHE Ha PUCKAa U Ha cHUCTeMaTa 3a
npocieasiBane 0€30MacHOCTTa Ha CBHOTBETHHS JIGKAPCTBEH MNPOAYKT. V3rOTBEHHAT OIEHBYEH
JIOKJIaJ] ce Mpe/ICTaBs Ha U3MBJIHUTEIHUS qupekTop Ha MAJL.

(2) (HoBa - IB, 6p. 102 ot 2012 r., B cuia or 21.12.2012 r.) Hoknaast mo ain. 1 ce
aKkTyalu3upa MpU HaJM4Me Ha HOBa HH(GOpMalus, BaKHA 3a OIEHKAaTa Ha KayecTBOTO,
0e30macHOCTTa M €(h)UKACHOCTTA HA JIEKAPCTBEHUS MPOTYKT.

(3) (IMpemumua an. 2 - B, 6p. 102 or 2012 r.,, B cuma or 21.12.2012 r.) Korato
JIEKapCTBCHHST MPOAYKT ChIBbPKA TeHeTUYHO Moauduumpanu opranusmu, MAJl npenocraBs Ha
MUHHUCTEpCTBOTO Ha OKOJHATa Cpela M BOJUTE HeoOXoauMaTra JIOKyMEHTalus OT JOCHETO Ha
JICKapCTBEHHS MPOAYKT W M3MCKBA CTAHOBHINE B CpOK 60 JHU MO OTHOLICHHE HA MOTCHIMATHUS
pUCK 3a okosiHaTa cpesa. LllecTaeceTIHEBHUAT CPOK € B paMKUTE Ha CpOKa 1o ai. 1.

(4) (Ilpepumna an. 3 - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuyaure Ha
pamuodpapmanestuin  MUAJI  mpemoctaBs HeoOXoaumara JOKYMEHTAalMs OT JIOCHETO Ha
JIEKapCTBEHMSI IPOAYKT U M3MCKBA CTAaHOBHUIIE B CpoK 60 1HM OT AreHuusTa 3a SpeHO peryjupaHe
[0 OTHOILIEHHE Ha KayecTBOTO U Oe3omacHOCTTa Ha mpoaykra. lllectneceTnHEBHUAT CpPOK € B
paMKuTE Ha cpoka 1o ai. 1.

(5) (Ilpepumnaa an. 4, usm. - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) Korato
MUHUCTEPCTBOTO HAa OKOJHATa CpelJa W BOJAUTE W AreHuusTa 3a SAPEHO pEryjupaHe He ce
MpOM3HECaT B YCTAaHOBEHHUTE MO al. 3 W 4 CpPOKOBe, ce MpHeMa, 4Ye CTAaHOBUIIETO HM €
IOJIOKUTEITHO.

Y. 50. (1) Korato MAJI ycTaHOBM HECHOTBETCTBUSA B IOCHETO C M3UCKBAHUATA 3a U3/IaBaHE
Ha paspelieHue 3a ynorpeba WM YJOCTOBEPEHHME 3a PETUCTpalus IO TO3M 3aKOH, yBEIOMSBa
MMCMEHO 3asBUTENS Ja MPEJCTaBH JOMBJIHUTEIHA UHPOpPMAIIHS, CBbp3aHa C JOKYMEHTALMSITA 110
wr. 27 - 32 wiam no wi. 35, an. 3, wm no wi. 38, WM ga NpeaocTaBu YCTHO WM TMHCMEHO
00siCHEeHHE TO KOHCTaTHpPaHUTE HEMBJIHOTH U HECHOTBETCTBUSA B Cpok 180 nHM oT ngaTtara Ha
YBEIOMSIBAHETO.

(2) B cayyante mo an. 1 cpoxsT mo ui. 44 cnupa Aa Teye OT JaTaTra Ha yBEIOMSBAHETO [0
MpeOCTaBsiHEe HA HCKaHaTa WH()OPMAIIHSL.

(3) Uznbanurennust aupekrop Ha MAJl mpekparsiBa mpoueaypata MO H3JaBaHe Ha
paszpeleHue 3a ynorpeda Hin y10CTOBEPEHHE 3a pETUCTpalMsl Ha JIEKapCTBEH MPOJYKT, KOraro:

1. 3asIBUTENAT HE MpeAocTaBy HHGOpMAIUsITA 1Mo all. | B MOCOYESHHSI CPOK;

2. nunara no wi. 26, an. 1 morckaT NMCMEHO NMPEKPaTsIBAaHETO H.

Un. 51. B cpok 10 nHM OT HW3rOTBSIHETO HA OLEHBYHUA JAokian mo wi. 49, am. 1
M3OBJIHATENHUAT aupektop Ha WMAJl uw3maBa paspemieHue 3a ymnoTpeba/ yAOCTOBEpEHHE 3a
perucTpanus Ha JeKapCTBEHUS MPOIYKT UM MPaBU MOTUBHPAH OTKa3.

Un. 52. (1) (U3m. - IB, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) B cpok 5 nHu ot nararta
Ha U3/]aBaHe Ha pa3pelIeHUeTo 3a ynoTpeda/yJoCTOBEPEHUETO 3a PErHCTPallis B pErUCThpa MO Uil
19, an. 1, 1. 3 ce BOUCBAT CAEAHUTE TAHHU 32 PA3PEIICHUETO/yI0CTOBEPEHUETO:

1. perucTpannoHeH HOMeEp;

2. HOMEp M JaTa Ha pa3pelieHueTo 3a YNoTpebda/yI0CTOBEPEHHMETO 3a PEerucTpanus Ha
JIEKapCTBEHHUSI POIYKT;

3. HAaMMEHOBaHHWE Ha JIEKAPCTBEHUS TIPOTYKT;

4. MeXIyHApOJAHO HEMATEHTHO HAMMEHOBAHUE HA BCSIKO aKTHBHO BEIIECTBO;

5. uMe W aJapec Ha MpPUTEXKATENs Ha pa3pelIeHUEeTo 3a yHoTpeda/ydoCTOBEPEHUETO 3a
perucrpanus;

Sa. (moma - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) ycnoBusita 1o wi. 55a, 56 u 56a,
BIIMCAHU B Pa3pEIIEHUETO 3a YIOTpeOa/yA0CTOBEPEHUETO 32 PErUCTPaLlus;

6. maTa Ha U3BBpIIEHA MNPOMsSHA B pa3pelIeHHeTo 3a ynorpe0da/ylI0CTOBEpEHHETO 3a
pETUCTpAIHITA,
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7. natra Ha TpeKkpaTsBaHe Ha pa3pelIeHUEeTo 3a yHoTpeda/yAoCTOBEpEHUETO 3a
perucCTpanusITa;

8. Ipyru TaHHHU.

(2) Paspemienuero 3a ynorpeba/y10CTOBEPEHUETO 32 PErHCTpaIis Ha JICKAPCTBEHUS MTPOYKT
ce BpbUBa Ha JIMIIETO IO 4i. 26, ait. 1 ¥ BiM3a B cujia OT JaTaTa Ha BIMCBAHETO My B PETUCTHPa MO
. 19, an. 1, 1. 3.

. 53. (U3m. - [IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) U3nbnauTenHaTa
areHIys 1o JeKapcTBara Mmy0IMKyBa Ha HHTEPHET CTPAaHUIATa CU B CPOK 110 14 THU OT W3/IaBaHETO
Ha pa3pelIeHueTo 3a YNoTpeda/yJOoCTOBEpEeHHE 3a perucrpanuus AaHHUTE Mo 4wi. 52, am. 1,
ofo0peHaTa KpaTKa XapaKTepHCTHKa Ha MIPOAYKTa U JAHHUTE OT JIMCTOBKATA.

(2) UsnpnautennaTa areHuus MO JieKapcTBaTa NyOJIMKyBa Ha HMHTEPHET CTpaHHUIATa CH
OLICHBYHHUS JOKJaA 1o 4wi. 49, an. 1 ¢ MOTHUBUTE 3a B3ETOTO pEIICHUE, KAaTO 3ajlM4aBa JIAHHUTE,
MpeICTaBIsIBAIlIN ThProBCKa TaifHa.

(3) HoxmansT 1o ai. 2 ce mpuapykaBa OT pe3roMe Ha pa30upaeMm 3a OOIIECTBEHOCTTA €3UK.
Pe3tomeTo chabpika pa3zen, CBbpP3aH ¢ YCIOBHTA 32 yIOTpeOa Ha JIEKapCTBEHUS TPOIYKT.

U 54. (1) (U3m. - [IB, 6p. 12 ot 2011 1., B cma ot 8.02.2011 r.) Ilpurexarenst Ha
paspeleHrueTo 3a ynorpeda/yoCTOBEpEHUETO 3a PEerucTpaiis Ha JIEKAPCTBEH MPOIYKT MUCMEHO
yBenomsaBa MAJl 3a narara Ha neHCTBUTENHOTO IyCKaHE Ha Ma3apa Ha JIEKAPCTBEHUS MPOIYKT B
Peny6nuka bearapus.

(2) (MIsam. — B, Op. 18 ot 2014 r.) Ilpurexarenar Ha pa3pelIeHUETO 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTpallvs Ha JIEKapCTBEH MPOIYKT yBenomsiBa mucMeHo MAJL
Haii-ManKo JBa Mecela Mpeau IPEyCTaHOBSBAaHE Ha MPOAAKOWTE Ha JIEKAPCTBEH MPOIYKT,
HE3aBHCHUMO JIaJI € BPEMEHHO, WJIH MTOCTOSHHO.

3) (Msm. — B, Op. 18 ot 2014 r.) Ilpurexarenar Ha pa3pelICHUETO 3a
ynotpe0a/y10CTOBEpEHUETO 3a PETUCTpallus Ha JIEKApCTBEH MPOAYKT IOCOYBA MPUYMHHUTE 32
IIpEyCTaHOBSIBAHE Ha NpOJaXOUTe B CHOTBETCTBHE C 4Wi. 68, an. 1, T. 6 u Jexknapupa aanu
NpeanpueTuTe OT HEro JeWCTBUS MO0 ajl. 2 ce AbJDKAT Ha HAKOE OT OCHOBAaHUSATA MO Wi. 276 UM 1O
. 277.

(4) (M3m. — [IB, 6p. 18 ot 2014 r.) Ilpu npeycraHoBsiBaHEe Ha MpoAaXOUTe Ha JIEKAPCTBEHUS
MPOAYKT B pPE3YyJITaT Ha HEMPEIBUANMH OOCTOSTENICTBA TNPHUTEKATEIAT Ha Pa3pelICHHETO 32
ynoTpe6a/y10CTOBEPEHUETO 3a PETUCTpalMsl Ha JIEKApCTBEH MPOAYKT yBenomsBa nmucmeno MAJL B
CpPOK J10 7 THU OT YCTaHOBSIBAaHE HA 0OCTOSITEIICTBATA.

Un. 54a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) (M3m. — IB, Op. 18 o1 2014
r.) [Ipu momydaBane Ha curHai B VM3mbIHUTEIHATA areHIMS O JIEKapCTBaTa 3a MpeyCTaHOBSBaHE
poAaXOUTE Ha JIEKAPCTBEH MPOIYKT, C U3KIIOUEHHE Ha clyyauTe 1o wi. 54, ai. 2 u 4, areHuusAra
M3BbpIIBA MpoBepKa B cpok 30 THU OT MOJyuyaBaHETO HA CUTHAaJA.

(2) IIpu wm3pbpmBaHe Ha mpoBepkata mo an. 1 MAJl moxe na u3ncka mHGOpManus OT
MPUTEXKATENl Ha pa3pelieHUueTo 3a ynoTrpeda W/Miau OT JUIEeTO No wi. 26, an. 2 OTHOCHO
MIPEyCTaHOBSIBAHETO HA MPOJAXOUTEe Ha KOHKPETHHS JIEKAPCTBEH MPOAYKT, KAKTO U OT ThPTOBIUTE
Ha €J[pO C JIEKAPCTBEHU MPOJTYKTH OTHOCHO HAJTMYHUTE KOJMIECTBA OT MPOTYKTA.

(3) MsnbaHuTenHaTa areHIMs MO JieKapcTBaTta MyONMKyBa Ha CTpaHMIATa CHU B MHTEPHET
pe3yaTaTuTe OT U3BBPIICHATA IPOBEPKA.

Un. 55. (1) Paspemenuero 3a ynorpeda/y10CTOBEpEHHETO 3a PErHCTpallisl Ha JEeKapCTBEH
MIPOYKT C€ M3/1aBa OT U3NbJIHUTENHUSA qupekTop Ha MAJI 3a cpok 5 ronuHu.

(2) (om. - AB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Cnex u3TnyaHe Ha Cpoka 1o ai. |
pa3pemieHneTo 3a ynorpeda/yI0CTOBEPEHHUETO 3a PErHCTpaIisl Ha JIGKAPCTBEHUS MTPOIYKT MOXKE J1a
6bp1e nogHoBeHo oT MAJI Ha Ga3ara Ha OlleHKa Ha CHOTHOLIECHHETO MOJ3a/pUCK, IO pela Ha il
59a.

(3) (M3m. - OB, 6p. 71 or 2008 1., B cuma ot 12.08.2008 r.) Paspemenuero 3a
ynoTpeda/ya0CTOBEPEHNETO 3a PErucTpanus MOKe Ja ObJe MPEeKpaTeHO W TpeAd H3THYaHe Ha
Cpoka 1mo ai. 1, ako MPUTEXKATEeNAT My MOHCKAa MUCMEHO TOBA OT M3IBJIHUTEIHUS JAUPEKTOP Ha
HAJI, xaTo moco4u NpUINHUTE.
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(4) (Hom. - OB, 6p. 71 or 2008 1., B cwira ot 12.08.2008 r.) Pa3pemenunero 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PETHCTpalUs cTaBa O€3CPOYHO CIiel] MOJHOBSIBAHETO MY, OCBEH B
CIIy4auTe 1o ai. S.

(5) (M3m. - [IB, 6p. 71 ot 2008 t., B cuna ot 12.08.2008 r., 6p. 102 ot 2012 r., B cuia ot
21.12.2012 r.) Ilpm Hanmuuue HA OCHOBATEIHU MPUYUHHU, CBBP3aHM C NPOCIEAsSBaHE Ha
JeKapcTBeHaTa 0€30MacHOCT, BKIIOYUTEITHO TTOPAAH €KCIIO3UIUS Ha JICKAPCTBEHUS MPOAYKT BBPXY
HegocTaTbueH Opoil mauuentu, MAJI Moxke ga M3MCKa OT MPHUTEXKATENs Ha Pa3pelIeHUETO 3a
ynoTpeba aa mojaae 3asBiIeHUE 3a MOAHOBIBAHETO My 3a OIle 5 TOAMHU 10 peaa Ha Wwi. 59a.

(6) (M3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ilpn u3THM4aHe Ha cpoka Ha
paspelieHrneTo 3a ymnoTpeda/yJoCTOBEPEHUETO 3a PETUCTpAllds WM TMPU TPEKPaTIBAHETO HM
JIEKapCTBEHUST MPOAYKT MoOKe Ja ObJe MpojaaBaH MO M3YEpPIBAaHE HA HATMYHHUTE KOJMYECTBA B
CTpaHaTa, HO HE IOBEYE OT €JHa TOJWHA, CYMTAHO OT JaTaTa Ha W3TUYAHETO, CHOTBETHO Ha
MIPEKPATABAHETO, C U3KIIIOYEHHUE Ha CIIy4auTe, KOraTo IPUYMHUTE 33 MPEKpaTIBAHETO ca CBHP3aHU
¢ 0e301acHOCTTa Ha JIEKaPCTBEHUSI IPOIYKT.

(7) Wsnbnautennust gupektop Ha WMAJI oTHema chC 3amoBen pa3pelieHUETo 3a
ynoTtpeba/ya0CTOBEPEHUETO 3a PEruCTPaLusl Ha JEKapCTBEH MPOAYKT, KOraTo:

1. mpuTex)aTenaT My He € ITyCHaJ JIKapCTBEHUS MPOAYKT Ha Ma3apa /10 TpU TOANHU OT JlaTaTa
Ha M3/1aBaHe Ha pPa3pelIeHNeTo 3a ynorpeda, wim

2. mOpoaaxOWTe Ha JIEKAPCTBEHUS MPOAYKT ca NPEyCTAaHOBEHHU 3a NEpPUoa OT TpHU
IIOCJIEZI0BATEIHY T'OJIMHU CJIE]] IyCKaHEeTO My Ha Ia3apa.

(8) 3amoBenra 1o aj. 7 moJIeKU Ha 00XKaIBaHe MO pesia Ha AJIMUHUCTPATUBHOIPOLIECYATHUS
KOJIEKC.

(9) Ilo u3kmrOueHNE U B MHTEpEC Ha OOIIECTBEHOTO 3/IpaBe pasmnopendaTa Ha ail. 7 MOXe Ja
HE ce Ipujiara, ako NPUTEXKATEIAT Ha PA3pELICHUETO 3a yNnoTpeda Ha JIEKapCTBEHUS MHPOAYKT
MOCOYH OCHOBATENHU MPUYMHU. B Te3u ciayyan M3MBJIHUTETHUAT nupektop Ha MAJlL MoTuBuUpa
PEILIEHUETO CH.

(10) Ilpurexatenat Ha pa3pelieHHEe 3a ymoTpeba eXerogHo 3aljalia Takca B pa3Mep,
ompenesneH B Tapudarta mo wi. 21, an. 2, 3a mogabpkaHe Ha U3aJCHOTO pa3pellieHne 3a yrnoTpeoa.

Un. 55a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbaHUTENHUAT
mupexktop Ha MAJI moxe Na u3gazne paspeleHue 3a yrnorpeda/yJocTOBEpEHHE 3a PErucTpanms Ha
JIEKapCTBEH MPOJYKT, B KOETO J1a ObJaT BKIOYSHH €JHO WJIH IMOBEYE OT CISAHUTE yCIOBUS:

1. na ce mpenmpuemar ONpENEeIeHH MEpKH 3a rapaHtupaHe Oe3zomacHarta ymnorpeda Ha
JIEKapCTBEHMsI MPOIYKT, KOUTO /1a ObJIaT BKIIOYCHH B CHUCTEMAaTa 3a yIpaBlIeHHEe Ha PUCKA;

2. 1a ce MPOBEXK/IaT MMOCTMAPKETUHIOBY TPOYUYBAHUS 32 0€30MaCHOCT;

3. 1a ce cmasBar MO-CTPOTH OT MOCOYEHHUTE B IJIaBa OCMa 3aBJDKEHUS 32 PETUCTPUpPAHE UITU
JIOKJIaJIBaHE Ha M0103UPAHUTE HEXKEJIaH!U JIEKapCTBEHU PEaKIINH;

4. ma ce cma3BaT BCSKAaKBU JIPYTH YCIIOBUS WM OTpaHUYEHHUs C orjien Oe3omacHata u
epukacHa ynorpeda Ha JJEKapCTBEHUSI IPOIYKT;

5. HANMMYUWe Ha aJileKBaTHA CUCTEMa 3a MpocyeisBaHe Ha JeKapCcTBeHaTa 6€30MacHOCT;

6. 1a ce U3BBHPIIBAT MOCTMAPKETHHTOBH MPOYYBAHUS 32 €(PUKACHOCT, KOraTo UMa OIaceHMS,
CBBp3aHM ¢ e(pUKACHOCTTA HA JIEKAPCTBEHUSI MPOIYKT, KOUTO MOKe J1a OBIaT pa3peuieHl caMmo Clie]
KaTo JIEKapCTBEHUST MPOAYKT OBbJIe TTyCHAT Ha Ta3apa.

(2) B paspemienuero 3a ynorpeda/ya0CTOBEpEHHUETO 3a PETUCTPAIIUs C€ TOCOYBAT CPOKOBE 3a
M3MBJIHEHUE HA YCIIOBHSATA 1O al. 1, KOTaTo € MPHII0KHMO.

(3) OcHoBanwmsTa 32 HajaraHe Ha yCIOBUETO MO aj. 1, T. 6 ce ompeAeNnsT ¢ IeJIeTupaH aKkT Mo
wieH 220 ot JupextuBa 2001/83/EO, kaTto ce oTYMTaT HayyHUTE HACOKM, pa3paboOTeHH B
PBKOBOJCTBOTO 10 wiI. 194a.

(4) V3uckBaHuATa 3a MPOBEXKIAaHE HA MOCTMAPKETUHTOBH MPOYYBAHHS 3a €(PHKACHOCT ce
ONpeNeNsaT B PbKOBOJICTBO, U3/1aJIcHO 0T EBpomneiickara areHius mo Jiekapcrpara.

Un. 56. (U3m. - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilo uskmroueHue cien
KOHCYJITAIUS ChC 3asBUTEINS U3IIBIHUTETHUAT AupekTop Ha MAJI Moxke m1a u3nane paspelieHue 3a
ynotpeba/ yIoCTOBEpEHHE 3a PErUCTpalysl Moj yCIOBUE, KOraTo 3asBUTEIAT MOXE Jla JOKaxe, 4e
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HE € MpeACTaBUII U3UepHaTesHu JaHHU OTHOCHO eUKacHOCTTa U 0e30MacHOCTTa Ha JIEKApCTBEHUS
IIPOYKT IPY HOPMAJIHU YCJIOBMSI HAa yoTpeOa nopaau eHa OT CJIECAHUTE IPUUNHU!

1. moka3zaHusTa, 32 KOMTO € IpeIHAa3HA4YeH JIEKAPCTBEHUSAT MPOAYKT, Ca TOJKOBA PSAKO
CpeLIaHy, Y€ 3asBUTENIAT HE MOJKE /1a IPEJICTaBU IIbJIEH J1I0KA3aTeJICTBEH MaTepHall, WIn

2. CBbCTOSIHUETO HAa HAy4YHHWTE IIO3HAHUS KbM MOMEHTAa € TaKoBa, Y€ HE MOXE Ja ce
MIPEJCTAaBAT BCEOOXBATHHU JaHHU, HITU

3. chOupaHeTo Ha MOJOOHU JAaHHU MIPOTUBOPEYH Ha OOIIONPUETUTE MPUHIUIIN HA JIEKapcKaTa
eTHKA.

(2) Pa3zpemennero 3a ynorpe0a/y10CTOBEPEHUETO 3a perucrpanus mo ai. 1 ce u3gaBa mnpu
€/1HO OT CJIEJHUTE YCIIOBHUS:

1. 3asIBUTENAT/IPUTEKATEINAT Ja U3MBIHSABA IPOrpaMa OT IPOYUBAHUA 3a CPOKa M0 all. 3, KaTo
pe3yJITaTUTE OT TE3U MPOYUBAHUS CIIyKaT 3a IPEOLEHKA HA ChOTHOLUIEHUETO M10J13a-PUCK;

2. NEKapCTBEHUST MPOAYKT € C PEKUM Ha OTIIyCKaHE CaMo I10 JIeKapcKo MpeANnrcanue, Kato B
OTIpEJICJICHU CITy4an MOXKE Jla C€ yImoTpeOsiBa caMmo IMOJ CTPUKTEH JIEKApCKU KOHTPOJ B JIE4eOHO
3aBe/ieHHE 3a OOJHHMYHA MMOMOI, a B Cliydaid Ha pagauodapMmaneBTHK - camMoO IMOJ KOHTpoJa Ha
OIIPaBOMOLIEHO JIMIIE;

3. B JHCTOBKAaTa, KakTO M BbBB BCSKAa MEAMIMHCKAa WHQOpMaIlus, MpHUApYsKaBaiia
JEKapCTBEHHUs TMPOAYKT, CJelBa Ja € MPEIBUICH TEKCT, ¢ KOWTO ce OoOpblla BHUMAaHUE HA
MEIUIIMHCKUTE CHEIHATUCTH, Y€ HIKOW OT HATMYHUTE JIAHHU 3a JIKAPCTBEHUS MPOIYKT MOJJIeKAT
Ha T0CJe/IBally IPOYyYBaHUS.

(3) Pazpemienuero 3a ynotpeda/y10CTOBEPEHHUETO 3a perucTpaius mo aji. 1 ce uzgasa 3a Cpok
€/lHa TO/IMHA U 3a BCsIKa CJe/Ballla FoJuHa MOKe J1a ObJe YIbJDKaBaHO Ha Oa3aTa Ha OLIGHKa Ha
W3MBJIHEHUETO Ha YCIOBUSATA 1O all. 2.

Y. 56a. (Hos - /IB, O6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnen u3naBaHe Ha
paspeimieHueTo 3a ynorpeba/ymoctoBepeHueTo 3a peructpauus HWAJI Moxe 1a 3aabibKu
MIPUTEXKATENS HA Pa3pelIeHUETO/yA0CTOBEPEHUETO J1a TIPOBE/IE:

1. MOCTMapKeTMHIOBO NpOy4YBaHE 3a O€30MacHOCT, aKO ca HaJMLEe OMNaceHus 3a
UACHTUQUIMPAHU WK NOTEHLIMAIHU PUCKOBE WK JIMIICBA MH(OPMaIMsl, CBbp3aHa C Mpociie/siBaHe
Ha JIeKapcTBeHaTa 0€30MacCHOCT 32 ChOTBETHMS JIEKAPCTBEH MPOJYKT; KOraTO CHIIUTE PUCKOBE Ce
OTHACAT U 3a JAPYTU JIEKApCTBEHU NPOAYKTH, cie KoHcyaTauuu ¢ Komurera 3a olieHKa Ha pucKa B
obnacTTa Ha (hapMakoJIOTHYHATa OJUTETHOCT, Ch3/Ja/leH Mo pena Ha wieH 56, maparpad 1, Oyksa
»aa“ ot Pernmament (EO) Ne 726/2004 na EBponeiickus napiaament u Ha CbBera, MAJI npenopbuBa
Ha CHOTBETHHS IpPUTEXATEN Ha pa3pellieHue 3a yrnoTpeda Ja MpoBeAe ChbBMECTHO NMpPOyYBaHE 3a
0€30MacHOCT ¢ APYTUTE 3aCErHATH MPUTEKATENIN Ha pa3pelIeHUE;

2. MOCTMapKEeTHHIOBO IpOyYBaHE 3a €(UKACHOCT, KOraTo MO3HAHHWETO 3a OojecTTa WIH
U3MOI3BaHaTa KJIMHUYHA METOJOJIOTHS JlaBa OCHOBAaHME 3a pPEBM3UPAHE Ha OLCHKUTE 3a
e(pUKaCHOCT, U3BOJIUTE 3a KOUTO Ca HAIpaBEHH KbM JlaTaTa Ha M3/1aBaHe Ha Pa3peIIeHUEeTo.

(2) UzmpnHuTenHaTa areHUMsl IO JeKapcTBaTa MUCMEHO YBEAOMSBA IPUTEXKATENs Ha
paspelieHneTo 3a ynorpeda/yJoCTOBEpEHHETO 3a perucTpanus 3a 3aQbDKEHHETo Mo aji. 1, karto
000CHOBaBa MPUUMHHUTE U OCOYBA 1IEJIUTE HAa MPOYYBAHETO M CPOKOBETE 3a MPOBEKIAHETO MY.

(3) B 30-gHeBeH cpok OT IOJlyyaBaHe Ha YBEIOMJIGHHMETO IO . 2 MPUTEXATENAT Ha
paspenieHueTo 3a ynotrpeda/yJIoCTOBEPEHHETO 3a perucTpainus Moxke jga moucka ot HAJI
MIPEOCTaBsiHE HAa Bb3MOXKHOCT 3a MIPEJCTaBsIHE Ha HH(POpPMAIMI OTHOCHO 3a/IbJDKEHUATA 110 ail. 1.

(4) Cnen monydaBane Ha uckaHeto mo an. 3 MAJI ompenmens cpok 3a MpeACTaBsSHE HaA
uHopMaNUATa OT MPUTEKATENS Ha pa3pelIeHHEeTo 3a yIoTpeda/y0CTOBEPEHUETO 3a PEruCTpaLusl.

(5) UsmpHuTETHATA areHIIMS 10 JIEKapCcTBaTa Cie/l aHau3 Ha MHPOpMaIUATa 1Mo al. 3 MOXe:

1. na moTBBPIM 33ABIKEHUETO 1O . 1, nnu

2. 1a TO OTMEHU.

(6) M3mpHUTENHATA areHIUs MO0 JIeKapCcTBaTa YBEJAOMSIBA MIPUTEXKATEINS 32 B3€TOTO PEIICHUE
1o ai. 5.
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(7) B cinywgante mo an. 5, T. 1 w3nbaHMTENHUAT nupektop Ha MAJl ciyxeOHO H3MEHS
M3JIaJICHOTO pa3pelIeHue 3a yrnoTpeda/y10CTOBEpEHUE 3a PETHCTPalis Ha JIGKAPCTBEHUS MPOIYKT,
KaTo BKJIIOYBA B HETO KaTO yCIIOBHE 3aIbKEHUETO 110 ail. 1.

(8) OcHoBaHuMsATa 3a HaJIaraHe Ha 3aJ(bJDKEHUATA 10 all. 1, T. 2 ce ONPENeIIsT ¢ JeNeTUPaH aKT
o wi. 226 ot Jdupextusa 2001/83/EQO.

Un. 566. (Hos - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IIpurtexarenst Ha
paspeleHrueTo 3a yrnoTpeda/yJJOCTOBEPEHUETO 3a PETUCTpallvs BKIIOYBA B CBOSATAa CHUCTEMa 3a
yIpaBjeHUE Ha PUCKA BCUUKH YCJIOBUA 110 Wwil. 55a, 56 u 56a.

(2) B cnyuaute no an. 1 npuTexarensT Ha pa3peUICHUETO 3a YoTpeda/yJ0CTOBEPEHUETO 3a
peructpanus nonasa 10 MAJI yBenomiieHre 3a IpOMsIHA B CHCTEMAaTa 3a yIpaBlieHHE Ha PUCKA.

Ui 56B. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3mbaHuTeHaTa areHIUs
0 JIeKapcTBaTa u3mpaina napopmanms 10 EBponeiickara areHIys 1o JiekapcTBaTa 3a U31aJeHUTE
paspenieHus no wi. 55a, 56 u S6a.

Un. 57. (1) Usnbaautennuar aupekrop Ha MAJl oTkasBa u3jgaBaHe Ha paspelIeHHE 3a
ynotpeba WM yAOCTOBEPEHHUE 3a PETUCTpalldsi Ha JIEKapCTBEH MPOAYKT, KOraTo Cliel] OIIeHKa Ha
JIOCHETO 110 4il. 27 - 32 ce yCTaHOBH, Ue€:

1. CbOTHOIIEHUETO MOJ3a/PUCK € HEOIArONPUATHO, UITH

2. epUKaCHOCTTA Ha JICKAPCTBEHHS MIPOAYKT HE € 3aIIUTeHA yOSAUTEITHO OT 3asiBUTEIS, WIN

3. KOJMYECTBEHHUST U KAYECTBEHHST ChCTaB HA JICKAPCTBEHUS MPOJYKT HE OTrOBapsAT Ha
OTIMCAHMS B JJOCHETO.

(2) (Hom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) M3NBIHUTEIHUAT TUPEKTOP HA
HNAJI orka3Ba M37aBaHe Ha pa3pelleHHe 3a ynoTrpeda WM yIOCTOBEPEHHE 3a PErHUCTpalus Ha
JIEKapCTBEH MPOJYKT, KOraTO HSAKOW OT JAaHHUTE B JOCHUETO HE ChOTBETCTBAT HAa M3MCKBAaHUATA Ha
wi. 27 - 32 unu Ha HapenOaTa mo wi. 42.

(3) U3nbnuutennuar aupexrop Ha MAJI oTkaszBa peructpauus Ha TPAAUIIMOHEH PaCTUTENEH
JIEKapCTBEH MPOJYKT, KOTAaTO CJIEJ] OICHKA Ha JOKYMEHTAIUsITa Ce YCTaHOBH, Y€ NMPOIYKTHT HE
OTroBaps Ha yCJOBUsTA MO wi. 37, an. 1, JaHHUTE B JOCUETO HE CHOTBETCTBAT Ha WiI. 38 WiIu:

1. KONIMYECTBEHHT U KAUECTBEHHUAT ChCTaB HE OTTOBAPST HA OMMCAHUTE B IOCHETO;

2. IeKapCTBEHUAT MPOIYKT MOXKe J1a ObJie BpeJeH MpHu MpaBUIIHA YIIOTpeOa;

3. [maHHWTE 3a TpaJUIMOHHATa ymoTrpeba ca HEJOCTaThYHU, OCOOEHO KOraTo
(hapMaKoIOTUYHHUTE CBOMCTBA MIIM €(PUKACHOCTTa HE ca JOKa3aHW Bb3 OCHOBA HA JBJITOTOAMIIHA
ynotpeda u HaTpymnaH OINT;

4. apmarieBTHIHOTO KaueCTBO Ha JIEKAPCTBEHUS MPOIYKT HE € I0CTaThYHO 000CHOBAHO.

Uin. 58. TlpurexarensiT Ha pa3pelieHueTo 3a yrnorpeda HOCH OTTOBOPHOCT 3a IBJIHOTAaTa U
JIOCTOBEPHOCTTA Ha JAHHUTE B JJOCUETO.

Un. 59. (1) Otka3pT Ha u3nbJIHUTENHUS nupekTop Ha MAJI 3a u3gaBane Ha pazpelieHue 3a
ynotpe0a/y10CTOBEpEHUE 32 PEruCTpalys Ha JIEKApCTBEH MPOAYKT MOXE Ja ObJe o0kalaBaH IO
pena Ha AZMUHUCTPATHBHONPOIIECYATHUS KOJIEKC.

(2) OTka3bT HA U3MBIHUTETHUS AupekTop Ha MAJI 1 MOTHUBUTE 3a HEro ce MyOIMKyBaT Ha
CTpaHHIIATa HA areHIUATa B MHTEPHET.

Y. 59a. (Hos - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) (M3m. - IB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r.) B cnygante mo wi. 55, an. 2 u 5, HO HE O-KBCHO OT 9 Mecena
Ipeay M3TMYaHETO Ha CPOKa Ha pa3pelieHHeTo 3a yHoTpeda/ydOCTOBEPEHHUETO 3a perucTparus,
npuTexaTessaT My noaasa B MAJI 3asBiaeHue 3a mogHOBsIBaHE, MPUIPYKEHO ¢ 000OIIEHO JOCHE TIO
OTHOIIICHHE Ha KaueCTBOTO, OE30MacHOCTTa U €(PHUKACHOCTTA, BKIIOUUTEIHO OIEHKA HA JAHHUTE,
CBHIBPKAIIN C€ B JOKJIAIANTE 32 MOJO03WPAHU HEXEJaHW JICKAPCTBEHH PEAKIHUU M MEPUOTUIHUTE
aKTyallM3upaHu JOKIaau 3a 0e30MacHOCT, MOJaBaHU B CHOTBETCTBHE C IJIaBa OCMa, U BCUYKHU
0JIOOpEHH TIPOMEHHW CJIeJ] W3JaBaHe Ha pa3pelIeHueTo 3a YINoTpeOa/yJ0CTOBEPEHHUETO 3a
perucrpanms.

(2) U3uckBaHusTa KbM JaHHUTE M JOKYMEHTUTE OT JOCHETO MO ail. |l ce ompenensr B
HapenOara mo 4. 42.
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(3) B cpok mo 120 mHM OT MOCTBHIIBaHE Ha 3asABICHUETO W JMOKyMeHTanusara mo ai. 1 MAJI
OLIEHSIBA KA4eCTBOTO, OE30MacHOCTTa M e(UKACHOCTTa Ha JIEKAPCTBEHUS MPOIYKT U H3TOTBS
OLICHBYEH JTOKJIAJl, KOMTO MPEeACTaBs Ha U3MBbIHUTETHUS aupekTop Ha MAJL

(4) KoraTo ycTaHOBH HEI'BIHOTH M/HJIM HECHOTBETCTBHS B IPEJICTaBeHATA JOKYMEHTAIUS 10
an. 1, MAJI yBenomsiBa mucMEHO MPUTEKATENS HA pa3pelIeHUEeTo 3a YIoTpeda/yJoOCTOBEPEHUETO 32
peructpauMs U JaBa yKa3aHMs 3a OTCTpaHsBaHeTO WM. IIpurexarensT Ha pa3pelieHueTo 3a
ynotpe6a/y0CTOBEPEHUETO 32 PETUCTPallds OTCTPaHsIBA HEMbJIHOTUTE W/UIIM HEChOTBETCTBUSATA B
JNOKYMEHTalusATa B cpok 10 30 1HM OT JaTara Ha MOJy4YyaBaHE HAa YBEAOMIIEHUETO.

(5) B cpok 10 nHm OT mosy4aBaHe Ha OIICHBYHHUSI TOKJIA] 110 aJl. 3 U3MBIHUTEIHUSIT TUPEKTOP
Ha MAJI u3naBa pa3peuieHne 3a IOJHOBSBAaHE HA Pa3pelICHUETO 3a YIoTpeda/yI0CTOBEPEHUETO 32
perucrpanus Ha JeKapCTBEHUS MPOIYKT UIIM MOTUBHUPAH OTKa3.

Un. 596. (Hos - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) M3nbJHUTETHUST
mupektop Ha MAJl oTka3Ba moJHOBSIBaHE Ha pa3pelleHueTo 3a ymnoTpeda/yJaoCTOBEpEHUETO 3a
perucrpanysi Ha JEKapCTBEHUs MPOJYKT, KOraTto clie[l OLeHKa Ha JIocHeTo mo wi. 59a, an. 1 ce
yCTaHOBH, Ye:

1. TekapCTBEHUSAT MPOIYKT € BPEICH MPH MPaBUIIHA YIIOTpeOa, M

2. nUIICcBa TeparneBTHYHA €(PUKACHOCT, UIH

3. CbOTHOIIEHHUETO T0JI3a/PUCK € HEOJAronmpusATHO MPH MPaBHIIHA yHOTpeOa, Win

4. KOJIMYECTBEHUST M KAUYECTBEHUST ChCTaB Ha JICKAPCTBEHHs MPOJIYKT HE OTrOBapsAT Ha
OIMCaHUs B JOCUETO, WIH

5. maHHuTe B AocueTo o wi. 59a, an. 1 ca HeBepHU, WK

6. KOHTPOJBT HA JIEKAPCTBEHUS MPOIYKT W/WJIM Ha CHCTABKUTE M HA MEXKIUHHHUTE €Tald OT
MIPOM3BOJICTBEHUS MPOIIEC HE € U3BBPIIBAH WM HE € U3MBIHABAHO APYTro U3HCKBaHE, IPU KOETO €
M3/1aJICHO Pa3peleHUETO 3a IPOU3BOJICTBO, UIH

7. HSKOU OT JAHHUTE B JOCUETO HE OTrOBAPSAT HA U3UCKBaHUATA Ha wi. 59a, an. 1 u 2.

(2) Ortka3pT Ha u3nbIHUTENHUS nupekTop Ha WAJI 3a mogHOBsiBaHE Ha pa3pelIeHHE 3a
ynoTpe6a/y10CTOBEpEHUE 3a PETHCTpalys Ha JEKapCTBEH MPOAYKT MOXKEe J1a Obje oOKalBaH IO
pena Ha AIMUHHUCTPaTUBHOIIPOLIECYATHUS KOJIEKC.

(3) Otka3pT Ha w3nbIHUTENHUs aupekTop Ha MAJI m MoTHMBUTE ce myOJMKyBaT Ha
ctpanunara Ha 1AJI B uHTEpHET.

Y. 598. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1, B
cuwia ot 1.04.2013 r.) U3nbaHuTenHaTa areHIus 1o JekapcrBata yBegoMsiBa HaunonanHus cbBeT
0 LIeHU ¥ peuMOypcUpaHe Ha JEKapCTBEHUTE MPOIYKTH 3a MPEKPATEHUTE U OTHETUTE Pa3peIieHus
3a ynorpeba, KakTO W 3a HAIpaBeHUTE OTKAa3M 3a IOJHOBABAHE HA W3JaJICHU pa3pelieHus 3a
ynoTpeda Ha JIEKapCTBEHH MPOAYKTH B 7-HEBEH CPOK OT W3/IaBAaHETO HA CbOTBETHUS aKT.

Pasznen VI
IIpomeHnu B M31a/1eHO pa3penieHne 3a ynorpeoda

Un. 60. (1) (U3m. - [AB, 6p. 12 ot 2011 r., B cunma ot 8.02.2011 r.) [Ipurexarensr Ha
paspeleHue 3a ynorpeda Ha JeKapCTBEH MPOAYKT € ATbkeH 1a yBenomu MAJI 3a Besika mpoMsiHa B
YCJIOBHSATA, TIPU KOUTO € U3/IaJICHO Pa3peuieHnueTo.

(2) (U3m. - B, 6p. 12 o1 2011 1., B cuma ot 8.02.2011 r.) [IpomMenuTe Morat na ObJ1aT OT TUI
IA, tun Ib, Tun II, pasmupsiBaHe Ha oOXBaTa Ha pa3pelleHueTo 3a ynoTrpeda M CHEIIHU
OTPAHUYUTEIHA MEPKH 32 0€301aCHOCT.

(3) (U3m. - JIB, Op. 12 ot 2011 r., B cmma ot 8.02.2011 r.) VcnoBusita U KpUTEpUUTE 32
KIacuuKalus Ha TIPOMEHHUTE Ce ONPEAETAT C HapeadaTa mo ui. 42.

(4) (M3m. - B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) [IpomsiHa, KOSITO HE Cce sIBSBA
pasmmpsBaHe Ha O0XBaTa W 4YMATO KiIacHU(UKaIus OCTaBa HEOIpeAeNieHa cliel] TpuilaraHe Ha
YCIOBHSITA W KPHUTEpUUTE MO Hapeabara mo ui. 42, ce cmsiTta 3a mpomsHa oT tum Ib 1o
nojapasoupase.

(5) (Homa - JIB, Op. 12 ot 2011 1., B cmia ot 8.02.2011 r.) Karo uskmrodeHnue ot an. 4
MpPOMsIHA, KOATO HE Ce sBsBa pa3lIMpsBaHEe HAa oOO0XBaTa M YHIATO KiIacu(UKAIMs OCTaBa
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HeolpezeNieHa cie/l Ipujarane Ha yCJIOBUsITa U KpUTEpUUTE Ha Hapendara mo wi. 42, ce cMATa 3a
npomsiHa ot tul II B ciiennure cioyyan:

1. mo uckaHe Ha MpUTEXATeNsl Ha pa3pelleHrueTo 3a ynorpeda, OTpa3eHoO B 3asBICHHUETO 3a
MIPOMSIHA;

2. xorato MAJI cnen oneHka Ha BaIMAHOCTTA Ha YBEIOMJICHHETO MO 4jl. 63 mpeleHu, 4ye
MpoMsiHATa MOXXE Jla HMMa ChIIECTBEHO BB3JCHCTBHE BBPXY KAdeCTBOTO, OE€30MaCHOCTTa WIH
e(UKaCHOCTTAa Ha JIEKAPCTBEHUS POAYKT.

Yn. 61. (M3m. - IB, Op. 12 ot 2011 1., B cuiia ot 8.02.2011 r.) (1) 3a BCcsika npoMsiHa OT THII
IA, tun 1B, Tun I unu pasmmpsiBane Ha 0OXBaTa MPUTEKATEIAT HA pa3pelIeHUETO 3a ynorpeda Ha
JIeKapCTBEHMsI MPOAYKT nojasa B MIAJI oTnenHo yBenomiieHne, CbOTBETHO 3asiBICHHUE.

(2) Koraro manena mpomsiHa BOAM /10 IPOMsIHA B JaHHUTE OT KpaTKaTa XapaKTepHCTHKa Ha
MPOJYKTa, HA OMMAKOBKATa W/WIM B JTMCTOBKATA, TE3W MPOMEHH CE€ MPHEMAT KaTO YacT OT 3asBeHATa
MIPOMSIHA U 32 TSIX HE Ce MoJaBa OT/AEITHO 3asiBICHHUE.

(3) IlpuTexxarenar Ha pa3penIeHUETO 3a YIOTpeda MOXKe J1a rpyIupa IPOMEHHUTE, KOraTo:

1. yBegoMsBa €IHOBPEMEHHO 3a €IHHM M ChIIU NMPOMEHHU TUIl [A B yclIoBHATa Ha €IHO WJIH
[IOBEYE pa3pelIeHus 3a yrnoTpeoa;

2. 3adBsiBA €IHOBPEMEHHO HSAKOJKO MPOMEHU B YCJIOBUATA Ha pa3pelieHus 3a ynorpeoda,
MPUHAJUICKAIM KbM TJIOOAIHOTO paspelieHue 3a ymnorpeda mo wi. 28, an. 8 Ha JeKapCTBEHUS
MIPOJYKT, IIPH YCJIOBUE Y€ CHOTBETHUTE MPOMEHH MONAAAT B €AMH OT CICAHUTE CITyJau:

a) eJHa OT MPOMEHUTE B IpylaTa € pa3lMpsiBaHe Ha 00XBaTa Ha pa3pelIeHUETO 3a YIIOTpeda;

0) enHa OT MPOMEHUTE B Ipynara € nmpoMsHa Tu I, a BCHUKM OCTaHaIM MPOMEHU B rpymnaTa
ca IIPOMEHH, KOUTO Ca CIEICTBHE OT IpoMsaHara v II;

B) €JlHa OT MPOMEHHTE B Ipynara e npomsiHa tun Ib, a BCUuku octaHaay mpoMEHH B rpymnara
ca IIPOMEHH, KOUTO ca CIEICTBHE OT IpoMsAHara tui Ib;

I') BCHYKHU [IPOMEHHU B IpymaTa ce OTHACAT CaMmo JI0 MIPOMEHHU OT aJMUHHUCTPATHUBEH XapakTep
B KpaTKaTa XapaKTepUCTHUKa Ha MPOYKTa, IUCTOBKATA 3a MAI[MEHTa UM OMAaKOBKATa;

1) BCUYKHM MPOMEHHU B TrpymaTa ca MPOMEHH B OCHOBHATa JOKYMEHTAIUsi Ha aKTUBHOTO
BEIIIECTBO, OCHOBHATA JOKYMEHTAIlMs HAa BAaKCHMHHHS aHTUTEH WJIM OCHOBHATAa JOKYMEHTAIUS 3a
ma3mara;

€) BCUYKHM MIPOMEHH B Tpyrmara ca BbB BPb3Ka C MPOEKT, MPEIHA3HAYCH J1a YCHhBBPIICHCTBA
MPOM3BOJICTBEHUSI TPOIlEC U KAYeCTBOTO HAa CHOTBETHHSI JIEKAPCTBEH MPOIYKT WU
HETOBOTO/HETOBUTE aKTUBHO/aKTHBHH BEIIECTBO/BEIICCTRA;

’K) BCUYKH MPOMEHU B Tpymara ca MPOMEHH, KOMTO 3acsiraT KayeCTBOTO Ha MaHAEMHUYHA
MIPOTHUBOTPUITHA BAaKCHHA,;

3) BCHYKM NPOMEHHU B rpylaTa ca MPOMEHU B CHUCTeMara 3a JEeKapCTBEHa OE30MacHOCT IO
rJlaBa OCMa;

1) BCUYKH MPOMEHHU B IpyIiaTa ca Ccje/ICTBUE OT OMpe/IeieHa CIelIHa MApKa 32 0€30MacHOCT U
ca MoJaJieHH B CHOTBETCTBHE C YII. 606;

K) BCHYKM TPOMEHH B Tpylara ca CBbpP3aHM C BKJIIOYBaHe Ha HWHopMaius 3a AajeH
(hapmako-TepaneBTUYEH Kiac;

J) BCHYKM TMPOMEHU B TpymaTra ca CIEICTBHE OT OIICHKaTa Ha MEepPHOJUYEH JOKIaa 3a
0€30ITacHOCT;

M) BCHYKHU IPOMEHU B TpyIaTa ca CIEJCTBUE OT MPOyUBaHE CJe]l MOJIy4aBaHe Ha pa3pelieHue
3a ynotpe0a, IpoBeACHO O]l Ha/130pa Ha MPUTEKATEINS Ha Pa3pelIeHHETOo 3a YyIoTpeoa;

H) BCUYKHU MPOMEHHU B TpymaTa ca CJIEACTBUE OT U3IIBIHCHUETO Ha yCIOBUE B pa3pelleHue 3a
ynotpeba 1o ui. 56;

3. 3asBEHUTE MIPOMEHU B YCIOBHSITA Ha €HO U CHIIO pa3pelieHre 3a ynorpeda He Monajaar B
ciy4auTe 1o T. 2, mpu ycinoBue ue MAJI ce cbriacu na mpuiioku KbM T€3W TPOMEHH €Ha U ChINa
poueaypa.

(4) IIpu rpynupaHe Ha HNpoMeHH MO ai. 3, T. 2 U 3 mpuUTeXaTeNasT Ha pa3pelIeHUeTo 3a
ynotpe6a nogasa B MAJL:
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1. eaMHHO yBEOMJIEHHE, KOraTO MOHE €Ha OT npomMeHuTte € Tum Ib u Bcuuku ocranaim ca
o IA wim Tun Ib;

2. eIMHHO 3asBJICHHE, KOraTo OCHOBHATA NpoMsiHa € TuMl Il 1 HUTo eHa OT ApyruTe MpoMeHu
HE € paslupsBaHe Ha 00XBaTa Ha Pa3pelICHUETO 3a yIoTpeoa;

3. eIMHHO 3asBJIEHHE, KOraTO OCHOBHAaTa NpOMsHA € pa3liupsiBaHe Ha o0xBara Ha
pas3pelieHrueTo 3a yrnorpeoa.

(5) 3aegHO chC 3aBIECHUETO, CHOTBETHO YBEIOMJICHHETO MO aji. 1 wnu 4, mpuTexareiasT Ha
pasperieHueTo 3a ynorpeda mogasa:

1. noKyMeHTaIus, CBbp3aHa ¢ MPOMEHHTE, ONpeiesieHa ¢ Hapea0aTa 1o 4. 42;

2. TOKYMEHT 3a TJIaTeHa TaKca B pa3Mep, onpenencH ¢ Tapudara mo wr. 21, ai. 2.

(6) M3npaauTenausaT qupektop Ha MAJI yTBBpKaaBa 00pa3uTe Ha 3asBJICHHUE, CHOTBETHO
yBeoMJIeHHe 1o al. 1 1 4, KOUTo ce myOaMKyBaT Ha MHTEpHET cTpanunara Ha MAJL

Ui 62. (M3m. - JIB, 6p. 12 ot 2011 r., B cuia ot 8.02.2011 1.) (1) IIpuTexarensar Ha
paspelieHneTo 3a yrnorpeda Moxke J1a mojaae yBeaomieHue 3a npomenu tin [A B cpok 12 mecena
Cclie]] IpUJIaraHeTo UM C U3KIII0YEHHE Ha TPOMEHUTE, KOUTO U3UCKBAT HE3a0aBHO yBEIOMIICHHUE.

(2) Ilpomenute tun [A, kouto u3nuckBar He3a0aBHO YBEJIOMIIEHUE, CE OIIPENEIST ¢ HapenoaTa
1o uJi. 42.

(3) B cayuyaute mo aii. 2 mpuTeKaTEIAT HA pa3pelIEHUETO 3a ynorpeda mojaaBa yBeJOMICHHE
3a mpoMsHara Tun A He3abaBHO ciiell IpUaraHeTo M.

(4) B 30-gHeBeH Cpok OT IoJyuyaBaHe Ha yBEAOMIIEHMETO 10 ajl. 1, cboTBeTHO 1o ain. 3, MAJI
yBEIOMSIBA IPUTEKATEIIS HA Pa3pelICHUETO 3a yrnoTpeoda:

1. manu mpomsHaTa/MPOMEHUTE Ce MpUeMa/TIpueMaT WM He; KOTaTo MpOMsSHATa/IPOMEHHUTE
HE ce MpuemMa/mprueMar, ce ocoYBaT MOTUBUTE 3a TOBA, U

2. Janyd TpOMSHATa/IPOMEHHUTE BOAW/BOAAT O TPOMSHA HAa JaHHUTE B W3A3JCHOTO
paspelileHue 3a yrnorpeda; KoraTo ce Hajara nmpoMsiHa B M3[aJIEHOTO pa3pelieHue 3a ynorpeda, ce
npuiiara wi. 64a.

(5) IlpuTexaTenaT Ha pa3pelIeHHeTo 3a yrnoTpeda MpeycTaHOBsBAa He3a0aBHO NMPHJIATaHETO
Ha ChOTBETHATA/ChOTBETHUTE NMPOMSHA/TIPOMEHM TUII A ciieq mojlyyaBaHe Ha YBEJIOMJIEHUE T10 all.
4, 1. 1 3a HempueMaHe.

Un. 63. (MU3m. - [IB, Op. 12 ot 2011 1., B cuna ot 8.02.2011 r.) (1) Koraro yBenomieHueTo 3a
npomsiHa Tun Ib ortroBaps Ha u3nckBaHusTa Ha wi. 61, MAJI yBegomsBa mpurexareis Ha
paspeleHneTo 3a ynorpeda, 4e yBeIOMJIEHUETO € BaJIMIHO U [TOCOYBA JaTara, OT KOSITO CPOKBT IO
aJl. 2 3amoyBa Jia Teye.

(2) B 30-gHeBeH cpok OT mojlyyaBaHe Ha BanuaHO yBenomiieHue MAJI ouensBa nogaaeHara
JOKYMEHTAIUs U yBEJIOMsIBa IPUTEKATEIIS HA pa3pelIeHueTo 3a yrnorpeoa:

1. mamu omoOpsBa mpoMsiHATa WM HE; KOraTo NMpoMsiHaTa He ce oA00psiBa, ce MOCOYBAT
MOTHUBHUTE 3a TOBA, U

2. manu mpoMsiHaTa BOAM JI0 MPOMsIHA HAa JAHHUTE B M3JAJIEHOTO pa3pelleHHue 3a yrnoTpeoda;
KOTaTo ce Hajara poMsiHa B M3/1aJICHOTO pa3pelleHue 3a yrnorpeda, ce mpuiara wi. 64a.

(3) Koraro B cpoka o an. 2 MAJI yctaHOBM HECHOTBETCTBUS B MOJaJeHaTa JOKYMEHTAITUS C
M3MCKBAHUATA HA 3aKOHA U HapeabaTa mo wi. 42, T yBeOMsBA MPUTEXATeNs Ha pa3pelIeHUeTo 3a
ynotpeba.

(4) B 30-gHeBeH cpok OT IOJlyyaBaHe Ha YBEJIOMJIGHHMETO IO . 3 MPUTEXATENAT Ha
paspelieHnueTo 3a ynorpeda Moke a MPOMEHHU WM JOITbIHU JOKYMEHTALUATA.

(5) Korato B cpoka mo ajn. 4 mpuTexaTeNsT Ha pa3pelieHueTo 3a ynorpeda He MpecTaBd
MPOMEHEHa WM JOMbJIHeHa AokymeHTanus, MAJl npekpatsiBa nmpoleaypata U yBeIOMsBa 3a TOBA
MIPUTEXKATENS HA pa3pelIeHUeTo 3a ynoTpeoa.

(6) B 30-mHeBeH cpok OT ToJyd4aBaHE Ha MpoOMeHeHara nokymeHTtanus mo ain. 4 UAJI
yBEJIOMsIBa IPUTEKATEIS HA pa3pellIeHUETo 3a yrnoTpeoda:

1. mamum omoOpsBa mpoMsiHATa WM HE; KOraTo NMpoMsiHaTa He ce ofo00psiBa, ce MOCOYBAT
MOTHBUTE 3a TOBa, U
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2. manu mpoMsiHaTa BOAM JI0 MPOMSHA HA JaHHUTE B M3JA/IEHOTO pa3pelleHHue 3a yrnoTpeoda;
KOTaTo ce Hajara MpoMsiHa B M3/1aJICHOTO pa3pelieHne 3a yrnorpeda, ce mpuiara 4i. 64a.

(7) IlpurexarensT Ha pa3pelIeHUETO 3a yrnoTpeda npuiara ongobpenara npomsna tuin Ib crex
MoJTyyaBaHe Ha yBEJIOMIICHHE 110 ai. 2, T. 1, ChOTBETHO 1o ai. 6, T. 1 3a ogoOpsiBaHe HA MPOMSHATA.

. 64. (U3m. - [IB, Op. 12 ot 2011 r., B cmima ot 8.02.2011 r.) (1) Koraro 3asBnenuero 3a
npoMsaHa tun Il orroBaps Ha wu3uckBaHusATa Ha ui. 61, MAJI yBemomsiBa mpurexarens Ha
paspeleHueTo 3a yrnoTpeda, ue 3asBICHUETO € BaJIUAHO, KaTO MOCOYBa JaTara, OT KOSITO CPOKBT IO
aJl. 2 3amoy4sa Jia Teue.

(2) B 60-gHeBeH cpok OT mosiy4aBaHe Ha BanugHO 3asBiieHue MAJl u3rorBs oreHBYCH
JIOKJIaJ| 32 IIpOMSIHATA.

(3) CpoxsT 10 ait. 2 Moxe jaa Obae:

1. HaMajeH mpu CHENIHM ClIy4aW, KOWTO Ca CBBbp3aHH ¢ Oe3omacHara ymorpeba Ha
JIEKapCTBEHUSI IPOTYKT, UITU

2. yabixeH 10 90 AHM TIpU MPOMSHA, C KOSATO C€ HM3MEHS WM J00aBs TepareBTUYHO
MOKa3aHue.

(4) Korato MAJI yctaHOBM HECHOTBETCTBHS B MOJa/ICHATA TOKYMEHTAIIMS C U3UCKBAHUSTA HA
3aKkoHa M HapezaOara mo wi. 42, TS yBeAOMsBa MpPUTEXKATENs Ha paspelleHueTo 3a ymnorpeda u
ompeess CPOK 3a MPEIOCTAaBIHE HA JOMBbJIHUTENHATA HH(DOpMAIU U JOKYMEHTAITHSI.

(5) B cnydautre mo am. 4 cpokbT mo aj. 2 choudpa Ja Teue A0 MPEACTaBIHETO Ha
JOMBTHATETHATA HH(DOPMALIAS U JOKYMEHTAITHS.

(6) B cpok 1o 15 nHU OT WM3rOTBSIHE HA OLEHBYHHS JOKIAJ M3MBIHUTEIHUSAT AUPEKTOP Ha
NAJIL:

1. onoOpsiBa mpoMsHAaTa UK NMPaBU MOTUBUPAH OTKA3 U YBEIOMsBA 3a TOBAa MPUTEkKATENs Ha
paspeleHueTo 3a ynorpeoa;

2. yBeoMsiBa MPUTEXKATENS Ha pa3pelIeHueTo 3a yrnorpeda nanu ogoOpeHaTa mpoMsiHa BOJIU
70 IpOMSIHA HAa JaHHUTE B M3/aJE€HOTO paspellieHue 3a ynorpeda; Koraro ce Hajara npomsiHa B
W3J1aJICHOTO pa3pelleHune 3a yrnorpeda, ce mpuiara 4i. 64a.

(7) IlpuTexatenar Ha pa3pelIeHueTo 3a yrnoTpeda MoXKe J1a MPUJIOKU ofo0peHaTa MpoMsHA
tun Il camo cnex u3gaBaHeTo Ha pa3pelleHre 3a MPOMsIHA 10 Wi 64a.

Un. 64a. (Hos - /1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) I30bJIHUTENHUAT JUPEKTOP HA
NAJI uznaBa pazpelieHue 3a IpoMsiHa B pa3pelIeHHeTo 3a ynorpeda B CPoOK:

1. TpuageceT JHU OT W3JaBaHE Ha YBEJOMJICHHETO 1o wi. 62, an. 4, 1. 2, . 63, an. 2, T. 2,
CBOTBETHO 4jl. 63, anm. 6, T. 2 win ui. 64, an. 6, T. 2, KOraTo CbOTBETHaTa MPOMsHA BOAU IO
yIbJDKaBaHe ¢ 6 Mecella Ha cpoka, mocodeH B wieH 13, maparpadu 1 u 2 ot Pernmament Ne 1768/92
Ha CwBera (EMO) ot 18 roHM 1992 r. OTHOCHO Ch3JaBAaHETO Ha JOMBJIHUTEICH CepTH(UKAT 3a
3aKpuiia Ha JIEKapCTBEHUTE MPOAYKTH, B ChOoTBETCTBUE C Wwi. 36 oT Pernmament (EO) Ne 1901/2006;

2. WeCTAECeT JHU OT M3JaBaHE Ha YBEJOMIIEHHETO Mo wi. 62, an. 4, T. 2 - Ipy NPOMEHH THUII
IA, xouTo He U3UCKBAT HE3a0AaBHO YBEIOMSIBAHE;

3. WeCTAECeT IHU OT U3/IaBaHE Ha YBEJOMIICHHETO 10 uil. 64, ai. 6, T. 2 - 3a npoMenu tur 1I;

4. CTO ¥ OCEMJIECET THU - BB BCUUKH OCTAaHAJHU CITy4awu.

Un. 646. (Hos - /IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) (1) IIpu npomeHu, oTHACSIIN
ce [0 IMPOMEHHM B AaKTHUBHOTO BEIIECTBO 3a LEIWTE Ha eXerojgHara akTyalu3alus Ha
MPOTUBOTPUITHUTE BaKCHHU, MPUTEXKATEIAT Ha paspelieHueTo 3a ymorpeda momaBa B HMAJI
3asBICHUE, TPUAPYKEHO C JOKyMEHTAIMsA, OnpeaesieHa ¢ Hapeabara mo wi. 42. B 7-gHeBeH cpok
HNAJI nmpoBepsiBa mbJIHOTaTa Ha MO/1aJieHATa JOKYMEHTAIUSI.

(2) Koraro 3asiBinenuero otroBapsi Ha U3uckBaHusTa Ha ai. 1, MAJI yBenomsiBa nputexarens
Ha pa3pelIeHNeTo 3a ynorpebda, 4e 3asBICHUETO € BaJIUIHO, KaTO MOCOYBa JaTaTa, OT KOSITO CPOKBT
110 aJI. 3 3amo4Ba J1a Teye.

(3) B 45-nHeBeH cpok OT mofydaBaHe Ha BauHO 3asBieHue MAJI orieHsiBa JOKyMEHTaIUsATa
Y U3TOTBS OIIEHBYCH JTOKIIAI.

(4) M3nbaHuTenHaTa areHIMs IO JIeKapcTBaTa MOXKE Jla M3UCKAa OT IpUTeXaTens Ha
paspelieHueTo 3a ymnorpeda Ja MpencTaBd KIMHUYHUTE JaHHU W JAHHUTE 3a CTAaOMJIHOCTTA Ha
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JIeKapCTBeHHS TPOAYKT. [lpurekarenst Ha paspemeHnero 3a ymnoTrpeba mpencraBs B HMAJI
M3MCKaHWUTE JJaHHU B CPOK 12 THU OT M3TMYAHETO HA CpOKa I10 ail. 3.

(5) WMsnbiHuTenHata areHuus IO JIeKapcTBaTa OLEHSBAa JOKYMEHTalusiTa M B3ema
OKOHYATEJIHO penleHne B cpok 10 OHM OT mHOoJdyyaBaHETO Ha JAaHHMUTE MO an. 4, Karo u3gasa
paspelleHue 3a IpoMsiHa HIIK OTKa3.

Ui 65. (1) KoraTo mputexaTenar Ha pa3pelieHHeTo 3a ynorpeda yCTaHOBU PHUCK 32 3PaBETO
npu ynorpedata Ha JIEKApCTBEHUS MPOAYKT, TOM MpearnpuemMa CHEIIHU OTPAHUYUTENIHU MEPKHU U
He3abaBHO yBegoMsBa nmucMeno MAJL

(2) M3nbiHUTENHATA areHus 1o JieKapcTBaTa ce MpOoU3Hacs M0 MEPKUTE B cpok 24 yaca OT
YBEIOMIIEHUETO.

(3) Korato MAJI He ce mpousHece B CpoKa 1o aj. 2, CMsTa Ce, Y€ MEPKHUTE ca 0J00pCHH.

(4) Korato UAJI ycraHoBuW, 4e MMa pPHCK 3a 3[paBeTO HAa Xopara OT ymorpedbara Ha
JIEKapCTBEHMsI MPOIYKT, paslopek]a Ha MpUTeKaTeslss Ha pa3pelieHueTo 3a ynorpeda maa
npeanpuemMe He3a0aBHO ONPaHUYUTENHU MEPKH.

(5) B ciiyuaute o an. 1 u 4 nmpuTexaTeNnaT Ha pa3pelIeHHETO 3a ynoTpeda Ha JIEKapCTBEHUS
poayKT cbritacysa ¢ MAJI HauMHa ¥ CPOKOBETE 3a BbBEXKAAHE HA MPEAIIPUETUTE MEPKHU.

(6) Ilputexarensat Ha pa3pelIeHHETO 3a ynorpeda Ha JEeKapCTBEHUS NPOAYKT MOJaBa [0
n3nbIHUTENHUS aupektop Ha MAJI 3asBnenue 3a npomsiHa 1o peja Ha wi. 64 He Mo-KbCHO OT 15
JTHU clie/l [aTaTa Ha IpeanprueMane Ha MEpKUTE.

Ui 66. (1) (U3m. - [IB, 6p. 71 ot 2008 T., B cruta ot 12.08.2008 ., 6p. 12 ot 2011 1., B crita
ot 8.02.2011 r.) [Ipurexxatenar Ha pa3pelieHue 3a ynorpeda Ha JIEKApCTBEHUS MPOAYKT MOJaBa
3asiBJICHUE 32 pa3lIMpsBaHE HAa 00XBaTa Ha U3/a/IEHOTO Pa3peLICHUE 3a yOoTpeda MpHu:

1. mpoMsiHa Ha aKTUBHOTO/aKTUBHUTE BEIIECTBO/BEIIECTBA:

a) 3aMsHa Ha XMMHUYECKH AaKTUBHO BEIIECTBO C Pa3lIMU€H KOMIUICKC/IEpUBAT, BKIIOYBAIL]
coi/ecTep, CBbC cChlIaTa TepalmeBTUYHA  YacT, TMPU  KOETO  XapaKTePUCTHUKUTE  Ha
epuKacHOCTTa/0e30MacCHOCTTa HE Ce pa3INyaBaT ChIIECTBEHO;

0) 3aMsiHa ¢ pa3iMueH M30Mep, pa3ihuyHa CMeC OT M30MEpH, 3aMsHa Ha CMeC C M30JIUpaH
n3oMep (HampuMep Ha paremMaT ¢ €IMHHUYEH €HAHTUOMED), MPU KOETO XapaKTEePUCTUKUTE Ha
edeKTUBHOCTTa/0€30MacHOCTTa HE Ce pa3inyaBaT ChIIECTBEHO;

B) 3aMsiHa Ha OMOJIOTMYHO AaKTHBHO BEILECTBO C TAKOBAa, KOETO MMa MAJIKO MO-pa3jInyHa
MOJIEKYJISIpHAa CTPYKTYypa, IPH KOETO XapaKTEPUCTUKUTE Ha ePEeKTUBHOCTTA/0€30MacHOCTTa HE ce
pa3nuyaBaT CHIUIECTBEHO, C H3KIIOUEHHWE Ha TNPOMEHHM B AaKTHMBHOTO BEUIECTBO Ha CE30HHA,
MpeanaHeMIyHa WK aHJAeMUYHa MPOTUBOTPUITHA BAKCHHA 32 YOBEIIKA yIoTpeoa;

I) OpoMsHAa Ha BEKTOpa, M3MOJ3BaH 3a MPOM3BOACTBOTO HA AHTUI€HA WJIM W3XOJHUS
MaTepuaj, BKIIOUMTETHO HOBa OCHOBHA KIJE€ThbUYHA OaHKa OT JAPYr HM3TOYHUK, MPU KOETO
XapaKTepUCTUKUTE Ha e()eKTUBHOCTTA/0E3BPEIHOCTTA HE CE Pa3IMyaBaT ChILECTBEHO;

1) HOB IIMTaHA WIM CBBP3Balll MEXaHW3bM 3a paauodapMaleBTHK, MpPH KOHTO
XapaKTePUCTUKUTE Ha e()eKTUBHOCTTA/0€30M1aCHOCTTA HE CE Pa3IMyaBaT ChILECTBEHO;

€) TMpOoMsHa B EKCTpaxupallus pa3TBOPUTEN WIH B CHOTHOIICHHETO PACTUTEIHO
BEIIIECTBO/PACTUTENICH Tpernapar, Mpu KOETO XapaKTePUCTUKUTE Ha e(PUKACHOCTTa/O0e3BpeaHOCTTA
HE C€ pa3INy4aBaT ChILECTBEHO;

2. mpoMsiHa B KOJIMYECTBOTO Ha aKTUBHOTO BEIIECTBO, JIEKapcTBeHara ¢opMa W IHTS HA
BBBEXKIAHE:

a) MPOMsIHa B OMOHAJIMYHOCTTA;

0) mpoMsiHa BbB (hapMaKOKWHETHKATA, HAIPUMEp MPOMsSHA B CKOPOCTTa Ha OCBOOOXK/1aBaHE;

B) IIPOMSIHA WJIH T0OABsTHE HA HOBO KOJIMYECTBO HA AaKTUBHOTO BEIIECTBO/aKTUBHOCT;

T') IpOMsiHA WK N00aBsHE HA HOBA JIeKapCcTBEeHA (hopMa;

1) TIpOMsiHA WK J100aBsSiHE HAa HOB MBT HA BBBEXKJAHE - MPHU MAPCHTEPATHO MPUIIOKCHHUE €
HeoOXOaUMO J1a Cce€ TpaBH pa3rpaHUYCHHE MEXAY HWHTpaapTepualeH, HWHTPABEHO3EH,
WHTPAMYCKYJICH, TIOJIKOXKEH 1 JAPYTH IIHTHINA HA BEBEKIAHE.

(2) 3asBnenuero mo ain. 1 ce mojaBa 3aeAHO C JOKyMeHTauusTa mo ui. 27, an. 1, 1. 10,
CBbp3aHa ¢ MPOMEHUTE 10 all. 1.
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(3) U3uckBanusaTa KBM JOKYMEHTAITUATA 110 aJl. 2 C€ OMPENEAT B Hapeaoara mo wi. 42.

(4) HaumeHoBaHMETO Ha JIEKapCTBEHMS IPOAYKT B U3/1aJI€HOTO pa3pelleHUE 3a pa3lliupsiBaHe
Ha 00XBaTa Ha IbPBOHAYATHOTO pa3pelieHue 3a ynorpeda He ce MPOMEHSI.

(5) N3naBanero Ha pa3pelIeHue 3a pa3lIupsBaHe 00XBaTa Ha Be4e M3AaJCHO pa3pelieHue 3a
ynotpeba Ha JIeKapCTBEH MPOAYKT C€ U3BBHPILBA IIPU YCIOBUATA U 1O peaa Ha wi. 49 - 51.

UYn. 67. (1) IlpuTexaTensaT Ha pa3pelieHHeTo 3a ynoTpeda Ha JIEKapCTBEHHs MPOIYKT MoJaBa
3asiBJICHUE 32 U3/laBaHEe Ha HOBO pa3pellieHue 3a ynoTpeda npu:

1. nmobGaBsHe WM TpeMaxBaHE HA €JHO WM IOBEYE AKTUBHU BEUIECTBA, BKIIIOYUTEIHO
AQHTUT€HHU KOMIIOHEHTH 32 BAKCUHUTE;

2. IpoMsiHa B KAa4eCTBOTO HAa aKTHBHOTO BEIIECTBO, MIOCOYEHA B JOCHETO, KOSTO MPOMEHS
CBILECTBEHO XapaKTEPUCTUKHUTE 3a 0€30MacHOCT U €(PUKACHOCT Ha JIEKAPCTBEHUS MPOIYKT, U
IIPOMEHEHOTO BEIIECTBO CE OIPEEINs KaTO HOBO;

3. no0aBsgHEe Ha HOBO WM MpPOMSHA Ha CBUIECTBYBAL[OTO IIOKa3aHUE 3a JICUCHHUE,
npoUIaKTHKA WM IMAaTHOCTHKA B Ipyra TepareBTHYHA 00JIacT.

(2) (Homa - IB, 6p. 71 ot 2008 ., B cuina ot 12.08.2008 r.) [IpurexarensT Ha pa3penicHUETO
3a ynoTtpeba Ha JEKapCTBEHMsI MPOJYKT I0JlaBa 3asBJICHHME 3a M3/JaBaHE HAa HOBO pa3pelIeHHE 3a
ynotpeba, KOoraro 3asBIE€HUETO 3a MOAHOBSIBAHE HA pa3pellieHUueTo 3a YInoTpeda He € MOoAaeHO B
cpoka mo wi. 59a, an. 1.

(3) (Ilpepumna an. 2 - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3asBneHueTo ce
IpUIpY’KaBa OT JOKYMEHTAIUs, OIIpeieieHa B Hapeaoara mo ui. 42.

(4) (ITpepumna an. 3, gom. - JAB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) B ciydaute no
an. 1 u 2 ce mpuiara npoueaypara mno wi. 49 - 51.

. 68. (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenar Ha
paspernieHure 3a ynorpe6a/yJoCTOBEpPEHHETO 33 PETUCTPALUs Ha JIEKAPCTBEH MPOAYKT € JUThKEH Ja:

1. oTuumTa NOCTHMKEHHATA HA HAYYHO-TEXHMYECKUS MPOrpec U Ja BBBEXKAA BCHUKH
HEOOXOMMH MTPOMEHH B JIOKyMEHTAMATa 1Mo wi. 27, an. 1, 7. 7 1 8 ¢ e JIeKapCTBEHUAT MPOAYKT
Ja ce MpOU3BEXJa M KOHTPOJUpPA CBIJIACHO OOLIONPHETUTE HAYYHM METO/AM; MPOMEHUTE ce
M3BBPIIBAT 10 pe/ia Ha TJIABU TPETa U I1eTa;

2. nonasa He3abaBHO B MAJI Bcsika HOBa MH(OpMALUs, KOITO MOXKE Ja HAJIOXKU MPOMSIHA B
JTAHHUTE U JOKYMEHTHTE 10 Wi. 27 - 32 U B KpaTKara XapakTepUCTHUKA Ha MPOIYKTa;

3. unpopmupa BegHara MAJI 3a Bcsika 3a0paHa Wi OrpaHUYEHUE, HATOXKEHO OT PeryJaTOpHU
OpraHu Ha JAPYTH TBPKaBH, B KOUTO JIEKAPCTBEHUSAT MPOIYKT € IyCHAT Ha Ta3apa, 3a MPHIUHHTE,
Mopajii KOUTO Ca HAJIOKEHH T€3M MEPKH, KaKTO M 3a BCAKA JIpyra HOBa MH(OpMaIus, KOsITO MOXKe
Jla TIOBNUSiE HA OIICHKAaTa Ha TIOJ3UTE W PHCKOBETE HA CHOTBETHUS JICKAPCTBEH MPOAYKT;
nH(pOpMaKATa BKIIIOUBA KAKTO MOJIOKUTEITHUTE, TaKa U OTPUIIATETTHUTE PE3YNTATH OT KIMHUYHUTE
M3MUTBAHMUS WM JPYTH MPOYYBAaHUS HAa BCHUYKM TOKA3aHWUS W TIOMYJIAllMH, HE3aBUCUMO JajH ca
BKJIIOYEHHU B Pa3pelIeHUeTo 3a yrnorpeda, KakTo U JaHHH 3a ynoTpedara Ha JeKapCTBEHHS MPOIYKT,
KOTaTo Ta3u ynoTpeda € u3BbHH yCIOBUATA Ha Pa3peIIeHUETO 3a YIoTpeoa;

4. chXpaHsiBa U aKTyalu3upa HHPOpMAIHITA 32 JIEKAPCTBEHUS MPOAYKT C TEKYIIUTE HAyYHU
MO3HAHWS, BKIIOYUTEITHO 3aKIIOYCHUSATA OT OICHSIBAHETO M NPEMOPBKHUTE, IMyOJIMKyBaHU Ha
EBpomneiickus HHTEpHET MOpTaJ 3a JIEKapCTBEHHU NMPOAYKTH, Ch3/1aJIeH B ChOTBETCTBHE € WieH 26 OT
Pernament (EO) Ne 726/2004 na EBponeiickus mapiaMmeHnT U Ha CbBeTa;

5. pasmpocTpaHsaBa JEKapCTBEHHUs MPOAYKT € MOCIEIHO 0J00peHaTa KpaTka XapaKTepuCcTuKa
Ha MPOJYKTa U JIUCTOBKA 32 TAINEHTA;

6. (HoBa — /IB, Op. 18 ot 2014 r.) uadopmupa MAJI 3a BCAKO NMpeANIPHETO OT HETO JIeHCTBYE,
CBBP3aHO C BPEMEHHO CIIMpaHe MpeAjaraHeTo Ha Ia3apa Ha OINpejAeNieH JIEKApCTBEH MPOAYKT,
U3TErJIsTHE OT Ma3apa Ha OIpe/esieH JIEKapCTBEH MPOAYKT, UCKaHEe 3a MpeKpaTsBaHe Ha pa3pelieHne
3a ynorpe0a WM 3asBEHO HaMEPEeHHE 3a HEMOJIHOBSBaHE Ha Pa3pelIeHHETO 3a ynorpeda, KakTo U
Jla TIOCOYM MPUYHUHUTE, TOPAJAN KOUTO € MPEANPUETO TOBA JACHCTBHE; B TE3U CIIydau MPUTEKATEIAT
Ha pa3pelleHueTo 3a ynorpeda Aekyapupa Jaiu NpeanpHeTUTe OT Hero JEHCTBUS ce IbJIKAT Ha
HSIKO€ OT OCHOBAHHUATA MO WI. 276 unu no ui. 277;
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7. (moBa — /1B, Op. 18 ot 2014 1.) uadopmupa MAJL, ako neiictBusTa 1o T. 6 ca MpeANpPUETH B
TpeTa AbprKaBa U e AbJDKAT HA HAKOE OT OCHOBaHMATA 110 4. 276 wiu no wi. 277,

8. (moBa — JIB, Op. 18 ot 2014 r.) uadopmupa EBporelickaTa areHIus IO JIeKapCcTBaTa,
KOraro JeicTBuATa 1o T. 6 u 7 ca npeAnpueTy Ha ocHoBaHue wi. 276 u 277,

9. (moBa — JIB, Op. 18 ot 2014 r.) ocurypsiBa JOCTaThbYHU KOJWUYECTBA OT JICKAPCTBEHUS
MIPOAYKT 32 33/I0BOJISIBAHE HA 3/[paBHUTE MOTPEOHOCTH Ha HacesneHueTo Ha PenyOinka bbirapus;

10. (moBa — JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) mpengocraBs na MAJI,
©KECeJIMUYHO WJIM MpH TMPOMsSHA Ha OOCTOSTENCTBAaTa, 4Ype3 CIHeNHaIM3HpaHaTa eJIeKTPOHHA
cuctema 1o wi. 2176, an. 1 uadopmarus 3a:

a) JIOCTaBeHUTEe Ha TepuTopHsTa Ha PemyOnmuka beiarapus KoaudecTBa, MOCOYEHH II0
JIEKapCTBEHU MPOAYKTH, BKIItOUueHU B [103UTHBHUSA JIEeKapCTBEH CIHMCHK, HA KOUTO € MPUTEkKaTell Ha
paspelieHrneTo 3a yrnorpeoa;

0) THpProBLUUTE HA €IpO, HAa KOUTO ca JOCTAaBEHU KOJMYECTBATA JIEKAPCTBEHU IMPOIYKTH IO
OykBa ,,a";

B) J1aTaTa, Ha KOSATO ca U3BBPIICHH JOCTABKUTE 10 OYKBH ,,a* U ,,0°;

') HATMYHUTE B CKJIAJOBETE KOJIMYECTBA, TOCOUCHH I10 JICKAPCTBEHH MPOIYKTH, BKIIOUEHH B
[To3uTHBHUS JTEKapCTBEH CIHUCHK, HA KOUTO € MPUTEXKATe Ha pa3pelIeHueTo 3a ynorpeoa;

11. (moBa — /IB, 6p. 103 ot 2020 r., B cwta ot 1.01.2021 1., gom., 6p. 16 ot 2024 1., B cuna ot
23.02.2024 r.) mpenoctass Ha MMAJI 3a BCHUKH JIeKapCTBEHU MPOIAYKTH, pa3pellieHu 3a ynorpeda Ha
TEPUTOpHUSATA HA CTpaHaTa, BKIIOYMTEIHO TIpW TPOMsSHA Ha OOCTOSTENCTBAaTa, dYpe3
crielranu3upaHaTa eJeKTpoHHa cuctema mo wi. 2176, an. 1 undopmanus 3a koja Ha IPOAYKTa 1O
cmuchina Ha wi. 4, OykBa 0), moarouka i) ot Jlenmermpan permament (EC) 2016/161 3a
JIEKapCTBEHUTE TMPOAYKTH, OMNPEIECICHH B HEro, B Cpok 10 14 nHu OT myOJIMKyBaHETO Ha
JeKapCTBEHUsT MPOAYKT B [lo3WTHMBHUS JIeKapcTBEH CIHMCBHK, CHOTBETHO OT HACTHIIBAaHE Ha
MpOMsIHaTa Ha 0OCTOSTENICTBATA.

(2) TlpurexarensT Ha pa3pelICHHETO 3a YIOTPeOa/yIOCTOBEPCHHETO 3a pPETHUCTpaIus €
JuThXeH npu novckBane oT MAJI na mpencrasu:

l. maHHM B TOJKpena Ha IMOJIOKUTETHOTO CHOTHOIICHHWE TIOJN3a/pPUCK 3a JIEKapCTBEHUS
TIPOJTYKT;

2. (u3m. — 1B, 6p. 18 ot 2014 r.) nanHu 3a o6eMa Ha NpoJaxOuTe Ha JEKaApPCTBEHUS NMPOIYKT
Y BCSIKAKBa JIpyra WH(OpMAIUs, ¢ KOSITO MPUTEKATEIAT Ha pa3pelIeHHeTo 3a yrnoTpeda pasmonara,
OTHOCHO 00eMa Ha JIEKapCKUTE MPEANUCAHUS 3a IPOIYKTa;

3. KomMe OT OCHOBHATa JIOKyMEHTAllMsl Ha cHCTeMara 3a Mpocie/sBaHe Ha JeKapCTBEHaTa
0€301acHOCT.

(3) IIputexarensT Ha pa3pelnieHueTo 3a ynorpeda npeaoctas Ha MAJI qokyMmeHTanusTa mno
an. 2, T. 3 B 7-AHEBEH CPOK OT IOJyyaBaHE Ha UCKAHETO.

Un. 68a. (HoB — JIB, 6p. 67 ot 2020 r.) [Ipurexarenar Ha paspelieHue 3a ynorpeda
OCUTYpsIBa BbBEXK/IAaHETO HAa MHJMBUIYaTHUS UJIeHTUUKalMOHEeH Oerner mo wi. 168, an. 8, . 1 Ha
BCsIKa OMAKOBKA B CUCTEMAaTa OT perucTpu B choTBeTcTBHE ¢ Jlenerupan pernament (EC) 2016/161.

. 69. (1) (U3m. — JIB, 6p. 67 ot 2020 r.) IIputexarenst Ha pa3perieHue 3a yrnorpeda Ha
BaKCHHA WJIM HAa MMYHOJIOTMYEH JIEKapCTBEH NPOAYKT, MpEAHA3HAUYEH 3a WMYHH3AIUs, Mpead
IyCKAaHETO Ha BCsAKa MapTHa OT MPOAYKTa Ha ma3apa € JUIbXeH Ja npeacrasu B MAJT:

1. 3asiBeHue o obpaszel, yTBbPACH OT U3MBIHUTETHUS aupekTop Ha MAJL;

2. MOCTpPH OT KpailHHUS TPOIYKT W/WIA MOCTPH OT MPOAYKTa B HACHUITHO ChCTOSIHUE/HEPA3IIST
MPOAYKT, W/WIM MOCTPU OT MEXKIAMHHA W W3XOAHH TMPOAYKTH B KOIUYECTBA, TOCOYCHU B
PvkoBOACTBOTO 3a OCBOOOXK/IaBaHE Ha MapTUA JIEKAPCTBEH MPOAYKT OT O(UIMAIEH KOHTPOJIEH
opras, u3aajaeHo oT EBporneickusi TUpeKkTopaT MO KadeCTBOTO HAa JIEKAPCTBEHUTE MPOIYKTH U
3/IpaBeoIla3BaHe;

3. IPOTOKOJIM 3a MPOM3BOJCTBOTO M KAayeCTBEHUS KOHTPOJ Ha MapTHAaTa, WU3JaJAE€HU OT
MIPOU3BOJIUTENS, KOUTO Ca ChOOpa3eHH KaTo MHUHHMYM C JaHHUTE, MOCOYEHH B oOpaszerma oT
aJIMMHHUCTpATHBHATA TpoleAypa Ha EBpomneiickus AMpeKTopar Mo KauyecTBOTO HA JIeKapcTBara U
3/IpaBeolia3BaHe 3a 0OCBOOOXK/IaBaHe Ha MapTUa OT odulraIeH KOHTPOJIEH OpraH.
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(2) IlputexarensT Ha pa3pelIeHHUETO 3a YNoTpeda Ha HOBH HMMYHOJIOTHYHH JIEKAPCTBEHH
MPOJIYKTH WJIA Ha UMYHOJOTUYHH JICKAPCTBEHU MPOIYKTH, MPOU3BEIACHH C HOBH WM MIPOMEHEHU
TEXHOJIOTUU WJIM C TEXHOJIOTUU, HOBH 3a OTEJIEH IMPOU3BOINTEIN, U3IBJIHABA 3aIbDKEHUATA 10 all.
1 3a KOHKpETHUS MEPHO/, TIOCOYCH B PAa3pEIICHUETO 32 yHoTpeoda.

(3) (Hom. — AB, 6p. 67 ot 2020 r.) B cpok 60 mHu OT Aarata Ha MPEIOCTABSIHE HA ITBJIHUS
KOMIUIEKT JOKyMeHTH MAJl u3BbpIlBa OIIEHKA HA IPOTOKOJIUTE OT MPOU3BOACTBOTO M KAUECTBEHUS
KOHTPOJ Ha >KMBU BAaKCHHU, UMYHOJIOTUYHM U HOBU HMYHOJIOTUYHH JICKAPCTBEHHU MPOAYKTH U
M3MUTBAaHE Ha TPEAOCTABEHUTE MOCTPH B aKpeauTHpaHa jabopaTopus WM Jpyra oduiumanHa
naboparopusi 3a KOHTPOJ, 3a Ja yCTaHOBU JajM JIEKAPCTBEHUTE NPOAYKTH Mo aid. 1 u 2 ca
MIPOU3BE/ICHN B CHOTBETCTBUE C OOOPECHUTE CICIM(DHKAITIH.

(4) (U3m. — IB, Op. 67 ot 2020 r.) [Ipu monoxxuteneH pe3yiaTaT OT OICHKAaTa U U3IMUTBAHETO
o an. 3 MAJI uznaBa ceprudukar 3a ocBOOOK1aBaHEe Ha MAPTUATA.

(5) (M3m. — IB, 6p. 67 ot 2020 1.) CepTrdukar 3a 0CBOOOKIaBaHE HA MAPTH/IA CE U3/1aBa OT
M30BJIHATENHUA AupekTop Ha MAJI wim OT onpaBOMOLIEHO OT HEro JUIBKHOCTHO JIMUE U IIPEIH
MyCKAaHETO Ha MapTHAaTa OT JIEKApCTBEHHUs MPOJYKT Ha Ma3apa B APYTH IbpXKaBU — M0 HCKaHE Ha
MPUTEXKATENS HA Pa3pelIeHHETo 3a yrnoTpeda Ha JeKapCTBEHHs MPOIYKT. KbM 3asBICHHETO ce
MPEICTaBAT MOCTPU MO an. 1, T. 2 ¥ IPOTOKOIHU 32 MPOU3BOJCTBOTO U KAUYECTBEHHUS KOHTPOI Ha
napTuaaTa, W3JaJCHU OT MPOU3BOAUTENS, KOUTO ca ChOOpa3eHH KaTro MUHHMYM C JIaHHHTE,
nocoyeHu B PpkoBo/icTBOTO Ha CBETOBHATA 3/[paBHA OpPTraHU3alMs 32 OCBOOOXAaBaHE HA MapTHAU
OT HAIIMOHAJICH PETYJaTOPEH OpTaH.

(6) (M3m. — JIB, Op. 67 ot 2020 r.) Koraro oreHkara ¥ U3MUTBAHETO 1O aJl. 3 3a ChOTBETHATA
napTuaa JIEKapCTBEHH MPOMYKTH Ca HM3BBPIICHH OT OQUIMaiHa JIabopaTopus 3a KOHTPOJ Ha
JIEKapCTBEHH MPOJYKTU B JApyra AbprKaBa WICHKA Mpeau MyCKaHEeTO Ha MapTHjaaTa Ha mas3apa B
CTpaHaTa, NPUTEKATENAT Ha pa3pemieHueTo 3a ynorpeba mpeacraBs B MAJl ceprudukara 3a
O0CBOOOKJaBaHEe Ha MapTHU]aTa JIEKAPCTBEHU MPOIYKTH, HM3AAJEH OT pEryJaTOpHUS OpraH Ha
IbpKaBaTa WiICHKA, KaKTo U WH(popMamuoHeH GopMyJIsip 3a mpojaaxoda mo odpasel, yTBbPACH OT
U3IIBIHUTENHUS aupekTop Ha MAJL

(7) B cnydaute nio an. 6 MAJI He u3BbpIIBa AeitHOCTUTE 110 L. 3 U 4.

Yn. 70. (1) (M3m. — B, 6p. 67 ot 2020 r.) [Ipurexxarenar Ha pa3pelieHue 3a yrnorpeda Ha
JIEKapCTBEH MPOJYKT, TOJTYYEH OT YOBEIIKA KPhB WM YOBEIIKA [Ia3Ma, TIPEH IMyCKaHEeTO Ha BCSIKa
napTuja oT IPOAYKTa Ha Ma3apa € ANbXKeH Aa npeactasu B UAJL:

1. 3asiBneHue o odpaszel, yTBbP/EH OT U3NBIHUTEIHUS aupekTop Ha MAJL;

2. MOCTPH OT KpalHHUs TMPOAYKT W/WIA MOCTPH OT MPOIYKTa B HACHITHO ChCTOSHUE/HEPassiT
MPOJIYKT, W/WIM MOCTPU OT MEXJIWHHA W W3XOAHH IPOIYKTH B KOJUYECTBA, IIOCOYCHU B
PBKOBOACTBOTO 32 OCBOOOXK/IaBaHE HAa MapTUIA JIEKAPCTBEH MPOAYKT OT OQUIMAIEH KOHTPOJICH
opraH, u3azeHo ot EBponeiickus mupekToparT 1o KayecTBOTO Ha JIEKapCcTBaTa U 37paBeolla3BaHe;

3. MPOTOKOJIM 3a MPOHM3BOACTBOTO M KAueCTBEHHUs KOHTPOJ Ha MapTHAATa, U3JAJACHU OT
MIPOU3BOJIUTENS, KOUTO Ca ChOOpa3eHH KaTo MHUHHMYM C JaHHUTE, MOCOYEHH B oOpaszema oT
aJIMMHHUCTpaTHBHATA TpoleAypa Ha EBpomneiickus AupeKkTopaT Mo KauyecTBOTO HAa JIeKapcTBara U
3[[paBeoIIa3BaHe 3a 0CBOOOKIaBaHE HA MApPTH/IA OT O(QUIHAJICH KOHTPOJICH OpTaH.

(2) (Jom. — IB, 6p. 67 ot 2020 r.) B cpok 60 muHu oT naTarta Ha MpeAOCTaBSHE Ha MBIHUSL
KOMIUIEKT ToKyMeHTH MAJ] u3BbpIIBa OIICHKA HA TIPOTOKOJIUTE OT MMPOU3BOACTBOTO M KAUECTBEHUS
KOHTPOJI Ha JIEKApCTBEHUS MIPOJYKT, MOJIYYEH OT YOBEIIKA KPhB WM YOBEIIIKA T1a3Ma, U U3MUTBAHE
Ha MPEIOCTAaBEHUTE MOCTPU B aKpeAUTHpPaHa JTabopaTtopus win Apyra opuiipaiHa jJadopaTopus 3a
KOHTPOJ, 33 J]a YCTAaHOBU Jalli JIGKAPCTBEHUSAT MPOAYKT MO ai. | e mpou3BeqeH B ChOTBETCTBHE C
0J100peHHTE criepUKAIIH.

(3) (U3m. — IB, 6p. 67 ot 2020 1.) [Ipn monoXUTENEH pe3ynTar OT OIlEHKaTa U U3MHUTBAHETO
o ain. 2 MAJI uznasa ceprudukar 3a ocBoOOK/1aBaHe Ha MapTHAATA.

(4) (Or™m. — IB, 6p. 67 oT 2020 1.).

(5) (U3m. — JIB, 6p. 67 ot 2020 r.) Koraro oreHkara 1 U3MUTBAHETO 1O aJl. 2 3a ChOTBETHATA
napTuja JeKapCcTBEHH NPOAYKTH Ca W3BBPIICHH OT OQUIMaNHA JTadopaTtopusi 3a KOHTPOJ Ha
JIEKapCTBEHH MPOJYKTH B JApyra AbprkKaBa WiCHKa Mpeau MyCKaHEeTO Ha MapTHhjaaTa Ha rasapa B
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CTpaHaTa, MPUTESXKATEIAT Ha paspernieHueTo 3a ymnorpeda mpexactaBs B MAJl ceprudukara 3a
0CBOOOKJaBaHE Ha MapTHUJaTa JIEKAPCTBEHW MPOIYKTH, M3AAJEH OT pEryJaTOpHUS OpraH Ha
IbpXKaBaTa 4jeHKa, KakTo U UH(opManuroHeH (opMylisap 3a mpojaaxoda mo odpasel, yTBbPACH OT
W3IBIHUTENHUS AupekTop Ha MAJL

(6) B cmydaute nio ain. 5 MAJI He u3BBpIIBaA ACHHOCTUTE 110 AL, 2 | 3.

Uin. 70a. (Hos — [IB, 6p. 67 ot 2020 r.) U3nbiHuTenHaTa areHuus o JiekapcrBara MOXe Jia
V3BBPIIM JTOMBIHUTEIIHU HU3MUTBAHUS Ha MOCTPU OT JIEKapCTBEH MPOAYKT o 4i. 69 u 70 B
CIIEIHUTE CIIyyau:

1. 3HayMTeNHA MPOMsIHA B Ipoleca Ha MPOU3BOACTBO, KiIacuduiupaHa mo pe, ornpeaesacH B
Hapezabara 1o wi. 42;

2. IPOMSIHA Ha MSICTOTO Ha MIPOU3BO/JICTBO;

3. Hexxenano croOuTHe 1o § 1, T. 40 OT JONBIHUTETHHUTE pasopeadu;

4. 3HAUUTEJIHUA OTKJIOHEHHS B MPOU3BOICTBEHUS MTPOLIEC;

5. IpOMEHU B IPOLEAYPUTE 3a U3NIUTBAHE HA POU3BOIUTENS;

6. HeOYaKBaHa MPOMEHIIUBOCT B PE3yITaTUTE OT U3MHUTBAHUSITA IO KOHTPOJIA Ha Ka4eCTBOTO,
W3BBPIICHHA OT MTPOU3BOAUTEIS MM OT O(UITHATHIS KOHTPOJICH OpTaH;

7. KpUTHYEH JOKIIAJ OT U3BHPILIECHA HHCIIEKIIUS HA TPOU3BOIUTEIS.

Ui. 706. (Hos — IB, 6p. 67 ot 2020 r.) (1) 3a u3naBane Ha cepTudukar 3a 0CBOOOKIaBaHE Ha
napTujia MPUTEKATENAT Ha paspelieHue 3a ynotpebda mpenctaBs B MAJl mokymeHT 3a miaTteHa
Takca B pa3Mmep, onpezeneH B Tapudara mo wi. 21, amn. 2.

(2) Pa3xonure 3a M3BBpIIBaHE HA M3NUTBaHUATA MO wi. 69 u 70, KaKTO U pa3xoauTe 3a
JOITBIHUTETHU U3NUTBaHUs 110 4il. 70a ca 3a CMETKa Ha 3asBUTEIIS.

(3) CeptudukarsT 32 0CBOOOXK/AaBaHE HA MAapTHUJIA CE U3/]aBa Ha OBJIrapcKu €3UK Ha UMETO Ha
MIPUTEKATEIS Ha PAa3pELICHUETO 3a YNoTpebda Ha JEKapCTBEHUsI MPOJYKT, a 10 HErOBO UCKaHE — U
Ha aHTJIMICKHU €3UK.

(4) Korato B cimyuaute mo wi. 69 u 70 mapTupara Ha JIEKApCTBEH NPOAYKT HE € B
CbOTBETCTBUE C 0J00peHHTe cHeuu(UKaLuU, W3MBIHUTENHUAT aupekrop Ha WMAJl wmm
OTIPaBOMOIUIEHO OT HETO JUTbKHOCTHO JIMIE IPaBU MOTHUBUPAH OTKA3 3a U3/1aBaHE Ha cepTU(dUKaT 3a
0CBOOOK1aBaHE Ha MapTHUIATA.

(5) W3mbnHuTenHaTa areHIMs MO JIEKapCcTBaTa H3Mpaila JaHHU 3a OTKa3a mo ail. 4 B
cucreMara Ha o(pUIUaNIHUTE KOHTPOJIHM JIEKAPCTBEHU J1A0OpAaTOPHM HA JbP)KaBUTE YJICHKH U Ha
Kondenepanus IIsetinapusi.

(6) OTka3bT Mo an. 4 moANexXu Ha oOXajiBaHe MO peJa Ha AMUHHMCTPATUBHOIIPOLECYATHUS
KOJIEKC.

Un. 71. (1) Ilpurexarenst Ha pa3pelieHue 3a ynorpeda e JIkKeH Jia MOoAIbpKa cucTeMa 3a
O/lOKMpaHe M U3TENVIIHE OT I[a3apa Ha JIEKAapCTBEHH MPOJAYKTH, KOMTO HE OTIrOoBapsT Ha
M3HCKBAHUSATA 32 KAYeCTBO, 0€30MacCHOCT U €(pUKACHOCT.

(2) Ilpurexartenar Ha paspelieHue 3a ynorpeda € JIbKeH Ja OJIOKMpa W M3Teriu
JIEKapCTBEHUTE MPOJIYKTH, MOKa3aIM HECHOTBETCTBHE C M3MCKBAHUATA 34 KaYeCTBO, €(PUKACHOCT U
0e30macHOCT, 10 pena Ha Hapeabara mo wi. 274, an. 1.

Un. 72. (Otm. - IB, 6p. 102 o1 2012 1., B cuiia ot 21.12.2012 1.).

Un. 73. (1) IlpurexarensT Ha pa3pelIeHHETO 3a ymoTpeda MoXKe Jla MPEeXBbpiIM IpaBaTta
BBPXY pa3pelIeHHeTo 3a ynoTpeda Ha JIEKapCTBEHUs NMPOJAYKT HA JPYTro IOPUANYECKO JIUIE WU Ha
o0eMHEeHHsI, KOUTO HE ca IOPUIUYECKH JIUIa, YCTAHOBEHU Ha TEPUTOPHSATA HA AbPKABUTE YICHKH.

(2) Ilpurexarensat Ha paspelieHueTo 3a ynorpeda nogaBa B MAJI 3asBieHue, KbM KOETO
npuiiara JOKyMEHTalus, onpesielieHa B Hapen0aTa o wi. 42, KaTo mocoyBa MpeiokeHre 3a j1ara
Ha MPEXBBPISHETO.

(3) IIpu ycraHoBsiBaHEe Ha HEMBIHOTH B JOKyMeHTalus mo an. 2 MAJI yBemomsiBa mucMeHO
NpUTEXATEeNs Ha pa3pelleHHeTo 3a yrnoTrpedba Ja MpencTaBM HeoOXOAuMara JOMbIHUTEIHA
nHpopmanusg B cpok 30 auu. CpokbT Mo aj. 5 crnupa Ja Tede OT JaraTa Ha YBEJOMJIEHHETO J10
MpeOCTaBsiHEe HA MCKaHaTa WH(OpMAIIHSL.
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(4) Axo B cpoka TO ai. 3 TPUTEKATEIAT Ha Pa3pelICHUETO 3a ymoTrpeda HEe TOMBJIHU
JOKyMEHTAIUATa, POLEAypaTa 1Mo MPEeXBbPIISIHE Ha Pa3pEIICHUETO 3a YyIoTpeda Ha JIEKapCTBEHUs
MPOAYKT CE MpeKpaTsBa.

(5) B cpox 30 auum oT gartata Ha IMOJAaBaHE Ha 3asBJICHUETO MO all. 2 U3MBJIHUTEIHUAT
mupextop Ha MAJI m3maBa paspenieHue 3a MpoMsiHA, ¢ KOETO C€ OA00psiBa MPEXBBbPISIHETO. B
pa3pelIeHrneTo 3a MPOMsIHA Ce ITOCOYBA U JIaTaTa Ha MPEXBBPISHE HA pa3pelIeHUETO 3a yrnoTpeda.

(6) HoBusAT mnpurexaren Ha pa3pelmieHHeTo 3a yrnorpeda moemMa U3IUI0 IpaBata H
3abJDKCHUATA Ha TIPEAUIITHNAS IPUTEKATEN Ha pa3pelIeHueTo 3a yrnorpeoa.

(7) IIpu mpexBBPISHETO HA pa3pelIeHUETo 3a ynorpeda Ha JCKapCTBEH MPOAYKT IO pela Ha
anl. 1 - 6 CpPOKBT My HE CE IPOMEHS.

Pa3zpen VII
IIponenypa no B3auMHO NpU3HABaHe U JAeLeHTPATU3NPAHA NPOLEAYpPa

Ui 74. (1) Koraro nuuero mo 4i. 26, ai. 1 uma M3aaieHo paspenieHue 3a ynorpeda B apyra
JbpKaBa WICHKA 3a ChIIMS JIEKapCTBEH MPOJAYKT M0 CMUCHIA Ha wi. 45, an. 3, 3a KOWTO € moJano
3asiBJIEHHE 3a pazpeleHue 3a ynorpebda no MAJL, To momaBa uckaHe 10 perylaTOpHUS OpraH Ha
MOCOYEHA OT HETO B 3asBJICHUETO IbpiKaBa WICHKA, HApUYaHa MO-HATATHK ,,peepeHTHa IbpixKaBa‘,
Jla U3TOTBU OLIEHBYEH JIOKJIAJ] WU Ja aKTyalu3upa ChIIECTBYBAILIHUS.

(2) Csc 3asBinenuero juuero no ain. 1 momaBa B MAJI gocue, KOeTo € HMAEHTHUYHO Ha
MO/IaeHOTO B pedepeHTHaTa IbpKaBa U B JPYTUTE IbP>KaBU YICHKH, IOCOUYECHU B 3asBIIEHUETO,
HApUYaHH MO-HATaTbhK ,,3aCETHATH IbPHKABU .

(3) UznbaHuTenHaTa areHuus 1o jJeKapcTBara U 3asBUTENIAT MOJydaBar Mo CiIykeOeH MbT OT
peryiaTtopHus opraH Ha pedepeHTHaTa JIbpkaBa 1o ajl. | OLleHbYHUS J0KIa]l 3a€IHO C oJoOpeHara
KpaTKa XapaKTepUCTHKA Ha MPOAYKTa U C OJ0OpEHUTE MaKeT Ha OMaKOBKaTa M Ha JIMCTOBKaTa 3a
ManueHTa.

(4) U3nbnHuTeNnHaTa areHIus 10 JIEKapcTBaTa pas3riexka JOKYMEHTHTE MO al. 3 ¥ MUCMEHO
uHpopmupa pedepeHTHaTa IbpKaBa 3a B3€TOTO pemieHMe B cpok 90 nHM OT jaTtara Ha
MOJIyYaBaHETO UM.

(5) B cpox 30 qHu OT moyyaBaHETO Ha YBEIOMJICHHE 3a MPUKIIOYBAHE HA MPOIeAypaTa OT
pedepeHTHaTa IbpKaBa U3MBIHUTETHUAT AupekTop Ha MAJI u3nasa paspemeHue 3a ynorpeda Ha
JIEKapCTBEHMsI TMPOAYKT Ha TepuTopusita Ha PemyOnuka bbarapus ¢ ogoOpeHHMTe KpaTka
XapaKTepUCTHUKA Ha MPOJYKTa, MaKeT Ha ONIaKOBKAaTa U JIMCTOBKATA 3a MallUEeHTA.

Yn. 75. (1) Koraro nunero mo ui. 26, an. 1 nonmaBa exHoBpemenHo B MAJlL u B apyru
I'bp>KaBU YICHKH 3asBJICHHE 3a pa3pelleHre 3a ynoTpeda Ha JeKapCTBEH MPOAYKT, 3a KOMTO HsiMa
U3/IaJICHO pas3pelleHre 3a yrnoTpeba Ha TEepUTOpHUSATa Ha JbpXaBa YJIEHKa, TO IOCOYBa B
3asBJICHMETO PEryJaTOPHUS OpraH Ha JIbp)KaBaTa 4JE€HKA, HapuyaHa IO-HATaThK ,,pedepeHTHa
IbpXKaBa‘“‘, KOWTO Ja M3TOTBU MPOEKT Ha OLEHBUYEH JOKIAJl, MPOEKT Ha KpaTKa XapaKTepUCTHKa Ha
MPOAYKTA M MPOEKT Ha MaKeT Ha ONAaKOBKAaTa U JIMCTOBKATA 3a MMallMEHTA.

(2) Cne 3asBienueTo yuieto no an. 1 mogaBa B MAJI nocue, MaeHTHYHO HA MOAAJCHOTO BHB
BCHUYKH JPYTU AbP’KaBU WIEHKH, IMOCOYEHU B 3asBIEHHETO, HApUYaHU MO-HATATBhK ,,3aCETHATH
JbPKaBU ‘.

(3) M3npaHuTENHATA areHIus 1o JIeKapCcTBaTa U 3asBUTENAT MOIyvaBar Mo Cly>keO0eH MbT OT
perynaTtopHus opraH Ha pedepeHTHaTa IbprKaBa MPOEKTa Ha OLIEHbYEH J0KJIa/, IPOEKTa Ha KpaTKa
XapaKTepUCTHUKA Ha MPOJYKTa U MPOEKTa Ha MAaKET Ha ONAaKOBKAaTa U Ha JIMCTOBKATA 3a MaI[eHTa.

(4) M3nbaHuTeNIHATA areHIMs 10 JIeKapcTBaTa pasriex/ia JOKYMEHTHTE MO al. 3 ¥ MUCMEHO
uHpopmupa pedepeHTHaTa AbpKaBa 3a B3€TOTO pemieHHMe B cpok 90 nHM oOT jgaraTa Ha
MI0JTy4aBaHETO M.

(5) B cpok 30 nHu OT moslyuyaBaHETO Ha YBEJOMJICHHE 3a NMPHUKIIOUBAHE HA Mpoleaypara oT
pedepeHTHaTa IbpikaBa M3MBIHUTETHUAT nupektop Ha MAJl u3naBa paspeiieHue 3a ynorpeba Ha
JIeKapCTBEHUsT MPOAYKT Ha TepuTopusita Ha PenyOnuka bearapus c omoOpeHure Kparka
XapaKTepUCTHKA Ha MPOJIyKTa, MaKeT Ha OMAaKOBKaTa M JMCTOBKATa 3a MallMeHTa.

Y. 76. (1) Koraro Peny6nuka benrapus e peepentra appxana no wi. 74, MUAJL:
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I. B cpok 90 nHM OT Jarara Ha NOJAaBaHE HAa BaJIKWJHA JOKYMEHTalMs H3Ipamia Ha
pEryJIaTopHUTE OpraHU Ha 3aCErHATUTE JbpKaBU U HA 3asiBUTEIIS OLIECHbYHUS 10K/, IPUIPYKEH C
onoOpeHaTa KpaTka XapakTepUCTHUKa Ha MPOJAYKTa M C OJOOpPEHHTE MakeT Ha OINaKOBKaTa U Ha
JIMCTOBKATa 3a MallUEHTa;

2. 3aKpuBa MpoleAypara U YBEIOMsBa 3asBUTES U 3aCETHATUTE IbPXKABU, aKO BCHUYKHU
3aCerHaTH IbpPXKaBH ca s 0100pHIIH.

(2) B cpok 30 gHuM OT 3aKpHUBAHETO HA MpOIeAypaTa Mo ail. 1, T. 2 U3NBJIHATEITHUAT TUPEKTOP
Ha MAJl wmzpmaBa paspemieHue 3a ymnoTpeba Ha JIGKapCTBEHUs MPOJAYKT HA TEPUTOPHATAa Ha
Penybnuka bearapusi ¢ onobpenuTe KpaTka XapakTepuCcTUKa Ha MPOAYKTa, MAaKeT Ha OMaKOBKaTa U
Ha JINCTOBKATA 3a NallleHTa.

(3) Koraro Peny6mka bearapust € pedepentHa apprkasa o wi. 75, MAJI:

I. B cpok 120 nHM oOT patata Ha IOJaBaHE Ha BaJIMJHA JIOKYMEHTAllUs H3Ipalla Ha
pEryJiIaTopHUTE OPraHU Ha 3aCETHATUTE IbP’KaBU U HA 3asBUTENS MPOEKTa Ha OLECHBbYHUS JOKIA,
IIPOEKTa Ha KpaTKa XapaKTepUCTHKAa Ha MPOAYKTAa M IPOEKTa Ha MakKeT Ha OIlaKoBKaTa U Ha
JUCTOBKATA 3a MallleHTa;

2. 3aKpuBa Ipoleaypara U YBEIOMsiBa 3asBUTEIS U 3aCETHATUTE IbPXKABU, aKO BCHUYKHU
3acerHaTH Ibp)KaBU ca sl 0A00pUIIH.

(4) B cpok 30 aum OT 3aKkpuUBaHE Ha MpOIEAypaTa 1Mo ai. 3, T. 2 U3MBIHUTECIHUIT TUPEKTOP
Ha WAJl u3naBa paspemieHue 3a ymnorpeba Ha JI€KapCTBEHHS MPOAYKT Ha TEPUTOpUATA Ha
PenyGnuka bearapus ¢ onoOpeHnTe KpaTka XapakTepUCTHKA Ha MPOIYKTa, MaKeT Ha OMIAKOBKATa U
Ha JINCTOBKATA 3a MallleHTa.

Uin. 77. (1) Koraro MAJI He ogoOpu mpencraBeHara JOKyMEHTalus 1Mo 4i. 74, ajn. 3 win 1o
1. 75, an. 3 mo chOOpakeHUsl 3a MOTEHIIMAJICH CEepUO3€H PHUCK 3a 3/IpaBETO HAa HACENEHUETO,
M3TOTBS MOAPOOCH JOKJIA] C MOTHBH J0 pedepeHTHaTa Jbp)KaBa WICHKA, 0 JAPYTHTE 3acerHaTh
TbPKABU U JI0 3asIBUTEIIA.

(2) Cnopnure Bbrpocu 1o ait. 1 ce pasriexnaar ot KoopauHanuoHnHara rpyna Ha IbpyKaBUTE
WIEHKH. 3asBUTEIAT MOXKE J1a MPEJCTABH CBOSITA MO3ULMSA 110 Pa3MIEkKJAAHUTE BBIIPOCH MHCMEHO
WM YCTHO.

(3) UsnbaHuTeNHATA areHus 1o jJekapcTBara yyactBa B KoopauHanmonHara rpyna mno ai. 2
710 3aKpHUBaHEe Ha IpoleaypaTa oT peepeHTHaTa IbpKaBa.

(4) B cpox 30 nHM OT mosiyuaBaHe Ha YBEJAOMJIEHHE 3a 3aKpHMBaHE Ha Mpoleaypara OT
pedepeHTHaTa IbpikaBa M3MBIHUTETHUAT nupektop Ha MAJI u3naBa paspelieHue 3a ynorpeba Ha
JIEKapCTBEHMSI MMPOJYKT C OA0OpEHHUTE KpaTKa XapaKTepUCTHKA Ha MPOAYKTa, MaKeT Ha OMaKoBKaTa
Y Ha JIMCTOBKATa 3a MallleHTa.

Y. 78. (1) Koraro B nponenypa npen KoopaunaiuonHara rpyna no wi. 77, ai. 2 1bpKaBuTe
YJIEHKM HE TIOCTUTHAT ChIJIacHe, CHOPHUTE BBIIPOCH ce pasriexiaar oT Komurera 3a jekapcTBEHU
NPOAYKTH 3a XyMaHHa ymnoTpeba kbM EBpormeiickara areHuus 1o jekapcrBara Mo apOUTpakHa
npouenypa. Komnue ot qokyMeHTamnusTa ce uspaiia Ha 3asBUTEs.

(2) 3asBurtenar mpencrtaBs B EBpormeiickaTa areHnMs IO JeKapcTBaTa JJOCHETO Ha
JIEKapCTBEHMSI MPOJIYKT M KpaTKaTa XapaKTepUCTUKa Ha MPOYKTa.

(3) B cayuaute no an. 1, ako MAJI e ogobpmiia olleHbYHHUS JOKJIAA, IPOEKTa Ha KpaTkara
XapakTepUCTHKa Ha TMpOJyKTa M MakeTa Ha OINAaKOBKaTa M Ha JIMCTOBKAaTa 3a MaIUeHTa,
NPEeJOCTaBeHH OT pedepeHTHaTa IbprkKaBa, M3MBIHUTENHUAT aupekrop Ha MAJI mo monba Ha
3asiBUTENII MOXE Jla W3/aJie paspelleHue 3a ynorpeba Ha JIEKapCTBEHUS NPOAYKT, Mpeau Aa €
3aBBpIINIIA apOUTpaKHATA IIpolleypa 1o aj. 1.

(4) Cnen nmpuxiIouBaHe Ha apOUTpa’kHaTa MpoLeaypa U3MbIHUTENHUAT aupektop Ha UAJI
NPUBEX/Ia H3JAJCHOTO paspelieHne 3a ymorpeba Mo and. 3 B CHOTBETCTBUE C PEIICHHETO Ha
EBponeiickara komucus.

Un. 79. (1) Koraro perynaTopHUTe OpraHd Ha €JHa WJIM Ha HIKOJKO IbP)KaBU WICHKH ca
MpUeNn pa3MYHU PpEHIeHHsS 1O OTHOILIEHHE Ha pa3pelleHueTo 3a ynorpeda Ha €IWH U ChIIl
JIEKapCTBEH NPOAYKT WU 110 OTHOLUIEHHE HAa HETOBOTO BPEMEHHO CIIMPAHE WM HA OTHEMAHETO MY,
HNAJI otHacs Bbmpoca mo Komurera 3a JeKapCTBEHHM MNPOAYKTH 3a XyMaHHa ymoTpeda KbM
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EBporeiickara areHuus 1o JiekapcTpara 3a Mpujiarane Ha apOuTpakHa rpoueaypa. 3asBUTEIAT WK
IIPUTEKATENAT Ha pa3pelIeHUETO 3a ynoTpeba Moke aa orHece Bblpoca 10 Komurera 3a
JIEKapCTBeHH NPOAYKTH 3a XyMaHHa ynoTpeba KbM EBpomeiickaTa areHuus mHo JieKapcTBaTa 3a
npujaraie Ha apOUTpaXkHa MPOLEAypa MO CBOS PEICHKA.

(2) (Ot™. - 1B, 6p. 102 0T 2012 1., B cuma ot 21.12.2012 1.).

(3) (U3m. - [IB, 6p. 102 ot 2012 r., B cuuta ot 21.12.2012 r.) B ciywyaute no an. 1 MAJI wnu
3asIBUTEIISAT/IPUTEKATENAT Ha Pa3pellieHueTo 3a yrnoTpeda Ha JIEeKapCTBEHUS MPOAYKT MPEAOCTaBs
Ha EBporneiickara areHius 1o JexapcTBaTa Isuiata HaTuaHa HHQOpMAIHs 110 ChbOTBETHHSI BBIIPOC.

(4) (O™m. - 1B, 6p. 60 ot 2011 r., B cruta ot 5.08.2011 1.).

(5) (Otm. - AB, 6p. 60 ot 2011 r., B cuiia ot 5.08.2011 r.).

Ui 79a. (Hos - JIB, Op. 60 ot 2011 r., B cuma ot 5.08.2011 r.) (1) B 3aBucumoct ot
peuieHnero Ha EBpomelickata koMucus cien NPUKIOYBaHE Ha apoutpaxkHa npouenypa MAJL B
cpok 30 gHH OT MoTy4yaBaHe Ha yBEJIOMIICHUETO:

1. n31aBa, BpEMEHHO CIIMpa WK IPEKpaTsBa pa3peleHue 3a ynorpeda, uin

2. W3WCKBAa Ja C€ M3BBPIIAT NPOMEHH B H3AA[EHOTO pa3pelleHHe 3a IOCTHraHe Ha
ChOTBETCTBHUE C PEIICHUETO Ha EBponeiickaTa KOMHUCHS.

(2) UzmpnHuTenHaTa areHIMSA IO JieKapcTBaTta yBeAoMsBa EBpomeiickaTa KOMHCHS H
EBporelickara areHuus 1o jekapcrBara 3a U3/1aJeHus aKkT 1o ai. 1.

Un. 796. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B ciyuaure, korato ca
3acerHaTy uHTepecuTe Ha EBpomeickus Cbio3 U Npeau B3eMaHE Ha pelIeHHE 3a HU3JaBaHe Ha
paszpeleHue 3a ynorpeda Ha JIeKapCTBEH MPOAYKT, 32 BPEMEHHOTO My CIIUpaHe, 3a MPEKPATSIBAHETO
WM 3a npomsinata My, MAJI, 3asBUTENAT UM IPUTEKATEIAT HA pa3pelieHue 3a ynorpeda Morar ja
OTHEecaT BBIIpOca 10 KOMUTETa Mo wi. 79, an. 1 3a mpunarane Ha apOUTpa)KHa MPoLEeaypa.

(2) B cayyauTte o azn. 1, korato ce3upaHeTo € B pe3yJiTaT Ha OLIEHKAa Ha JIaHHU, CBbP3aHU C
mpociesBaHe Ha JieKapcTBeHaTa OE30MacHOCT Ha paspelieH 3a YrnoTpeda JIeKapCTBEH MPOAYKT,
BBIIPOCHT CE€ OTHACS JO KOMHTETa 1o wi. 56a, ain. 1, T. 1 u ce mpuiara npoueaypara mno wi. 1944
i 194m.

(3) (M3m. — 1IB, 6p. 18 ot 2014 r.) U3nbiHuTenHaTa areHIys MO JIEKapcTBaTa IMpujara
mpolietypaTa 1o rjiaBa ocMa, paszzaen IV, korato e Heo6X0IMMO MPUIIATraHeTO Ha €JHa OT MEPKHUTE,
nocoueHu B wi. 194y, an. 2 u 3.

(4) (Hosa — JIB, Op. 18 ot 2014 r.) He3aBucumo ot an. 1 — 3, koraro € HEO6XOAUMO CIEIIHO
JIEHCTBUE 3a 3alllMTa Ha OOIIECTBEHOTO 3/IpaBe Ha HAKOW eTam OT apOouTpa)kHata mnporueaypa, MAJI
MOJKe J1a CTIpe JeHCTBUETO Ha pa3peleHUeTo 3a ynoTpeda u 1a 3a0paHu ynoTpedara Ha CbOTBETHHUS
JIEKapCTBEH MPOAYKT Ha TepuTopusiTa Ha PemyOnmka bbiarapus 10 nmpreMaHeTo Ha OKOHYATEITHOTO
pelieHue.

(5) (Hosa — 1B, 6p. 18 ot 2014 r.) B cnydaute no an. 4 MAJI unpopmupa EBponeiickara
Komucus, EBpomnelickaTa areHUusl MO JIeKapcTBaTa M JPYTUTe IbpKABU WICHKH 3a MOTHBHTE 32
CBOETO PELIEHHE HE TO-KbCHO OT CJIeJBAIINS paOOTEH JIEH.

Un. 80. (M3m. - JIB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) YcnoBusta u pensT 3a
U3BbpIIBAHE HAa MPOMEHU B M3AJCHUTE pa3pellieHus MO TO3U pas3fen ce ypexzaar ¢ PeriameHt
(EO) Ne 1234/2008 na EBpomneiickata komucus ot 24 HoemBpu 2008 . OTHOCHO pa3riekaaHeTo Ha
MIPOMEHHUTE B YCIIOBHSATA HAa pa3pelIeHHSITa 32 THPrOBHs C JIEKAPCTBEHH MPOIYKTH 32 XyMaHHA
ynoTtpeba u BerepruHapHHU JekapcTBenu npoayktu (OB, L 334/7 ot 12 nexemspu 2008 r.).

I'naBa yerBBpTa
KJIMHUYHUA U3ITUTBAHUSA

Paszpnen I
OO0wmm pasnopenou
Ui 81. (M3m. — 1B, Op. 84 ot 2018 1., B cumna 6 mecena ciej myoJuKyBaHe Ha ChOOIIEHUETO
o 4. 82, maparpad 3 ot Permament (EC) Ne 536/2014) (1) Knuan4HO M3MUTBaHE HA TEPUTOPHUSATA
Ha PenyOnuka bbirapus Moxke fa ce mpoBexaa cjel MojlydaBaHe Ha pas3pelieHue, U3JaJeHO Mpu
ycnoBusaTa u 1o peaa Ha Pernmament (EC) Ne 536/2014 na EBpomneiickus mapiament u Ha CbBeTa OT
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16 anmpun 2014 r. OTHOCHO KJIMHUYHUTE M3MUTBAHHUS HA JICKAPCTBEHU MPOJIYKTH 3a XyMaHHa
ynorpeba, u 3a ormsiHa Ha J{upektusa 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), HapuuaH 110-
HartaThK ,,Permament (EC) Ne 536/2014%, u Ha TO3U 3aKOH.

(2) U3nbanuTenHaTa areHUMs IO J€KapcTBaTa M3IIBJIHABA JEHMHOCTUTE Ha JIOKJIaJBalla,
CHOTBETHO Ha 3acerHara JIbp’kaBa U JOMBJIHUTEIHO 3acerHara IbpkaBa 1o CMUChIA Ha PermameHt
(EC) Ne 536/2014, 1 e HaMOHAIHOTO 3BEHO 3a KOHTAKT 1o 4wi. 83 oT Pernament (EC) Ne 536/2014.

Ui 82. (M3wm. - IB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r., 6p. 84 ot 2018 1., B cuna 6
Mecena ciieq] myOnuKyBaHe Ha choOmienwero mo wi. 82, maparpad 3 ot Permament (EC) Ne
536/2014) (1) 3a u3gaBaHe Ha pa3peIICHHUE 3a MPOBEKAAHE HA KIMHUYHO U3MUTBAHE U 3a W3/1aBaHE
Ha pa3pelIcHHe 3a ChIIIECTBEHA MTPOMSHA B Pa3pelIeHO KIMHUYHO U3MUTBAHE BH3IOKUTEIAT M10/1aBa
3asBiaeHue W gocue chriacHo riaBa IV ot Permament (EC) Ne 536/2014 upes Iloprana nHa
EBpornetickus cpio3 (EC) o . 80 ot Pernament (EC) Ne 536/2014.

(2) 3a momaBaHe Ha 3asBJICHHE MO al. | U 3a OIIEHKA HAa JOKyMEHTAIHATA, MPHIOKEHAa KbM
HEro, BB3JIOKUTEIAT 3aIllalla Takca B pa3mep, onpenericH ¢ Tapudara mo wr. 21, an. 2.

Un. 83. (M3m. — JIB, 6p. 84 ot 2018 1., B cuna 6 mecena ciej myOJIMKyBaHe Ha ChOOLIEHUETO
o wi. 82, maparpad 3 or Permament (EC) Ne 536/2014) Komucusra mo wi. 103, an. 1 u3BbpmBa
OLICHKa Ha ETHUYHUTE AacleKTH Ha KIMHUYHOTO HW3MHUTBAHE W Ha CHIIECTBEHAaTa MpPOMSHA Ha
KIIMHUYHOTO W3MHTBAaHE TpH yciioBusATa U 1o pena Ha Permament (EC) Ne 536/2014 u usrorss
MOTHBHUPAHO CTaHOBHUIIIE, KOETO mpeacTaBs Ha MAJL

Uin. 84. (M3m. — 1B, Op. 84 ot 2018 1., B cuna 6 mecena ciej myoJuKyBaHe Ha ChOOIIEHUETO
mo un. 82, maparpad 3 or Permament (EC) Ne 536/2014) (1) U3mbaHuTenHaTa areHuus Io
JIeKapcTBaTa M3aBa pa3peuicHUe 3a KIMHUYHO M3MUTBAHE, pa3pelicHue 3a KIIMHUYHO W3ITHTBAHE
IpU OMNpEAeNiCHH YCIOBHUS, pPa3pelIeHHe 3a CBIIECTBEHAa MPOMSIHA Ha KIMHUYHO H3MHUTBAHE,
paspeleHre 3a ChIIECTBEHA MPOMSHA HAa KIMHUYHO W3IHMTBAHE MPH ONPEICIICHU YCIOBHS WU
0TKa3Ba M3/IaBaHETO Ha pa3pelleHue Mpu ycioBusaTa u no peaa Ha Permament (EC) Ne 536/2014.

(2) Otka3sT Mo ain. 1 moiexku Ha oOXKaJIBaHE MO pela Ha AJIMUHUCTPATUBHOIPOIECYATHHS
KOJIEKC.

Un. 85. (M3m. — 1B, Op. 84 ot 2018 1., B cuyna 6 mecena ciej myoJuKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpa¢p 3 ot Permament (EC) Ne 536/2014) C napenba Ha MUHHCTBpa Ha
3/1paBEeOIa3BaHETO CE ONPENEIAT:

1. ycmoBusita ¥ pensT 3a mojaBaHe Ha gaHHM U uHpopmanus or UAJI u or Ermunara
KoMHucHs 3a KIMHUYHY u3nutBaHus B [loprana na EC no ui. 80 ot Pernament (EC) Ne 536/2014;

2. nocteirbT Ha MAJI 1 Ha ETuHaTa kOMUCHS 3a KIMHUYHY U3NUTBaHUS 10 ba3ara nannu Ha
EC 1o un. 81 ot Pernament (EC) Ne 536/2014;

3. ycnmoBHsATa M peNbT 3a MpEACTaBIHE Ha CTaHOBHUINATa MO 4i. 83 W peapT 3a
B3aumoeiicteue mexay MAJl u ETnunara komucus 3a KIIMHUYHU U3NUTBaHUS,

4. noxymentutre u aanuute oT llpunoxkenue I u Ilpunoxenue Il or Permament (EC) Ne
536/2014, xouto ce oneHaBar oT MAJI u ot ETnuHaTa KOMHCHS 3a KJIMHHUYHN H3IIUTBAHUS, KAaKTO U
€3UKBT, Ha KOUTO C€ MPEICTaBSIT.

Un. 86. (1) (Hom. — B, 6p. 84 or 2018 r., B cunma 6 mecemna cnej MyOJMKyBaHE Ha
cbobmenueto mo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Benuku nuiia, mpoBexaaiu
KJIMHUYHO M3IUTBaHe, TpsAOBa 1a MMaT ChOTBETHATa NpodecuoHanHa KBanudukamnus, o0ydeHue u
OIIHT, 3a J1a U3MBJIHSABAT CBHP3AHUTE C U3MUTBAHETO 3a7a4l B CHOTBETCTBHUE C MpaBmiaTa 3a JJoopa
KJIMHWYHA TIpakTuka cbriaacHo Permament (EC) Ne 536/2014.

(2) KnuHuyHO W3NWTBaHE Ha JICKAPCTBEH MPOAYKT C€ HM3BBPIIBA TOJ PHKOBOJCTBOTO Ha
JieKap WM JieKap 1o JSHTAJIHA MEIWIIMHA C TpHU3HATa MEJWIIMHCKA CIEIUaTHOCT B ChOTBETHATA
o0jacT, KOMTO € 3amo3HaT C HATUYHWUTE MPEIKIMHUYHU /WM KIMHUYHU JaHHU 32 TPOAYKTa U
PHCKOBETE | MPOIEAYPUTE TIO MPOYUBAHETO.

(3) Tlo BpemMe Ha KIMHUYHO U3MUTBAaHE 32 MEIUIIMHCKUTE TPIKU, MPEAOCTaBSIHU Ha
YYaCTHUKA B M3MUTBAHETO, M 32 B3€MaHETO HA MEIUIIMHCKH PEHICHUS HOCH OTTOBOPHOCT JIEKap ¢
MOAXOIAIIA KBATH(PHUKAIUS WK JIeKap MO JeHTAIHA MEIUIIUHA.
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Ui 87. (1) (U3m. - [IB, 6p. 59 ot 2010 r., B cmma ot 31.07.2010 1., 6p. 60 ot 2011 r., B cuiia
ot 5.08.2011 r., mom., 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r.) Knuan4HO M3MUTBaHE MOXKE J1a Ce
MIPOBEXa B JIeueOHU 3aBeACHUS 32 OOJTHUYHA TOMOIII, LIEHTPOBE 3a IICUXUYHO 3/IpaBe, LIEHTPOBE 32
KO>KHO-BEHEPHUYECKH 3a00JIIBaHUs, KOMIUIEKCHH OHKOJIOTMYHM IIEHTPOBE, IUAIM3HU IICHTPOBE,
JMarHOCTUYHO-KOHCYJITATUBHU IIEHTPOBE, MEAUIIMHCKU LIEHTPOBE, JCHTAIHU LIECHTPOBE U MEAUKO-
JCHTAJIHU [EHTPOBE, KAKTO W B WHIWBHUAYATHH W TPYNOBH NPAKTHKUA 32 WHbPBUYHA U
crelyagu3upaHa MEIUIMHCKAa IMOMOLI, IMOJYYHJIM pa3pelleHre 3a JeHHOCT/yA0CTOBEpEeHHUe 3a
perucTpans 1o pesna Ha 3aKoHa 3a JIe4eOHHUTE 3aBEICHUSI.

(2) (HoBa — JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Knuan4yHO M3NMUTBaHE C
JICKaApCTBEHH NPOAYKTH, ChIbp)KAIlM HAPKOTHMYHHM BEIIECTBA, MOXE Ja CE NPOBEXKAAa CaMO B
nedeOHU 3aBe/ieHHUs 3a OOJHHMYHA TOMOII, IEHTPOBE 3a NCHUXUYHO 3]IpaBe, LIEHTPOBE 3a KOXKHO-
BEHEPUYECKH 3a00JIIBaHUS W KOMIUIEKCHH OHKOJIOTMYHH IIEHTPOBE, B CTPYKTypaTa Ha KOHUTO €
paskpuTa anrTeka, MpuTekapalla JUIEH3usl chriacHo 4wi. 33, an. 1 ot 3akoHa 3a KOHTPOJ BBPXY
HAapKOTHYHUTE BEIIECTBA M MPEKYPCOPHUTE, MIM KOUTO Ca CKIIOYWIN JOTOBOP C JPYro JieueOHO
3aBelieHue, B CTPYKTypaTa Ha KOETO € pa3KpHTa anTeka, IpuTekxaBalla JUIEH3Us ChIVIacHO Wi. 33,
ann. 1 or 3akoHa 3a KOHTPOJI BbPXY HAPKOTUUHUTE BELIECTBA U MPEKYPCOPUTE.

(3) (IIpemumna an. 2, usM. - JIB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Knuauuno
M3IMTBAaHE MOJKE JIa C€ MPOBEXKAA caMO B JIeYeOHO 3aBe/IeHUE, B KOETO UMa ONPEAEIICHO JIUIE 32
KoHTakT 1o wi. 107a, am. 1.

(4) (Ilpeauina an. 3 - 1B, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) PpkoBoguTenar Ha
ne4eOHOTO 3aBe/IeHHe, B KOETO III€ Ce MPOBEXAa KIMHUYHO M3MHUTBAHE Ha JEKApCTBEH MPOAYKT,
JlaBa ChIIIACHETO CH 3a yUYaCTHETO Ha TJIABHUS U3CIIEOBATEI U 32 MPOBEKIAHETO HA U3ITUTBAHETO.

Un. 88. (1) KnuHn4yHO M3MUTBaHE BBPXY XOpa C€ U3BBPIIIBA ChC:

1. Hepaspemienu 3a ynotpeba B PenyOnmka bearapus nekapcTBeHH MPOAYKTH;

2. paspeuienu 3a ynorpeba B PemyOnuka bbarapusi nekapcTBEHH NPOIYKTH, KOTraTto ce
M3MUTBAT 3a HEpa3pelieHo MOoKa3aHWe, 3a JeKapcTBeHa (opma, pasnuyHa OT pa3penieHara, B
HEeu3cIeIBaHa 0 MOMEHTA Ipyna MalueHTH WK 3a TIoJlyuyaBaHe Ha TOMbIHUTENHA HHPOpMAITHS.

(2) Pazpemienn 3a ynotrpeba B PenyOnmkxa bwarapus mo cmucwia Ha an. 1, 1. 2 ca
JIEKapCTBEHH MPOAYKTH, OJTYUUIN pa3pelleHne 3a yrnorpeda 1o peia Ha TO3M 3aKOH WM 10 pena
Ha Pernament (EO) Ne 726/2004 na EBpornelickus napnameHT u CbBeTa.

Y. 89. (Orm. — 1B, 6p. 84 ot 2018 1., B cuna 6 mMecena ciej myOJInKyBaHe Ha ChOOIIEHHETO
o wi. 82, maparpa¢ 3 ot Pernament (EC) Ne 536/2014).

Y. 90. (Orm. — 1B, 6p. 84 ot 2018 1., B cuia 6 mMecena ciej myOJInKyBaHe Ha ChOOIIEHHETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014(*).

(*) ben. peo. C § 84, 1. 1 or 3akoHa 3a U3MEHEHHE U JOMBIHEHNE HA 3aKOHA 3a 3alluTa Ha
JUYHUTE JaHHU 3aKOHOJATENAT IpaBH MpoMsHa B 4. 90, T. 2, 6e3 51a ce € choOpaszuil ¢ OTMsIHATa
Ha wieHa B Op. 84 or 2018 r.

Un. 91. BB3IOKUTENSAT W TJIABHUAT H3CJIENOBAaTEN CKIIOYBAT 3aCTPaXxOBKa, IMOKPHBAIIA
OTTOBOPHOCTTA UM 32 MPUYMHEHUTE MPHU WUIIH MO TOBO/] MPOBEKIAHETO HA KIMHUYHOTO H3MUTBAHE
HEMMYIIECTBEHH U UMYIIIECTBEHH BPEI Ha YUYACTHHIINTE.

Un. 92. (1) (U3m. — JIB, Op. 84 or 2018 r., B cuia 6 mecema cien NyOnIMKyBaHe Ha
cboOmenuero nmo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Bo3noxurenst Hocu
OTTOBOPHOCT B CITydail Ha YBpPEXJIaHUS Ha 3APaBETO WIH Ha CMBPT, IPUYUHEHH TIPU WU IO TIOBOJ
MPOBSXKIAHETO Ha KIMHUYHOTO W3MHUTBAaHE, KOTaTO W3IHTBAHETO € IPOBEXKIAHO CBITIACHO
M3MCKBAHUATA U MPOLIEYPUTE Ha 0100pEHUS IPOTOKOI.

(2) (U3m. — 1B, 6p. 84 ot 2018 r., B cuna 6 Mecena ciesa nyOnMKyBaHe Ha ChOOIIEHUETO 10
ui1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014) I'maBHUST u3cienoBaTesl HOCH OTTOBOPHOCT B
cilydail Ha yBpeXIaHUS Ha 3JIpaBeTO WJIM HAa CMBpPT, NMPUYMHEHW IPH WIA IO IOBOJ Ha
MPOBEKIAHETO HA KIIMHUYHOTO M3MUTBAHE, KOTATO HE Ca CMa3eHU M3UCKBAHUSTA U TIPOLEAYPHUTE Ha
0JI00pEHHS TTPOTOKOJT.

UYn. 93. (U3m. — /1B, 6p. 84 ot 2018 1., B cuiia 6 mMecena ciej myoauKyBaHe Ha ChbOOICHUETO
o uwi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) (1) Koraro KIMHUYHOTO M3MUTBAHE CE
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MpoBeXKJa camMo Ha TepuTopusita Ha PenmyOnmka beiarapus miam Ha Tepurtopusara Ha PemyOnuka
Beirapuss u Ha TepuTOpHATAa HAa TPETa ABPKABA, BB3JIOKHUTEIAT OIpENess MpPEACTaBUTEN Ha
teputopusaTa Ha PenyOmrka bbirapus 3a KOHKPETHOTO KIIMHUYHO U3MHUTBAHE.

(2) JIuuero no an. 1 e agpecat Ha KOMyHUKaLUATA C BB3JIOKUTENS, IPpeABUACHA B PernameHT
(EC) Ne 536/2014.

Unr. 94, Bo3noxuTensaT — ocurypsiBa  O€3BB3ME3NHO  W3MHUTBAHHUS  JICKAPCTBEH
MPOIYKT/MPOAYKTH U BCAKO U3JENINEe, HEOOXOAUMO 32 IPUIAraHeTo MY .

Y. 95. (Orm. — 1B, Op. 84 ot 2018 ., B ciia 6 Mecena cie myOJIMKyBaHe Ha ChOOIICHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Yn. 96. (1) (M3m. — [IB, Op. 84 ot 2018 r., B cuna 6 meceua ciex MyOJMKyBaHe Ha
crobmennero no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Knuan4yHO M3nUTBaHE Ha
JICKApCTBEHH MPOAYKTH C€ JIOMyCKa C€aMO BBPXY JIMIE, KOETO € Jajl0 CBOETO ITHMCMEHO
UH(OPMUPAHO ChITIACHE.

(2) (Ot™m. — IB, 6p. 84 ot 2018 1., B cuya 6 mMecena cieq myOIMKyBaHe Ha CHOOIIEHUETO TI0
ui1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

(3) (U3m. — JIB, Op. 84 ot 2018 r., B cuia 6 Mecena ciea MyOIrKyBaHe Ha ChOOIICHHETO 10
. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Undopmupano cwriacue mo riaBa V ot
Permament (EC) Ne 536/2014 moxe na naBa camo JI€eCIioCOOHO JIMIIE, KOSTO pa3dupa ChIMHOCTTA,
3HAYEHUETO, 00XBaTa M EBEHTYaJIHHTE PHUCKOBE OT KJIMHMUYHOTO H3mHUTBaHe. MHpopMUpaHoTo
ChIJIACHE 32 yYaCTHE B KJIMHUYHO M3IHTBAaHE MOXKE Ja ObJIe OTTETJIEHO MO BCAKO BpEME.

(4) (U3m. — ]IB, 6p. 84 ot 2018 r., B cuna 6 Mecena ciea nyOIrKyBaHe Ha ChOOIICHUETO 0
un. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Undopmupano ceriacue mo riasa V OT
Pernament (EC) Ne 536/2014 3a HemeecrnocOOHO MBJIHOJNETHO JHUIE C€ JaBa OT 3aKOHHHS MY
npencrasuten. ChriacueTo Ha 3aKOHHUS MPEACTaBUTEN TPSOBA Ja MPEICTABIISABA MIPEIoiaraeMara
BOJISI HA yYaCTHUKA M MOXKE J1a ObJie OTTErJICHO MO BCSIKO BpemMe 0e3 OTpULIaTeTHH MOCIEACTBUS 32
YYaCTHHKA.

(5) B cnydaute mo un. 162, an. 3 or 3akoHa 3a 3/paBeTo MH(MOPMUPAHO ChIJIACHE J1aBa
HA3HAYEHOTO OT ChJA JIHIIE.

(6) Ha HeneecrnocoOHOTO MBIHOJNETHO JIMLE C€ MPEAOCTaBst MH(pOpMalMs 32 U3MUTBAHETO,
EBEHTYAJTHUTE PHCKOBE U MOJI3UTE B ChOTBETCTBHE C HErOBaTa CIIOCOOHOCT 3a pa3OupaHe.

(7) U3puuHOTO >KeIaHKe Ha HEJAeeCoCOOHOTO MBJIHOJIETHO JIMIIE J1a OTKaXKe J]a y4yacTBa MU
Ja ce OTTEerJH 1O BCAKO BpeMe OT KIMHMYHOTO M3MHUTBaHE TPsOBa na Obae B3E€TO MPEABHI OT
u3cie0BaTeNs, a Mpu HeoOXOAUMOCT - OT IJIaBHUS M3CJIeA0BaTell.

Un. 97. (1) (U3m. — JIB, 6p. 84 ot 2018 r.,, B cuima 6 Mecena ciieq MyOJMKyBaHE Ha
cbobuennero no uwi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) KnunnuHO M3nMUTBaHE
BBPXY MaJOJIETHO JIUIIE CE MPOBEXAa CJeJl MojydyaBaHe Ha MUCMEHO WH(POPMHUPAHO ChIiacue Ha
JBaMaTa pOAMTENH WM Ha HACTOMHUIIUTE Ha JIMIIETO NpHU cra3BaHe Ha riaBa V ot Permament (EC)
Ne 536/2014 wn 4. 96, an. 3.

(2) Cobrimacuero Ha pOIUTENNTE M HACTOWHUIIMTE TPSAOBa Ja Mpe/CTaBiIsaBa MpeArnoIaraemaTa
BOJII Ha MAJIOJIETHOTO JIMIIE W MOKE Ja OBJe OTTErJIeHO MO BCSIKO Bpeme 0e3 OTpHUIATeITHU
MOCTIE/ICTBHS 32 MAJIOJIETHOTO JIMLIE.

(3) U3puuHOTO XeMaHuE Ha MAJIOJIETHOTO JIMIIE JIa OTKAaKE Ja Y9acTBA WIIH J1a C€ OTTETIH 10
BCSIKO BpeMe OT KIMHUYHOTO M3MMUTBaHE TPsOBa J1a ObJie B3ETO MpeBU OT U3CIE0BaTeNs, a IPU
HEOOXOJUMOCT - OT TJIABHUS H3CIIEIOBaTEI.

(4) (U3m. — ]IB, 6p. 84 ot 2018 r., B cuna 6 Mecena ciea nNyOnrKyBaHe Ha ChOOIICHHETO 0
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014) KnuauyHo u3nuTBaHe BbPXY HEMbIHOJIETHO
JIMIIE ce TMPOBEXa CiIe/l MoTy4yaBaHe Ha MUCMEHO MHPOPMUPAHO ChIIACHE OT JIMIIETO U OT JiBamara
POIMTENN WK OT MOoNeYnTelNs mpu cna3Bade Ha riiaBa V ot Permament (EC) Ne 536/2014 u uin. 96,
an. 3. Koraro eaMHUAT poauTen € HeU3BECTEH, MOYMHAN MIIH € JIMIIEH OT POJUTEJICKH IMpaBa, WU
HE ca My NPEIOCTaBeHU TaKWBa IpaBa B CIIy4anTe Ha Pa3BOJ], MUCMEHOTO MHPOPMHPAHO ChIIacHe
ce J1aBa OT HEI'bJIHOJIETHOTO JIUIIE U OT POJUTENs, KOWTO yIPa)KHSABA POIUTEICKUTE MPaBa.
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(5) Coriiacuero Ha HEMBIHOJIETHOTO JIMIIE, HA POJUTEINTE WM Ha MOTICYUTENS MOXKe 1a Oblie
OTTETJICHO T10 BCSIKO BpeMe 0e3 OTPUIATEITHH NOCIEACTBHS 32 HEIbJIHOIETHOTO JIHIIE.

(6) M3pu4HOTO *XKelaHWe Ha HEMBJIHOJIETHOTO JIMIIE Ja CE€ OTTErJIM 10 BCSAKO BpEME OT
KIMHUYHOTO M3MHUTBaHE TpAOBa Ja Obae B3€TO MPEIBUI OT U3CIEN0BATENs, a IPU HEOOXOAUMOCT -
OT TJIaBHHSI U3CJIEIOBATEN.

(7) Ha wmayioneTHOTO WM HEMbIHOJETHOTO JIMLE Ce€ MpeaocTaBs uHpopManus 3a
M3IUTBAHETO, 32 €BEHTYAIIHUTE PHCKOBE W 3a IOJI3UTE 1O pa3OMpaeM 3a HEro HauyuH OT JieKap,
KONTO MMa ONHUT C MAJIOJICTHU U HEIbJIHOJICTHH JIMIIA.

Ui 98. (Orm. — JIB, Op. 84 ot 2018 r., B cuna 6 mecena ciej myoJuKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

i 99. (Orm. — JIB, Op. 84 ot 2018 r., B cuna 6 mecena ciej myoJuKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Pazpen 11
(Or™m. — /IB, Op. 84 o1 2018 1., B cuJ1a 6 mecena cJjea nmyoJMKyBaHe HA CbOOIIEHHETO MO WiI. 82,
naparpa¢ 3 or Persiament (EC) Ne 536/2014)
KanHuYHO M3NMUTBaHe ¢ YA3BUMHU I'PYNH NALHEHTH

Y. 100. (Orm. — [IB, 6p. 84 ot 2018 1., B cuiia 6 Mecena ciefi my0JIMKyBaHe Ha ChbOOIIEHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 101. (Orm. — [IB, 6p. 84 ot 2018 1., B cuiia 6 Mecena ciefi my0JIMKyBaHe Ha ChbOOIIEHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 102. (Orm. — [IB, 6p. 84 ot 2018 1., B cuiia 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Pasznea 111
ETnuyna xomMucus 3a KIMHUYHA U3NMTBAHUSA
(3aru. u3m. - /IB, op. 84 ot 2018 r., B cu1a ot 12.10.2018 1.)

Ui 103. (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., O6p. 84 ot 2018 1., B cuna ot
12.10.2018 r.) (1) Kpm MmuHHCTBpa Ha 37paBeoNa3BaHETO ce ch3laBa ETuyHa kommcus 3a
KIMHUYHUA W3MUTBAaHUSA, YHUHUTO CBCTaB C€ ONpenenss ChC 3aloBe]] HAa MHUHUCThpa Ha
3/1paBEOIa3BaHETO M BKJIOUBA PEIOBHU M PE3EPBHU 4JieHOBE. Pe3epBHUTE UJIEHOBE ydacTBaT B
3acelaHMsITa Ha KOMUCHUSTA U UMAT IIPABO HA IJ1ac NMPU OTCHCTBUETO HA PEOBHUTE UJICHOBE.

(2) Komucusita o an. 1 ce cberon ot 7 10 12 peioBHU 4iIeHOBE, BKIIOYUTEIHO TIpeceaaTes
Y 3aMECTHHUK-TIpE/ICeIaTel]l, KOUTO UMAT KBaTU(UKAIUS U ONMUT Ja pa3riefaT v OLEHAT HayYHHUTE,
MEIULHUHCKUTE U €TUYHUTE aCIEKTH Ha MPEJI0KEHOTO KIMHUYHO M3NUTBaHe. M3uCKBaHUATA KbM
KBaTM(UKAIMATA HAa YICHOBETE HAa KOMHCHATA MO al. 1, KakTO M YCIOBUATA U PEabT 3a
ONPEIEITHETO Ha IOVMMEHHHS ChbCTAB HA KOMUCHSTA C€ YpEeXaarT ¢ nmpaBuiHuKa no wi. 106, an. 1.

(3) Komucusita o an. 1 BKIIOYBA HE TIO-MAJIKO OT JIBamMa PEAOBHHU WICHOBE C HEMEIUIIMHCKO
o0Opa3oBaHue — MPEJCTABUTENU HA J[BaTa MOJa.

(4) 3a myxautre Ha CBOsiTa pa0oTa KOMHCHATA MO ald. | MOXe aa TMPUBIWYA BHHIIHU
CHEIUATUCTH.

(5) Camo uneHoBere Ha KOMHUCHSATAa MO al. 1, KOUTO HE ca B KOH(DJIUKT HA UHTEpECH, HE
ydacTBaT B KOHKPETHO W3MHTBAHE M Ca HE3aBHUCUMHU OT BB3IOKHUTEINsS, JICYEOHOTO 3aBEeICHHUE,
KBJIETO C€ MPOBEXKAa KIMHUYHOTO M3MUTBAHE, U OT TJIABHUS M3CJIEIOBATE], MOTAT Jla y4acTBaT B
OIICHKATa Mo 4Wwi. 83, KaKTO M Jia TTIacyBar U Jia y4acTBaT B OOCHKIAHETO.

(6) 3a BBHIIIHM CIENUATUCTH 10 aj. 4 Morar ja ObJaT MPUBJIMYAHU JIMIA, KOUTO HE Ca B
KOH(IUKT Ha UHTEPECH, HE y4acTBAT B KOHKPETHO M3MUTBAHE U Ca HE3aBUCUMU OT BBH3JIOKHUTEIS,
Ne4eOHOTO 3aBE/IEHNE, KbJIETO CE MPOBEXK/a KITMHUIHOTO U3MHUTBAHE, M OT TJIABHUS U3CIIEOBATEN.

(7) UneHoBeTe Ha KOMHUCHSITA 1O all. | M BRHIIHUTE CIEIUATNCTH MO al. 4 He MoraT Ja uMaT
YacTeH MHTEpeC WM o0Jiara, KOUTO OMxa MOTJIM Ja TIOBJIHSAT Ha TAXHATA O€3MPHUCTPACTHOCT MPH
OlLlEHKaTa I10 4i. 83.
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(8) 3a ymocroBepsiBaHe Ha 0OCTOSITEIICTBATA O al. 5 — 7 YWICHOBETE HA KOMUCHATA 1O all. 1 1
BBHIIHUTE CHEIHATUCTH MO al. 4 MOANMCBAT JEKJapainus 1o pex U olpasel, ONpeneieHd B
npaBwiHuKa no 4i. 106, an. 1.

Y. 104. (Orm. — 1B, 6p. 84 or 2018 ., B cunma ot 12.10.2018 r.).

Ui 105. (1) (U3m. — IB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) MaHIaThT Ha YWICHOBETE
Ha KomucusTa 1o 4i. 103, an. 1 € ¢ npoaAbJKUTENHOCT 4 TOAMHHU.

(2) (U3m. — B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Ha Bceku aBe TOMHU €1HA BTOPA
OT chCTaBa Ha KomucusaTa o wi. 103, an. 1 ce oOHOBsIBA.

(3) (U3m. — 1B, Op. 84 ot 2018 1., B cria ot 12.10.2018 1.) Unten Ha komucusTa 1o wi. 103,
an. 1 He Moyke 1a Ob/ie Ha3HAYaBaH B ChIllaTa KOMUCHS 3a ITOBEYE OT JIBa MOCIIEJOBATEIHY MaH/aTa.

i 106. (U3m. — IB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) (1) MUHUCTBPBT Ha
3/IpaBEONAa3BaHETO YTBBPKJaBa MPABHIIHUK 32 yCIOBUATA M pela 3a paboTa Ha KOMHUCHUSATA IO YL
103, an. 1.

(2) Komucusara no un. 103, an. 1 u3paboTBa M mpuema MUCMEHU CTaHJAPTHU ONEPaTUBHU
MPOLIEyPH B CHOTBETCTBHE € MpaBmiiaTa 3a J[00pa KITMHNYHA TPAKTHKA.

(3) 3acenanusita Ha komucusiTa 1o wi. 103, an. 1 ca 3akpuru.

Y. 107. (Orm. — [IB, 6p. 84 ot 2018 ., B cuiia 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Un. 107a. (Hos — B, 6p. 84 ot 2018 r., B cuma 6 meceua cien mnyOnvKyBaHe Ha
cpobmennero no wi. 82, maparpad 3 or Permament (EC) Ne 536/2014) (1) PrroBogurenure Ha
nedeOHUTE 3aBECHUS, B KOUTO C€ M3BBPIIBAT KIMHUYHH W3MUTBAHUSA, ONPEACIAT JIULE WIN JIHIA
32 KOHTAKT.

(2) JIuueTo mnm nunaTa 3a KOHTaKT Mo an. | uMaT KBadu(UKalUsi U OMUT J1a OCHIIECTBIBAT
MOHHTOPHUHT BBPXY NMPOBEXKIAHUTE B JICYEOHOTO 3aBE/ICHHE KIMHUYHU W3IUTBAHMA 32 CIIa3BaHE HA
npaBwiara Ha JloOpara KIMHUYHA IPAKTUKA.

(3) W3uckBanusita KbM KBaTU(HUKAIMITa HA JMIATa 32 KOHTAKT 1O aj. | ce ypexnar B
IpaBWIHKKA 110 wi. 106, an. 1.

(4) Ilpu xKoHCTaTHpaHU OTKJIOHEHUS OT OJOOpPEHMs MPOTOKOJ M/WIM HEXEJaHU JIEKAPCTBEHU
peaxiuu B X0/1a Ha KJIMHUYHOTO M3MHUTBAaHE, KOUTO HE ca JokiaaBaHu 1o pena Ha Permament (EC)
Ne 536/2014, nuuero 3a koHTaKT 1o an. 1 yBenomsia MAJI u komucusta no ui. 103, an. 1.

Y. 108. (Orm. — [IB, 6p. 84 ot 2018 1., B cuna 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
o wi. 82, maparpa¢ 3 ot Pernament (EC) Ne 536/2014).

Pazgean IV
Pa3penienne 3a npoBe:kaaHe HA KJIMHUYHO U3NUTBAHE

Y. 109. (Orm. — [IB, 6p. 84 ot 2018 1., B cuna 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 110. (Orm. — [IB, 6p. 84 ot 2018 1., B cuna 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Yn. 111. (Orm. — [IB, 6p. 84 ot 2018 ., B cunia 6 Mecena cieji myOJIMKyBaHe Ha ChbOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 112. (Otm. — [IB, 6p. 84 ot 2018 1., B cunia 6 Mecena ciiefi myOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 113. (Orm. — [IB, 6p. 84 ot 2018 ., B cunia 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Un. 114. (1) (M3m. — [IB, 6p. 84 ot 2018 r., B cuina ot 12.10.2018 r.) 3a monmyuyaBaHe Ha
CTAHOBHIIIE T10 WI. 83 BB3IIOKHUTENAT IT0/IaBa 3asBIeHNE 10 KoMucHaTa o wir. 103, am. 1.

(2) (Orm. — 1B, 6p. 84 ot 2018 r., B cuna 6 mecena cnea myOIMKyBaHEe HA CHOOIIICHHETO O
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

(3) (Orm. — 1B, 6p. 84 ot 2018 r., B cuna 6 mecena cnea myOIMKyBaHEe HA CHOOIICHHETO 0
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
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(4) (HoBa - 1B, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r., ot™m., 6p. 84 ot 2018 1., B cruta 6
Mecena ciieq] myOnuKyBaHe Ha choOmienwero mo wi. 82, maparpad 3 ot Permament (EC) Ne
536/2014).

Y. 115. (Orm. — [IB, 6p. 84 ot 2018 1., B cuiia 6 Mecena ciief] myOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 116. (Orm. — [IB, 6p. 84 ot 2018 ., B criia 6 Mecena ciief] myOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 117. (Orm. — [IB, 6p. 84 ot 2018 1., B cria 6 Mecena ciief] myOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 118. (Orm. — [IB, 6p. 84 ot 2018 1., B criia 6 Mecena ciief] myOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 119. (Orm. — 1B, 6p. 84 ot 2018 1., B criia 6 Mecena ciief] myOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 120. (Orm. — [IB, 6p. 84 ot 2018 1., B cruta 6 Mecena ciief] myOJIMKYBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 121. (Orm. — [IB, 6p. 84 ot 2018 1., B cruta 6 Mecena ciie/] myOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 122. (Orm. — [IB, 6p. 84 ot 2018 1., B cruta 6 Mecena ciie/] myOJIMKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 123. (Orm. — [IB, 6p. 84 ot 2018 1., B cruta 6 Mecena ciief] myOJIMKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 124. (Orm. — [IB, 6p. 84 ot 2018 1., B cruta 6 Mecena ciie/] myOJIMKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 125. (Orm. — [IB, 6p. 84 ot 2018 ., B cruta 6 Mecena ciie/] myOJIMKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Pazpnen V
(Orm. — IB, 0p. 84 o1 2018 1., B cni1a 6 mecena cijien nydJuKyBaHe HA CbOOILIEHHETO 1O 1. 82,
naparpa¢ 3 ot Persament (EC) Ne 536/2014)
IIpomenu
Ui 126. (Otm. — JIB, 6p. 84 ot 2018 ., B cuiia 6 mecera ciieq myOauKyBaHe Ha ChbOOIIICHUETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
Y. 127. (Otm. — JIB, 6p. 84 o1 2018 1., B cuiia 6 mMecena ciieq myOauKyBaHe Ha ChbOOIIIEHHETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
Ui 128. (Otm. — JIB, 6p. 84 o1 2018 ., B cuiia 6 mecena ciieq myOauKyBaHe Ha ChbOOIIIEHHETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
Ui 129. (Otm. — JIB, 6p. 84 o1 2018 ., B cuiia 6 mecena ciieq myOoauKyBaHe Ha ChbOOIIICHHETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
. 130. (Orm. — JIB, 6p. 84 o1 2018 ., B cuyta 6 mMecemna ciieq myOauKyBaHe Ha ChOOIIIECHUETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
. 131. (Orm. — JIB, 6p. 84 ot 2018 ., B cuyia 6 mecemna ciieq myOoauKyBaHe Ha ChOOIIIECHHETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Pasznen VI
(Or™m. — 1B, Op. 84 o1 2018 1., B cmi1a 6 mecena cJjex nmy0JMKyBaHe HA CbOOIIEHMETO MO WiI. 82,
naparpa¢ 3 ot Persament (EC) Ne 536/2014)
CnupaHe HA KIMHUYHOTO U3NMHUTBaHe

Ui 132. (Otm. — JIB, 6p. 84 ot 2018 ., B cuyta 6 mMecerna ciieq myOanKyBaHe Ha ChOOIIIECHHETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Ui 133. (Otm. — JIB, 6p. 84 ot 2018 ., B cuyta 6 mMecerna ciieq myOauKyBaHe Ha ChOOIIIECHUETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Ui 134. (Otm. — JIB, 6p. 84 ot 2018 ., B cuyta 6 mecera cieq myOauKyBaHe Ha ChOOIIICHUETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
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Paszpnen VII
(Or™m. — 1B, Op. 84 o1 2018 1., B cuJ1a 6 mecena cJjea ny0JMKyBaHe HA CbOOIIEHMETO MO WiI. 82,
naparpa¢ 3 ot Persament (EC) Ne 536/2014)
IIpocaensiBane Ha 6e30macHoOCTTA

Ui 135. (Orm. — JIB, Op. 84 ot 2018 1., B cuita 6 mecena ciie myOJauKyBaHe Ha ChbOOIIICHHETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Ui 136. (Otm. — JIB, Op. 84 ot 2018 ., B cuyta 6 mecena ciieq myOJuKyBaHe Ha ChbOOIIICHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Ui 137. (Orm. — JIB, Op. 84 ot 2018 ., B cuyta 6 mMecena ciie myOJauKyBaHe Ha ChbOOIIICHHETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Ui 138. (Orm. — JIB, Op. 84 ot 2018 ., B cuyta 6 mMecena ciieq myOJuKyBaHe Ha ChbOOIIICHHETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Ui 139. (M3wm. - JIB, 6p. 71 ot 2008 1., B crita ot 12.08.2008 r., 6p. 102 ot 2012 1., B cuna ot
21.12.2012 ., ot™., Op. 84 ot 2018 1., B cuya 6 Mecena ciie]] myOJIMKyBaHe Ha ChOOIICHUETO IO HJI.
82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Uin. 140. (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., ot™., Op. 84 ot 2018 ., B
cuiia 6 Mecela cliiell myoIuKyBaHe Ha cboOmenueTo no 4i. 82, nmaparpad 3 ot Pernament (EC) Neo
536/2014).

Y. 141. (Orm. — [IB, 6p. 84 ot 2018 1., B cuiia 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Pasznen VIII
(Or™m. — /IB, Op. 84 o1 2018 1., B cuJ1a 6 mecena cJjea nmy0JMKyBaHe HA CbOOIIEHHETO MO WiI. 82,
naparpa¢ 3 or Periament (EC) Ne 536/2014)
YBenomiieHne 3a NPUKIIOYBAHEe HA KJIMHUYHOTO U3NIMTBaHe
Y. 142. (Otm. — [IB, 6p. 84 ot 2018 1., B cuiia 6 Mecena ciefi myOJIMKyBaHe Ha ChbOOIIEHUETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).
Y. 143. (Otm. — /1B, 6p. 84 ot 2018 1., B cuita 6 Mecena ciefi myOaMKyBaHe Ha ChOOIIEHHETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).
Y. 144. (Otm. — 1B, 6p. 84 ot 2018 1., B cuita 6 Mecena ciefi myOaMKyBaHe Ha ChOOIIEHHETO
o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

I'naBa yerBbpTa L0
(ITpexumen pasaen IX ot rnasa yersbpra - JIB, 6p. 12 ot 2011 r., B cuiia ot 8.02.2011 r.)
HEUMHTEPBEHIIMOHAJIHU ITPOYYBAHUSA
(3ara. u3m. - /IB, op. 12 ot 2011 r., B cujia ot 8.02.2011 r.)

Un. 145. (1) (Hom. - AB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) HeunrepBeHIIOHATHO
IIpOyYBaHE C€ MpOBEXJa C pa3pelieHd 3a ynorpedba B PenyOnuka bbiarapus nexapcTBeHn
MPOAYKTH, KOraTo ce M3MUTBAT 3a IOJIydaBaHE Ha JONBJIHUTENHa HH(pOpMAIMs 3a MPOIYKTa,
MPEeNMCBaH MO0 0OMYalfHUSl HAUYMH B ChOTBETCTBUE C YCJIOBMSTA, ONPEIEIIEHN B Pa3pelIeHUeTo 3a
ynoTtpe6a. Ha yuacTHHIIMTE B HEMHTEPBEHLMOHAIHU MPOYYBAHUS HE Ce€ Mpuiarar JUarHOCTUYHU
WIM TpOCIeNsBallll MpOLENypH, pa3iIMyHUu OT oOuuYailHaTa NpaKTHKa, KaTo 3a aHalu3 Ha
MOJTyYEHUTE JIaHHH C€ M3MOJI3BaT €MUAEMUOIOTHYHU METOTH.

(2) (M3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r., oM., 6p. 102 ot 2012 r., B cuna ot
21.12.2012 1.).

(3) (M3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r., oM., 6p. 102 ot 2012 r., B cuna ot
21.12.2012 1.).

(4) (HoBa - /IB, 0p. 12 ot 2011 r., B cuna ot 8.02.2011 r., ot™m., Op. 102 ot 2012 1., B cuna ot
21.12.2012 1.).

(5) (HoBa - /IB, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r., ot™m., Op. 102 ot 2012 1., B cuna ot
21.12.2012 1.).

(6) (Homa - JIB, 6p. 12 ot 2011 1., B cmuta ot 8.02.2011 r., ot™., 6p. 102 ot 2012 1., B cuna ot
21.12.2012 1.).
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Ui. 145a. (Hos - /1B, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) HeunrepBeHmonamuu
MIOCTMApKETUHTOBU NPOYYBaHUA 32 0E30MaCHOCT ce MPOBEXKJIAT MO WHUIMATHBA HA MPUTEKATEIS
Ha pa3pelIeHueTo 3a ynorpeda WM B U3IIBIHEHUE Ha YCIOBUATA MO 4. 55a u 56a u ca cBbp3aHu
CbC CbOMpaHe Ha JJAHHU I10 JIEKapCTBEHA 0€30MacHOCT OT MALMEHTH U MEJUIIMHCKU CIIEHUAIACTH.

(2) (M3m. — 1B, 6p. 17 ot 2019 r.) KoraTo mpu mpoydyBaHETO c€ IUIaHUpPA CHOMPAHETO HA
JaHHU OT MAIMEHTH, cJe/Ba Aa 0bJie MOIYYEeHO TAXHOTO ChIyiacue. JIMUHuTe TaHHU Ha TAllMeHTHTE
ce 00paboTBaT MpH clia3BaHe U3MCKBAHUATA 32 3alUTa HA JIUYHUTE TaHHU.

(3) MenuuuHCKHUTE CTIEUATUCTH HEe TOTy4YaBaT (PMHAHCOBH WJIM JIPYTU CTUMYJIH 33 y4acTue
B HEMHTEPBEHLUMOHAIHUTE MPOYYBAHUS 32 OE30MaCHOCT OCBEH KOMIICHCAIIMH 33 U3Pa3X0JBaHOTO
BpEME U CPEJICTBA.

Ui 1456. (Ho - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilo Bpeme Ha
IIPOBEXKAaHE Ha MIPOy4BaHETO 1o wi. 1458, an. 1 u un. 145e, an. 1 npurexarensT Ha pa3peLICHUETO
3a ynorpeba OCbhILECTBABA MOHUTOPUHI HA IMOJYYEHUTE JAHHU M OTYUTA BIUSHUETO UM BBPXY
CHOTHOIICHUETO TT0JI3a/PUCK 32 JIEKAPCTBEHUS MPOIYKT.

(2) Ilputexartenar Ha pa3penieHHEeTO 3a ynoTpeba cnoOmaBa Ha WAJI Bcska HoOBa
uHpopManKs, KOSATO OM MOTrJia Jia TOBJHsIEC Ha CHOTHOUICHHETO IOJI33/PHCK 3a JIEKapPCTBEHUS
MPOIYKT.

(3) BagpmkeHneTo Mo an. 2 He OCBOOOXKAaBa MPHUTEKATENSI Ha Pa3pelIeHUEeTo 3a ynorpeda ot
u3ucKBaHeTO Ha wi. 1943 3a mpenocraBsHe Ha WH(OpPMalLMATa MO al. 2 U Ype3 MEePUOJUYHUTE
aKTyaJM3UpaHy JI0KJIa11 32 O€30MaCHOCT.

Ui 1458. (Hos - IB, Op. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) (M3m. — JIB, Op. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Koraro npoyuBaHeTo ce mpoBexJa camMO Ha TEPUTOpHsTA Ha
Penybnuka bbirapus B U3MbJIHEHNE HA 33IbJDKEHHUE M0 WI. 562, MPUTEkKATENSAT HA Pa3pelICHHUETO
3a ynotpeba npexacrass B MAJI nmpoekT Ha mpoToKosia Ha mpoyyBaHeTo. [IpoekThT Ha MPOTOKOIIA,
NPUAPYAKEH C MUCMEHO chIiacue 1o wi. 145a, an. 2, ce npeacrass u B komucusTa no wi. 103, an. 1.

(2) U3nbanurennust gupekrop Ha MAJL B cpok no 60 nHU OT fnatara Ha IOJydyaBaHE Ha
JOKYMEHTAIMsTa Mo aji. | u3mpaia Ha MpUTeXaTeNsi Ha pa3pelieHrueTo 3a ynorpeda yBe1oMICHHE
3a 0100psBaHE Ha MPOYYBAHETO WJIM MPAaBU MOTUBHMPAH OTKa3.

(3) UsnbnautennusT nupektop Ha MAJI oTka3Ba mpoBekJaHe Ha MPOYYBAHETO C €AUH WIIH
IOBEYEe OT MOTUBHTE IO wi. 145¢, am. 2, T. 2.

(4) (U3m. — IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Komucusita mo un. 103, an. 1 B
cpok 10 60 nHU OT JaTaTa Ha MOJyyaBaHE Ha JIOKyMEHTalMATa 1o aj. | u3mpaiia Ha MpuTexXaTess
Ha pa3pelIeHneTo 3a YnoTpeda MoNI0KUTEITHO UIH OTPULIATETHO CTAHOBUIIIE.

(5) (U3m. — 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpoBexnaneTo Ha MPOYyUYBAHETO
MOXKE Jla 3aloyvHe ciea moiydyaBaHe Ha onoOpeHue or MAJI ¥ TOMOXKUTENHO CTaHOBHIIE OT
komucusTa mmo wi. 103, an. 1.

(6) 3a omenka Ha gokyMeHTanusaTa mo an. 1 MAJl cwbupa Takca B pa3mep, ONpeIeseH B
tapudara o ui. 21, an. 2.

Un. 145r. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) (M3m. — [IB, 6p. 84 ot
2018 r., B cuma ot 12.10.2018 r.) Ilpurexarenst Ha pa3pelIeHHUETO 3a YNoTpeda mnpuiara
IUTAHUPAHU CBHINECTBEHHM TMPOMEHH B TMPOTOKONA B ciaydauTe mo wi. 1458, am. 1 cuen
npenBapuTeIHOTO UM ogo0psiBaHe oT MAJI u ot komucusita no ui. 103, an. 1.

(2) (M3m. — 1B, Op. 84 ot 2018 1., B cuma ot 12.10.2018 r.) [Ipurexarenst Ha pa3pelIeHHETO
3a ynorpeba mpenctaBs B UAJI u B komucusata mo wi. 103, an. 1 goxymeHTanusaTa, CBbp3aHa C
MIPOMEHUTE, © MOTHBUTE 32 TOBA.

(3) Wsnbmautennust mupektop Ha HMAJI B cpok go 30 gHM OT moiiydyaBaHe Ha
JOKYMEHTaIusATa Mo ai. 2 ofoOpsiBa MPOMEHEHUs IMPOTOKOJ WM H3/1aBa MOTHBUPAH OTKa3 U
yBeZOMSBa MIPUTEKATEINS Ha Pa3pelIeHUEeTo 3a yrnoTpeoda.

(4) (U3m. — IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Komucusita mo un. 103, an. 1 B
cpok 10 30 1HU OT JaTaTa Ha MOJyyaBaHE Ha JIOKyMEHTALMATa 1O ajl. 2 U3Mpalla Ha MpUTexKaTess
Ha pa3pelIeHUeTo 3a ynoTpeda MOJ0KHUTETHO I OTPULIATETTHO CTAHOBHILIE.
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(5) MBnpaauTenausT qupektop Ha MAJI oTkazBa mpoMeHHTE 0 aji. | ¢ eIMH WA TIOBEYE OT
MOTHBHTE, IOCOYEHH B ui. 145¢, ai. 2, 1. 2.

(6) (U3m. — 1B, Op. 84 ot 2018 r., B cuya ot 12.10.2018 r.) [Ipurexkarenst Ha pa3perieHUETO
3a ynoTpeba MOXKe Ja MPUJIOKH MPOMEHHUTe 1o an. | cien moiydaBane Ha ompobpenue or MAJL u
ITOJIOKUTETHO CTAaHOBHUILE OT KomucHsaTa 1o wi. 103, an. 1.

(7) 3a onenka Ha aokyMmeHTanusTa no an. 1 MAJl cpOupa Takca B pa3mep, ONpPEIEIEH B
tapudara mo wi. 21, ai. 2.

Un. 145x. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexarensat Ha
paspeleHueTo 3a ynorpebda mpeactaBs OKOHYATEelIeH TOKial oT mnpoyuBaHeto Ha MAJI B cpok 1o
12 mecena cnep MpHUKIOYBaHE ChOMpaHeTo Ha AaHHU. KbM JOKIana ce mpuiiara u pe3roMme Ha
pe3yJITaTUTe OT MPOYUYBAHETO.

(2) IlpurexarensaT Ha pa3pelIeHUETO 3a YIoTpeda MOXKe J1a I0JaZe MOTUBUPAHO MCKAHE J10
NAJI 3a otiarane Ha cpoka no ain. | Hail-mMaJKo Tpu Mecena Ipeau JaTtaTa 3a IpeICTaBsHE Ha
OKOHYATEJIHUSA JOKJIaJ], I0COYEHA B IPOTOKOJIA.

(3) U3nbiHuTeNHATA areHlus IO JIeKapcTBaTa OJ00psiBa WJIM MpaBd MOTHUBHUpAH OTKa3 Ha
HCKAHETO I10 aJl. 2 U yBEJIOMsIBa MPUTEXKATENs Ha pa3pellieHnueTo 3a ynorpeoa.

(4) Koraro mputexatensT Ha pa3pelieHUETo 3a yrnoTpeda Bb3 OCHOBA Ha JOKiIaga mo ai. |
MpeleHn, 4e ¢ HeoOXoauMma TpoMsHAa B pa3pelieHHeTo 3a ymoTpeba, Toi momaBa jgo HMAJI
3asiBJICHUE 3a IPOMSIHA 110 peJia Ha riaBa TpeTa, pasaen VI

(5) Uznbnuurennusar gupektop Ha MAJI chec 3amoBen crupa AEUCTBHETO WM MPEKpaTsIBa
paspeieHueTo 3a ynorpeda, korato MAJI Bb3 ocHOBa Ha JIOKJa/a 1Mo ai. 1 U cieq KOHCYNTaIus C
IIPUTEXKATEJIl Ha pa3pelieHHeTo 3a ynorpeda INpeleHH, 4Ye € HeoOXOJUMO CHUpaHE WU
MpeKpaTsBaHe Ha Pa3peUICHUETO 3a yrnoTpeoda.

Y. 145e. (Hos - /1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro npoyuBanero
ce MpOBekKJa KaKTo Ha Teputopusta Ha PenyOnuka bbirapus, Taka U Ha TEPUTOPUSTA U HA IPYTH
Ibp>KaBU WICHKH, 32 JIEKAPCTBEHHU MPOIYKTH, pa3penieHu no pena Ha Permament (EO) Ne 726/2004
Ha EBponeiickus napnamenT u Ha CbhBeTa WM 1O pela Ha riiaBa Tpera, pasgen VII B u3nbineHue
Ha 3aIBJDKEHUSTA TI0 Wi, 55a win mo wi. 56a, MpuTeKaTeNIIT Ha pa3pelIeHueTo 3a yrnorpeda moaaBa
710 KOMUTETA 1o 4. 56a, an. 1, T. 1 npoekTa Ha MPOTOKOII.

(2) B cpok no 60 nHM OT naTaTa Ha MOJIy4aBaHE HAa JOKYMEHTAIUATA MO al. | KOMUTETHT IO
ui1. 56a, an. 1, T. 1 U3rOTBS CTAHOBUIIE U U3MpAIlla HA TPUTEKATENS Ha pa3pelIeHrneTo 3a ynorpeoa:

1. yBenomieHue 3a o100peHue, uin

2. MOTHUBHPAH OTKa3, KOTaTo:

a) KOHCTaTHpa, Yye MPOBEXKIaHETO Ha MPOYYBAHETO HachpyaBa ynorpedara Ha JIEKapCTBEHUS
NPOAYKT, U/WIH

0) mpeleHy, 4e JU3aiHbT Ha IPOYYBAHETO HIMA J1a IOCTUTHE 3aJI0’KEHUTE B IIPOTOKOJIA 1IEJH,
u/unm

B) IIPOYYBAHETO MMa XapaKTep Ha KIMHUYHO U3IHUTBAHE.

(3) U3m. — 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) B cimywaute mo an. 2, 1. 1
MIPUTEKATENAT HA pa3pelIeHUEeTo 3a yrnoTpeda npeacrass yBeaomiaeHuero Ha MAJL.

(4) (U3m. — ]IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Komucusta mo un. 103, an. 1, B
CpPOK 10 15 AHW OT ;marara Ha MOJIydyaBaHE Ha YBEJOMJIEHHETO MO all. 3 M3Mpalla Ha NPUTEKATENS
Ha pa3pelIeHneTo 3a ynoTpeda NoJ0KHUTETHO U OTPULIATETTHO CTAHOBHILIE.

(5) (U3m. — 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpoBexnaneTro Ha MPOYyUYBAHETO
MOJKE€ J1a 3all0YHE CJIe]] MOIy4YaBaHEe Ha MOJIOKUTETHO CTAHOBHILE OT KomucusiTa o ui. 103, an. 1.

(6) Coabpxanuero u (opmata Ha mpoTokoyia Mo ain. | ce ompeaenar ¢ PermamenT 3a
m3nbaHeHne (EC) Ne 520/2012 na Komucusita ot 19 ronu 2012 r. OTHOCHO H3BBPIIBAHETO HA
neitHocTuTe B obnacTTa Ha (hapmakojiornyHata OauTenHocT, npeasuaeHu B Permament (EO) Ne
726/2004 na EBponeiickus napiameHT U Ha CbBeta u B Qupextuna 2001/83/EO na EBponeiickus
napiameHT U Ha CpBera (OB, L 159/5 ot 20 ronu 2012 r.), HapuyaH NO-HaTaTbhK ,,PernameHT 3a
m3mbiaHeHune (EC) Ne 520/2012¢.
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Un. 145x. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHueTo 3a ynorpeba B ciydaute mo wi. 145e, an. 1 mpuiara IuiaHupaHd ChIIECTBEHU
IIPOMEHU B MPOTOKOJA Ha MPOYYBAHETO Clie] MPEIBAPUTEITHOTO UM OJ00psSBaHE OT KOMHUTETa IO
yj1. 56a, an. 1, T. 1.

(2) TlputexkaTensaT Ha pa3pelICHUETO 3a YIoTpebda mpeacTaBs Ha KOMUTETa 1Mo wi. S6a, ai. 1,
T. | JOKyMeHTalusTa, CBbp3aHa C IPOMEHUTE, U MOTHBH 32 TOBA.

(3) (U3m. — 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Koraro koMmuTeThT 1Mo 4. 56a,
an. 1, . 1 ogoOpu mpomMeHHTE B TMPOTOKOJA, MPHUTEKATEIAT Ha pa3pelIeHueTo 3a yrorpeda
yBeaomsia MAJI u komucusra no wi. 103, ain. 1.

(4) (U3m. — 1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpurexxarensit Ha pa3pelIcHUETO
3a ymoTrpeba MOXe Ja MPUIIOKH MPOMEHUTe Mo ajn. | cie; mojdydyaBaHE Ha MOJIOKUTEITHO
CTaHOBHIIIE OT KoMHcHsATa 1o 4. 103, ai. 1.

Ui 1453. (Hos - IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) [Ipurexarensat Ha
paspeleHneTo 3a ynorpeda mpejcTaBs M0 €IEKTPOHEH IIbT Ha KOMUTETa Mo wi. 56a, an. 1, 1. 1
OKOHYATelleH JOKIa, MPUAPY>KEH C Pe3IOMe Ha pe3yNTaTUTe OT MPOYYBAHETO, B CPOK 10 12 Mecena
clle]] IPUKIIIOUBaHE CbOMPAHETO Ha JaHHHU.

(2) IlpurtexarensT Ha pa3pelIeHUETO 3a YIoTpeda MOXke J1a MoJaZe MOTUBUPAHO MCKAHE JI0
KoMHTeTa 1o wi. 56a, aim. 1, 1. 1 3a orynarane Ha cpoka o aja. 1 Hail-mManko Tpu Mecera Mnpeau
JaTara 3a Mpe/CcTaBsHe Ha OKOHYATETHUS JT0KJIa/1, TOCOUYEeHa B IPOTOKOIIA.

(3) KomutersT MO . 564, an. 1, T. 1 og00psiBa wim nmpaBu MOTUBUPAH OTKA3 HA UCKAHETO TI0
all. 2 ¥ yBeIoMsiBa IpUTEXaTelsl Ha pa3pelIeHueTo 3a yrnorpeoa.

(4) Cwappxanmero W ¢opmata Ha JoKiIana mo ai. | ce ompemensar ¢ PermameHt 3a
m3nbiaHeHue (EC) Ne 520/2012.

UYn. 145u. (Hos - /IB, 6p. 102 ot 2012 1., B cmia ot 21.12.2012 1.) (1) KomutersT 1o . 56a,
an. 1, . 1 Bb3 ocHOBa Ha Jokjiaaa mo wi. 1453, an. 1 u crnen KOHCyJTalUMs C MpUTEXKATENs Ha
paspeleHueTo 3a ynorpeda m3jiaBa MOTHBHpPaHa IPENOPbKa OTHOCHO pa3pelleHueTo 3a ynorpeda
Ha JICKApCTBEHUS MPOAYKT U 5 U3Ipalia ao:

1. KoMureTa no nexapcTBeHUTE NPOAYKTH 32 XyMaHHa ynotpeba no wi. 5 ot Pernament (EO)
Ne 726/2004 na EBponeiickus napnameHT u Ha CbBeTa, WK

2. KOOpAWHAIMOHHATA Tpy™na mo wi. 77, ai. 2.

(2) B caywante mo an. 1, T. 2, Korato KOMUTETHT Mo 4wi. 56a, an. 1, 1. 1 e mpenopbuan
MIPOMSIHA, CIMpaHe WIK MPEKpaTsSBaHE Ha pa3pelIeHHETO 3a yrnoTpebda, KOOpIAWHAIMOHHATA TPyIIa,
Mpe/ICTaBIsIBaHa OT AbpKABUTE WIEHKH, B KOUTO € MPOBEIEHO MPOYYBAHETO, M3/]aBa CTAHOBHIIIE
OTHOCHO HEOOXOIMMHUTE JEWCTBHSA, KOUTO ClielBa Jla C€ NpealpHeMar [0 OTHOIIEHHWE Ha
paspeleHnueTo 3a ynorpeda, BKIIOUYUTETHO rpaduK 3a UMBIHEHUETO MY .

(3) Koraro mnpencraBeHUTEe AbpXKaBU WICHKA B KOOpPJAWHAIMOHHATA Tpyna MOCTHUTHAT
KOHCEHCYC OTHOCHO CTaHOBHIIETO 1O ajl. 2, To ce myOiunKyBa Ha EBponeiickust HHTepHET mopTan 3a
JIEKApCTBEHHUTE MPOAYKTH 10 uil. 68, an. 1, T. 4 u ce u3nparia Ha IPUTEKATEIS Ha pa3perIeHUEeTo 3a
ynoTpeoa.

(4) Uznpnaurennust aupektop Ha MAJL B ChbOTBETCTBUE ChC CTAHOBUIIETO IO aj. 2 crupa
JIEHCTBUETO WIIM IPEKpATsBa Pa3pelIeHNeTo 3a ynoTpeoda.

(5) Koraro B cTaHOBHIIETO 10 aj. 2 ca MpenopbhbyaHd MPOMEHH B M3aJICHOTO pa3pelieHue 3a
ynotpeba, MPUTEKATENIT Ha pa3pelIieHUueTo 3a ynorpeda B paMKUTE Ha ompeneieHus rpaduk 3a
m3nbiaHeHne mnonaaBa a0 WAJL 3asBieHue 3a mpoMsiHa NO pella Ha rjaBa Tpera, pasaen VI,
BKJIFOUBAIIO aKTyaIM3UpaHa KpaTKa XapaKTEepUCTHUKA Ha IPOAYKTA U JIUCTOBKA.

(6) Koraro He Moke /1a ObJ/ie MOCTUTHATO ChIVIACHE B PAMKHUTE Ha KOOPAMHALMOHHATA TPyIIa,
MO3UIMATAa Ha MHO3MHCTBOTO OT ABPIKaBUTE WIEHKH CE€ MPeaocTaBs Ha EBpomeiickaTta KoMucus,
KOSITO MpHEMa pelIeHre 3a MPOMsIHA, CIMpaHe WM NMPEeKpaTsBaHe Ha pa3pelleHrueTo 3a ynorpeoa,
W3JIaJIeHO OT ChOTBETHUTE PErYJIaTOPHHU OPTraHU HA JbPKABUTE UICHKH.

(7) Pemiennero mo an. 6 ce myOiuKyBa Ha EBporneiickus MHTEPHET MOPTAJ 3a JIEKAPCTBEHUTE
MPOAYKTH 10 Wwi. 68, ain. 1, T. 4 1 ce U3npaia Ha IPUTEKATEIS Ha Pa3pelIeHueTo 3a yrnorpeoa.
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(8) M3nbiHuTENHATA areHuus IO JIEKapcTBaTa MpuJjara BpEMEHHUTE W/WIIM OKOHYATEITHUTE
MEpKH OT pemeHuero mo ain. 6 u uHpopmupa EBpomelickata areHuusi Mo JeKapcrBata u
EBporneiickara koMucusi.

(9) B ciiyuaute mo an. 1, T. 1 KoMuTeTsT 1o JiekapcTBeHUTE MPOIYKTH 3a XyMaHHa ynorpeda
B CHOTBETCTBHE C IIpENopbkaTra Ha KOMHUTETa 1o 4wi. 56a, an. 1, T. 1 u3gaBa cTaHOBHUIE OTHOCHO
3ara3BaHETO, U3MEHEHUETO, CIIUPAHETO MJIM IPEKPATABAaHETO Ha BAIMIHOCTTA HA Pa3pEIICHUETO 3a
ynoTpe6a, BKIOYUTEIHO IpaduK 3a U3NbIHEHUE Ha cTaHOBULIETO. CTaHOBUILETO Ce MMyOIMKyBa Ha
EBporelickusi MHTEpHET 1OpTaJ 3a JIEKapCTBEHUTE MPOAYKTH 110 ui. 68, an. 1, T. 4 u ce usnpamia Ha
IIPUTEXKATEIS HA pa3pelieHUEeTo 3a ynoTpeoa.

(10) KoraTo B cranoBuUIIETO 110 all. 9 € U3pa3zeHa Mo3uLus 3a NpeAlNprueMaHe Ha peryjJaTopHU
JIeWCTBUS 10 OTHOLIEHHUE Ha pa3pelleHusnTa 3a ynorpeda, EBponelickata koMucus npuema peleHue
3a TPOMsIHA, CIIMpAaHE WJIM MPEeKpaTsBaHe Ha pa3pelleHHsATa 3a ynorpeda, M3AaJeHH MO pela Ha
Pernament (EO) Ne 726/2004 na EBponetickus napiameHT u Ha CbBera.

Ui 145k. (Hos - B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) (U3m. — [IB, 6p. 84 ot
2018 r., B cuma ot 12.10.2018 r.) HeuHrepBeHIIMOHATHH NPOYYBAHUS Ha TEPUTOPHATA Ha
Peny6nuka bearapus ce mpoBeXIaT MpHu yCIOBUS U MO PeJI, ONPEICICHU ¢ Hapeada Ha MUHHCTBPa
Ha 3/1paBeona3BaHeTo.

(2) Ilpu npoBexjaHe HA HEMHTEPBEHIIMOHAIHU MPOYYBaHU 110 aj. 1 ce mocouBa U3TOUYHUKBT
Ha (PMHAHCHpAHE.

I'naBa nera
MNPOU3BOACTBO U BHOC HA JIEKAPCTBEHHU ITPOAYKTU U AKTUBHHU
BEINECTBA
(3ara. usm. - JIB, 6p. 102 ot 2012 r., B cniia ot 2.01.2013 r.)

Paszpnen I
IIpoussoacreo

Un. 146. (1) (U3m. - IB, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 r.) IIpousBoacTBoTo Ha
BCHUYKHM BUJIOBE JIEKAPCTBEHHU MPOAYKTH MO CMHUCHJIA HA TO3U 3aKOH U Ha JIEKAPCTBEHU MPOAYKTH,
MpeAHa3HauYeH! 3a KIWMHUYHO W3MHUTBAaHE, MOTAT Jia M3BBPIIBAT HAa Tepuropusta Ha PemyOnuka
bearapus camo Qu3ndecku WK IOPUIUIECKH JIUIIA, PETUCTPUPAHU KaTO THPTOBIM HA TEPUTOPUSTA
Ha JbprKaBa YJICHKAa, KOUTO ca MOJYyUYWIM pa3pelieHre 3a MPOU3BOJICTBO, M3AaJI€HO OT AUPEKTOpa
Ha M3mpiHUTeNHATA areHIus 10 JIeKapcTBaTa.

(2) Pa3pemenue 3a Npou3BOACTBO CE U3HUCKBA U B CIy4YauTe, KOraTto MPOIyKTUTE Mo ail. 1 ca
MpeAHa3HauYeHu caMo 3a U3HOC.

(3) (U3m. - IB, 6p. 71 ot 2008 1., B cumna ot 12.08.2008 r.) Pa3pemenue 3a mpou3BoICTBO ce€
M3HUCKBA U 32 JIUIA, KOUTO U3BbPIIBAT €JHOBPEMEHHO WJIM MOOTIETHO €/IHA OT CIAEAHUTE AEHHOCTHU:
II'BJIHO WM YacTUYHO TPOM3BOJCTBO, pa3IM4YHM TpolecH Ha pa3dacoBaHe, OIAKOBAHE,
MpeorakoBaHe, CTUKETHpaHe, KaueCTBEH KOHTPOJ M OCBOOOXKIaBaHE HA MapTHIU JIEKapCTBEHU
MIPOIYKTH U JIEKAPCTBEHU MPOAYKTH, IPEAHA3HAYEHHN 32 KIIMHUYHO U3IUTBAHE.

(4) (Or™. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.).

(5) He ce usuckBa paspenieHre 3a MPOU3BOJCTBO, KOraTto IpolecuTe Ha pasdacoBaHe,
CMeCBaHe MJU OMaKOBaHE Ce M3BBPIIBAT M0 MarucTpaiHa Wwin (papMakorneiiHa perentypa B anrTeka.

Un. 147. (U3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) M3nbaHUTEIHATA areHIUS
Mo JeKapcTBaTa BBbBEXAa HHPOpMAIUs 3a H3A3JCHUTE pa3pelieHus 3a MPOU3BOJACTBO Ha
JIEKapCTBEHHU MPOAYKTU U cepTudukatu 3a JoOpa mpous3BojACTBEHA MpakTHKa B 0a3aTa JaHHU Ha
EBpomneiickus cbro3.

Un. 148. 3a monmydaBaHe Ha pa3pelIeHHE 3a MPOU3BOACTBO JIMIETO TO 4wi. 146 TpsdOBa na
pasnodnara:

1. ¢ mepcoHas ¢ TOAXOAAIAa KBamu(MUKAIMA B 3aBUCHUMOCT OT crenudukara Ha
MIPOU3BEXKIAHUTE BUIOBE JICKAPCTBEHU MPOAYKTH U JICKAPCTBEHU HOPMHU;

2. 1O BCSIKO BpeMe Hail-MajKo ¢ €JHO KBaIM(UIKMPAHO JIMIIE, KOETO OTroBapsl Ha YCJIOBUATA
mo wi. 159;
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3. ¢ MOMeIIEHUs 3a MPOU3BOJCTBO, KOHTPOJ M ChbXPAHEHHE Ha JIEKaPCTBEHHUTE IMPOIYKTH,
cHabJIeHU ¢ HEOOXOIMMOTO TEXHUYECKO 000pYIBaHE U C JTA0OpAaTOPUU 332 KOHTPOIL.

Un. 149. PpkoBOaUTENNUTE HA MTPOU3BOACTBO U KOHTPOJ BBPXY KAUECTBOTO Ha JICKAPCTBEHU
MPOJYKTH B MPEINPUATHUATA 33 POU3BOJICTBO Ca JIUIIA:

1. xouto mpuTexaBaT o00Opa3oBaTeIHO-KBaNM(UKALMOHHA CTENEeH ,,MarucTbp® 10
CHEIHAITHOCT ,,papMarus®, , XuMus" UM ,,0M0JIOTHS* ¥ HAli-MaJIKO JABE TOJAMHH MPAKTUYCCKU OIHT
BBB (DapMalieBTUYHOTO MIPOU3BOJICTBO;

2. KOUTO OTrOBapsT HA U3UCKBAHUATA MO T. | U UMAT JOM'BIHUTEIIHO NMPU3HATA CIIEHUATHOCT
10 PajuoOHOJIOTUS WM PAJUOXUMUS - 332 paanodapMaleBTULN WIH 3a JEKapCTBEHU MPOAYKTH,
MO/JIOKEHU Ha HOHU3UPAILIU JTHUCHHUS;

3. ¢ mpu3HaTa CHEUUATHOCT IO KJIMHUYHA XEMAaTOJOTHs, MEIUIIMHCKA MHUKPOOHOJIOTHS,
BUPYCOJIOTHS WJIM UMYHOJIOTHS - 32 IPOU3BOJICTBOTO Ha UMYHOJIOTUYHH JIEKAPCTBEHHU MPOIYKTH -
BAKCHHM, TOKCHHH, CEpyMH, 32 OHOTEXHOJOTMYHM MPOAYKTH U 3a JIEKApPCTBEHU MPOAYKTH,
IIOJIy4E€HHU OT YOBEIIKA I1a3Ma WM OT YOBELIKA KPbB.

Un. 150. (1) Jlunero mo un. 146 mpeacrass B MAJI 3asBrnenue mo obOpasen, yTBbpAEH OT
JUPEKTOpa Ha areHLUAITA.

(2) BaeaHO CHC 3asBICHUETO MO all. | 3asIBUTENAT IPEACTaBS H:

1. (mom. — 1B, 6p. 103 oT 2017 1., B cruta ot 1.01.2018 1., m3m. 6p. 67 ot 2020 r.) quruioma 3a
BHCIIIE 00pa3oBaHue, TOKYMEHT 3a MPUA0OHUTA CHEIHAIHOCT, JOKYMEHT 32 TPYJIOB CTaX U TPYJIOB
JIOTOBOD 3a Jiniara 1o wi. 148, 1. 2 u un. 149;

2. Komus OT JOTOBOPH 3a Bb3JIaraHe Ha MPOW3BOJCTBOTO W/WJIM KOHTPOJIAa HA 3asBEHUTE 3a
MIPOU3BOJICTBO MPOAYKTH - B CITydauTe 1o wi. 151;

3. (m3m. - JIB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r., 6p. 60 ot 2011 r., B cuia ot
5.08.2011 r.) mannum 3a EnunaHus maeHTH(QHUKAIMOHEH KOJA HAa THProBela WM KOOMEpalusra OT
TbproBekus perucTwvp, a 3a ApPYyKecTBaTa, PErUCTPUpPaHU B AbpiKaBa - 4WieHKa Ha EBponeiickus
Chbl03, WIM B JbpkaBa - cTpaHa no CnopazymeHuero 3a EBpoOnenckoTo HKOHOMHYECKO
MIPOCTPAHCTBO - JOKYMEHT 3a aKTyaJIHa PErUCTPALMS M0 HAIMOHAIHOTO 3aKOHOJATEJICTBO, U3a/ICH
OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JbPIKABA;

4. (mm. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 r., B cuna ot
2.01.2013 r.) cOMCBHK Ha MPOU3BOJCTBEHHUTE JIEWHOCTH W JIEKAPCTBEHUTE (POPMHU, KOUTO IIIe
MIPOU3BEXK/IAT;

5. cxemMM Ha TIOMEUIeHHUsSTa 3a IPOU3BOJCTBO, KOHTPOJI U CbXpPaHEHHE U JIOCHE Ha
MIPOU3BOJICTBEHATA MOIIHOCT;

6. OlLlEHKa 3a BB3/ACHUCTBHE BBPXY OKOJHATAa Cpela MpH IMPOU3BOJCTBOTO HAa JIEKAPCTBEHU
MPOAYKTH B MPEBUJICHUTE B 3aKOHA 32 ONa3BaHE Ha OKOJIHATA CPe/la CIydau;

7. paspemieHne oT AreHuusTa 3a SIPEHO peryjiupaHe, KOraTo 3asBJICHHETO C€ OTHAcs [0
MPOU3BOJICTBO Ha paauodapManeBTUIM WIM HAa JEKapCTBEHW NPOAYKTH, TOMJIOKEHU Ha
WOHU3HPAIIH JTbYEHUS TIPU TIPOU3BOICTBOTO UM;

8. (ot™m. — [IB, 6p. 67 ot 2020 1.);

9. (otm. - IB, 6p. 60 ot 2011 r., B cuima ot 5.08.2011 r.);

10. ToKyMeHT 3a IU1aTeHa Takca B pa3Mmep, onpezesneH B Tapudara mo wi. 21, an. 2.

(3) IIpu mpou3BOICTBOTO HA HAPKOTUYHH BEIIECTBA M JICKAPCTBEHU (POPMHU, KOUTO ChIBPIKAT
TaKMBa BEIIECTBA, C€ CHa3BaT M M3UCKBAaHUATA Ha 3aKOHA 32 KOHTPOJ BBPXY HAPKOTHYHUTE
BELIECTBA U MPEKYPCOPUTE.

(4) (HoBa — JIB, O6p. 103 or 2017 r., B cuna ot 1.01.2018 r., u3m., 6p. 67 ot 2020 r.)
W3nbaHuTenHaTa areHuus IO JieKapcTBaTa YCTaHOBSBA CIIy>)KeOHO OOCTOATEICTBaTa OTHOCHO
CHIUMOCTTA Ha JIMIETO 1Mo wi. 148, T. 2 n Ha nunara no wi. 149, xorato ca OBITapCKU rpa)kaaHu.
3a aumara, KOUTO HE ca OBJITapCKHU Ipa)<IaHU, ChC 3asABJICHHETO CE IPEJCTaBsi CBHJETEICTBO 3a
CBHAMMOCT WJIM aHAJIOTHYEH IOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha CbOTBETHATA JbpPrKaBa.

(5) (HoBa — JIB, 6p. 67 ot 2020 r.) M3mbaHuTENHATA areHIMs O JIEKapCTBaTa CIIY»KEOHO
YCTaHOBsIBA OOCTOSITENICTBATA OTHOCHO HAIMYHETO HA pa3pelieHue 3a TMOJ3BaHe WU
YAOCTOBEpEHHUE 3a BbBEXKJAHE B EKCIUIOATallMsl Ha MOMEIIEHUSTa 3a MPOU3BOJACTBO, KOHTPOJ U
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ChbXpaHEHHE, U3JaJICHU TI0 pella Ha 3aKOHA 3a YCTPOMCTBO HA TEPUTOPHSTA, WM Ha JIPYT BaIUICH
JOKYMEHT 10 CMHChJIa Ha 3aKOHA 32 YCTPOMCTBO HA TEPUTOPHUSITA.

Uin. 151. Korato HsiKOM OT eTanuTe Ha MPOU3BOACTBOTO WJIM KOHTPOJIHUTE HU3NUTBAHUS B
MIPOU3BOJICTBEHUS MPOIIEC CE€ M3BBPIIBAT 110 JOTOBOP B JAPYT OOCKT HA TepUTOpHsATa Ha Pemybmuka
boparapus wim u3BbH Hes, Jidiarta mo 4i. 146 ca IIbKHU ]a TOCOYaT MECTOHAXOKICHUETO Ha TO3U
00EKT W KOMHE OT JOTOBOPa, B KOHTO CE€ OMpPENEesIT OTTOBOPHOCTHTE Ha BCSIKA OT CTPAHUTE II0
OTHOIIICHHE Ha Cla3BaHe M3MCKBaHUATa Ha J[oOpaTa mpou3BOJCTBEHA MPAKTHKA Ha JIEKAPCTBEHHU
MPOAYKTH M 33bJDKEHUATA HA KBATH(DUIIUPAHOTO JuIe 1o wi. 148, T. 2.

. 152. (U3m. - JIB, Op. 102 ot 2012 r., B cunma ot 2.01.2013 r.) (1) Ilpunnunure u
n3ncKBaHusATa 3a JloOpa mMpon3BOACTBEHA IPAKTHKA 32 BCHUKH BUOBE JICKAPCTBEHU MPOAYKTH, HA
JIEKapCTBEHH MPOIYKTH 3a KIMHUYHO M3MUTBAaHE U Ha aKTUBHHU BEIIECTBA CE ONMpPEACIsT ¢ Hapenoda
Ha MUHHCTBpPA Ha 3/pPaBEOIa3BAaHETO M C aKTOBE U PHKOBOACTBA, mpueru oT EBponeiickara
KOMHUCHSI.

(2) IlpuHnmnuTe W W3MCKBAaHUATA 32 O(HIIMANHA OIIEHKA HAa PHCKa C IIeNl yCTaHOBSBAaHE Ha
Jlo6pa mpou3BOJCTBEHA MPAKTUKA 3a TIOMOIIHU BEIIECTBA Ce OMpeNeNaT ¢ HapeabaTta mo an. 1 u ¢
PBKOBOJCTBA, IPUETH OT EBpoIelickaTa KOMUCHS.

Ui 153. (1) Ilpm mocrenBane Ha 3asBiaeHue mo wi. 150 MAJI omensBa momaneHara
JOKYMEHTAIlMsl W W3BBpIIBA IMPOBEPKAa HA MSCTO Ha OOEKTHUTE 3a IMPOU3BOJCTBO, KOHTPOI M
ChXpaHEeHHE, BKIIOYUTEITHO U B CllydauTe 1o wi. 151, 3a ycTaHOBABaHE Ha ChOTBETCTBUETO MEXIY
MpeACTaBeHaTa JOKYMEHTAIlMsd M YCIOBHUSATAa 3a MPOU3BOACTBO, KOHTPOJ M CHXPaHEHHUE HaA
M3XOJIHUTE MaTepHaly 3a MPOU3BOJICTBO U HA TOTOBUTE JIGKAPCTBEHU MPOIYKTH U ChOTBETCTBHETO
UM C U3UCKBaHMsATa Ha JJoOpara mpou3BOCTBEHA MTPAKTUKA.

(2) Pa3zxoauTe 1o U3BBHpILIBaHE HAa MPOBEPKA HAa MACTO M0 all. 1 ca 3a cMeTKa Ha 3asiBUTEIIS.

(3) 3a u3BbpHIBaHE HA MPOBEPKAa HAa MSCTO MO ai. | 3asgBUTENAT 3arviaiia Takca B pa3mep,
ompeneseH B Tapudara mo wi. 21, an. 2.

Un. 154. (1) Koraro MAJI ycTtaHOBH HEN'BJIHOTH B TPEICTaBEHATa JOKYMEHTAIUS W/WIIN
HECHOTBETCTBUE MEXIY CHIBPKAHUETO HA MpeACTaBE€HaTa JOKYMEHTAalUsi U CBhCTOSHUETO Ha
o0eKTa WM M3MCKBAHUATA 32 KBaTM(UKAIMATA HA MEPCOHANIA, YBEIOMSBA MUCMEHO 3asgBUTENS U
JlaBa MMMCMEHU YKa3aHUs.

(2) B cayuaute no an. 1 cpoksT mo wi. 155, an. 1 criupa ga Tede A0 npuBexaaHe Ha 0OeKTa
WJIY Ha IOKYMEHTAILIMATa B CbOTBETCTBUE C U3UCKBAHUSATA.

Un. 155. (1) (U3m. — B, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) U3nbaHutenHusr
nupektop Ha MAJI B cpok 60 qHU OT naTaTa Ha MOJaBaHEe Ha 3asBiIeHUETO 1o wi. 150:

1. u3gaBa pazpeiieHue 3a Nporu3BOACTBO, UITH

2. mpaBU MOTHUBHUPAH OTKA3.

(2) (U3m. - IIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 r., B cuna ot
2.01.2013 r.) Pa3pemenue 3a NMpPOM3BOACTBO CE€ M37aBa CaMO 3a IOCOYEHUTE B 3asBICHUETO
MIPOU3BOJICTBEHU JCWHOCTU U JIEKApCTBEHU (POPMHU M JIEKAPCTBEHH MPOJYKTH, MPETHAZHAUYCHU 32
KJIMHUYHO M3MUTBAHE, U 3@ MOMEILIEHUATA, KBJETO 1€ C€ U3BBPILIBAT MPOU3BOACTBOTO, KOHTPOIBT
U ChXPaHEHHETO.

(3) AxToBere 1o an. 1 ce BpbUBaT Ha 3asIBUTETIS.

(4) PazpemienueTo 3a Mpou3BOJICTBO € OE3CPOUHO.

(5) Ortkazpr mo an. 1, T1. 2 momnexu Ha oOXanBaHe IO pena Ha
AJIMUHHUCTPATHBHOIIPOIIECYATHHUS KOJEKC.

Un. 156. (1) IlputexarensT Ha pa3pelieHHe 3a MPOU3BOJICTBO IMOJaBa 3asBICHUE TPU
MpOMSsTHA Ha:

1. nuuero mo . 148, T. 2;

2. mmnarta 1o uin. 149;

3. (ot™. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.);

4. MECTOHAaXOXXJICHHETO WU TPEYCTPOMCTBO Ha HSIKOW OT OOEKTHTE 3a IMPOHU3BOJICTBO,
KOHTPOJI UJIU ChbXPaHEHUE;

5. (m3m. - /IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 1.) mpou3BOACTBEHUTE JCHHOCTH;
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6. (m3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r., 6p. 102 ot 2012 r., B cuna ot
2.01.2013 r.) npou3BeKIaHUTE JIEKAPCTBEHU (HOPMH;

7. (u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) ThproBcKaTa perucTparusi.

(2) (U3m. — 1B, 6p. 67 ot 2020 r.) KeMm 3asBrnenuero no ai. 1 ce mpuiaraT JOKYMEHTH,
CBBpP3aHH C MIPOMSAHATA, KOUTO ca ONpezesieHu B 4. 156a U JOKYMEHT 3a IIaTeHa Takca B pa3Mep,
orpeneneH B Tapudara mo wi. 21, an. 2.

(3) (Homa - JIB, 6p. 60 ot 2011 1., B cua ot 5.08.2011 r.) B 14-gHeBeH cpok OT HaCTHIIBaHE
Ha TpOMsHA Ha OOOpPYABAHETO MPHUTEKATEIAT HA PA3PEHICHUETO 3a IMPOHM3BOJCTBO YBEIOMSBA
nucmeno MAJL

(4) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) [Ipurexkarenar Ha paspernieHue 3a
npou3BoJicTBO mojaBa B MAJl yBenmomiieHue MpH 3alouBaHe Ha IMPOU3BOJCTBO 3a BCEKU HOB
paspelieH 3a yrnorpeba JieKapcTBEeH MPOIYKT.

(5) (Ilpegumna an. 3 - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Paspemenuero 3a
MIPOU3BOJICTBO C€ MPEKPaTsABa, B CIydail ue MPUTEKATEIAT My MIPEKpPATH JIEUHOCTTA CH, 32 KOETO €
JUTb’KEH UCMEHO Ja yseapomu MAJL

Un. 156a. (Hos — B, 6p. 67 ot 2020 r.) (1) Ilpn npomsira mo wi. 156, an. 1, 7. 1 u 2
3asIBUTEIISAT IPEICTaBs:

1. murioma 3a 3aBbPIICHO BUCIIE 00pa30BaHUE;

2. TPYJOB JIOTOBOP;

3. TOKYMEHTH, yJIOCTOBEPSIBAIIM JAOM'BIHUTEIIHA KBATU(PUKAIHS;

4. TOKYMEHT 3a TPYIOB CTaX.

(2) M3mbpnanuTenHaTa areHIMs IO JIEKapCTBaTa YCTAHOBSIBA CIY)KEOHO 0OCTOsITENCTBaTa
OTHOCHO CBHIMMOCTTA Ha JMIETO 1o 4wi. 148, T. 2 u Ha jgunara mno wi. 149, koraro ca OBJITapCKU
rpaXJaHd. 3a JHUIaTa, KOUTO HE ca OBIrapCKu TpakIaHU, CbC 3asBICHUETO C€ IPEICTaBS
CBUJCTENICTBO 3a CHAMMOCT WJIM AHAJIOTWYEH TOKYMEHT, M3/JaJeH OT KOMIIETEHTEH OpraH Ha
CHOTBETHATa JIbPKaBa.

(3) lIpu mpomsna mo un. 156, an. 1, T. 4 3a9BUTENAT MpPENCTaBs cleAHATa JOKyMEHTAIHS,
CBBP3aHa ChC ChOTBETHATA MPOMSIHA:

1. cxeMma 3a U3TpakJaHEe WU MPEYCTPONCTBO HA MOMEMICHUATA 32 MPOU3BOJICTBO, KOHTPOJI U
ChXpaHEHUE;

2. OlleHKa Ha BB3JCHCTBHETO BHPXY OKOJHATA Cpela MpHU MPOM3BOACTBOTO HA JIEKAPCTBEHU
MPOYKTH — B TIPEABUACHUTE B 3aKOHA 3a OIMa3BaHE HAa OKOJIHATA Cpejia Cllydaw;

3. OCHOBEH IUIaH 3a BaJuAUpaHe, BKIIOYBAII TOMEIICHHTA, 3asIBEHH 32 IPOMSHA;

4. komue OT JOTOBOpa 3a Bb3jaraHe, KOraro HSKOM OT JEHHOCTUTE MO MPOM3BOJICTBO,
KOHTPOJ U ChXpaHEHHUE Ha JIEKAPCTBEHUTE MPOIYKTH C€ U3BBPIIBAT B APYT OOEKT HA TEPUTOPUATA
Ha PenyOnuka bbirapus uiam u3BbH Hesl.

(4) Ilpu mpomsiHa mo wi. 156, an. 1, T. 4 MAJI ciyxeOHO ycTaHOBsSIBa OOCTOSITEICTBATA
OTHOCHO HaJMYMETO Ha paspelrieHue 3a TMO0J3BaHE WIM YIOCTOBEpEHHE 3a BBBEXKIAHE B
eKCIUIoaTaIusl Ha MOMEIICHUTa 3a MPOU3BOJICTBO, KOHTPOJ M ChXpaHEHHUE, U3/IaJIeHH 10 pela Ha
3akoHa 3a yCTPOMCTBO Ha TEPUTOPHUATA, WIIA HA APYT BAIMJIEH JOKYMEHT 110 CMHUCHJIa Ha 3aKOHA 3a
YCTPOMCTBO HA TEPUTOPUSTA.

(5) Ilpu mpomsna o wi. 156, an. 1, T. 5 3a9BUTENAT MIPEACTABS CIEIHATA TOKYMEHTAIINS:

l. cnucChK Ha CTaHAAPTHUTE OMNEPATUBHU TPOIEIypU 3a MPOU3BOACTBO, KOHTPOI U
MMOYHCTBAHE;

2. OCHOBEH IJIaH 3a BAIHUIMPaHEe, BKIIOYBAII IPOIECUTE, 3aIBEHH B MPOMSIHATA U TTOAJIEKAIIN
Ha BaJIUUPaHE.

(6) Ilpu mpomsiHa o wit. 156, an. 1, T. 6 3agBUTENAT MpEACTaBs cleAHATA JOKYMEHTAIHS:

1. CIHCBK ¢ MEXTYHAPOIHUTE HEMIATCHTHN HAUMEHOBAHMS U ThPTOBCKUTE HAUMEHOBAHHS Ha
JIEKapCTBEHUTE MPOJYKTH, JEKapcTBeHaTa MM (opma, ChIAbpPKAHHE HAa AKTUBHOTO BEIIECTBO B
J1030Ba €AMHUIA U KOJIMYECTBO B KpaifHAaTa OMaKOBKa;

2. CIIMCBHK Ha MPOULEAYpPUTE 3a MPOU3BOJCTBO, KOHTPOJI M CHXPAHEHHE Ha JIEKAPCTBEHUTE
MPOJIYKTH.
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(7) IIpu mpomsiHa 1o un. 156, an. 1, T. 7 MAJI ycTtaHoBsiBa CityKeOHO OOCTOsITEIICTBATa 1O
3asiBEHUTE IPOMEHU B ThPIOBCKAaTa PETUCTPALIUSL.

. 157. (1) (U3m. — JIB, 6p. 67 ot 2020 r.) IIpu u3naBane Ha pa3penieHUETO, C KOETO Ce
JI0IlyCKa IpoMsiHaTa, ce Ipujiarar pasnopeaodure Ha wi. 155, kaTo CpoKbT 3a U3AaBAaHETO MY € J10:

1. 14 guu - B coyvaute o wi. 156, an. 1, 1. 1,2 u 7;

2. (m3m. - 1B, 6p. 60 ot 2011 r., B cusa ot 5.08.2011 r.) 30 nHu - B cimyyaute no wi. 156, ain.
I,1.4-6.

(2) (M3m. - B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Koraro npomenute no wi. 156, an.
I, T. 4 - 6 He Mmorar Aa ce oueHAT no AokyMeHTH, MAJI u3BbpmiBa nmpoBepka Ha MsicTo. B Te3m
Clly4au CpPOKbT IO aj. 1, T. 2 criupa Jja Teue 10 3aBbpILIBaHE Ha IPOBEPKATA.

(3) Pa3xonuTe 1o M3BBpPIIBAHE HA MPOBEPKA HA MACTO IO aJl. 2 ca 32 CMETKa Ha 3asBUTEIIS.

(4) 3a u3BbpHIBaHE HA MPOBEpPKA HA MACTO IO aJll. 2 3asABUTENAT 3aIulallla Takca B pa3Mep,
ompeneseH B Tapudara mo wi. 21, an. 2.

Y. 158. (1) M3nbiaHuTenHaTa areHIus o jekapcrara BoAu peructsp no wi. 19, an. 1, 1. 1
Ha U3/1aJICHUTE pa3peleHns 3a IPOU3BOJCTBO, KOWTO ChAbpPIKA:

1. HOMep U /1aTa Ha pa3pelIeHUueTo 3a MPOU3BOJICTBO;

2. uMe, celalMIle M aJIpec Ha YNpaBIE€HUE Ha JIMLETO, MOJIY4YMJIO pa3pelieHue 3a
IIPOU3BO/JICTBO;

3. azipec Ha MOMELICHUATA 32 IPOU3BOCTBO, KOHTPOJ U ChbXPAHEHHUE Ha JIEKapCTBaTa;

4. (u3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) nexapcTBEHUTE NMPOIYKTH U
(bopmuTe, 32 KOUTO € MOIY4YEHO Pa3peIICHUETO;

5. uMe Ha auneTo 1o wi. 148, 1. 2;

6. UMeHa Ha nunara no ui. 149;

7. nata Ha 3aJMYaBaHE OT PErMCThpa HA Pa3peIICHUETO 3a MPOU3BOJCTBO U OCHOBAHHUE 3a
TOBA.

(2) [JlanHUTE OT perucTbpa Ha U3AAJECHUTE pa3pelleHus 3a IPOU3BOJCTBO CE MyOJUKYyBaT Ha
crpanunara Ha MAJI B uHTEpHET.

(3) IIpn nmouckBane ot EBpomeiickaTa KOMUCHS WM OT PEryJIaTOpPEH OpraH Ha AbprKaBa
ynenka MAJI npenocraBs uHGopManus 3a U3/1aJ€HO pa3pelieHre 3a IpOU3BO/ICTBO.

Ui 159. (1) [Iputexatenst Ha pa3pelieHre 3a MPOU3BOICTBO HaeMa 10 TPY/I0B JOTOBOP Haii-
MAJIKO €/IHO KBaJTM(PHUIMPAHO JUIle 10 Wwi. 148, T. 2, KOEeTO € MOCTOSHHO Ha HErOBO Pa3MoJI0kKeHHUE.

(2) KBanugunupanoto nuie mo aji. 1 Tpsa6Ba ga oTroBapst Ha CIEIHUTE U3UCKBAHUSA:

1. 1a e MarucThp MO MeAULIMHA, (hapMalusl, XUMHs, OMOTEXHOJIOT s W OUOJIOTHS;

2. 1a UMa Hal-MaJIKo J[B€ TOAMHM MPAKTUUYECKH OMUT BBB (apMalleBTUYHOTO MPOU3BOICTBO
W/ B M3BBPIIBAHETO HA KAYeCTBEH W KOJMYECTBEH aHAIU3 Ha JICKApCTBEHHUTE MPOIYKTH U
aKTHUBHU BEIIECTBA.

(3) Korato mpurexarenar Ha pa3pelIeHHeTO 3a IMPOU3BOACTBO Ha JIEKAPCTBEH MPOAYKT
OTroBaps Ha U3UCKBAHUATA 1O ajl. 2, TOM MOXe J1a U3II'BJIHSBA 3abDKEHUETO Ha KBaTU(UIUPaHO
JuLeE.

(4) (Hoea - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KBanudunupanoto nuie
OTroBaps 3a TOBa, Y€ BHPXY ONAKOBKAaTa Ha JIEKAPCTBEHUs MPOAYKT Ca HAHECEHM IMOoKa3aTeuTe 3a
Oe3omacHoCT 1Mo 4. 168, an. 8.

(5) (Ilpepumna an. 4 - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kpanudunupanoto
JUIEe U3/aBa cepTHU(UKAT 3a OCBOOOXK/JIaBaHE Ha BCSKa MapTHIa, YAOCTOBEpsBall, ye MapTUAara
JIEKapCTBEH TMPOJIYKT € TMpOM3BEeleHAa M KOHTPOJMpaHa B CHOTBETCTBUE C H3UCKBAHUATA Ha
paspelieHueTo 3a ynorpeda mo peia Ha TO3H 3aKOH.

(6) (ITlpegumna an. 5 - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., u3m., 6p. 84 ot 2018
I., B cuia 6 Mecela cief myOJIMKyBaHe Ha cbhoOIenueTo no ui. 82, naparpad 3 ot Pernament (EC)
Ne 536/2014) Kanuduuupanoro nuiie u3gaBa cepTuuKaT 3a 0CBOOOXKIaBaHE Ha BCsSKa MapTUAa,
YAOCTOBEPSBAlll, Y€ MapTHUaTa JIEKAPCTBEH MPOAYKT, MpeIHa3HayeH 3a KIMHUYHO H3MUTBAaHE, €
MPOU3BEZCHa M KOHTPOJMpaHa B CHOTBETCTBHE C HW3MCKBaHUATa Ha JloOpaTa mpou3BOJICTBEHA
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MpaKTUKa, C MPOU3BOJCTBEHOTO JOCHE Ha MPOAYKTa U C JOKyMEHTAalMATa 3a W3MUTBAaHUS
JeKapcTBeH MpoaykT cbritacHo Permament (EC) Ne 536/2014.

(7) (Ilpeaumna an. 6 - JIB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 r.) KBanudunupanoro
JUIE BOAM PETUCTBpP Ha M3AAJCHHUTE CEpTU(HUKATH 3a OCBOOOXKIaBaHE Ha BCAKA IMapTUia OT
JIEKapCTBEHUSI IPOTYKT.

(8) (Ilpenumna an. 7, uam. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Januure ot
peructTbpa Mo ajl. 7 ce ChbXpaHABAT Hail-MalKo 5 TOAWMHU CclieJ MOCIEIHOTO BIMCBAaHE U Ce
MIPEJCTAaBAT Ha KOHTPOJIHUTE OPTaHU MPH ITOMCKBAHE.

(9) (ITpegumna an. 8 - JIB, 6p. 102 or 2012 ., B cuma ot 21.12.2012 r.) [Ipu o6pa3yBane Ha
aJIMUHUCTPATUBHOHAKA3aTEIHO MPOU3BOJCTBO 32 HAPYIICHUS, M3BBPIICHU INPH H3IIBIHEHHE HA
3aIbJDKEHUsATa Ha KBannuuupanoto aune, MAJl paznopexna Ha NpUTexaresis Ha pa3pelIeHHEeTo
3a IPOM3BOJICTBO Ja OTCTPAHU BPEMEHHO OT JTHKHOCT KBATM(UIIPAHOTO JIULIE.

(10) (Ilpepumnaa an. 9 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kpurepuure u
M3MCKBaHUATA KbM KBalu(uUKauuaTa U oOydyeHHeTo Ha juuara no 4i. 148, T. 2 ce ompenenar B
Hapezabara o wi. 152.

Ui 160. (1) Ilputexarenst Ha pa3pelieHue 3a IPOU3BOJCTBO:

1. (m3m. — 1B, 6p. 84 oT 2018 r., B cuiia 6 Mecena ciie myOIMKyBaHe Ha ChbOOIIEHUETO I10 YJl.
82, maparpa¢ 3 ot Pernament (EC) Ne 536/2014) ocurypsiBa U3BbpIIBAaHETO HA MPOU3BOJCTBEHUTE
orepali B CBHOTBETCTBHE C W3UCKBaHMATa Ha JloOpara mnpou3BOJACTBEHA MpaKTUKA U B
choTBeTCTBUE ¢ opoOpeHata oT MAJI undopmanus mo uwi. 27, an. 1, T. 7 u §, a B ciiy4auTe Ha
JIEKapCTBEHH TMPOMYKTH 3a KIMHUYHO M3MUTBAaHE - B CHOTBETCTBHE C JOKyMEHTAIMATa 3a
M3MUTBaHMA JIEKapCTBeH MpoaAyKT cbriacHo Permament (EC) Ne 536/2014;

2. (m3m. - JIB, 6p. 102 ot 2012 1., B cruta ot 2.01.2013 r.) u3moa3Ba caMo aKTHBHH BEIICCTBA,
KOHUTO Ca MPOM3BEACHU B ChOTBETCTBHE C M3UCKBaHMsTA Ha JloOpaTa MpOM3BOACTBEHA MTPAKTHKA 32
aKTUBHU BEIIECTBA,

2a. (noBa - /IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) ce yBepsiBa, 4ye MOMOIIHUTE
BEIIIECTBA, BJIaraHU B JIEKAPCTBEHUTE MPOJIYKTH, ca MPOU3BEIEHN B CHOTBETCTBUE C MOJAXOASALINTE
I00pW TPOM3BOJCTBEHN NMPAKTUKU 33 MOMOIIHU BEIIECTBA, ONpeNeieHn Ha 0a3zaTa Ha oQHIMaNTHA
OLIEHKa Ha pHCKa B CHOTBETCTBUE C MPHUIOKUMHUTE PBKOBOJCTBA, NpueTH OT EBpomeiickara
KOMHUCHS;

3. ocurypsiBa IOCTOSHHO KBaJU(HUIMPaH MEPCOHAT 3a MPOM3BOJICTBO U KOHTPOJ CHIVIACHO
M3MCKBaHUATA Ha HapenOara o ui. 152;

4. (u3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) pasmosnara caMo ¢ JeKapCTBEHU
MPOAYKTH, KOUTO UMAT pa3pelieHue 3a yrnoTpeda, mpu cria3BaHe Ha N3UCKBAHUATA HA TO3U 3aKOH,

5. (ot™. - IB, 6p. 12 o1 2011 r., B cuna ot 8.02.2011 1.);

6. yBemoMsBa He3a0aBHO KOHTPOJHHWTE OpPTaHW B CIy4dail Ha CMsSIHA Ha KBaJHU(PHUIMPAHOTO
e mo ui. 148, 1. 2;

7. ocurypsiBa MO BCSIKO BpEeME JOCTBII HAa KOHTPOJHUTE OPraHW 0 IOMEUICHHATA W
JOKYMEHTaLUsATa,

8. ocurypsiBa Ha KBaTM(UIUPAHOTO JMie mo 4. 148, T. 2 HeoOXOAMMHUTE YyCIIOBUS 3a
W3MBIHEHHUE Ha 3aIbIDKCHUSITA MY;

9. (woBa - /1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) undopmupa HezabasHo MAJI u
NpUTEXATENd Ha pas3pelieHueTo 3a ynorpeda, ako MHOdy4dd HHGOpMAIMs, 4e JIeKapCTBEHHUTE
MPOAYKTH, KOHWTO IIOMajgaT B oOXBaTa Ha HETOBOTO pa3pelieHHe 3a TPOHM3BOJCTBO, ca
danmuduuupaHd WIKM CHIIECTBYBAaT ChbMHEHHUs 3a (ammuduipane, HE3aBUCUMO OT TOBa Jallid
Te3W JIEKapCTBEHU MPOAYKTH ca OWJIM pa3lpoCTpaHsIBAaHW B PAMKHTE HAa 3aKOHHATa BEpHra Ha
JIOCTaBKa WJIM IO HE3aKOHEH HAuMH, BKJIIOYMTEIHO IOCPEICTBOM HE3aKOHHA Ipojaxkba upe3
yCIyruTe Ha HH()OPMAIIMOHHOTO O0IIECTBO;

10. (woBa - [IB, O6p. 102 or 2012 r., B cuma ot 2.01.2013 r.) mpoBepsiBa nanu
MIPOU3BO/IUTENINTE, BHOCHTEIUTE WM THPTOBIMTE, OT KOMTO TOJy4YaBa aKTUBHU BEIECTBA, Ca
PETUCTPUPAHU OT KOMIIETEHTHHS OpraH Ha JIbpKaBaTa 4jeHKa, B KOSITO Ca yCTaHOBEHHU;
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11. (moBa - /IB, Op. 102 ot 2012 1., B cuna ot 2.01.2013 r.) mpoBepsiBa aBTEHTUYHOCTTA U
Ka4eCcTBOTO HAa aKTUBHUTE U HAa IOMOIIIHUTE BEIIECTBA.

(2) (Homa - IB, 6p. 102 ot 2012 1., B cruta ot 2.01.2013 r.) [Ipurekarenst Ha pa3perieHUETo
3a TIPOM3BOJICTBO M3BBPILBA OAUTH B OOEKTUTE 3a MPOU3BOJCTBO U THPrOBHUs C aKTUBHU BEIIECTBA
3a cnazBaHero Ha [loOpara mpousBojcTBeHa mnpakTuka u Jlobpata nuctpuOyTopcka MpakTHKA.
[Tpurexxarenar Ha pa3pemeHHeTO 3a MPOM3BOJCTBO MOXKE J1a CKJIIOYM JOTOBOP C TPETO JIMLE Ja
U3BBPIIM OJUTA OT HETOBO MME U 32 HETOBa CMETKA.

(3) (Hosa - IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) [IpuTexkarenst Ha pa3pelIcHHETO
3a MMPOU3BOJICTBO TOKYMEHTHUpPA MPEANPUETUTE 110 ajl. 1, T. 2 u 2a MepKu.

(4) (IMpequmina an. 2 - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 1., m3m., 6p. 84 ot 2018
I., B cruia 6 Mecena ciej myOauKkyBaHe Ha choOmeHueTo mo wi. 82, maparpad 3 ot Pernmament (EC)
Ne 536/2014) IlputexxkarensT Ha paspelieHHe 3a MPOU3BOJICTBO ChXpaHSIBA MOCTPUTE H
JOKYMEHTaIUsTa 3a MPOU3BEACHUTE OT HEro JIEKAPCTBEHU NPOAYKTH M aKTHBHHM BEIIECTBA IMPU
YCJIOBHS M TI0 pejl, ONpe/iesieHn B Hapeaoara mo wi. 152, am. 1.

(5) (ITpequmna an. 3 - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., ot™., Op. 84 ot 2018
I., B cuia 6 Mecena cies my0JIMKyBaHe Ha cboOIeHueTo no 4i. 82, naparpad 3 ot Pernament (EC)
Ne 536/2014).

(6) (Ilpequmna an. 4 - /1B, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 r.) JlokymeHnTanusTa 3a
BCSKA CKJIIOUEHA CIENIKa Ce ChXpaHsiBa 5 TOAMHU U ChABPIKA J1aTa, HAUMEHOBAHUE HA JIEKAPCTBEHUS
MPOAYKT, IOCTAaBEHO KOJIMYECTBO, IME U aJIpec Ha MOJTydaTesis U MapTUIeH HOMEP.

(7) (Ilpepumrna an. 5 - /1B, 6p. 102 ot 2012 1., B cruma ot 2.01.2013 r.) [IpuTexarensaT Ha
paspelieHrne 3a MPOU3BOJCTBO OCUTYpsIBA W IMOIIbpKA CUCTEMa 3a OJOKHpaHE W M3TETJITHE OT
rasapa Ha JIeKapCTBEHHU MPOIYKTH, TOKa3aJIi HEChOTBETCTBHE C U3UCKBAHMITA 32 KAUECTBO.

(8) (ITlpegumna an. 6 - [IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) Ilpurexarensat Ha
paspellieHre 3a MPOU3BOJCTBO € JUTBXKEH Ja OJNIOKMpa U Ja W3TErNIH JIEKApCTBEHUTE MPOIYKTH,
MOKa3aJIi HEChOTBETCTBHE C M3MCKBAHUSATA 32 KA4eCTBO, EPUKACHOCT U OE30MacHOCT, 10 peaa Ha
HapenOara mo ui. 274, amn. 1.

(9) (Ilpepumna an. 7 - AB, 6p. 102 ot 2012 1., B cuia ot 2.01.2013 1.) [IpuTexarenst Ha
paspelieHre 3a TMPOM3BOACTBO € JUIbXKEH Ja OChBPEMEHSBAa IPOU3BOJACTBEHUTE METOJIU B
CHOTBETCTBUE C PAa3BUTHUETO HA HOBHUTE TEXHOJIOTUU M Pa3paOOTBAHETO HA JICKAPCTBEHH MPOIYKTH
3a U3MUTBAHE.

(10) (Homa - /1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r., npeaumna an. §, usm., op. 102 ot
2012 r., B cuna ot 2.01.2013 r.) B3 ocHOBa Ha pa3penIeHHeTo 3a MPOU3BOACTBO, U3IAACHO TI0 pela
Ha TO3W pa3/iel, NPUTESKATEIAT My MOXE Ja OCBIIECTBSIBA BHOC Ha IIOMOIIHM BEIIECTBA,
HEOOXO/MMH 3a TMPOU3BOACTBOTO HA JIEKAPCTBEHHUTE MPOJIYKTH, MOCOYEHH B PA3PEIICHUETO 3a
MIPOU3BOJICTBO.

(11) (HoBa — B, 6p. 67 ot 2020 r.) IlpuTexarensT Ha pa3pelieHHe 3a MPOU3BOACTBO
MOCTaBsl BbPXY BTOpHYHATAa OMAKOBKA, a aKO HsIMa TaKaBa — BBPXY ITbPBHUYHATA OMAKOBKA Ha
JIeKapCTBEHUTE MPOAYKTH, onpenenenu B Jenerupan pernament (EC) 2016/161, nokazatenute 3a
Oe3omacHoCT 1Mo 4. 168, an. 8.

Un. 160a. (HoB - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) M3nbaHuTETHUST
mupextop Ha MAJI cbe 3amoBes; OTHEMa M3I3aICHOTO pa3pelieHre 3a MPOU3BOJICTBO, KOTaTo He ca
HaJIMIE ycloBUATa Mo wi. 148 u He ca cmazeHW M3UCKBaHMATa Ha [loOpara mpoM3BOJCTBEHA
IIPaKTHKA, ONIPEENICHH 110 pea Ha wi. 152.

(2) M3nbnautennust gupektop Ha HAJl chc 3amoBen MpekparsBa pa3pelieHHueTo 3a
MIPOU3BOJICTBO:

1. mo MUCMEHO MCKaHe Ha TIPUTEXATeNs My,

2. Ipy NpeKpaTsBaHe HAa JEHHOCTUTE, 32 KOUTO € N3/1A/ICHO;

3. mpu 3aMYaBaHe PETUCTPAIHITa Ha ThPrOBElIa;

4. mpu CMBPT HA PU3UYECKOTO JIUIIE - €THOIMYEH ThPTOBEIl.

(3) 3anoBeara mo an. 1 Moxe na ce oOxajiBa Mo pena Ha AIMHUHHCTPATUBHONPOLIECYATHHUS
KOJIEKC, KaTO 00KalBaHETO HE CIIMPa U3MbIHEHUETO.
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Paszpen 11
BHoc Ha JiekapcTBeHU MPOAYKTH
(3ara. usm. - /IB, 6p. 102 ot 2012 r., B cuiia ot 2.01.2013 r.)

Uin. 161. (1) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) BHoc Ha TepuTopusita Ha
Penybnuka bbiarapus ot Tpera AbpkaBa Ha BCUYKM BHUJAOBE JIEKAPCTBEHH MPOIYKTH U Ha
JIEKapCTBEHU MPOAYKTH, NpEJHA3HAYEHU 3a KIMHUYHO H3MNMTBAHE, MOraT Ja M3BBPILIBAT Camo
(bu3MYeCKH WM IOPUAWYECKH JIHIA, PETHCTPUPAaHU KAaTO THProBIM IO 3aKOHOAATEJICTBOTO Ha
IbpXKaBa WIEHKAa, KOUTO ca MOJYYWIM pa3pelleHHe 3a BHOC, W3JaJ€HO OT W3IIBJIHUTEIIHUS
nupekTop Ha MAJL

(2) 3a na momyuu paspemnieHue 3a BHOC, JIMIETO 1o aj. | TpsOBa aa pasmosnara:

1. (m3m. - [IB, 6p. 102 ot 2012 r., B cua ot 2.01.2013 r.) 10 BCAKO BpeMe Hali-MaJIKoO C €IHO
KBaJTM(HUIUPAHO JIUIIE, KOETO OTTOBaps Ha M3UCKBaHUATa HA wi. 159, an. 2 u 10;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 1.) ¢ maGoparopusi 3a KOHTPOJI Ha
KauecTBOTO B CHOTBETCTBUE C H3UCKBaHMATAa Ha Hapendara mo uwi. 152 u momemieHus 3a
ChbXpaHEHHE Ha JICKAPCTBEHUTE MPOIYKTH U HA JICKAPCTBEHUTE MPOAYKTHU 32 KIMHUYHO U3MUTBAHE,
CHaOJCHH C HEOOXOJMMOTO TEXHUYECKO O0OpyABaHE, B CHOTBETCTBHE C HW3HCKBAHUATA Ha
Hapezabara o wi. 198.

Ui 162. (1) 3a monyuaBaHe Ha pa3pelieHue 3a BHOC JUieTo 1o wi. 161, an. 1 mogasa 8 UAJI
3asiBJIEHHE TI0 00pa3ell, YTBBPACH OT U3IBIHUTEIHUS AUPEKTOP HA areHIUsATA.

(2) KM 3asBnenuero no ain. 1 ce npunarar:

1. (u3m. - [IB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 1., 6p. 60 ot 2011 r., B cuia or
5.08.2011 r.) mannu 3a EnunanHus maeHTH(QHUKAIMOHEH KOJA HAa THProBela WM KOOMEpalusra OT
TbproBekus perucTwvp, a 3a ApPYyKecTBaTa, PErUCTPUpPaHU B AbpiKaBa - 4ieHKa Ha EBponeiickus
Cbl03, WIM B JbpkaBa - cTpaHa 1o CnopazymeHuero 3a EBpoOnenckoTo HMKOHOMHYECKO
MIPOCTPAHCTBO - JIOKYMEHT 3a aKTyaJlHa PETUCTPALIUs 10 HAIMOHATHOTO 3aKOHOIATEJICTBO, U3/Ia/ICH
OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JIbPKaBa;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., 6p. 67 ot 2020 r.) COUCBHK C
MEXIyHapOJAHUTE HENATEHTHH HAaWMEHOBAaHMS M THPrOBCKUTE HAUMEHOBAHHUS Ha JIEKApCTBEHUTE
MIPOJYKTH, IEKapcTBeHaTa UM (popma, ChIbPKAHUETO HAa aKTUBHOTO BEUIECTBO B J1030Ba €AMHUIIA U
KOJIMYECTBO B KpaiiHaTa OMaKOBKa;

3. (mom. - IB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) Komue OT pa3pelIeHHEeTo 3a
MIPOU3BOJICTBO, M3JAJCHO OT pEryJaTOPHUS OpraH Ha Jbp’KaBaTa H3HOCHUTEN, U cepTU(UKar,
yZIOCTOBEpsBall] CHOTBETCTBUETO Ha YCJOBMATA 3a INPOU3BOJACTBO, KOHTPOJI M CBXPAaHEHHUE CBHC
CTaHJIapTH, Hali-MaJIKO EKBUBAJICHTHU Ha cTaHAapTUTe Ha JloOpara mpon3BOCTBEHA TPAKTUKA;

4. MTOKYMEHTH, C KOMTO Ce YAOCTOBepsiBaT oOcrosrencrBata mo wi. 159, am. 1 u 2 3a
KBJIM(ULIMPAHOTO JIUIIE;

5. maHHU 3a ajgpeca Ha Tabopartopus Ha Teputopusara Ha PemyOnuka bbiarapus 3a u3BbpiiBane
Ha II'bJIEH KOJMYECTBEH M KAa4eCTBEH aHalU3 Hall-MaJKO Ha aKTUBHUTE BEIECTBA U HAa BCUYKU
JpPYTd TECTOBE U MPOBEPKH 3a JI0Ka3BaHE HA KAaYeCTBO HA BCSIKAa BHECEHA MapTUJA JIEKAPCTBEH
MPOJYKT B ChOTBETCTBHE C M3UCKBaHUATA HA Pa3pelICHUETO 3a ynoTpeda 1o pesa Ha TO3H 3aKOH U
aJpec Ha MOMEINICHUTA 32 ChXPaHEHHUE;

6. TOTOBOp, B KOMTO ca onpeaeseHd OTTOBOPHOCTUTE HA BCSIKA OT CTPAHMUTE O OTHOILIEHUE
CHa3BaHeTO Ha MpUHIMNUTE Ha JloOpaTa MpOW3BOACTBEHA MPAKTHKA OT U3IBIHHUTENS, U HAYUHBT,
M0 KOWTO KBATM(PHUITUPAHOTO juie mo 4wi. 161, am. 2, T. 1 me u3mbaHsABA 3aAbJDKEHUATA CU, B
cllyyauTe, KoraTo JuueTo no 4wi. 161, an. 1 He pa3nonara cbc coOCTBeHA 1ab0opaTopus;

7. TOKyMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpesereH B Tapudara mo wi. 21, am. 2.

(3) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) IIpu mocThnBaHe Ha 3asBICHUE
mo an. 1 HMAJI omensBa monmameHaTa JOKYMEHTAIMs W M3BBPIIBA MPOBEPKAa Ha MSICTO Ha
naboparopusiTa 3a KOHTPOJI U TIOMEIICHHSTA 3a ChbXPAaHEHHWE Ha JIEKQpCTBEHU MPOAYKTH U Ha
JIEKapCTBEHH MPOAYKTH, NpeJHA3HAYeHW 3a KIMHUYHO U3MUTBaHE, 3a YCTAHOBABAHE Ha
CHOTBETCTBHETO WM C U3UCKBaHWsATa Ha JloOpara mpou3BOJCTBeHa mpakTuka u Ha JloOpara
JTUCTPUOYTOPCKA TIPAKTUKA.
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(4) (ITpepumna an. 3 - JIB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 1.) Koraro momenienusita
3a TPOM3BOJCTBO Ca pa3MOJOXKEHH B TpeTa IbpxkaBa, ¢ KosaTo EBpomeiickara oOmHOCT HMMa
MOJNKCAHO CIIOpa3yMEHUe 3a B3aWMHO NpU3HaBaHe Ha cepTudukaru 3a JloOpa mpousBoICTBEHA
IIpaKTHKa, Juuara no wi. 161, an. 1 npunaraT xbM 3asBIEHUETO aJpeca Ha BCAKO MOMEIIEHUE 3a
MIPOU3BOJICTBO HAa JIEKAPCTBEHU IMPOJIYKTH, AKTUBHU BEIIECTBA WM JIEKApPCTBEHU MPOAYKTH,
npeJHasHaueHH 33 KIMHUYHO M3MUTBaHE, HAMMEHOBAaHUE, CEJAVIMIIEC M aJpec Ha yINpaBJICHUE Ha
JUIETO, MOIYYHIO pa3pelieHue 3a MPOU3BOJICTBO, CEpTU(DUKAT, yIOCTOBEPsIBAIl ChOTBETCTBUETO
Ha YCJIOBHUSITA 3a IPOU3BOACTBO, KOHTPOJI M ChXpAaHEHHE CHhC CTaHAAPTH, CKBUBAJICHTHH Ha
CTaHJIapTHUTE, YTBBPJACHU C M3MCKBaHUATa Ha JloOpara Mpou3BOJCTBEHA IMpPAaKTHUKA, U MUMETO Ha
KBaJIM(UIIMPAHOTO JIULIE.

(5) (ITpepumna an. 4, uzm. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B ciyyaure,
pasnmuuau oT ain. 4, MAJI u3BbpiiBa mpu HEOOXOAUMOCT MPOBEPKA HA MSICTO 32 YCTAHOBSBAaHE HA
CHOTBETCTBUE HAa JOKYMEHTAllMATa C YCJIOBUATA 3a MPOU3BOJCTBO, KOHTPOJ M CHbXpPaHEHHE Ha
JIEKapCTBEHHUTE MPOAYKTH B IbpKaBara u3Hocuten. [Ipu ycranoBsiBane Ha choTBEeTCTBHE ¢ JloOpara
npousBojicTBeHa npakTtuka MAJI u3gasa cepTudukar.

(6) (Ilpenumna an. S, uzMm. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pazxoaure 3a
M3BBpIIBaHE HA IPOBEPKATa HA MACTO IO all. 5 ca 32 CMETKa Ha BHOCUTEIIS.

(7) (Ilpeaumna an. 6, usm. - [IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) 3a u3BbpIiIBaHe
Ha TPOBEpKa Ha MSCTO MO aj. 3 WIM MO ajl. 5 3agBUTENAT 3aIlialla Takca B pa3Mmep, onpeaencH B
tapucdara mo wr. 21, an. 2.

Ui 163. (1) Keamudumupanoro mune mo uwi. 161, am. 2, 1. 1 u3gaBa ceprudukar 3a
0cBOOOXKIaBaHE Ha BCSAKA MapTUIA, YJAOCTOBEPSBAI, Y€ BHECEHATa IMapTH/A JIEKAPCTBEH MPOIYKT
OT TpeTa AbpiKaBa, HE3aBHUCUMO /Al MPOAYKTHT € MPOU3BE/ICH WK HE B JIpyra JIbp>kaBa 4JeHKa,
Ipeay J1a ce IMyCHE Ha Tas3apa Ha Tepuropusta Ha PemyOnmka Bearapus, e momyoskeHa Ha MbJICH
KAueCTBEH U KOJMYECTBEH aHAJIW3, Hall-MaJKO HAa aKTHBHUTE BEIECTBA, U Ca U3BBPIICHU BCUYKU
HEOOXOMUMHU W3NMUTBAHUS M TPOBEPKM B CHOTBETCTBHEC C W3UCKBAHHMATA 32 W3JaBaHE Ha
paspelieHue 3a ynorpeda 1o peia Ha TO3H 3aKOH.

(2) Korato maptuaara jekapcTBEH NPOAYKT, BHECEHa OT TpeTa Abp)KaBa, € MOJJIOKEHa Ha
aHalM3WTe MO al. | B Ipyra AbprkaBa 4jeHKa U ce MpUIpyk aBa OT cepTU(HUKAT 32 OCBOOOXKIaBaHE
Ha TapTHIaTa, MOJMMUCAH OT Jpyro KBaIH(HUIMpaHO IMIE, HE Ce HM3UCKBAa INPOBEKIAHE Ha
KOHTPOJIHH U3MHUTBAHUS Ha TepuTopusiTa Ha Penybnuka bearapus.

(3) Koraro maptuparta JeKapCcTBEH MNPOAYKT € BHECEHAa OT TpeTa JAbpXkaBa, C KOSTO
EBporeiickara oOIIHOCT MMa MOAMKUCAHO CIIOpa3yMeHUE 3a B3aMMHO MPU3HABaHE Ha cepTUdUKaTa
3a JloOpa TPOW3BOJCTBEHA TMpAKTHKA, KBATM(PHIMPAHOTO JHIE W3AaBa ceprudukar 3a
0cBOOOKIaBaHe Ha MapTHAaTa Bb3 OCHOBA Ha MpHApY’KaBallara mapTuaara JOKyMeHTalus, 6e3 1a
Ce Hajiara jia M3BbpINBa KOHTPOJHH U3IUTBAHUS Ha TepuTOpuUsATa Ha PermyOnuka beiarapus.

(4) (Orm. — 1B, 6p. 84 ot 2018 r., B cuna 6 mecena cnea myOaMKyBaHe HA CHOOIICHHETO IO
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

(5) (Orm. — 1B, 6p. 84 ot 2018 r., B cuna 6 mecena cnea nMyOIMKyBaHEe HA CHOOIIICHHETO O
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

(6) (U3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., ot™., Op. 84 oT 2018 1., B cuna 6
Mecena ciel myOnukyBaHe Ha choOuieHwero no wi. 82, maparpad 3 ot Permament (EC) Ne
536/2014).

(7) KBamudunupanoTo juiie 1o aj. 1 cbxpaHsBa JOKyYMEHTAIIUATA 3a BCSIKa BHECEHA TapTHIA
JIEKapCTBEH MPOIYKT Ha-MaJIKO 5 TOAWHHM U 5 IPEJCTaBs MPU MOMCKBAHE HA KOHTPOJIHHUTE OPTaHH.

(8) IlpuTexkaTensaT Ha pa3pelIeHre 32 BHOC OCUTYpsIBAa M TIOJIbpiKa CUCTeMa 3a OJIOKHpaHe U
W3TETJISIHE OT Ta3apa Ha JICKQpCTBEHU MPOIYKTH, MOKa3ald HECHOTBETCTBHE C M3UCKBAHUATA 32
Ka4ecTBO.

(9) Ilputexarenar Ha pa3pelieHHE 3a BHOC € JIBKEH Jaa OJoKupa M Ja H3TETrIu
JIEKApCTBEHUTE TMPOAYKTH, TIIOKa3ajJl HECHOTBETCTBHE C W3HUCKBaHUATA 3a O€30IacHOCT W
e(pHUKacCHOCT, ChIIIaCHO HapeadaTa mo wi. 274, an. 1.
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(10) (M3m. - [IB, 6p. 12 o1 2011 r., B cuna ot 8.02.2011 r.) Pazmopen6ute Ha un. 160, an. 1, T.
4 1 7 ce mpuiarat U 10 OTHOUIEHHE Ha IIPUTEKATEIUTE HA Pa3pelleHUe 3a BHOC.

(11) IlpuTexarensT Ha pa3pelIeHHE 32 BHOC OCUTypsBa Ha KBaTU(UIMPAHOTO JIUIE MO YJl.
161, an. 2, T. 1 HeoOXoaMMHTE YCIOBUS 32 M3NBIHEHHE Ha 3aIbJDKCHUATA MY M YBEAOMSBA
He3a0aBHO KOHTPOJHUTE OpraHu MPU HEroBaTa MpOMsIHA.

(12) Ilpu oOpa3yBaHe Ha aJIMHUHUCTPATHMBHOHAKA3aTEIHO IPOM3BOJCTBO 3a HApYIICHHS,
U3BBPUICHU MPH U3MBJIHEHUETO Ha 3abJDKEHUSATa Ha KBanuduuupanoro aune, MAJI pasnopexna
Ha MPHUTEXATelsl Ha Pa3pelIeHueTo 3a BHOC Jla OTCTPaHM BPEMEHHO KBATU(DUIIMPAHOTO JHIE OT
JUTBKHOCTTA.

Y. 163a. (Hos - /IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 1.) (1) Koraro MAJI ycranoBu
HEM'BJIHOTH U HEIOCTaThUU B MpEJCTaBeHATa JOKYMEHTAIMs, TS YBEIOMsBA MMCMEHO 3asBUTENS U
JlaBa MMCMEHU yKa3aHHUS.

(2) B cnywyaute mo an. 1 cpoksT mo wi. 164, an. 1 cnupa ma Tede A0 NMPHUBEXKIAHE HA
JIOKYMEHTaIUsATa B CbOTBETCTBUE C M3UCKBAHUATA.

Ui 164. (1) M3nenauTenausT aupektop Ha MAJI n3naBa pa3penienue 3a BHOC B Cpok 30 qHH
OT JlaTaTa Ha MOoJaBaHe Ha 3asiBICHUETO 110 4. 162 Win MOTUBUPAHO OTKa3Ba.

(2) Otka3sT o an. 1 momiexu Ha oOXkanBaHe MO pela Ha AJIMUHUCTPATUBHONPOIECYaTHHS
KOJIEKC.

(3) Pa3zpemennero 3a BHOC ce M3/laBa camMO 3a TOCOYEHUTE B 3asBJICHHUETO JICKAPCTBEHH
NPOAYKTH, TEXHH (OPMH aKTHBHU BEIIECTBA M 32 I[IOCOYCHUTE JICKAPCTBEHH TPOIYKTH,
MpeHa3HauYeH! 32 KIIMHUYHO U3MUTBAHE, U 33 IOMEUICHHATA, KbJIETO 1€ CE U3BHPIIBAT KOHTPOIBT
U CbXPaHEHHUETO.

(4) Pa3zpemenuero 3a BHOC € 6€3CpOYHO.

Y. 164a. (Hos — JIB, 6p. 67 ot 2020 r.) IIpuTexarensT Ha pa3pelieHue 3a BHOC OCUTYpsIBa
MOCTaBSIHETO BbPXY BTOPUYHATA OMAKOBKA, a aKO HsAMA TaKaBa — BbPXY I'bpPBUYHATA OMAKOBKA, HA
JIEKapCTBEHHUTE MPOIYKTH, onpeneneau B [enerupan permament (EC) 2016/161, mokasarenure 3a
6e3omacHoCT Mo wi. 168, an. 8 u ocurypsiBa BbBEKJAHETO HA WHIUBUAYATHUS UACHTU(DUKAIIMOHEH
Oesner Ha BCsKa OMAKOBKA B CUCTEMAaTa OT perucTpu B cboTBeTcTBUE ¢ [lenerupan pernament (EC)
2016/161.

Yn. 165. (Um. - B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 ., Op. 67 ot 2020 r.) (1)
[IpuTexaTensT Ha pa3pelieHre 3a BHOC OT TpeTa abpskaBa nojaasa B MAJI 3adBienne npu npoMsHa
Ha:

1. nuuero mo wi. 161, an. 2, 1. 1;

2. CIHCHKA C MEXIYHAPOIHUTE HETIATCHTHH HAMMEHOBAHUS U ThPTrOBCKUTE HAMMEHOBAHUS Ha
JIEKapCTBEHUTE MPOIYKTH, JEeKapcTBeHaTa MM (opMma, ChAbpKAHHE HAa AKTHBHOTO BEILIECTBO B
71030Ba €JMHUIIA U KOJIMYECTBO B KpalfHaTa ONaKOBKa,

3. aapeca Ha naboparopusrta mo ui. 161, an. 2, 1. 2;

4. THProBCcKaTa perucTpaus.

(2) Kpm 3asBnenuero mo an. | ce mpumaraT JOKYMEHTHUTE, CBBP3aHU C MPOMSHATA,
omnpezeneHu B wi. 165a, 1 TOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpezesieH B Tapudara mno wi. 21,
an. 2.

Ui 165a. (Hos — [IB, 6p. 67 ot 2020 1.) (1) I1pu mpomsiHa 1o wi. 165, an. 1, 1. 1 3asBuTensar
MpeACTaBs ClIeIHATa JOKYMEHTAaLIUS:

1. qumuioma 3a 3aBbPILIEHO BHUCIIE 00pa30BaHUE;

2. Tpy/AOB JIOTOBOD;

3. TOKYMEHTH, yIOCTOBEPSIBAIIM JTOMBITHUTEIIHA KBATHU(DUKAITIS;

4. TOKYMEHT 3a TPYAOB CTaX.

(2) WznmpnnuTenHaTa areHIUs MO JIeKapcTBaTa YCTAaHOBsIBA CIy’KeOHO oOcCTosITeNcTBaTa
OTHOCHO CHIUMOCTTa Ha JHIETO mo wi. 161, am. 2, T. 1, korato € OBATapcKu TpaKAaHUH. 3a
JUIaTa, KOUTO HE ca OBIArapcKu Tpa)<JIaHU, ChC 3asBICHHUETO C€ IPEACTaBs CBHJETEJICTBO 3a
CBHANMOCT WJIM aHAJIOTUYEH JIOKYMEHT, U3/1aJIcH OT KOMIIETEHTEH OpraH Ha CbOTBETHATA JbpPKaBa.

(3) Ilpu mpomsna o wi. 165, an. 1, T. 2 3a9BUTEIAT NMPEACTABS CIeIHATA TOKYMEHTAIINS

56



1. CIIUCBK ¢ MEXIyHAapOJAHUTE HEMAaTEHTHU HAUMEHOBAaHUS U ThPIOBCKUTE HAMMEHOBAHUS Ha
JICKApCTBEHUTE TPOJYKTH, JIEKAPCTBEHaTa UM (opMa, ChbIbpKaHHWE HAa AKTUBHOTO BEIIECTBO B
71030Ba €IMHHIIA U KOJMUYECTBO B KpalfHaTa OMAaKOBKa;

2. COUCBK Ha IPOLENYpPUTE 3a MPOU3BOACTBO, KOHTPOJI U CbXpPAaHEHHE Ha JIEKApPCTBEHUTE
IPOAYKTH.

(4) ITpu npomsHa 1o ui. 165, an. 1, T. 3 3adBUTENAT NpeacTaBs JaHHUTE 1o wi. 162, an. 2, T.
5 1 KomMe OT AOroBOpa B ciiy4yauTe 1o wi. 162, an. 2, 1. 6.

(5) IIpu npomsina o uin. 165, an. 1, T. 4 MAJI ycraHoBsiBa citykeOHO OOCTOsITEICTBaTa 1O
3asBEHUTE IPOMEHU B ThPIOBCKATa PErUCTpaLIMsL.

Uin. 166. (1) IIpu uznaBane Ha pa3perieHUETO, C KOETO Ce JOIyCKa MpoMsiHaTa, ce Mpujiarar
pasnopenoure Ha wi. 164, KaTo CPOKBT 3a U3/1aBAHETO MY €:

1. B cimyvaute no wi. 165, an. 1, 1. 1,2 u 4 - no 14 nuu;

2. B ciaydauTe 1o wi. 165, an. 1, 1. 3 - no 30 auu.

(2) Koraro nmpomsHnara no ui. 165, an. 1, 1. 3 He Moxe Ja ce oueHu no Jokymentu, MAJI
M3BBPILIBA IPOBEPKA HA MACTO. B Te3u citydau CpoksT 1o ai. 1, T. 2 cnupa Aa Tede J10 3aBbpIlIBaHe
Ha IpoBepKaTa.

(3) Pa3xonuTe 1o n3BbBpIIBAaHE HA MMPOBEPKA HA MACTO IO aJl. 2 ca 32 CMETKa Ha 3asBUTEIIS.

(4) 3a u3BbpHIBaHE Ha MPOBEpPKA Ha MSACTO IO ajl. 2 3asABUTENAT 3aIulallla Takca B pa3Mep,
ompeneseH B Tapudara mo wi. 21, am. 2.

Y. 167. (1) M3nbaHuTenHaTa areHIus o JieKkapcTBaTa BOAU perucTsp no wi. 19, an. 1, 1. 2
Ha U3/1aJICHUTE pa3pelleHns 3a BHOC, KOUTO ChIbpiKa:

1. HOMep U /1aTa Ha pa3pelleHueTo 3a BHOC;

2. HaUMEHOBaHME, CeJANIMIIIE U aJIpec Ha YIPABICHUETO Ha JIMLETO, OJIyYUIIO pa3pelieHue 3a
BHOC;

3. azpec Ha MOMELICHUATA 332 KOHTPOJI U ChbXpaHEHUE HA JIEKAPCTBEHUTE NMPOIYKTHU;

4. (u3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) nexapcTBEeHUTE MPOIYKTH U
¢bopmuTe, 32 KOUTO € TMOIY4YEHO Pa3peIICHUETO;

5. uMe Ha auneTo mo wi. 161, an. 2, 1. 1;

6. 1aTa Ha 3aM4YaBaHe OT PETUCThPa Ha pa3pelIeHneTo 3a BHOC M OCHOBAaHHE 32 TOBA.

(2) JJanHu ot peructbpa ce nmyoaukyBaT Ha crpaHunara Ha MIAJI B unTepHer.

Paspen 111
(Hos - JIB, 6p. 102 o1 2012 1.)
IIpon3BoacTBO, BHOC M THPrOBHS HA €1P0 C AKTHBHH BelleCTBA

Yn. 167a. (Hos - B, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) IIpon3Boactso, BHOC WK
THPrOBUS Ha €JIp0 C aKTHBHHU BEIIECTBA MOIaT Ja M3BBPIIBAT caMO (U3UYECKU WIN IOPHINYECKU
JUIa, PETUCTPUPAHU KaTO THPrOBLM MO 3aKOHOJATEJICTBOTO HA Jbp)KaBa YJEHKAa U BIUCAaHU B
peructbpa no wi. 167r.

Yn. 1676. (Hos - B, 6p. 102 or 2012 r., B cuna ot 2.01.2013 r.) (1) 3a BnucBaHe B
peructbpa mo wi. 167r 3asBurenar noxaBa B MAJl 3asBineHue mo oOpasel, yTBBPIEH OT
M3NbJIHATENHUA qupekrop Ha MAJL, koeTo cpabpxa:

1. nMme, cefanuie u agpec Ha yIpaBiIeHHUE Ha JINLETO 1o wi. 167a;

2. CIIUCHK HA aKTUBHUTE BEILIECTBA, KOUTO III€ CE BHACST, IPOU3BEX/IAT I ThPIyBaT;

3. IEHHOCTUTE, KOUTO JULETO 1o Wi. 167a 1m1e u3BbpIBa;

4. anpec Ha NOMEILIEHHUATAa U JaHHHU 32 TEXHMUYECKOTO OOOpY/JBaHE 3a OCBIIECTBSIBaHE Ha
NEeWHOCTTAa Ha JuIara no 4i. 167a.

(2) KM 3asBienuero no ain. 1 ce mpumiarar:

1. ngaHHW 3a eIuMHHMA WIACHTU(UKAIMOHEH KOJ Ha TbpProBela, a 3a JpyKecTBaTa,
perucTpupaHu B JAbp)KaBa WIEHKAa - JOKYMEHT 3a aKTyajlHa perucrpanus 1Mo HalMOHAJIHOTO
3aKOHOJATEJICTBO, N3/1aJICH OT KOMIIETEHTEH OpPraH Ha ChbOTBETHATA AbP)KABa,

2. IOKYMEHT 3a IJlaTeHa Takca mo wi. 21, an. 2.
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(3) B cpok 60 mHM OT MOCTHIIBaHE HA 3aABJICHUETO M JOKyMeHTamnusaTa 1mo ain. 1 u 2 MAJI BB3
OCHOBA Ha OLIEHKA Ha pUCKa:

1. BriucBa nuuero no wi. 167a B peructbpa 1o wi. 167r, 3a KOETO TO yBEeIOMsIBa, WU

2. yBenoMsBa 3a JlaTaTa Ha U3BBPILIBAHE HAa MHCIEKIHUS 32 YCTAHOBSIBAHE HA CbOTBETCTBUETO
Ha YCJOBMSTAa 3a U3BBpIIBaHE Ha JedHocTUTe MO wi. 167a ¢ u3uckBaHusita Ha JloOpara
MIPOU3BO/ICTBEHA MPaKTHKa 1Mo Wwi. 152, an. 1 u Ha JloOpure qucTpuOyTOpCKU MPAaKTUKK HA aKTUBHU
BellecTna no wi. 198.

(4) Koraro B pesynrar Ha uHcnekuusTa no ai. 3, T. 2 MAJl ycTtaHOBH CHOTBETCTBHUE C
n3uckBanusaTa Ha JloOpata mnpou3BojACTBeHa mpakThka mo 4wi. 152, an. 1 m nHa JloOpwure
JUCTPUOYTOPCKH MTPAKTUKN HA aKTUBHU BelllecTBa 1o wi. 198, T4 BIMCBa 3aBUTENS B PErUCThpa 110
yj1. 167T, 3a KOETO IO YBEIOMSBA.

(5) Pa3xoauTe 3a U3BbPIIBAHE HA MHCIIEKIUATA O aJl. 3, T. 2 ca 3a CMETKa Ha 3asiBUTEII.

(6) 3a u3BbBpIIBaHE HA MHCHEKIUATA MO al. 3, T. 2 3asBUTENAT 3arulalia Takca B pa3Mep,
orpeneneH B Tapudara mo wi. 21, an. 2.

(7) B cnydaute mo am. 3, T. 1 u an. 4 3agBUTENAT MOXKE Ja 3aloO4yHE Ja OCHIIECTBABA
JEHHOCTTA CH CJIe]] BIIMCBAHETO B PErUCThpa Mo wi. 167r.

Y. 1678. (Hoe - JIB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) Korato B cpoka mo .
1676, an. 3 UAJI He yBenomu, 4e 11e ObJie M3BBPIICHA HHCIICKITHS, 3asIBUTEIISAT MOXKE J1a 3all0YHe
OCBIIECTBSIBAHETO Ha IEHHOCTTA.

Yn. 167r. (Hos - B, 6p. 102 or 2012 r., B cuna ot 2.01.2013 r.) (1) M3nbinuTennara
areHUys IO JieKapcTBaTa BOAM IyOIWYEH PErucThbp HAa BHOCUTEIHMTE, MPOUZBOJUTEIUTE U
THPrOBUUTE HA €APO C AKTUBHU BEILLECTBA, KOWTO ChIbpKa:

1. ume, ceganuiie u aapec Ha yIpaBJiIeHUEe Ha JIMLETO 1o wi. 167a;

. CHUCBK Ha aKTMBHMTE BEILIECTBA, KOUTO CE€ BHACAT, IPOU3BEXKAAT UIH THPryBarT;
. IEUHOCTHUTE, KOUTO JIMIETO 1o Wi. 167a 11e u3BbpIIBa;

. 4Jipec Ha MOMEIIEHUATa, B KOUTO CE U3BBbPIIAT IEHHOCTUTE;

. 3a0€JIeKKH 110 BIIUCAHUTE 00CTOSITEICTBA.

(2) WznbnanutenHaTa areHuus IO JieKapcTBaTa BbBekJa B 0Oazara JaHHU 1o wi. 147
nH(popMalng 32 PEerUCTPUPAHUTE BHOCUTEIH, MPOU3BOIAUTENH U THPIOBLUU Ha €IpO C aKTUBHU
BELIECTBA.

Un. 167n. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) JIunero mo un. 167a
nonasa B MAJI exxeronHo 1o 31 stHyapu yBeJOMJIEHUE 3a HACTHIIWIIM MPOMEHU B MH(OpManUsITa,
BIIMCaHa B PErUCTHpa 1o wi. 167r.

(2) Tlpum nHacTpmBaHEe Ha MPOMEHHU, KOMTO MOraT Ja MOBJIMSST Ha KayecTBOTO WJIM Ha
0€30IacHOCTTa Ha aKTUBHUTE BEIIECTBA, KOUTO CE€ MPOU3BEXJIAT, BHACAT WM pa3npoCTpaHsBar,
nuuero no wi. 167a yBegomsasa MAJI HezabaBHoO.

UYn. 167e. (Hos - JIB, 6p. 102 ot 2012 1.) (1) (B cuna ot 2.01.2013 r. - /IB, 6p. 102 ot 2012
r.) IIpon3BoACTBOTO, BHOCHT M THPrOBHUSITA Ha €IpO C AKTUBHU BEILECTBA HAa TEPUTOpHUATA Ha
Penybnuka bbarapusi, BKIIOYHTENTHO Ha aKTHBHHM BEIECTBA, NpEJHA3HAYCHH 3a H3HOC, Ce
M3BBPIIBA B CHOTBETCTBUE C [loOpara mpowmsBojacTBeHa mpakTthka U J[oOpurte auctpuOyTOopcKu
MPaKTUKU 332 aKTUBHU BEIECTBA.

(2) BHocutenuTe MoraT Ja BHAcSAT aKTUBHU BeIlECTBA CaMO aKO ca CMa3eHU CIEIHUTE
YCIIOBUS:

1. (8 cuma ot 2.01.2013 r. - JIB, O6p. 102 ot 2012 r.) akTHBHUTE BeIIECTBa ca OWIHN
MIPOU3BEICHN B CHOTBETCTBUE ChC CTaHIApTH 3a JloOpa mpou3BoACTBEHA MPAKTHUKA, KOUTO ca Haii-
MaJIKO €KBUBAJICHTHU Ha ycTaHOBeHUTE OoT EBporelickus cbio3, u

2. (B cuna ot 2.07.2013 1. - /IB, 6p. 102 ot 2012 r.) akTUBHHUTE BELIECTBA CE MPUAPYKABAT OT
MMCMEHO MOTBBPKACHUE OT KOMIIETEHTHHSI OpPraH Ha JbpKaBaTa U3HOCUTEN, Ye:

a) crangaptute 3a JloOpa mNpOM3BOACTBEHA MPAKTUKA, NPUIOKUMH KbM OOEKTa 3a
MIPOM3BOJICTBO HA M3HECEHWUTE aKTUBHU BEIIECTBA, Ca Hall-MaJIKO €KBUBAJIEHTHU HA YCTAaHOBEHHTE
ot EBponelickus cbro3;

N =W
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0) CHOTBETHHUSAT OOEKT 3a IPOU3BOJCTBO MOJJICKH HA PEIOBEH KOHTPOJ M B HETO CE IMpuara
epexTuBHO JloOpaTa MpOM3BOACTBEHA MPAKTHKA, KaTO TOBAa BKJIIOYBA MHOTOKPATHU M BHE3AIHU
MHCIEKIWHU, C eJl TapaHTHpaHe 3aKpuiia Ha OOILIECTBEHOTO 3/paBe, Hail-MajJKO paBHOCTOWHA Ha
Ta3u B EBpONIEHCKUS CbIO3, U

B) B clyyail Ha KOHCTaTHpPaHO HECMa3BaHE Ha HW3HCKBAaHUATA JAbp)KaBaTa HM3HOCUTEN IIE
uHpopmupa HezabasHo NAJL

(3) (B cuma ot 2.07.2013 r. - JIB, 6p. 102 ot 2012 r.) M3uckBanero Ha an. 2, T. 2 HE ce
npujara, aKko JbplKaBaTa H3HOCUTENl € BKJIIOYeHa B cmuchka mo wi. 1116 or [lupektusa
2001/83/EQ.

Uin. 167x. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 2.07.2013 r.) (1) Ilo uskimtouenue, Korato
€ He0OXOMMO J1a C€ OCUTYPH HaJIUYMETO Ha JIEKApCTBEHU MPOIYKTH, BHOCUTEISAT MOXE Jla BHACS
AKTUBHOTO BEIIECTBO 0€3 MICMEHOTO MOTBBPXKIEHUE 1Mo Wi. 167¢, an. 2, T. 2 3a CPOK HE MO-TBIIBT
OT CpPOKa Ha BAJIMJHOCT Ha cepTtudukara 3a J[oOpa mpou3BOACTBEHA MIPAKTUKA, KOTaTO OOEKTHT 3a
MIPOU3BOJICTBO HAa aKTUBHO BEIIECTBO B JIbpXKaBaTa U3HOCHUTEN € OWJI HHCIIEKTHPAH OT PeryaTopeH
OpraH Ha JIbpKaBa YiICHKAa M € YCTAaHOBEHO, 4Ye CIa3Ba MPHUHIMUIIUTE U PbKOBOACTBara 3a J(oOpa
MIPOM3BOJICTBEHA MTPAKTUKA.

(2) B ciiyuaute no an. 1 MAJI yBenomsiBa EBponeiickata kKoMucus.

Un. 1673. (HoB - B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) IIpurexarenure Ha
paspelleHus 3a MPOU3BOJCTBO, BKIIOYUTEIHO T€3U, KOUTO M3MBIHABAT JIeHHOCTUTE MO Wi. 1680,
aJll. 2, ce CMATAaT 3a MPOU3BOAUTEINN 1O CMHUCHIA Ha § 13, T. 3 OT JOBIHUTETHUTE pa3nopenon Ha
3akoHa 3a 3al[UTa Ha MOTPEOUTENUTEe U HOCAT OTTOBOPHOCT 32 BPEAM, MPUUYMHEHU OT AC(PEKT Ha
CTOKHUTE, MIPEIBUICHA B HETO.

I'naBa mecra
OIMMAKOBKH U JIUCTOBKU HA JIEKAPCTBEHU MPOAYKTH

Un. 168. (1) OnakoBkaTta Ha JEKapCTBEH MPOAYKT C€ ChCTOM OT IMMbPBUYHA W/WUIIM BTOPUYHA
OTaKOBKa M OT JIMCTOBKA 32 MallMeHTA.

(2) (U3m. - 1B, 6p. 61 ot 2011 r., B cuma ot 10.11.2011 r.) Bropuynara omakoBka Ha
JIEKApCTBEHH TPOJIYKTU, ChIBPKAIM BEIIECTBA, MOCOUYEHU B CIHMCHKA MO wi. 3, al. 2, T. 2 OT
3akoHa 3a KOHTPOJ BHPXY HAPKOTUYHHUTE BEIIECTBA M MPEKYPCOPHUTE, CE€ MApKHpa TUATOHAIHO C
JIBE€ YEPBEHU JICHTH, 4 BTOPUYHATA OMAKOBKA HA JICKAPCTBEHU MPOAYKTH, ChIbPKAIIHN BEIIECTBA OT
cnuchka mo uwi. 3, am. 2, T. 3 oT 3akoHa 3a KOHTPOJN BBPXY HAPKOTUYHHUTE BEIIECTBA U
MPEKypcopuTe - C JBE€ CHUHM JieHTH. OnakoBKaTa 3aabJDKUTENTHO ChIBPKA YKa3aHUE, Ue
JIEKAPCTBEHUAT MPOIYKT CE€ OTIIYCKA CaMO MO CIEIUAIHO JEKapCKO MPEANUCaHue.

(3) (M3m. - IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) JIucToBKara Ha JEKapPCTBEHUTE
MPOJIYKTH, BKIIOYEHH B crnuchbka mo wi. 23 oT Permament (EO) Ne 726/2004 na EBpomneiickus
napiamMeHT ¥ Ha CbBeTa, ChIbpka MHGOPMAIUS ChC CISAHHS TEKCT: ,, 103 JIEKapCTBEH MPOIYKT
MOAJIEKH Ha JOMBIHUTENHO Habmogenue™. Ilpen TekcTa ce mocTaBs 3HAK B UEPEH LBST CHIIACHO
yieH 23, maparpad 5 ot Permament (EO) No 726/2004 na EBpomnelickust mapaamMeHT U Ha CbBeTa,
MIPUAPYKEH OT 00SCHUTEIIHA OeNexKKa.

(4) (U3m. - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) B nucToBKara Ha J€KapCTBEHHUTE
MPOJIYKTH C€ BKIIOYBA CTaHAAPTEH TEKCT, C KOWTO MAIIMEHTUTE ce MPHKAHBAT Ja JOKIaJBaT Ha
MEIHMIIMHCKUTE CIECIHATUCTH Wiu AUpeKkTHO Ha MAJI Bcsika momo3upaHa HexenaHa JIEKapCTBEHA
peakius cbriaacHo obpasure mo wi. 185, an. 2, 1. 4.

(5) Korato nexapcTBEHHST MPOAYKT C€ pasperiaBa 3a ymorpeda Ha TEpUTOpHITa HaA
Penybnuka bearapus, BbpXy BTOpUYHATA MYy OIAKOBKAa C€ IMOCTaBs MapKHUPOBKA 3a pa3eiHO
ChOMpaHe W pEeluKIMpaHe CHIIACHO 3aKOHA 3a YMPaBIEHWE Ha OTHAABIIUTE W aKTOBETE TIO
MIPUJIATAaHETO MY.

(6) Koraro nekapcTBEHUSAT MPOIYKT CE paspelnaBa 3a ynorpeda, HAUMEHOBAHUETO MYy BBPXY
BTOpHUYHATA OTAKOBKA, JIeKapcTBeHaTa (hopMa U ChIBPKAHUETO Ha aKTUBHOTO BEIIECTBO B J030Ba
eqHUIA ce U3MHUCcBa U ¢ bpaiinosa az0yka.
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(7) U3uckBanusATa Ha ain. 6 He ce MpuIarar 3a BAKCUHU U JIEKapCTBEHU MIPOAYKTH B OOJTHUYHU
OIAaKOBKHU.

(8) (Homa - /IB, Op. 102 ot 2012 r., B cruta ot 21.12.2012 r.) BepXy BTOpHYHaTa OMaKoBKa, a
aKo HJMa TakKaBa - BbPXY IIbPBUYHATA OMAKOBKA HA JICKAPCTBEHHUTE MPOAYKTH, C M3KIIOUYCHHE HA
panuodapmaneBTUIM, C€ HAHACHT:

. unaMBHyaneH uIeHTU(UKAMOHEH OeJer 3a MOoKa3aTeNuTe 3a 0e30MacHOCT, KOWTO J1aBa
BB3MOKHOCT ThPrOBIMTE HA AP0 U IpeOHO aa:

a) IPOBEPSABAT ABTCHTUYHOCTTA HA JIEKAPCTBEHUS IPOAYKT;

0) uneHTU(PUITMPAT OTACITHA ONAKOBKH;

2. CpencTBO, C KOETO Ja CE M3BBPINBA MPOBEPKA HA OMAKOBKATa HA JICKAPCTBEHUS MPOIYKT
Jany e Ouiia MojAnpaBeHa.

Un. 168a. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Bepxy onakoBkara Ha
JIEKapCTBEH MPOAYKT, KOWTO C€ OTIyCKa IO JIEKapCKO MpEeANNCaHHe, Ce HaHACAT MOKa3aTesd 3a
6e3omacHoCT Mo wi. 168, an. 8, ¢ M3KIIOYCHNE HA CIIyYauTe, B KOUTO JICKAPCTBEHUST MPOAYKT €
BKJIIOYEH B CIIMCHKA, onpezeseH oT EBponeiickara koMucHus ¢ Jieferupas akT 1no 4i. 16806.

(2) Bppxy omakoBkara Ha JEKapCTBEH MPOAYKT, KOHTO C€ OTIycKa 0e3 JIeKapcKo
IpeanrcaHue, He ce HaHacAT MoKa3aTesu 3a Oe3omacHocT mo wi. 168, an. §, ¢ u3KiIoueHue Ha
CIlydauTe, B KOUTO JICKAPCTBEHHST MPOAYKT € BKIIOYECH B CIIMCHKA, onpezenieH oT EBpomelickara
KOMHCHS C JellerdpaH akT Mo wi. 1680, ciex KaTo € OLEHEeH, Y€ € HU3J0XKEeH Ha PUCK OT
bammudunmpane.

(3) UsnbnHuTennaTa areHuus 1o JiekapcrBaTta yBenomsBa EBponeiickara komucus:

1. 3a mexapcTBEHH MPOAYKTH, KOUTO C€ OTITyCKaT Oe3 JIEKapCKO IMpEearucaHue, 3a KOUTO €
YCTAHOBMJIA, Y€ ChILIECTBYBA PUCK OT GanpUIUpaHe;

2. 3a JEKapCTBEHH TPOIYKTH, 3a KOUTO € YCTaHOBHJA, Y€ HE CBIIECTBYBa PHUCK OT
¢anmuduuupane, Npyu OTYUTAHE HA CIETHUTE KPUTEPUH:

a) eHa 1 00eM Ha MPOJAKONTE Ha JICKAPCTBEHHS TPOIYKT;

0) Opoil u yecToTa Ha ciy4au Ha (ammuuUIUpPaH JEKapCTBEHU MPOAYKTH, PETUCTPUPAHH B
pamkuTe Ha EBpOMEHCKUs ChIO3 W B TPETH JBPXKABH, W MPOMSHA B OpOs M YECTOTa HA TMOAOOHU
Cllyyad B UCTOPHUYECKHU IJIaH;

B) CrielU(UIHN XapaKTEPUCTUKN Ha CHOTBETHUTE JICKAPCTBEHH MTPOIAYKTH;

I') TEKECT Ha 3a00JIIBaHUATA, YUETO JICUCHHE CE LIENIH;

1) APYTH TMOTSHIIMAIHU PUCKOBE 32 OOIIECTBEHOTO 3/IPaBe.

UYn. 1686. (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) [IpaBunara oTHOCHO
nokasareiaure 3a O6e3zomacHocT mo 4. 168, am. 8 ce ompenensat or EBpomneiickata komucus c
JIeNIeTUpaHUTE aKTOBE 10 wieH 54a, naparpad 2 ot Jupexrusa 2001/83/EO.

(2) Tloka3zaTenuTe 3a 6€30MACHOCT HE CE€ MPEMaxBaT, HUTO CE 3aKPUBAT YACTUYHO WJIM U3IISUIO,
OCBEH aKO Ca U3IbJIHEHU CIIeTHUTE YCIOBUS:

1. mputexarensT Ha pa3pemieHHEeTO 3a MPOW3BOJCTBO, MPEAW YAaCTUYHO WM HAITBJIHO /1
IpeMaxHe WJIM 3aKpue IMoKas3aTelauTe 3a 0e30MacHOCT, MPOBepsBa Jalld ChOTBETHHST JIEKaPCTBEH
MPOAYKT € aBTEHTHYEH U JTAJIA He € OWJI TIO/NIPABEH;

2. IpUTEXATeNAT Ha pa3pelleHne 3a MPOU3BOACTBO MIPU ClIa3BaHe M3UCKBAHMATA Ha 4il. 168,
al. 8§ MOKe J1a 3aMEeHH ToKa3aTeuTe 3a 0Ee30MaCHOCT C PAaBHOCTOWHM Ha TSIX IO OTHOIICHUE Ha
BB3MOKHOCTTa 3a TrapaHTHpaHe Ha aBTEHTUYHOCTTA, WJCHTU(UKALUATA W OCUTYPSIBAHETO Ha
JI0Ka3aTesCcTBa 3a MOANPABSIHETO Ha JIEKAPCTBEHUS TIPOTYKT.

(3) [oka3zaTenuTe 3a 6€30MACHOCT C€ CMATAT 32 PABHOCTOWHHU, aKO:

1. OTroBapsAT Ha W3UCKBAHUSATA, ONPECIICHH B JIEIETHPAHUTE aKTOBE 1O WieH 54a, maparpad
2 ot Jupextusa 2001/83/EO, u

2. ca ChIIO TOJNKOBAa €()EKTUBHHU, KAaTO IIO3BOJISIBAT TPOBEpKaTa HAa aBTEHTHYHOCTTA W
UACHTUUKAIMATA Ha JIGKAPCTBEHUTE MPOAYKTH M OCHUTYpSIBAaHETO Ha JOKa3aTelcTBa 3a
MOJIIPABSHETO WM.
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(4) 3amsHaTa mo an. 2, T. 2 ce W3BBpIIBA, 03 Ja ce OTBapsl IMbPBUYHATA OIAKOBKA Ha
JICKapCTBEHHS MPOJIYKT U B ChOTBETCTBHE C J[oOpara mpoM3BOACTBEHA MPAaKTHKA 32 JIEKAPCTBEHU
MPOIYKTH.

(5) UsnbpnHuTenHaTa areHIys MO JeKapcTBaTa OCBILECTBSIBA HAA30p BBPXY 3aMsHaTa Ha
[IOKa3aTeInTe 3a 0€30IMacHOCT.

Un. 169. (1) Uadopmanusita BbpXy ONAKOBKUTE U B JIMCTOBKATa Ha JIEKAPCTBEH MPOIYKT
TpsOBa /1a € B MBJIHO ChOTBETCTBUE C JJAHHUTE B KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTa, 0100peHa
or MAJl mpu wu3naBaHe Ha pa3pelIeHUETO 3a ymoTpeda, W Ja OTroBaps Ha M3MCKBAHMATA,
ompeseaeHu B Hapeaoara mo 4wi. 170.

(2) Uadopmanusata BbpXy ONAKOBKUTE M B JHCTOBKaTa MOXe Ja Ob/ie Ha HAKOJIKO €3UKa, HO
3aIBJDKUTENIHO SAUHUST TpsOBa na € Obiarapcku e3uk. ChabpkaHHMETO Ha HHGOpManuaTra Ha
Pa3IMYHM €3UIH TPSIOBA 1a € UACHTUYHO.

(3) HaumeHnoBaHHETO Ha JIEKAPCTBEHMS MPOIYKT 3aJBKUTEIHO Ce M3MHMCBA Ha OBJITrapcKu
€3UK, a MEeKIYHApOJHOTO HEMAaTeHTHO HAaWUMEHOBAaHWE Ha JICKAPCTBEHOTO BEIIECTBO CE H3IHCBA
CcbOOpa3HO AHATOMO-TepaneBTUYHO-XxUMHUYHATa kinacudukarms Ha C30. MMero u ampechT Ha
MIPUTEXKATENS HA Pa3pelICHUETO 3a yIoTpeda MOXKe Jja ce M3MHIIAT Ha JIATHHHLIA.

(4) Nudopmanusara BbpXy OMAKOBKUTE U B JIMCTOBKUTE TpsAOBa 1a € Ha pa3dupaeM 3a
MaIMeHTa €3HK, J]a € YeTJIMBA U JIa € He3aININMA.

(5) (HoBa — JIB, 6p. 18 ot 2014 r.) JIucroBkara Tpsi6Ba 1a € opopMeHa 1Mo TaKbB HAYMH, Y€
Ja e sicHa U pa3dupaemMa, KaTo MMO3BOJISIBA HA MAIMEHTA J1a IPEAprueMe TOAXO0 AN ISHCTBUS, TIPU
HE00XOIUMOCT, C TIOMOIIITA HA METUIIUHCKU CTICIIMATTUCTH.

Ui 170. (1) (Ilpeaumen tekcr Ha wi. 170 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.)
W3uckBaHusiTa KbM OINAKOBKUTE M JIMCTOBKUTE HA JIEKAPCTBEHHUTE MPOAYKTU C€ OIpeNessT B
Hapen0a Ha MUHHCTBPA Ha 3/[paBEONa3BaHETO.

(2) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., mom., 6p. 18 ot 2014 r.) Korato
JIEKapCTBEH MPOAYKT, pa3pelieH 3a ymoTpeda Mo peaa Ha TO3HM 3aKOH, HE € MpeJHa3HaueH 3a
JUPEKTHA IOCTaBKa Ha MAIleHTa WU He € HallM4YeH Ha ma3apa B PemyOnuka boarapus, UAJI moxe
Jla pa3pem yrnoTrpedara My, KOrato HIKOM OT JaHHUTE, ONpeNeNieHH B Hapenbara mo ai. 1, He ca
HaHECEHH BbPXY OMAaKOBKaTa UM B JINCTOBKATA.

(3) (Hoa - IB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) B ciuyyaute mo am. 2
nH(popManuaTa BHPXY OINAKOBKUTE M B JIMCTOBKaTa MOXE Ja He ObJe MpelocTaBeHa M Ha
OBJITAPCKU €3HK.

(4) (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) YcnoBusita u peasT 3a JOCTaBKa
Ha JIEKapCTBEHUTE MPOAYKTH 1O all. 2 ce oNpeAesnsT ¢ Hapeadara no wi. 198.

T'naBa ceqma
KIIACU®UKALIUA HA TEKAPCTBEHUTE INPOAYKTHU

Yn. 171. (1) B 3aBucuMOCT OT HayMHa Ha OTIyCKaHE JIEKAPCTBEHUTE MPOIYKTH Ce
KJacuuIupar Karo:

1. nexapcTBeHH MPOLYKTH, OTITYCKAHHU IO JIEKAPCKO MPEANNCAHUE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU 0€3 JIeKapCKo MpeIucaHue.

(2) (Jom. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PexxumbT Ha OTIyCKaHEe Ha
JIEKapCTBEH TPOAyKT ce ompenens oT MAJI B paspemeHueTo 3a ynorpeda/y1oCTOBEpPEHHUETO 3a
perucTpanys Win paspelieHUETO 3a apajeieH BHOC Ha JIEKApCTBEHUS IPOAYKT Ha TEPUTOPUSITA HA
Peny6nuka bearapus.

(3) JIuuero mo ui. 26, an. 1 mocouyBa pexuMma Ha OTITyCKaHE Ha JEKapCTBEHUS MPOJIYKT B
3asIBJIGHHETO 3a pa3pelieHHe 3a ynoTpeda/yJOCTOBEpEHHUETO 3a perucrpamus, 3a NpoMsHa Ha
pa3pelIeHneTo 3a yrnorpeda Hii MpH MOJAHOBIBAHETO MY.

Un. 172. JlekapctBenute mnpoayktd mo wi. 171, an. 1, 1. 1 ce pasgensar B ciegHuTe
KaTeropuu:

1. JexkapcTBEHM HPOAYKTH C OTPAHUYEHO JIEKapCKO INpEeANHCaHHe, NpPeIHA3HAYCHH 32
ynorpeba caMo B HIKOU CHEIHATU3UPaHU 00JIaCTH;
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2. IeKapCTBEHU IPOAYKTH - OOEKT Ha CIIELUAJIHO JIEKapCKO MPEIUCAHNUE;

3. JEeKapCcTBEHM IMPOJIYKTH 32 MHOTOKPATHO WJIM €JHOKPAaTHO OTIyCKaHE M0 €IHO U ChIIO
JIEKapCKO MpeAucaHue.

Y. 173. o nexapcko MpeanucaHue ce OTIYCKAT JIEKApCTBEHU NPOAYKTH, KOUTO OTTOBAapAT
Ha CJIeIHUTE U3UCKBAHUSA:

1. Morar na mpencTaBiIsABaT MpsKa UM KOCBEHA ONACHOCT 3a 3JIpaBETO Ha XopaTa J0pH IpHU
IIPaBUJIHA YIIOTpeOa, ako ce mpuiiaraT 0e3 MeIMIUHCKO HaOII01eHHE;

2. 4eCTO M MHOIO IIMPOKO C€ IpuJaraT HENpaBWJIHO M B pe3ysTaT Ha ToBa MoraT jaa
IIPEJCTABIABAT OMACHOCT 3a 3[JpaBETO Ha XOpara;

3. ChOBpKAT BEIIECTBA, YMATO AKTMBHOCT W/WIIM HEKEJIaHU JIEKAPCTBEHU PEAKIMH W3UCKBAT
[IOCJIe/IBAIIO IOIbIHUTEIIHO IPOYYBaHE;

4. 0OMKHOBEHO ce IMPEANUCBAT OT JIEKap 332 HapeHTEPATHO MPUIIOKECHHUE.

Un. 174. JlekapcTBEHUTE NPOAYKTH MOMJICKAT HA CIECIIUATHO JIEKAPCKO MpEeaNucaHue, Korato
OTrOBapsAT Ha HIKOE OT CJIEAHUTE yCIOBUS:

1. chbabpKAT HAPKOTHUHH BEILIECTBA [0 CMUCHJIA HA 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUUHUTE
BEIIECTBA U MTPEKYPCOPUTE B KOJIMUYECTBA, TOMYCTHMH 32 YIoTpeoa;

2. mpu HempaBWIHa ynorpeba MoraT Aa Cb3/aJaT 3HAuUMTENEeH PUCK OT 3y0ynorpeda, Aa
JIOBEJIAT J10 JIEKAPCTBEHA 3aBUCUMOCT WJIM JIa CE U3MO0JI3BAT 32 HE3aKOHHU 1IEeJIN;

3. CbObpKAT HOBU JIEKAPCTBEHU BEILECTBA, YMMTO XapaKTEPUCTUKU HE ca JOCTAaThYHO
M3BECTHU U MOPaJM Ta3u IpPUYMHA C MPEBAaHTHBHA 1I€J MoraT Ja ObJaT OTHECEHHW KbM Ipyrnara
JIEKapCTBEHU MPOAYKTH 110 T. 2.

Un. 175. JlekapcTBeHUTE MNPOAYKTH IOJUIEKAT HA OrPAHUYEHO JIEKAPCKO MPEANHCAHUE,
KOIaTo OTTOBAPST HA HIKOE OT CJIEJAHUTE YCIOBUS:

1. orpaHuyeHH ca 3a MPWIOKEHHE caMO B OOJHUYHM YCIIOBHUS IOPAJU OIPAaHUYEH OIHUT 3a
ynoTpe6a Win B UHTEpEC Ha 0OLIECTBEHOTO 3/IpaBe;

2. TmpeIHAa3HAYCHHW ca 3a JieueHHWEe Ha OOJIECTHH CBCTOSHHS, KOMTO MOTraT naa Obaar
JIMAarHOCTULIIMPaHW CaMO B JICUEOHHWTE 3aBEJCHMS, HE3aBUCUMO ue [MpUJIaraHeTo UM U
MPOCJeIIBAHETO HA X0/a Ha JICYEHUETO MOXKE J1a CE OCHILIECTBABAT U B IPYTH 3[paBHU 3aBE/ICHUS;

3. mpenHa3HauyeHU ca 3a JeueHHe Ha amOysnaTopHO OOJIHM, HO ymoTpebaTa UM MOXeE Ja
MIpeIn3BUKa CEPUO3HU HEXEJIaH!U JIEKapCTBEHU peakluy, HaJlaraly MpeanucaHie oT CHeHaIuCT U
HaOJII0ICHNE 110 BpEME Ha JIEYEHUETO.

Un. 176. (1) V3nbaHuTeNHATa areHuys 1o jJeKapcTBata MOXKe J1a He 0J100pu MOMCKaHHS OT
3asiBUTENA 110 WI. 26, an. 1 pexuM Ha OTIIyCKaHEe Ha JIEKapCTBEH NPOAYKT Bb3 OCHOBA HA MPELEHKA
Ha:

l. mMakcuMmanHara €IMHHYHA [03a, MakKCHUMajHaTa IOHEBHA [03a, KOJMYECTBOTO aKTHUBHO
BELIECTBO B €/HA J1030Ba €IUHMIIA, JIEKApCTBEHaTa (opMma, cHenu(uueH BHJ Ha MbpPBUYHATA
OIIaKOBKa Ha MPOIYKTa, U/UIH

2. npyru crienupUYHY yCIOBUS Ha yroTpeoa.

(2) M3mbiiHuTENHATAa areHnMs Mo JIeKapcTBaTa MOXe Ja He MOCOYM TOYHATa KaTeropusl Ha
JIEKApCTBEHMS MPOAYKT 10 wi. 172, HO cbriacHO kpurepuute 1o 4i. 174 u 175 onpenens nanu
JICKapCTBEHUAT TPOJAYKT ce Kilacu(puuupa KaTro MpPOAYKT, OTIYCKaH CaMO IO JIEKapCKO
MpenrcaHue.

Y. 177. JlekapcTBEHUTE NPOAYKTH, KOUTO HE OTTOBAPAT HA M3MCKBaHUATa 1o wi. 173, 174 n
175 m Ha KpuTepuurte, OmpejelieHn B Hapeadbara mo wi. 178, ce oTmyckar 0e3 JieKapcko
IIPENINCAHUE.

Un. 178. Kpurepuute 3a kinacupukanus Ha JEKapCTBEHUTE MPOIYKTH U M3UCKBAHUATA KbM
JOKyMEHTAIUATa 32 W3BBPIIBAHE Ha NMPOMsHA B KJIACHU(HKAIMATA ce ONpeaesisaT B Hapeabda Ha
MUHHUCTBpA Ha 3/IpaBEOINa3BaHETO.

Un. 179. (1) MU3npaauTenHaTa areHIys 1o JIeKapcTBaTa U3roTBs U MyOJIMKyBa Ha CTpaHULIATa
CH B MHTEpPHET CIMHCHK Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO C€ OTIIYCKAT IO JIEKapCKO MpeArnucaHme
Ha TepuTopusTa Ha PemyOnuka bearapus.

(2) CiucbkbT MO am. 1 ce akTyanu3upa eKeroaHo.
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Un. 180. Ilpy HamMuMe HAa HOBM JaHHU 3a JIEKAPCTBEH MPOJYKT, 32 KOMTO MMa HM3[1aJICHO
pasperieHue 3a ynorpeba win yaocroBepeHue 3a perucrpanus, MAJl npepasriexaa, a Koraro €
Heo0XouMO, TpOoMeHs KiacuukanusaTa ChIIaCHO HM3UCKBaHMUATA Ha wi. 173 W KpuTepuure,
MOCOYEHH B Hapeaoara mo wi. 178.

Ui 181. B cimydaute, koraTo € paspelnieHa IpoMsiHa B Kilacu(HUKaIuaTa Ha JaJeH JICKapCTBEH
MPOAYKT BB3 OCHOBAa HA 3HAYMTEIHU MPEAKIMHAYHU WIM KIMHUYHU W3NUTBAHUS, CIIE/IBAIll
3asiBUTEIl WM TMPUTEXKaTesl Ha pa3pelieHue 3a ynorpeda HE MOXE Jla ce M030BaBa B CPOK €llHA
roJIdHa OT JlaTaTa Ha Pa3pelIeHUETO 3a MPOMSHA, M3/aJICHO OT PEryjaTopeH OpraH Ha JIbpKaBa
YJIeHKa, IIPU [10/1aBaHEe Ha 3asBJICHHE 3a MPOMsIHA Ha KJIacU(UKALMATA HA CHIIOTO BELIECTBO.

Un. 182. M3nbiHuTenHaTa areHuus IO JIEKapCTBaTa €XErogHo yBeaomsiBa EBporeiickarta
KOMUCHS ¥ PEryJaTOPHUTE OpraHu Ha IPYTUTe IbpKABU YJICHKU 32 HACTHIIUIU MPOMEHH B CIIUCHKA
o . 179.

T'1aBa ocma
MNPOCJIEISABAHE HA JIEKAPCTBEHATA BE3OIIACHOCT

Pasznen I
OO01mM nosoxkeHust
(3aru. HoBo - /IB, Op. 102 ot 2012 r., B cus1a ot 21.12.2012 1.)

Un. 183. (U3m. - IAB, Op. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbnuurennara
areHuus Mo JeKapcTBaTa OpraHU3Mpa M MOAIBbpPXKA CHCTEMa 3a MPOCIEAsBaHE Ha JIeKapCTBEHATa
0€30MacHOCT 32 U3IIBJIIHEHHUE Ha 3aIbJDKCHHUATA 110 Ta3H TJIaBa.

(2) Cucremara mo an. 1 ce u3non3Ba 3a chOUpaHe Ha MHQPOPMAIMSI OTHOCHO PUCKOBETE OT
JIEKapCTBEHHUTE MPOAYKTH 3a 3/[PaBETO HA MALMEHTUTE U 3a 00mecTBeHOTO 3/1pase. MHbopmarusiTa
oOxBaina cro0LICHHS 32 HEeXKEJIaH! JIEKapCTBEHH PeaKkliu MpH yrnoTpeda Ha JIeKapCTBEH MPOIYKT B
CBHOTBETCTBUE C yTBBPJEHATAa KpaTKa XapaKTEPUCTHKA, KAKTO W WHGOpManus 3a 3J0ymnoTpeda u
ynoTpeba, KOSTO He € B ChOTBETCTBUE C YTBBbpJAEHATa KpaTKa XapaKTepUCTUKAa Ha IMPOJYKTa,
BKJIFOUMTEIHO MH(pOpMalKs 3a HEXEJaHU JIEKapCTBEHU peakluu, HaOJII0JaBaH! NP U3I'bJIHEHUE
Ha NMpo(eCHOHATHN 3abIKEHHS.

(3) MsnbiHuTenHata areHuus IO JeKapcTBara Banuaupa, oOpaboTBa M Kiacupuuupa
uHpopMmanuaTa Mo aja. 2, MpaBM HayyeH aHaIU3 Ha ChOpaHMTE JaHHM C OIJIeJ OIleHKa Ha
BB3MOXHOCTUTE 3a HaMmallsiBaHe M NPEJOTBpATsABaHE Ha pUCKAa M IpeanpueMa HeoOXOAUMHUTE
JIeWCTBUS 10 OTHOUICHHE HA Pa3pelIeHUeTOo 3a ynoTpeba Ha JIEKapCTBEHUS MPOTYKT.

(4) M3nbinHuTENIHATA areHIys 1o JeKapcTBaTa U3BbPILIBAa OJUTH Ha cuUcTeMaTa 1o aji. 1| u Ha
BCEKU JIB€ TOAMHU u3npaiia Ha EBponeiickara koMucus J0KIaJl C pe3yaTaTuTe OT TAX.

(5) U3nbnHuTeNnHaTa areHys 1o JIeKapcTBaTa mpuiiara afiekBaTHa U e(eKTHBHA CUCTEMa IO
KauecTBO, 3a /1a OCUTYpU CBHOTBETCTBHE HA CHCTEMara IO al. 1 ¢ M3MCKBaHUATA Ha TO3M 3aKOH.
MuHuMalIHUTE U3UCKBAHUS 32 CHCTEMaTa 10 KauecTBO Ce OmpeAesaT ¢ PernaMeHT 3a u3nbjHEeHHe
(EC) Ne 520/2012.

Un. 184. (M3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Meauuunckure
CMELUAINCTH ca JTBKHU Jla ChoOIIaBaT He3a0aBHO Ha MPUTEKATENs Ha pa3pelIeHneTo 3a ynorpeoda
nmu Ha MAJI 3a Besika mojo3upaHa CepHO3Ha HEXENlaHa JIEKapCTBEHA PEeaklys W Aa MpPeIOCTaBAT
IIPU TIOUCKBAHE JIOMBIHUTENIHA HH(OPMAIS OT MPOCIE/IBAaHETO HA CIyYasl.

(2) [ManmenTuTEe MoTaT Ja CHOOIIABAT HEXKETAHU JICKAPCTBEHU PEAKIMH 10 BCIKO BpeMe Ha
MEIULMHCKUTE crenuanucTy uiu Ha MAJL

(3) B caywante mo an. 1 u 2, Koraro ChbOOIIEHUETO C€ OTHACS 3a OMOJOTHYEH JIEKApCTBEH
MPOAYKT, MPEANUCAH, Pa3pPOCTPaHEH WM MpoJaBaH Ha Teputopusara Ha PenyOnuka bearapus, Toi
TpsiOBa SICHO J1a OB UACHTU(UIIMPAH OT CHOOIIUTENS C THPTOBCKOTO MY UM€E M TIAPTHIHHS HOMED
WM Ta3u uHpopMaIys 1a Ob/ie Mpe0CTaBeHa MPH TOIMBIHUTEIHOTO NPOCIEIIBaHE.

Un. 185. (U3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Usnbnaurennara
areHIys Mo JieKapcTBaTa MOJAbpKa HAIMOHAJICH MHTEPHET MOpPTaJl 3a JIGKAPCTBEHU IMPOIYKTH,
cBBbp3aH ¢ EBponelickust HHTEpHET MOpTa 3a JEKapCTBEHUTE NPOIYKTH 1o 4ui. 68, an. 1, T. 4.
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(2) M3npiHUTENIHATA areHIIUS 110 JIeKapcTBaTa MpeIoCcTaBs Ype3 mopraia mo ai. 1 Hai-Maiko
cieaHara uHGoOpMaIus:

1. myONMMYHUATE ONEHBYHH JTOKJIAIH 110 Wi. 53, aj. 2 U TEXHUTE PE3IOMETa;

2. KpaTKUTE XapaKTEPUCTUKU Ha IPOAYKTUTE U JINCTOBKUTE;

3. pe3roMe Ha IUTaHOBETE 3a YIpaBJiEeHUE Ha PUCKA HA JIEKAPCTBEHUTE MPOIYKTH, Pa3pelIcHH
3a ynoTtpeba Ha TeputopusTa Ha Penybnuka bearapus;

4. obpa3uu Ha craHAapTuU3upaHu GopMyIApH 3a AOKIAJBaHE Ha IMOJO3UPAHU HEXKETaHU
JIEKapCTBEHU pEeaKLUUU OT MEIUIMHCKU CIELMATUCTH U NMAUUEHTH, U3TOTBEHH B CHOTBETCTBHE C
n3uckBaHusaTa Ha wieH 25 ot Permament (EO) Ne 726/2004 na EBpomeiickus mapiaMeHT U Ha
CobBeTa;

5. aKkTyanu3upaH CIHCHK Ha JIEKapCTBEHHUTE MpoayKTH 1o uwieH 23 ot Permament (EO) Neo
726/2004 na EBponeiickus napiaameHnT u Ha CbBera;

6. chOOIIEHMS, MPENOCTaBsIM WH(OpPMAalKg Ha IIMpOKaTa OOIIECTBEHOCT 3a OINAceHUs
OTHOCHO 0€30MacHOCTTa OT ynoTpedara Ha /1aJIeH JIEKAPCTBEH MPOAYKT;

7. yka3aHMsl 3a BCHYKM HauMHU U (popMmH 3a CcHOOIIaBaHE Ha TMOAO3MPAHU HEXKETaHU
JIEKapCTBEHU PEaKLMU OT MEAUIIMHCKH CIIEHUAINCTU U MallUEeHTH.

Ui 186. (M3m. - [IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) 3nbaHuTeIHATA areHIUS
I10 JIEKapCTBaTa U3BBPILIBA CICTHUTE IEHHOCTHU 3a JIEKapCTBEHUTE MIPOJYKTH, IIyCHATH Ha Na3apa Ha
Penry6nuka brarapus:

1. MOHUTOPHHI Ha pe3yJsiTaTa OT MEPKHUTE 3a HaMaJlsIBAaHE Ha PHUCKa 3a JIEKAPCTBEH MPOJAYKT,
ChIIbPIKaIIM ce B IUIaHA 32 yIpaBICHUE Ha PUCKa;

2. MOHUTOPHHTI Ha pe3yiTara OT U3IIbIHEHUETO Ha YCIOBUS, IOCOYEHU B Uil. 55a, 56 mnu 56a;

3. olleHsIBaHE aKTyalMu3allsaTa Ha CUCTeMara 3a yIpaBieHHe Ha PUCKa;

4. monutopuHr Ha 6azara gannu ,,EudraVigilance®, cp3nazena B CbOTBETCTBHE C WieH 24 OT
Pernament (EO) Ne 726/2004 na EBpomneiickus napiameHT u Ha ChBeTa, 32 HOBU PUCKOBE WU 32
MIPOMSIHA BbB BEY€ YCTAHOBEHU M 33 MPOMSHA B CbOTHOIICHUETO 10132/ PUCK.

Un. 187. (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbnaaurenHara
areHuus 1o JekapcrBata uHpopmupa EBpomneiickaTa areHus mo JiekapcTBaTa M MpUTEXATes Ha
paszpeieHue 3a ynorpebda npu uaeHTU(GUIIMPaHe Ha CUTHATHU 32 HOBU PUCKOBE WJIM 33 IPOMSIHA Ha
YCTAaHOBEHHUTE PHUCKOBE, WJIM NpPU NpPOMSHA Ha CHOTHOLIEHUETO IIOJ3a/pPUCK Ha JIEKapCTBEH
MPOJYKT.

(2) Komuterst 1o ui. 56a, an. 1, 1. 1 aHanu3upa u NpuopuTH3Mpa BAIUIUPAHUTE CUTHAIIU 3a
HOBU PHUCKOBE WJIM 32 NPOMSHA BbB BEUE YCTAHOBEHUTE M 3a MPOMSHA HAa CHOTHOUIEHUETO
OJ13a/PUCK.

(3) Koraro KomutersT mo um. 56a, an. 1, T. 1 mpemoppyBa moOcHeABaIld JeHCTBUS,
KOOpJAMHAIIMOHHATA Tpynma mo uia. 77, an. 2 win CbOTBETHO KOMHUTETHT MO JeKapCTBEHHUTE
MPOJIYKTH 32 XyMaHHa ymoTpeOda U3roTBsI CTAHOBUIIE 32 PEryJIaTOpPHH JACUCTBUS MO OTHOIICHUE Ha
paspelieHueTo 3a ynorpeda B paMKUTE Ha rpaduk, CbCTaBEH B ChOTBETCTBHE ChC CEPHUO3HOCTTA U
CTETEHTAa Ha OIIACHOCT.

(4) U3nbaHuTenHaTa areHuus Mo jeKapcTBara Mpuiiara npernopbyaHUTE B CTAHOBMILETO HA
KOOPJAMHAIIMOHHATA TpyMa 1o wi. 77, ai. 2 uiam B pemieHreTo Ha EBponeiickara KOMUCHUSI BDEMEHHU
W/WIM OKOHYATETHH MEPKHU.

Un. 188. (M3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbnHuTe HATA
areHuus mo JekapcrBara umHpopmupa EBpomeiickata areHuus 1o JieKapcTBaTa, peryaTOpPHUTE
OpraHM Ha JPYTUTE AbpKaBU WICHKH W EBponeiickaTta koMucus Hail-manko 24 dgaca mpenu
myOIMYHOTO choOlIaBaHe Ha MHGOpPMAaIUs OTHOCHO OINACEHHs, CBbP3aHMU C MPOCIEASBAHETO Ha
0€30MacHOCTTa Ha JIEKAPCTBEH MPOJIYKT, OCBEH B CIy4dauTe, KOraTo Ola3BaHETO Ha OOLIECTBEHOTO
3/lpaBe U3UCKBA HE3a0aBHO OMOBECTSIBaHE Ha MH(OPMaIUATA.

(2) U3mpnHUTETHATA areHIus 10 JIeKapcTBaTa MyOInKyBa HHQOpMAIHs, CBbp3aHa ¢ aKTUBHH
BEIIECTBA, ChABPIKALIN C€ B JIEKAPCTBEHH MPOJYKTH, Pa3pelIeHH 3a yrnoTpeda U B IPYTU Ibp>KaBU
YJICHKH, KaTO M3I0J3Ba XapMOHH3MpaH MPOEKT Ha CHOOLICHHETO W TIpaduK Ha IMyOIUKAIHATA,
npeyioxkeHu oT EBponelickaTa areHus 1o JiekapcTpara.
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(3) B ciiywanTte no ain. 1 u 2 uadopmanusaTa, ChbabpKaia JUIHA JaHHU WIH TPEICTaBIIsIBAIIA
THPrOBCKa TailiHA, C€ 3ajJMyaBa, OCBEH aKO ITyOJMKYBAaHETO HA TE3W JaHHU € HEOOXOIMMO 3a
OI1a3BaHETO Ha OOIIECTBEHOTO 3/IpaBe.

Un. 189. (M3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbanurennara
areHuus 10 JIeKapcTBaTa MOXe Ja JeJierupa HIKOM OT MpaBaTa U 3aJAb/DKEHUATA 110 Ta3u IJIaBa Ha
peryiaTopeH oprat Ha JApyra AbpiKaBa WICHKA Ype3 CKIOYBAHE HA CIIOPAa3yMEHHUE.

(2) B cnyuaunte no an. 1 MAJI undopmupa EBpornetickata komucusi, EBporielickaTa areHIus
II0 JIEKapCTBaTa M PEryjJaTOPHUTE OPraHd Ha JPYTUTE AbP)KaBU WIEHKH 3a JEJIETMPAaHETO Ha
MIPaBOMOIIMATA U IMyOJIMKYyBa ChOOIIEHHE HA MHTEPHET mopTaja mo wi. 185, an. 1 wiu Ha UHTEpHET
CTpaHulaTa CH.

i 190. (U3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) IIputexarensr Ha
paspelieHre 3a yrnorpeda e AIbKeH J1a pas3roiara ChC CHCTEMa 3a MPOocieIsiBaHe Ha JeKapCTBEHATa
0€30MacHOCT 32 U3MbJIHEHUE HA 3a/IbJKEHUSITA CH 10 Ta3H IJ1aBa.

(2) IlputexkatensaT Ha paspelieHHe 3a ynorpeda dupe3 cucremara mo aja. | mpaBu HaydHa
OllecHKa Ha cbhOpaHata uH(pOpPMalMd OTHOCHO O€30MacHOCTTAa Ha JIEKAPCTBEHUTE MPOAYKTH,
IIpeleHsIBa Bb3MOKHOCTUTE 33 MUHMMAJIU3MpaHe WIM NPEJOTBpATsIBAHE HA pUCKAa U IpeanpueMa
HEOOXOIUMUTE MEPKH.

(3) IpurexarensT Ha pa3pelIcHUE 3a ynoTpeda mpuiara aJiekBaTHa U e(h)eKTHBHA CHCTEMA TI0
KauecTBO, 3a /Ia OCUTYpU CHhOTBETCTBHE Ha cHCTEeMaTa Mo ajl. 1 ¢ M3MCKBaHUATA Ha TO3HM 3aKOH.
MuHuMalIHUTE U3UCKBAHUS 32 CHCTEMATa 110 Ka4eCTBO CE ONpeAesaT ¢ PernaMeHT 3a u3nbiiHEHUE
(EC) Ne 520/2012.

(4) IlputexarensaT Ha pa3peuieHHE 3a yNoTpebda M3BBPIIBA PEIOBEH OAWT HAa CHUCTEMAaTa II0
an. 1. Mudopmanuss 3a OCHOBHUTE KOHCTaTallud OT OJUTa ce€ OTOensi3Ba B OCHOBHaTa
JOKYMEHTAallMsl Ha CUCTEMaTa M CIy>)KM 3a W3TOTBSHE Ha IUIAH 3a IpUJIaraHe Ha MOAXOASILU
Kopurupaiuu aeictus. Tazu undopmaius Moxe Aa 0b/e 3aTu4eHa ciiell UAI0CTHO U3IIbIIHEHUE Ha
KOPUTUPALLINATE JEHCTBHUS.

Un. 191. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) IIpurexarenst Ha
paspemieHue 3a ynorpeba ompeaens KBalu(UUUpaHO JHLE C TMOAXOAsIa KBaludUKalus,
OTIOBOPHO 3a MpOCIIe/IsIBaHE Ha JeKapcTBeHaTa 0€30IacHOCT.

(2) JIunero mo an. 1 e ycTaHOBEHO Ha TEPUTOPUATA HA JbP)KaBa YJICHKAa U € MOCTOSHHO U
HEeMpPEeKbCHATO Ha Pa3IoJIOKEHHE Ha MPUTEXaTessl Ha pa3pelieHHeTo 3a ynoTpeoa.

(3) 3a moamomarane JeHHOCTTA Ha KBATU(UIIMPAHOTO JIUIIE MPUTEKATEIAT HA pa3pelIeHUETO
3a ymnorpeba ompeaenss JMIle, YCTaHOBEHO Ha TepuTopusata Ha Pemybmuka boarapus.
Ha3znauaBaneTto Ha TakoBa JHIlE HE OCBOOOXKJIaBa KBaIM(PUIUPAHOTO JMLEe Mo aix. | or
OTTOBOPHOCTUTE MY I10 Ta3H IJIaBa.

(4) IlpurexarensaT Ha pa3pelieHneTo 3a ynorpeda npeacrtass Ha MAJl nannuTte no ui. 27, an.
1, T. 12, 6ykBu ,,a“ - ,,B* 3a nmuuara mo ain. 1 u 3.

(5) IlpurexarenstT Ha paspenieHueTo 3a ynorpeda yBemomsBa MAJI mpu Bcsika mpomsiHa B
MaHHUTE 1O al. 4.

(6) IlpurexatensT Ha pa3pelICHHETO 3a ymoTpeda MpeaocTaBs MaHHWTE O al. 4 3a
kBanunrpanoTo nuie Ha EBporeiickara areHius mo JexkapcTpara.

Un. 192. (U3m. - JIB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) (1) Ilpurexarenst Ha
pas3pelIeHrneTo 3a yrnorpeda e JUIbKeH Ja:

1. monawpxka u npenocrtass npu nouckBane or MAJI ocHOBHUSA TOKYMEHT Ha CUCTEMaTa 3a
npoclieisiBaHe Ha JeKapcTBeHaTa 0€30MacHOCT;

2. mpuiiara cuctema 3a yrpaBJeHHe Ha pHUCKa 3a BCEKH JIEKApCTBEH MPOAYKT;

3. OChIIEeCTBABa MOHMTOPUHI Ha pe3yjiTraTra OT MEpKHTE, ChIbpXKAalld ce B IUIaHa 3a
yIpaBlieHUE Ha PUCKa, WK

4. ochIECTBABAa MOHUTOPUHI HA pe3yJiTaTa OT M3MBIHEHUETO Ha YCJIOBMATA 1O wil. 55a, 56
nim 56a;

5. aKTyanu3upa cUCTeMara 3a yIpaBJeHHEe Ha PHCKa;
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6. OCbhIlECTBABA MOHUTOPUMHI Ha MJaHHUTE OT cucremara mo ui. 190, am. 1, 3a nma
UACHTU(UIMPA HOBU PUCKOBE MM MPOMSIHA HAa yCTAHOBEHUTE PUCKOBE, KAKTO U J1a OTPEes Taln
ca HaCTBHIIWJIM TPOMEHHU B CbOTHOILIEHUETO M0J13a/PUCK 32 HAOJI0/1aBaHUs JIEKapCTBEH MPOAYKT.

(2) CpabpxaHMeToO U PEeabT 3a NOJIbpXKAHE HA OCHOBHATA JOKYMEHTAlUsl HA CUCTEMAaTa 3a
npociesBaHe Ha JekapcTBeHata 0e3omacHoCT ce onpeaensT ¢ Pernmament 3a usnbinenue (EC) Ne
520/2012.

. 193. (Jom. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., uzm., 6p. 102 ot 2012 ., B
cunma ot 21.12.2012 r1.) Ilpurexarenar Ha paspemeHue 3a ynorpeba uupopmupa MAJl un
EBporeiickara areHuusi mo JjekapcTBara B Cllydaid Ha WISHTHU(UIMpPaHE HA CUTHAIU 32 HOBU
PUCKOBE WJIM 3a NMPOMSHA HAa YCTAaHOBEHHTE PHCKOBE, WJIM MpPU MPOMSHA HAa CHOTHOLICHHUETO
T10JI3a8/pUCK Ha JIEKapCTBEH MPOIYKT.

Un. 194. (U3m. - 1B, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) (1) Ilpurexarensat Ha
paspelieHue 3a ynorpeda e€JHOBPEMEHHO WM MPEeAH Ja MPEeJoCTaBU Ha OOIIECTBEHOCTTa HOBA
nHbOpMaNMA 3a OINACeHHs, CBBP3aHU C MPOCIEAsBaHE OE30MacCHOCTTa Ha JaJieH JIeKapCTBEH
MPOJYKT, pa3peleH 3a ynorpeba Ha Teputopusita Ha Pemybmuka bearapus, ysemomsia MAJL
EBpomneiickara areHuus 110 JiekapcTBaTta U EBponelickata KOMUCHSL.

(2) Uadopmarusra mmo ai. 1 Tpss6Ba na Ob/ie 00EKTUBHA U JIa HE € MOABEKIAIIA.

(3) Ipenn na pasmnpoctpanu WH(OpMaIKs, CBbpP3aHa C IMPOCIEAIBAHE Ha JIEKApCTBEHATa
0€30MacHOCT, MPUTEXKATEIAT Ha pa3pelieHre 3a ynorpebda st cbriacyBa npeasaputenno ¢ MAJL ¢
M3KJIIOYEHUE Ha CIy4JauTe 1o aj. 1.

(4) 3a u3BBpIIBAaHETO Ha OlEHKAa Ha MHOpMaIuATa MO al. 3 ce 3arvialla Takca B pasmMep,
orpeneneH B Tapudara mo wi. 21, an. 2.

Ui 194a. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpunnunure u
n3nckBaHusATa Ha JloOpara mpakTHKa 3a MpOCIeIsSBaHE Ha JIeKapcTBEHaTa OE30MacHOCT ce
OTIpeIeTIsAT B PbKOBOACTBO, U3/1a/IeHO OT EBporneiickaTa areHIus 1o JeKapcTBara.

(2) Ilpu ochiecTBsIBaHEe HA JACHHOCTUTE IO MPOCIEAIBAHE Ha JEKapCTBEHATa O€301acHOCT
MIPUTEXKATENAT Ha pa3pelieHne 3a ynorpeda craspa JoopaTa nmpakTuka o ai. 1.

Paszpen 11
(Hos - /1B, 0p. 102 ot 2012 r., B cua1a ot 21.12.2012 1.)
CnOupane u cpo011aBaHe Ha HH(OpPMAaLUs 32 MOJ03MPAHU HEKeJIAHH JIeKAPCTBEHH peaKuuu

Un. 1946. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IlputexaTtensT Ha
paspenieHueTo 3a ymnorpeba B M3MBIHEHHE Ha 3abJDKEHUATa cd 1o 4wi. 190 e mrexkeH na
JOKYMEHTHpPa BCUUKU CHOOILEHUS 32 MOJI03UPAaHH HEXKEJIaH! JIEKAPCTBEHU PEeaKIMM, HabI0gaBaHu
Ha TepUTOpHATa Ha EBpOIEHCKHS CHIO3 WIM B TPETH ABP)KaBH, JOKIAIBAHH MYy CIIOHTaHHO OT
MEIULUHCKA CHEIMATUCTH WJIM OT MAIlMeHTH WM BB3HUKHAIM B Ipolleca Ha IMPOBEXJaHE Ha
MOCTMAPKETUHTOBH IPOYYBAHUSI.

Un. 1948. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspenieHueTo 3a ynorpebda mojasa mo €JIEKTPOHEH MbT B 0aszara manHu ,,EudraVigilance® mo 4.
24 ot Pernmament (EO) Ne 726/2004 na EBpomneiickus nmapiameHT W Ha CbBeTa chOOIIEHUS 32
CEpHO3HH TOJIO3UPAHN HEXeNaHW JICKApCTBEHH pEaKIMH, HACTBIIIM Ha TEPUTOPHUATA Ha
EBpomneiickus cbi03 U B TpeTH ABPKaBH, B CPOK A0 15 1MHM OT jgatara Ha TOJTy4yaBaHE Ha
CHOOIIEHUETO.

(2) IlpuTtexaTenar Ha pa3pelIeHHEeTo 3a ymoTpeba IMojaBa IO €JIEeKTPOHEH MbT B 0Oazara
nanHu ,,EBudraVigilance® cboOuieHuss 3a BCUYKM IOJ03UPAHU HEXENaHW JIEKApCTBEHU peakluu,
Pa3IMYHM OT MOCOYECHHUTE B ajl. 1, HACTHIIMIIM Ha TepuTOpUsITa Ha EBporneiickus cbro3, B cpok 10 90
ITHH OT JlaTaTa Ha TOoJTy9aBaHe Ha ChOOIICHHUETO.

(3) IlpurexarensaT Ha pa3pelIeHUEeTo 3a yrnorpeda cieau MmyOauKaluuTe B ClIeHUATN3UpaHa
MEIUIIMHCKA JIUTepaTypa W JOKjaaBa B Oaszara maHHU ,,BEudraVigilance* Bcsika omucana B Hes
MOJI03MpaHa HEXKeJaHa JIeKapcTBEHA peakius ¢ M3KII0YeHHEe Ha [MOJI03UpPaHH HEeXeJTaH!
JIEKapCTBEHH PEAKIUU OT JIEKAPCTBEHU MPOIYKTHU, KOUTO ChIbPXKAT aKTUBHU BEIIECTBA, TOCOUYEHU
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B criricbka 1o uieH 27 ot Permament (EO) Ne 726/2004 na EBpornetickus napsiameHT u Ha ChBeTa
OIMCAHU B JIUTEPATYPHU U3TOYHUIIM, IpOciensiBaHu oT EBpomnelickara areHuus 1o JieKkapcTBaTa.

(4) IlpurexarensT Ha pa3pelICHUETO 3a YOTpeda Ch3/AaBa MPoLEIypHy 3a ChOHpaHe Ha TOYHH
U JIOCTOBEPHM JAaHHM, [103BOJISBAIIM Hay4yHa OLIEHKAa Ha CHOOIIEHMSTA 3a MOJ03MPAHU HEXKEIaHU
nekapcTBeHH peakuuu. [lpuTexkarenst Ha paspemieHHeTro 3a ymnorpeba cbOupa mocieaBalia
uHpopManus BbB Bpb3Ka C T€3U ChOOIIECHHS U IpeiocTaBs 00HOBeHUTE NaHHM B ,,EudraVigilance®.

(5) dopmara U ChABPKAHUETO Ha JOKIamuTe 1Mo anl. 1 - 3 ce ompenensat ¢ PerimameHt 3a
msnbsiHenne (EC) Ne 520/2012.

Ui 194r. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) U3nbnauTeNHaTA
areHIys 1Mo JIEKapcTBaTa PEerucTpupa B cucrtemara mo wi. 183 BcHuku chOOIICHUS 32 MOJI03UPAHH
HEeXeJlaHU JIeKapCTBEHU peakluu, HACThIUIM Ha TepuTopusita Ha PenyOnuka bwarapus, or
MEIULUHCKH CHEHUANIUCTH M OT MAIMEeHTH, W W3UCKBA, NPH HEOOXOIUMOCT, IOIBIHHUTEIHA
nH(pOpMaLIKs OT MPOCEAIBAHETO HA CIyyYasl.

(2) Korato cpoOmieHusTa 32 TMOJO3MPAHA HEKEJIAaHU JICKAPCTBEHH PEaKLWHU, HACTBIIIN Ha
teputopusitTa Ha Pemybnuka bbarapus, ca momameHu OT MpHUTEXKATENss Ha pPa3pelIeHHETO 3a
ynotpeba, TOW TNpenocTaBs AOMBIHUTENHA HH(DOpPMAIUs OT MPOCIEIASIBAHETO HA Ciydas MpU
noucksane ot MAJL

Un. 194x. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbanurennara
areHuus 1o JIeKapcTBaTa Mojasa 1o eJIeKTPOHEeH MbT B 6a3aTta nanuu ,,EudraVigilance* cpo0menus
3a BCUUKH CEPUO3HM MOJ03UPAHU HEXKEJIAHU JIEKApCTBEHU PEAKIMHU, HACTBIIWIM Ha TEPUTOPUSITA HA
Penybnuka bearapus, B cpok 10 15 1HU OT garara Ha MOJTy4YaBaHETO UM.

(2) U3npaHuTenHaTa areHuys 1o JieKapcTBaTa IoJaBa M0 €JIEKTPOHEH I'bT B Oaszara JaHHU
»~BudraVigilance* cbo011eHns 32 BCHUKH TIOJJO3UPAHN HEXKEIAHU JICKAPCTBEHU PEaKLUu, Pa3iInuyHu
OT TIOCOYEHUTE B al. |, HACTHNIWIK Ha TepuTOpHUsiTa Ha Penybnuka bearapus, B cpok 10 90 nuu ot
JaTaTa Ha MOJy4YaBaHE Ha ChOOUICHHUETO.

(3) MBmrpaHuTENHATA areHIMs 0 JIEKapcTBaTa 1o0jiaBa Mo €JIEKTPOHEH MbT B 0a3zara JaHHU
,BudraVigilance® noknaau 3a TOMO3UPAHU HEXKEIAaHW JIEKAPCTBEHHM pEaKlUW, HACTHIIMIN Ha
teputopusita Ha PenyOnuka bearapus, BciencTBue Ha HeENpaBWIHA YNOTpeba Ha JIEKapCTBEH
npoaykT. M3mbiaHUTENHAaTa areHius Mo JiekapcTBaTa MH(poOpMUpa 3a ToBa MHHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO U ChCIOBHUTE OpraHU3al[Mi Ha MEAUIIMHCKUTE CIIEUAINCTH.

(4) Bceku opraH WM WHCTUTYIUS, B KOATO € TOCThIWIA MH(OpMaIMs 3a MOJ03UpaHa
HEe)XXellaHa JIEKapCTBEHA peaklMs, HacThblMjIa Ha Tepuropusta Ha PenyOnuka bbiarapus,
uHpopmupa MAJI 3a Tosa.

(5) Coappxanuero u opmara Ha CHOOIIEHUATA U JOKJIAIUTE MO ajl. 1 - 3 ce ompenensT ¢
Pernament 3a uznbinenue (EC) Ne 520/2012.

Un. 194e. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbnHuTenHara
areHIus 1o JIeKapcTBaTa MOJydyaBa MoJafeHaTa OT MPUTEXATes Ha pa3pelIeHHeTo 3a ymnorpeda
nH(popMalMsg 3a CEpUO3HU IMOJ03UPAHM HEKETaHW JIEKAPCTBEHU pEaKIMH, HACTBIWIA Ha
TepuTopusiTa Ha EBponeiickusi chi03 WK B TpeTa AbpkaBa, upe3 60azara gannu ,,EudraVigilance®.

(2) U3uckBanusTa 32 MOHUTOpHpaHe Ha nH(popManuaTa B 0azara nanuu ,,EudraVigilance* ce
onpenensat ¢ Pernament 3a usnbanenne (EC) Ne 520/2012.

Ui 194x. (Hos - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) B nporeca nHa oOMeH Ha
unpopmanus MAJI, npurexarenute Ha pasperieHune 3a ynorpedba u EBpormeiickara areHuus mo
JIeKapcTBaTa CU ChTPYJIHUYAT 3a OTKpHBaHE Ha AyOyHpaHU ChOOLIECHUS 3a MOJO03UpPaHU HEKEIaHU
JIEKapCTBEHH PEaKIUU.

Paszpen 111
(Hos - 1B, 0p. 102 ot 2012 r., B cua1a ot 21.12.2012 1.)
IMepuoanynm aKTyaJu3uPaHU JOKIATH 32 0€30IaCHOCT
Un. 1943. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarensat Ha
paspelieHueTo 3a ymnoTpeba € ANBKEH Ja IperocTaBsl Mo eleKTpoHeH NbT Ha EBpomelickara
areHIIYs 10 JIEKapCcTBaTa MEePHOJUYHN aKTyalln3upaHu TOKIaau 32 0€30MacHOCT, KOUTO ChIAbPIKAT:
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1. 06001IeHNsT HA JAHHUTE OTHOCHO CHOTHOIIIEHUETO TOJI3a/PUCK Ha JICKAPCTBEHUS MPOIYKT,
BKJIFOUMTEIHO PE3YJITATUTE OT BCUUYKU NPOYUYBAHUS, C OIVIE] IOTEHIIMATHOTO UM OTPAXKEHHUE BbPXY
paspeleHueTo 3a ynorpeoa;

2. HayyHa OLIEHKA HA CHOTHOIICHUETO MOJ3a/pUCK HA JICKAPCTBEHHs MPOIYKT; OLIEHKATa ce
OCHOBaBa Ha BCHUYKM HAJIMYHU JaHHW, BKJIIOYUTEIHO HA JAaHHM OT KIMHUYHU W3MHUTBAHUS 32
HEepa3peleHH MOKa3aHMsl U 3a LEJIEBU TPYNH, KOUTO HE A BKIIOYEHHU B KpaTKaTa XapaKTepUCTUKA
Ha TPOAYKTa;

3. BCHYKM JaHHM 3a o0eMa Ha MpoJaxOWTe Ha JIGKAPCTBEHUS MPOAYKT M BCIKAKBA JIpyra
nH(pOopMaLK, C KOSTO MPUTEKATENIAT HA Pa3pelIeHUETO 3a ynorpeda pa3noiiara, OTHOCHO obema Ha
NPEINICaHuATa, BKIIOYUTEIHO NPUOIU3UTENCH Opoil Ha Jumara, ynoTpeOsBavd JIEKapCTBEHUS
MPOJIYKT UK U3JI0KEHHU Ha BH3JIEHCTBUETO MY I10 Ipyra NpUYHHAa.

(2) Ceabppkanuero u GopMata Ha €IEKTPOHHUTE NEPUOTUYHU AKTyaTU3UPaHU TOKIAAH 32
6e3omnacHocT ce onpenenar ¢ Permament 3a usnmbianenue (EC) Ne 520/2012.

(3) Uadopmarmsta nmo an. 1 ce crOupa U CbXpaHsiBa B PETUCTHP, CH3JAJCH 10 pella Ha WICH
25a ot Permament (EO) Ne 726/2004 na EBpormetickus napiameHT 1 Ha CbBeTa, U € JIOCTHIIHA 32
NAIJL

Ui 194u. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpurexarenure Ha
paspereHus 3a ynorpeda/y10CTOBEpEHUS 3a PErUCTpalvs Ha JIKAPCTBEHU MPOAYKTH 110 wi. 28, 30,
35 u 37 nogaBat nepuoOJUYHU aKTyaIU3UPaHU JOKIAAH 32 0€30MaCHOCT caMo B CIIy4au, KOraro:

1. mogaBaHeToO Ha JOKJAJ] € YCJIOBHE MO Wi. 55a unau 56, BIUCAHO B Pa3pEIICHHUETO 3a
ynotpe0a/y10CTOBEpPEHUETO 33 PETUCTPALIUS, UITH

2. VM3nbiHUTENHATa areHuys I0 JIEKapcTBaTa WM PEeryjaTopeH opraH Ha JApyra JgbpkaBa
YJIeHKa M3UCKBAa TOBAa Bb3 OCHOBA Ha ChOOpakeHMs 32 0€30MaCHOCTTa Ha JIEKApCTBEHHUS MPOIYKT
WIK TOpagy JIMIICA HAa NEPUOAMYHU aKTyaJu3WpaHW [OKJIaau 3a 0e30HacHOCT 3a aKTUBHOTO
BEIIECTBO, CHIBPXKAIIO CE B JIEKAPCTBEHHUS MPOAYKT, Ha KOWTO € HU3JaJICHO paspelieHue 3a
ynotpeda/ya0CcToOBEpeHUE 3a PETUCTPAITHSL.

Un. 194k. (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) B pa3zpemienuero 3a
ynotpeda/y0CTOBEPEHUETO 32 PETUCTPALUs CE OMPEIelid YECTOTa Ha MOojJaBaHe Ha MEepUOUYHUTE
aKTyaJIM3UpaHH JOKJIAa1 32 0€30IacHOCT.

(2) JlatuTe Ha mogaBaHe Ha JOKJIAJUTE B 3aBUCUMOCT OT YeCcTOTaTa 1o ajl. 1 ce u3uucisaBar ot
JlaTaTa Ha U3JjaBaHe Ha pa3pelIeHneTo 3a ynorpeda/yJoCTOBEPEHUETO 3a PErucTpalts.

(3) IlepuonuunuTe aKkTyadu3upaHUd IOKJIAJAM 3a O€30MacHOCT ce MOoAaBaT MPE3 CICIHHUTE
BPEMEBU MHTEPBAJM, C U3KIIOUEHHE Ha CllydyauTe, KOraTo 4yecToTara Ha IMoJjaBaHe Ha JOKJIaJuTe €
yCIIOBHE 3a H3/l1aBaHE Ha Pa3pelIEHUETO 3a yHnoTpeda/yAoCTOBEPEHUETO 3a pEerucTpanus WUid €
onpejeneHa B CboTBeTCTBUE € Uil. 19411, 194m u 194n:

1. Ha Bceku 6 Mecema OT JaraTa Ha U3JaBaHEe Ha  pa3pelieHueTo  3a
ynoTpe6a/y10CTOBEPEHUETO 3a PETUCTPALMs Ha JIGKAPCTBEH MPOJIYKT JI0 JaTraTa Ha IyCKaHETO My
Ha 1a3apa;

2. Ha BcekHM 6 Mecela mpe3 MbpPBUTE JABE TOAMHU OT JlaTaTa Ha IMyCKaHe Ha Ia3apa Ha
JIEKapCTBEHHSI TPOIYKT;

3. BEHBK TOJUIIHO NPE3 CIEABALUTE JIBE TOJUHHU;

4. BeIHBX Ha TPHU TOJIMHU CJeJl YeTBbpTaTa roJMHa OT JaTaTa Ha IyCKaHEe Ha Ia3apa Ha
JIEKapCTBEHUS MTPOAYKT.

(4) U3BBH ciayuaute mo ai. 3, NEpUOJAUYHUTE aKTyalIU3UpaHU JTOKJIaau 3a 0e30MacHOCT ce
mojaBat HezabaBHO npu moucksBane oT MAJI wim perynaTopeH opran Ha IbpskaBa 4ieHKa.

(5) Anunen 3 u 4 ce mpuarat u 3a JEKapCTBEHU MPOIYKTH, pa3pelleHu 3a ynorpeda camo Ha
Teputopusta Ha PenmyOmuka bbiarapus, kouto He monaaar B o0xBaTa Ha wi. 1945.

Un. 194n. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KoraTo nexapctBeHu
MPOAYKTH, KOUTO CHABPKAT €THO U CHIIO AKTUBHO BELIECTBO WJIM KOMOWHAIMSA OT €IHH M CHIIU
aKTUBHU BEIIECTBA, ca TMOJYYWIM OTICJIHU pa3pelieHusi 3a ynorpeda/yaocToBepeHue 3a
perucrpanus, 4ecTorara U JaTUTE Ha IO/JaBaHE HA TMEPUOJAUYHUTE aKTyaTu3UpaHW AOKIAIN 3a
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0e30MmacHOCT MOXe Ja ObAaT MPOMEHEHUW M XapMOHU3WpaHW C Orjie]l U3BbpIIBAHE Ha €IWHHA
OLIEHKA Ha Te3U JOKJIaIH.

Ui 194m. (Hos - IB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) JaTuTte Ha mogaBaHe
Ha MEPUOJUYHUTE aKTyaJlM3UpaHU JOKJIaau 3a 0€30IaCHOCT 3a JIEKAPCTBEHUTE MPOLYKTH IO Yl
1941 ce u3uncnsaBaT cboOpa3Ho peepeHTHaTa nata Ha EBporeicKus chio3.

(2) Pedepentnara nara Ha EBponeiickus cbro3 1o ai. 1 e:

1. marata Ha TBPBOTO paspelieHue 3a ynorpeda B EBpomeiickus cbhio3 Ha JIEKapCTBEHHS
MPOAYKT, ChABPIKAIl ChOTBETHOTO aKTMBHO BEUIECTBO MJIM ChOTBETHATa KOMOMHAIMS OT aKTHBHU
BELIECTBA, WIH

2. Haif-paHHaTa OT M3BECTHUTE JaTH Ha pa3pelIeHusATa 3a yrnorpeda Ha JEKapCTBEHUS
MPOJYKT, ChAbPAKAI ChOTBETHOTO aKTHBHO BEIIECTBO WJIM ChOTBETHATa KOMOMHAIMS OT aKTUBHU
BEIIECTBA, aKO JIaTaTa, I0COYeHa B T. |, HE MOXKe Ja Ob/ie yCTaHOBEHA.

Ui 194n. (Hos - IIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1) [IpuTexarensaTt Ha
paspeleHneTo 3a yrnorpeda Ha JeKapCcTBEHH NPOAYKTH 1o wi. 1941 Moxe na nmogazne MOTUBUPAHO
uckane 1o Komwurera mo JexkapcTBeHHTE MPOAYKTH 3a XyMaHHa YHoTpeda, CHOTBETHO MO
KOOpAMHAIIMOHHATA Tpyma 1o wi. 77, ain. 2 3a omnpexaensiHe Ha pedepeHTHa narta Ha EBporeickus
ChbIO3 WJIM 32 MPOMsHA Ha YeCTOTaTa Ha MOJaBaHE HA MEPUOAMYHU AKTyaIM3HpaHU AOKIAAH 3a
0€30MacHOCT Ha €THO OT CIICIHUTE OCHOBAHUS:

1. mpuuuHYU, CBbP3aHU C 00IIECTBEHOTO 3IPABE;

2. 3a ;a ce n3berne qyOaMpaHe Ha OIEHKA;

3.3a J1a ce MOCTUTHE MEKyHAPOIHA XapMOHU3AIIHSL.

(2) KomuterpT 10 JEKapCTBEHUTE NPOAYKTH 3a XyMaHHa ymnorpeda, CbOTBETHO
KOOpJMHAIIMOHHATA Trpyna mo 4wi. 77, aj. 2 ciel KOHCYJNTalluu ¢ KOMUTEeTa 1o 4i. 56a, am. 1, T. 1
0/100psiBa UCKAHETO WJIM NPAaBU MOTUBHPAH OTKa3.

(3) Yecrorara Ha nogaBane u pedepeHTHaTa nata Ha EBpomeiickus chio3 ce ompeaesnsT clel
KOHCYJTAIMs C KOMUTETA 1o wi. 56a, an. 1, 1. 1 oT:

1. Komurera mo jekapcTBEHHUTE MPOJIYKTH 3a XyMaHHa ynorpeba - Koraro MOHE €IHO OT
paspelieHusiTa 3a ynorpeba 3a JIEKapCTBEHUW MPOAYKTH, ChABPKAIUM CHOTBETHOTO AaKTHUBHO
BELIECTBO, € IPEIOCTABEHO B CHOTBETCTBUE C LIEHTPAIM3UPaHaTa IpoLeaypa, npeasuaeHa B asn I,
rinaBa | ot Pernament (EO) Ne 726/2004 na EBponeiickus napiameHT u Ha CbBeTa, WK

2. KOOpAMHAIMOHHATA Ipyma 1o wi. 77, ajl. 2 - 3a cily4au, pa3JIM4HH OT IOCOYEHUTE B T. 1.

(4) CriuchkbT ¢ pedepeHtHrTe naTi Ha EBponeiickus chi03 Ha JTEKAPCTBEHHUTE MIPOIYKTH TIO
1. 1941 1 XapMOHHM3UpaHaTa YecToTa 3a MOoJaBaHe Ha NePUOJIUYHUTE UM aKTyaJIM3UpaHu JOKIaan
3a 0e3omacHoCT ce myOnukyBat Ha EBponelickust HHTEpHET nmopTtai mo 4i. 68, an. 1, T. 4.

(5) IlputexxaTensaT Ha pa3pelieHHeTo 3a ynotpeda ciell myOaMKyBaHETO Ha JaHHUTE MO ail. 4
npencraBs B WAJl 3adBieHue 3a mpoMsiHa Ha pa3pelieHHeTo 3a ymnoTrpeda Ha ChOTBETHHUS
JIeKapCTBEH MpOAYKT. Besika mpoMsiHa Ha jaTHTe Ha IMOJIaBaHE W HA YeCcToTaTa Ha IOJaBaHEe Ha
MEPUOJUYHUTE aKTyalIM3UpaHU [OKJIaau 3a Oe30MacHOCT, ONpPENENeHH B pa3pelIeHHUsTa 3a
ynoTpeba, BiIu3a B cuiia 6 Mecela ciesl AaraTa Ha MyOJIMKyBaHETO UM.

Y. 1940. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) M3nbanuTenHara
areHIys 1o JieKapcTBaTa OLEHSBA NMEPUOAMYHHUTE aKTyaJIM3HpaHH OKIaau 3a Oe30MacHOCT 3a
JIEKapCTBEHUTE MPOAYKTH, 3a Ja ONpeAenad Jajld ca Halule HOBU PHCKOBE, WJIM NpPOMSHA B
YCTaHOBEHUTE PUCKOBE, MJIU MPOMSIHA Ha CHOTHOIIEHUETO 10133/ PUCK.

(2) U3nbnHMTENHATA areHIMs 110 JIeKapCcTBaTa U3BbPIBA €JUHHA OLIEHKA Ha MEePUOAUYHUTE
aKTyaJIM3UpaHu JOKJIaau 3a OE30MacHOCT 3a JIEKapCTBEHUTE MPOAYKTH, 3a KouTo PemyOmuka
bearapus e usnbiaHsgBana QyHKIUUTE Ha pedepeHTHa abpikaBa MO CMHUCHJIA HAa 4wil. 76, U €
olpezesieHa OT KOOpAWHALMOHHATA Ipyna 1o 4i. 77, an. 2.

(3) Hoxmamuuk ot PenyGnuka bbiarapus yuyacTBa B e€JUHHAaTa OIEHKAa Ha NEPUOAUYHUTE
aKTyaJIM3UpaHU JOKJIAAW 3a Oe30MacHOCT 3a JICKApCTBEHHM MPOJYKTH, KOraTo IOHE €IUH OT
MPOYKTHUTE € paspelieH 3a ynorpeda mo pena Ha Permament (EO) Ne 726/2004 na EBpomneiickus
napiaMeHT U Ha CbBeTa, U € ONpeelieH 3a TaKbB OT KOMUTETA 110 1. 56a, an. 1, T. 1.
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Y. 194n. (Hos - IB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 1.) (1) B cinyuyaute mo .
1940, an. 2 u 3 UAJL, cbOTBETHO NOKIAAUUKBT 0T PemyOnuka bvarapus B cpok no 60 nHu OT
JaTaTta Ha MoJlydyaBaHe HA MEPUOJAMYHUS aKTyaJIU3UpaH JO0KJIaJ] 32 0€30MacHOCT U3TOTBS OLEHBYEH
JOKJIaJ ¥ TO u3Ipalia [0 eJeKTPOHEH I'bT Ha EBpomelickara areHnus mo JjekapcrBara U Ha
peryJaTopHUTE OpPraHd Ha IbpKaBuUTe wieHKU. [IpuTexarenst Ha paspelieHueTo 3a ymorpeda
II0JIy4aBa OLICHBbYHMS JOKJIa] oT EBponeiickara areHuus 1o JiekapcrBara.

(2) B cpok 1o 30 gHu OT moJiy4aBaHEe Ha JOKJaAa MO all. | MPUTEXKATENAT Ha pa3pelieHueTo
3a ynorpeba WM PeryJiaTOPHUTE OpraHU Ha IbpXKABUTE WIEHKM MOraT Ja Ipe/ICTaBAT CBOUTE
KomeHTapu 10 EBponelickaTta areHuus no Jiekapcrsara u 10 MAJL.

(3) B cpok a0 15 nHu oT marata Ha nojydyaBaHe Ha KoMeHTapure 1o ai. 2 MAJI aktyanusupa
OLICHBYHHMSI JIOKJIAJ, KaTO B3eMa MPEeBUJ BCHUYKHU IPEJICTABEHU BB3PAKEHUS, U IO H3Ipalla Ha
KOMUTETA 10 4. 56a, ai. 1, T. 1 3a omoOpeHune u mpernopbKa.

(4) EBpormeiickata areHiusi Mo JeKapcTBaTa BKJIIOYBA IPHETHUS OLEHBYEH JOKIAA U
npenopbKaTa Ha KOMUTETa 1o wi. 56a, an. 1, T. 1 B peructbpa o wi. 1943, an. 3 u ro usnpaina Ha
MIPUTEKATEINS Ha Pa3pelIeHUETOo 3a ynoTpeoa.

Un. 194p. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro PemyGnuka
boearapus He e nokyaquukK B nporeaypara no wi. 1940, an. 2, MAJI moxe aa npeictaBu KOMEHTapu
B cpoka 1o ui. 194mn, an. 2 no EBpornelickara areHuus o jekapcrBara u 0 perysiaTOpHUsl OpraH Ha
IbpKaBaTa YWICHKA, U3TOTBUII OLICHbYHUS JTOKIIAI.

Ui 194c¢. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyuaii Ha enuHHa
OLICHKa Ha NMEePUOANYHHU aKTyallM3UpaHu TOKIaa1 32 6€30MacHOCT Ha JIEKAPCTBEHH MPOTYKTH MO YIL.
1941 1 KoraTo HUTO €HO OT pa3pelIeHUsATa 3a YIoTpeda Ha Te3U MPOAYKTU HE € U3JaJACHO 0 peaa
Ha Pernmament (EO) Ne 726/2004 na EBpomeiickus napinameHT U Ha CbBeTa, KOOpAMHALMOHHATA
rpyna no 4i. 77, an. 2 B cpok A0 30 AHM OT JlaTaTa Ha [0JIy4aBaHE Ha IPErnopbKaTa OT KOMUTETA 110
1. 56a, an. 1, T. 1 u3maBa CTaHOBHUIIE OTHOCHO 3ala3BaHETO, MPOMSHATA, CIHUPAHETO WU
MPEKPaTSIBAHETO HAa CHOTBETHUTE Pa3pelIeHHUs 3a yIOoTpeda, BKIIOUUTEIHO TpaQuK 3a U3IMIBIHCHHE
Ha CTaHOBUUIETO.

(2) Koraro nmpezacraBeHUTe Ibp’KaBU YIEHKM B KOOpJAMHAIMOHHATa rpyna mo wi. 77, aim. 2
MIOCTUTHAT ChIJIaCM€ OTHOCHO JeHCTBUATA, KOUTO TpsiOBa Aa ce mpenmpuemat, MAJl m3nbiaHsBa
MIPUETOTO pEIlICHUE.

(3) Koraro cranoBumiero mno ajna. 1 e 3a cnMpaHe WIM HpeKpaTsBaHE Ha Pa3pelIeHueTo 3a
ynotpeda, u3bIHUTETHUAT qupektop Ha WAJI u3nasa 3amnosen.

(4) Korato B ctaHoBHUIIIETO 1O . | ca npenopb4aHd NIPOMEHHU B U3/1aICHOTO pa3pelleHue 3a
yroTpe0a, MpUTEKATENAT Ha pa3pellIeHneTo 3a ynorpeda nogasa g0 MAJI 3asBieHne 3a npomsiHa,
BKJIIOYBAILIO AKTyaJM3UpaHa KpaTKa XapaKTepUCTHUKAa HAa MPOAYKTa W JIMCTOBKA, B PaMKUTE Ha
ornpezeneHus rpaguk 3a U3MbIHEHHE.

(5) Korato He Moxe 1a ObJie MOCTUTHATO ChIVIACHE B PaMKHTE Ha KOOPJMHALMOHHATA TpyIa
no uin. 77, an. 2, MO3ULMATa HA MHO3MHCTBOTO OT JbP)KAaBUTE WIEHKH C€ MpEeAOoCTaBs Ha
EBpomneiickata KOMHCHs, KOATO IpUeMa pELIeHHEe 3a MPOMsHA, CIUpaHE WIM NpEeKparsBaHe Ha
paspelieHusiTa 3a ynorpeba, WM3laJeHU OT CHOTBETHUTE PETyJIATOPHU OpPraHM Ha JIbprKaBUTE
YIICHKH.

(6) U3mbaHuTenHaTa areHuys 1o JieKapcTBaTa Mpuiiara BpEMEHHUTE W/WIM OKOHYATEITHUTE
MEpKH OT PELIEHUETO I10 a. 5.

Y. 194t. (Hos - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) B cayuaii Ha envHHa
OLIEHKA Ha MEePUONYHU aKTyaIU3UPaHH JOKJIAIH 32 OE30MaCHOCT Ha JIEKAPCTBEHU MPOILYKTH IO YJI.
1941 u xorato OHE €JHO OT pa3pelieHusITa 3a yrnorpeda e u3gaaeHo no pena Ha Permament (EO)
Ne 726/2004 na EBponeiickus napiameHT 1 Ha ChBeTa, KOMUTETHT 10 JIEKapCTBEHUTE MPOILYKTH 3a
XyMaHHa ynotpeba B cpok A0 30 IHU OT MoTy4aBaHETO Ha MpernopbKara OoT KOMUTETa Mo Wi. 56a,
an. 1, 1. |1 wu3gaBa CTaHOBMILE OTHOCHO 3alla3BaHETO, W3MEHEHUETO, CIMPAHETO WIIU
MIPEKPATSABAHETO HAa BAIMIHOCTTA HA CHOTBETHUTE pa3pelIeHUs 3a ynoTpeda, BKIIOUYUTETHO rpapuK
3a U3II'BJIHEHUE Ha CTAHOBUIIIETO.
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(2) Koraro B cTaHOBHIIIETO IO aj. | € M3pa3eHa MO3UIMs 3a IpearnprueMane Ha peryJaTOpHA
JICHCTBHS 10 OTHOIIICHUE Ha pa3pelieHusTa 3a ynorpeda, EBpornelickara KOMUCHS:

1. mpuema peleHue 3a MpoMsiHa, CIUPaHEe WK MpeKpaTsiBaHe Ha pa3pelIeHusTa 3a ynoTpeoa,
usnanenu o pena va Permament (EO) Ne 726/2004 na EBponeiickus mapiameHnT u Ha ChbBeTa,

2. mpuema pelIeHUEe C IPEenopbKa 3a MPOMSIHA, CIIMPaHe WM IIPEKPATABAHE HA PA3PELLICHUTA
3a ynotpe0a, U3aIeHN OT CbOTBETHUTE PEryJaTOPHU OPraHu Ha JbPKABUTE YICHKH.

(3) U3nbaHuTenHata areHuys 1o JIeKapcTBaTa Mpuiiara BpEMEHHUTE W/WIM OKOHYATEITHUTE
MEpPKH OT PELIEHUETO 10 al. 2, T. 2.

Pa3zgen IV
(Hos - JIB, op. 102 ot 2012 r., B cua1a ot 21.12.2012 1.)
CnemHa npoueaypa Ha HuBo EBponeiickus cb103

Un. 194y. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cremrna nporneaypa Ha
HuBo EBpomeiickus cbhi03 Moxe JAa Obae wuHunMUpaHa oT EBpormeilickata komwucus, OT
EBpomneickara areHuus 10 JIeKapcTBaTa WIKA OT AbpKaBa WICHKA.

(2) (U3m. — JIB, 6p. 18 ot 2014 r.) M3mpaHuTenHATa areHIMs IO JICKapcTBaTa MHHUITUUPA
CIIEIlIHA IpolLeaypa MO pelJa Ha TO3W pas3fesl upe3 yBEIOMSBAaHE Ha PETyJaTOPHUTE OpraHd Ha
IpyruTe Obp:KaBU 4ieHKW, EBpormelickara areHius mo jekapcrBara u EBpormeiickata KoMucus,
KOTaTo MO ChOOpakeHUs, CBbP3aHU C MPOCIEIIBaHEe Ha JIEKapcTBEHATa OE30MAaCHOCT, IPEIEHH, Ue
3a JaJIeH JIEKapCTBEH MPOAYKT, MMyCHAT Ha OBIATrapcKus ma3ap, € HeOOXOAMMO MpeArpueMaHe Ha
HSIKOS OT CJIEIHUTE MEPKHU:

1. cnupane WM mpeKpaTsBaHe Ha pa3pelIeHUeTo 3a yrnoTpeoa,

2. 3a0bpaHa Ha pa3NPOCTPAHECHUETO HA JIEKAPCTBEH MPOIYKT;

3. u3aBaHe Ha OTKa3 3a MOJAHOBSIBAHE HA Pa3pEUICHUETO 3a ynoTpeoda.

(3) (U3m. — 1B, 6p. 18 ot 2014 r.) V3nbaHuTenHaTa areHuus IO JIEKapcTBaTa MHUIUUpPA
mpoLeaypata 1o aji. 2, Korato € yBeJoMeHa OT MPUTEKATeNs Ha pa3pelIeHueTo 3a ynorpeda, 4e 1mo
CbOOpaXKeHMs, CBBbpP3aHM C TNPOCIEIsSBaHE Ha JIeKapcTBeHaTa OE€30MacHOCT, IpeyCTaHOBsBA
pa3snpOCTPaHEHUETO Ha JIEKapCTBEHMs MPOAYKT WJIM € TMpeanpuern, WIM Bb3HaMepsiBa Ja
npeanpuemMe AEMCTBUS 3a U3TErNIIHETO My OT Mas3apa, WM HsaMa Ja HpeanpueMe AeUCTBUS 3a
MIOJTHOBSIBAHE Ha W3J1a/IEHOTO pa3pelleHre 3a ynorpeoa.

(4) (M3m. — 1B, 6p. 18 ot 2014 r.) U3nbaHuTenHaTa areHuus IO JIeKapcTBaTa MOXe Ja
MHUIMKpPA Mpoleayparta 1o ajl. 2 U B caydauTe, KOraTo MpereHu, 4e Mo ChboOpakeHus, CBbP3aHu €
IpociegBaHe Ha JieKapcTBeHaTa 0e30IacHOCT, 3a JaJeH JIEKApCTBEH MPOAYKT TpsiOBa na Obaar
N00aBeHH HOBM IPOTHBOIIOKAa3aHWs MM Ja ObJe HamalleHa MpenopbyBaHaTa /032, WU
MOKa3aHuATa Aa Ob1aT OrpaHUYEHH.

(5) (M3m. — ]IB, 6p. 18 ot 2014 r.) M3nbaHuTeNHATA areHIUs 10 JIeKapcTBaTa MpeaocTaBs Ha
EBporeiickara areHIus mo JekapcTBaTa U Ha peryjJaTOpHUTE OPTaHu Ha JIPYTUTE AbP)KaBH WICHKU
Is1aTa HayyHa MH(pOpMalMs, ¢ KOSTO paslojlara, KakTo M M3BbpIIEHAaTa OLEHKAa Ha JIAaHHWUTE, U
MOTHBHTE 3a MHULIMUPAHE Ha MpOIieyparTa Mo pe/ia Ha TO3H pa3/ell.

(6) (U3m. — 1B, 6p. 18 ot 2014 r.) B ciyuaute mo an. 2 — 4 EBpomeiickaTa areHIus 1o
nekapcrBara yBenomsBa MAJI 3a 3amouBaHe Ha mpouexypara, KOraTo ONaceHusiTa BbB BPb3Ka C
0€30MacHOCTTa Ce OTHACAT U J0 JAPYTH JIEKapCTBEHH MPOIYKTH, KOMTO MPHHAIEKAT KbM €1HA U
Chllla TEpareBTUYHA IPYIa WU ChIBPKAT €IHO U CHILO AKTUBHO BEIIECTBO C MPOAYKTa, TOCOYEH B
uHpopManuATa Mo al. 5, WIK KOraTo TO3H JIEKapCTBEH MPOJIYKT € pa3pelleH 3a ynoTpeda u B Jpyra
WIH B IPYTH TbPKABH WICHKH.

(7) (U3m. — JIB, 6p. 18 ot 2014 r.) B cmydaute mo am. 4, Koraro He ce Hajara jJa ce
npenanpuemar crenrau Mepku, MAJI mpunara npouenypata o ui. 77 uiau 790.

(8) (HoBa — /IB, 6p. 18 ot 2014 r.) M3nbaHuTenHaTa areHIus 1o jekapcrsata nHGopMupa
MIpUTEXKATEN Ha pa3pellieHueTo 3a ymoTpeda 3a 3amouyBaHe Ha Mpoleaypara Mo pefa Ha TO3U
pasznein.

Y. 194¢. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cayyaure mo ui.
194y, an. 2, korato nmpeneHH, 4e € He0OX0IUMO J1a ce MpeArpreMaT CIEeIIHA MEPKH 3a 3alluTa Ha
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obmiecTBeHOTO 3ApaBe, MAJI Moxe BpeMEHHO Ja CIipe pa3pelieHHueTo 3a yrnorpeda u aa 3abpaHu
yrnoTpebara Ha JIEKapCTBEHUS MPOAYKT Ha TepuTopuara Ha PemyOnuka beiarapus no npuemane Ha
OKOHYATENHO perieHue no wi. 1944 unu 194m.

(2) MsnbiaHuTenHata areHuus IO JieKapcTBaTa yBeaoMsiBa EBpomelickaTa areHuus Io
nekapcTBara, EBpomneiickaTa KOMUCHS U PEryJaTOPHUTE OpPTaHU Ha JAPYTUTE ObpPKABU WICHKH 32
NpeanpueTuTe MEpKH Mo ajd. 1 B CpoK 110 eauH pabOTeH JIeH OT NMPHIAraHeTO MM M I0COYBa
MOTHBHTE 3a TOBA.

(3) Koraro M3nbiHuTenHata areHuus IO JiIeKapcTBaTa ydacTBa B IpolieaypaTa MO TO3HU
pazgen, mo uckane Ha EBpomnelickata xkomucusi MAJI mpeanpuema mnpenopbUyaHUTE BPEMEHHU
MEpKH 10 OTHOIICHHWE Ha pPa3pelIeHHEeTO 3a YyNoTpeda Ha JIEKapCTBEH MPOJYKT, WM KOTaTo
JIEKApCTBEHHAT MPOAYKT € paspernieH 3a ynoTpeda mo peaa Ha Permament (EO) Ne 726/2004 nHa
EBpornelickust napiaameHT 1 CpBeTa - 110 OTHOLIEHHME HA CaMMsl IPOAYKT, 10 IPUKIIOUYBAHE Ha
mpoueaypara.

Y. 194x. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) M3nbaHUTEIHATA arCHINS
0 JieKapcTBaTa MyOJluMKyBa ChOOIICHHE Ha HAI[MOHATHHS MHTEpHET mopran mo 4i. 185, am. 1 3a
HAYMHA, 110 KOWTO 3aWHTEPECOBAHUTE CTPAHU MOTaT Ja MpeaocTaBaT nHpopMmaiws Ha EBponerickus
MHTEPHET NOopTall 1o 4wi. 68, ain. 1, T. 4 3a nekapcTBEHUS MPOAYKT - MPEAMET Ha MPOLeAypaTa Mo 4.
194y, 1 3a BB3MOXKHOCTTA Ja y4acTBaT B OOIIECTBEHO OOCHkKIaHE, aKO TAKOBA € 0OSBEHO.

Ui 194u. (Hos - JIB, 6p. 102 ot 2012 1., B cunma ot 21.12.2012 r.) (1) KomurtersT 110 4. 564,
an. 1, . 1 B cpok o 60 auu OT Aarara Ha oOsABsIBaHE Ha Mpolenypara Ha EBporneiickus HHTEpHET
MOpTa U3rOTBSI MOTUBHpAHA MPENOpPHKa.

(2) Ipurexarenar Ha pa3pemieHHeTo 3a ynorpeda Moke B CpoKa IMo ai. 1 J1a mpenocraBu
MUCMEHU KOMEHTapH.

(3) [Ipenopbkata mo an. 1 ce myOaukyBa Ha EBpomneiickus HHTEpHET mopTai mno 4i. 68, am. 1,
T. 4 ¥ ChIIBPIKA €HO WM TIOBEUE OT CIECTHUTE 3aKITIOYCHHUS:

1. He e HeoOXOOUMO [ONBJIHUTEIHO IPOYyYBAaHE WM MpeAlpueMaHe Ha JCHCTBUS Ha
OOIIIHOCTHO HUBO;

2. TpUTEXaTeNsAT Ha pa3pelleHHeTo 3a ymnoTpebda TpsOBa Aa MU3BBPIIM JIONBIHUTEIHO
IIPOYYBAHE U aHAJIU3 HA JAHHUTE;

3. mpuUTEeXKATENAT Ha pa3pelieHreTo 3a ynoTpeba TpsOBa 11a MpoBene MOCTMAPKETUHIOBO
IIpoyyBaHe 3a 6€30MaCHOCT ¢ MOCIe/BaIlla OLEHKA Ha PEe3yJITaTUTE OT HEro;

4. npprkaBaTa WieHKa WIM IPUTEXKATEAT Ha pa3pelieHneTo 3a ynorpeda /1a Npuioku MEpKU
3a HAaMaJISIBaHE Ha PUCKA;

5. pa3zpelnieHueTo 3a ynorpeda TpsOBa ga ObAe CHPSHO, MPEKpATEHO WU Ja ObJe U3JaicH
OTKa3 3a MOIHOBSIBAHETO MY;

6. pa3pernieHueTo 3a yrnorpeda TpsoBa ga Ob1e TPOMEHEHO.

(4) Konkpernute Mepku 1o ai. 3, T. 4, KaKTO U yCIOBHUATA U OTPAHUYEHUATA, KOUTO CIeBa
na ObAAT BKJIIOUEHHU B Pa3peLICHUETO 3a YIIOTpeda, ce MocouBaT B MpernopbKaTta.

(5) B cnyuaure o an. 3, T. 6, KOraTo MPOMEHHUTE Ca CBBP3aHU C U3MEHEHHE WK J00aBsHE Ha
nH(popMalys B KpaTKaTa XapakTEepUCTUKA, BbPXY OMAKOBKaTa WM B JIMCTOBKATa Ha JIEKAPCTBEHUS
NPOAYKT, B Npenopbkara ce BKIOYBAT (HOpMyIMpOBKaTa Ha NpOMEHEHaTa WM Jo0aBeHara
nH(popMalKs U MICTOTO, KbJETO ClIe/[Ba TS /1a ObJie HAaHECEHa.

Un. 1944. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B o6xBarta Ha
nporeayparta mno 4wi. 194y He € BKIIIOUEH JIEKApCTBEH MPOAYKT, pa3pelieH 3a ynorpeda mo peaa Ha
Pernament (EO) Ne 726/2004 na EBponelickust napinameHT 1 Ha ChBeTa, KOOpAWHAIIMOHHATA TPpyIa
no wi. 77, an. 2 Bb3 OCHOBa Ha mpemnopbkara mo wi. 194 B cpok g0 30 nHM OT gaTata Ha
[IOJIy4aBaHETO ¥  W3/laBa CTAHOBMILE OTHOCHO 3alla3BaHETO, NPOMSHATa, CIHMPAHETO,
MPEKpaTSIBaHETO Ha BAJIWJHOCTTa HAa CHOTBETHUTE pa3pelIeHUs 3a ymnoTpeda WM OTKa3 3a
MIOJTHOBSIBAHETO UM, BKJIFOUMTEIHO Tpa(UK 3a U3ITbIHEHHE HA CTAHOBHIIETO.

(2) Koraro B cTaHOBHUIIETO € MPENopbyuaHo NpeArnprueMaHe Ha MepkuTe 1o wi. 194m, an. 3, T.
S, M3OBIHUTENHUAT aupekrop Ha MAJI cbc 3amoBex cnMpa AEMCTBHETO WIM IpEKpaTsIBa
paspeleHueTo 3a ynorpeda, Wi 0TKa3zBa MOIHOBSIBAHETO MY.
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(3) Koraro B cranoBuiiero mo aji. 1 ca nmpenopb4aHd MPOMEHH B M3IaJCHOTO pa3pelicHue 3a
ynoTpeba, MpUTekaTessaT Ha pa3peuieHneTo 3a ynorpeda nonasa 1o MAJI 3asBnenue 3a npomsiHa,
BKJIIOUBAIIO aKTyalM3UpaHa KpaTKa XapaKTepHUCTHKAa Ha MPOAYKTa W JIUCTOBKA, B PaMKHUTE Ha
orpeiesieHus rpaduk 3a U3IIbJIHEHHE.

(4) Korato B cTaHOBHIIIETO 10 ajl. 1 € MpenopbyYaHO MpearpueMane Ha MEpKU 1o wi. 194,
al. 3, T. 2 - 4, mpUTeXATENAT HA pa3pelIeHHETO 3a ynorpeda npeamnpueMa HeoOX0IUMHUTE JeHCTBUS
u unpopmupa MAJI u perynaropHute opranu Ha APYyTrUTEe AbP>KaBH YICHKH.

(5) Koraro B pamkuTe Ha KOOpAWHAIIMOHHATA Tpyma 1o wi. 77, al. 2 He Moxe Ja Obae
MIOCTUTHATO ChIJIacHe, MO3HMIMITa HA MHO3WHCTBOTO OT ABP)KaBUTE YJICHKU CE MPEIOCTaBsl Ha
EBpornelickara KoMHCHs, KOSITO IpHUEMa peElIeHHE C Ipernopbka 3a MpPOMSHA, CIHUPAHE WIN
MpeKpaTsBaHe Ha Pa3pelIeHHETO 3a yrnoTpeda, U3/1aJeHO OT ChOTBETHUTE PEryJaTOPHH OpPraHu Ha
JbP’KABUTE UJICHKH.

(6) 3mbnHuTeNnHATa areHIys Mo JeKapcTBara Mnpuiara NpernopbuyaHuTe B PEUICHUETO 10 ajl.
5 BpeMEHHH W/WJIM OKOHYATEIIHU MEPKHU.

Wi 194m. (Hos - IB, 6p. 102 ot 2012 r., B cra ot 21.12.2012 1.) (1) Koraro B o6xBaTa Ha
npoueaypara mo wi. 194y e BKITIOYEH JICKapCTBEH MPOIYKT, pa3pelieH 3a ynorpeda 1mo pena Ha
Pernament (EO) Ne 726/2004 na EBpomeiickus mapiameHT u Ha CbBera, KomMutersT mno
JIEKapCTBCHH TPOAYKTH 3a XyMaHHa ymoTpeda Bb3 OCHOBA Ha Mpernopbkara mo wi. 194m, am. 3 B
cpok mo 30 nmHM OT JgaTaTa Ha MOJy4YaBaHETO W H3/laBa CTAaHOBWILE OTHOCHO 3ara3BaHETo,
IIPOMSHATA, CIUPAHETO, IMPEKPATSIBAHETO HAa BAJUIHOCTTA HA CBHOTBETHUTE pa3pellIeHUs 3a
ynotpeba WM OTKa3 3a I[IOJAHOBSABAHETO UM, BKIIOUUTENIHO TpauK 3a U3MBIHEHUE Ha
CTaHOBHUIIETO.

(2) Korato B craHoBuIIeTo 1o ain. 1 e uzpa3eHa no3uius 3a NpearprueMaHe Ha peryaaToOpHU
JICHCTBYS 110 OTHOIIICHUE HA pa3pelleHusTa 3a ynorpeda, EBporelickara KOMUCHS:

1. mpuema pelieHue 3a npoMsiHa, CliupaHe WK MPeKpaTsBaHe BAIMIHOCTTA Ha pa3pelIeHUsTa
3a ynotpeba, nuznanenu no pena Ha Permament (EO) Ne 726/2004 na EBporeiickus mapiaMeHT U Ha
CobBeTa;

2. mpuema pelleHue ¢ NpenopbKa 3a NpoMsiHa, CIIMpPaHEe WM MpeKpaTsBaHEe Ha BAJIUIHOCTTA
Ha pa3pelieHusTa 3a ynorpeda, U3JaJieHd OT ChOTBETHHUTE PETYIATOPHU OPraHU Ha ABbP)KaBHUTE
YJIEHKH.

(3) UsmbaHuTenHaTa areHuMs MO JieKapcTBaTa MpHIara NpernopbyaHUTE B PEIICHHUETO Ha
EBpornelickara koMucHs MO ai. 2, T. 2 BpEMEHHU U/UIM OKOHYATEITHH MEPKHU.

Yn. 194m. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpenopbkara mno ui.
19411, an. 1, cranoBumero nmo wi. 194m, an. 1 u pemenuero Ha EBpormeiickata KOMUCHS TIO WII.
194y, an. 5 v wn. 194w, an. 2 ce ny6aukysat Ha EBporneiickust HHTepHET nmoprai mo wi. 68, ain. 1, T.
4.

I'naBa neBera
TbPI'OBUSA HA EJIPO C JEKAPCTBEHU NNPOAYKTHU U ITIOCPEJHUYECTBO B
OBJIACTTA HA JIEKAPCTBEHUTE ITPOAYKTHU
(3aru. u3m. - /IB, op. 71 ot 2008 r., B cujia ot 12.08.2008 r., 6p. 102 o1 2012 r., B cHJ1a oT
2.01.2013 r.)
(Paznea I. Teproeusi Ha eapo ¢ JIeKapCTBEHU MPOXYKTH)
(3ara. orm. - /IB, Op. 71 ot 2008 r., B cus1a ot 12.08.2008 r.)

Y. 195. (1) TwproBus Ha eApo ¢ JEKAPCTBEHH MPOAYKTH MOTaT Ja U3BBPIIBAT PU3NYECKU U
IOPUANYECKH JIMLA, IPUTEKABALIN Pa3peIICHUE 3a Ta3U JEHHOCT, U3JaIEHO OT PETyJIaTOPEH OpraH
Ha CbOTBETHATa JIbpKaBa WICHKA.

(2) Korato nunero mo an. 1 mma CKJIaJ0oBM HOMEIIEHUS Ha TepuTopusara Ha PemyOmuka
bwarapus, To Moke 1a U3BBPILBA THPrOBUS HA €1PO C JIEKAPCTBEHU MPOAYKTHU CJeJl [T0JIy4aBaHe Ha
paspelleHue oT U3IbIHUTEIHUS nupekTop Ha MAJL
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Ui 195a. (Hos — IB, 6p. 67 ot 2020 r.) JIume, moiy4mio pa3pelieHue 3a ThproBus Ha epo C
JIEKapCTBCHH MPOJYKTH, HE MOXKE Ja OBJIe MPUTEKATENI HA pa3pelIcHHE 32 ThProBUs Ha IPeOHO ¢
JIEKapCTBEHU MPOJIYKTH B allTeKa, U3/IaJIeHH 110 pejia Ha TO3U 3aKOH.

Y. 196. (1) [IpousBoauTen Ha JEKapCTBEHU MPOLYKTH 10 CMUCHJIA HA TO3U 3aKOH MOXKE Jia
U3BbpIIBA THPIOBUS Ha €IpO CamMoO C JIGKAPCTBEHUTE MPOAYKTH, 3a KOUTO HMa H3/aJCHO
paspeleHue 3a IpOu3BOICTBO.

(2) BHocuten Ha JIeKapCTBEHH MPOAYKTH MO CMHUCHJIA HA TO3M 3aKOH MOXKE Jla U3BBPIIBA
THPTrOBUSI HA €JIPO CaMO C JICKAPCTBEHUTE MPOYKTH, 32 KOUTO UMa U3J1aJICHO Pa3pellIeHUE 3a BHOC.

Ui 197. JIunara mo wi. 195 tpsOBa na pasmonarar chc:

1. moaxonmsdmy TOMEIIEHHUs, O0OpyIBaHE U CBHOPBHKEHUS M TMOAXOMAIIU TPAHCIOPTHU
CpEICTBa, OCUTYpPSBAIlM TMPABUIHOTO CbXPAaHEHHUE, pPA3MPOCTPAHEHUE M TPAHCHOPTHpPaHE Ha
JIEKapCTBCHUTE TMPOIAYKTH, B CHOTBETCTBUE C W3HCKBaHWsATa Ha JloOpara amcTpuOyTOpcka
MIPaKTUKA;

2. KBATH(UIMPAH TEPCOHAT U OTTOBOPEH MAarucThp-(papMareBT ¢ Hal-MaaKo JBE TOJHHU
TPYJOB CTaX MO CHEIUATHOCTTA, YUUTO 33bJDKEHHUS CE€ ONpeessaT B HapeabaTa mo wi. 198.

Un. 198. (M3m. - B, 6p. 102 or 2012 r., B cuna or 2.01.2013 r.) [lpuHnunure u
n3nckBaHuaTa 3a JloOpure TUCTpUOYTOPCKH MPAKTHUKW HA JIGKAPCTBEHU MPOIYKTH U HA aKTUBHU
BEIECTBa CE MpUeMaT ¢ Hapea0a Ha MUHUCThPA Ha 3/IPABEOIa3BaHETO U C PHKOBOJACTBA, IPUETH OT
EBponeiickata koMucHs.

Y. 199. (1) JIunara no uin. 195, an. 2 nonasar B UAJI:

1. 3asBieHHE, KOETO ChIbpXKAa HAMMEHOBAaHWE, CEJANUIIe M aJpec Ha YIpaBICHHE Ha
THProOBeIla; aJpec W ONUCAaHWE Ha TIOMEIICHUSATA U CHhOPBHKEHHUSATA 3a CBhXpPAHCHHE Ha
JIEKapCTBEHUTE MPOIYKTH;

2. (mm. - JIB, 6p. 60 or 2011 r.,, B cunma or 5.08.2011 r.) mamuu 3a Enunaus
UICHTU(QUKAIIMOHEH KOJI Ha ThpProBella WM Koomepanusta OT TBHProBCKUS PErHCTBpP, a 3a
JpY>KeCTBaTa, peruCTpUPaHU B IbpiKaBa - yieHKa Ha EBponeickus chio3, U B JbpKaBa - CTpaHa
no Crnopa3dymeHuero 3a EBpONEeiicKOTO MKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyalHa
perucTpanus Mo HaIMOHATHOTO 3aKOHOIATENICTBO, U3/IaJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
IbpKaBa;

3. (mom. — IIB, 6p. 103 or 2017 r., B cuna ot 1.01.2018 r.) ume, CBUACTEICTBO 32 CHIUMOCT
WIM aHaJOTHMYeH JOKYMEHT Ha IJIMIETO, aKko He € OBIrapcKku TpaKIaHWH, AUIUIOMA 3a BHCIIE
oOpa3oBaHMe U JOKYMEHT 3a TPY/AOB CTaX Ha OTTOBOPHUS MarucTbp-¢papmanest no wi. 197, 1. 2 u
KOIIHE OT TPYAOBUS MY JI0TOBOD;

4. (ot™. - 1B, 6p. 60 ot 2011 r., B cua ot 5.08.2011 r.);

5. (ot™. - IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 1.);

6. TOKYMEHT, YJIOCTOBEPSIBAII] IPABHOTO OCHOBAHHKE 3a TOJI3BaHE HA TTOMEIIICHUSITA;

7. (ot™. — 1B, Op. 84 o1 2018 1., B cuma ot 12.10.2018 r.);

8. IOKyMEHT 3a IjIaTeHa Takca B pa3Mep, ornpezesieH B Tapudara mo wi. 21, an. 2.

(2) JIunata mo un. 195, an. 1 nonasar 3assrnenue B MAJI 3aeqHo che:

1. xomMe OT pa3pelIeHWeTO 3a THPrOBHUS Ha €ApO, W3/IaJIeHO OT PEryJaTOpeH OpraH Ha
TbpKaBa YICHKA;

2. M€ | aJIpec Ha JIMIIETO 32 KOHTAKTH Ha TepuTopusTa Ha Penybnuka beiarapus;

3. ajgpec Ha TOMEIIEHUATA 32 ChXpPAaHEHHE Ha JIEKAPCTBEHHUTE MPOIYKTH HA TEPUTOPHUATA HA
TbPKABUTE UICHKH.

(3) IIpu THproBust Ha €ApO C HAPKOTHYHU BENIECTBA, KAKTO M C JIEKAPCTBEHU (POPMH,
CBHABpXKAIM TAaKWBa BEIIECTBA, C€ NpWJIaraT M HM3UCKBAaHUATA HAa 3aKOHA 3a KOHTPOJ BBPXY
HApPKOTUYHUTE BEIIECTBA U MPEKYPCOPHUTE.

(4) (Orm. — 1B, 6p. 17 oT 2020 1.).

(5) (HoBa — JIB, 6p. 103 ot 2017 1., B cuna ot 1.01.2018 r.) M3nbaHuTenHaTa areHus 1Mo
JIeKapcTBaTa YCTaHOBSIBA CIy:K€OHO OOCTOATEICTBaTa OTHOCHO CHIMMOCTTA Ha JIMIIETO IO ai. 1, T.
3, KoraTo e OBJITapCKH rPpaXTaHuH.
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(6) (HoBa — 1B, 6p. 67 ot 2020 r.) B aeHs Ha moCThIIBaHE Ha 3asBJICHUETO 1O ail. | win 2
WAJI u3npaia o ciry>ke0eH pesi HCKaHe 0 YIPAaBUTEIHUS ChbBET Ha bbiarapckus (apmaneBTHUCH
ChI03 3a H3JlaBaHE Ha YyJOCTOBEpEHHE 3a BIUCBaHEe B HalMOHaIHMA €JIEKTPOHEH PETUCTBP Ha
4yieHoBeTe Ha bhirapckus ¢apManeBTHUYCH ChIO3 — 3a MarucTbp-¢papmanenTta mo wi. 197, 1. 2,
KaKTO M 3a IPEeJOoCTaBsiHEe HAa MH(pOpMalKs OTHOCHO HAJIOKEHM HaKa3aHMs IO pela Ha 3aKkoHa 3a
ChCJIOBHATA OpraHM3aLMs HA MAaruCThp-(PapMaleBTUTE U Ha 3aKOHA 32 37PaBETO.

(7) (Hoa — 1B, 6p. 67 ot 2020 r.) YpaBUTEIHHUIT CHBET MPEAOCTABS JOKYMEHTHTE 110 aJl. 6
B CPOK 5 paOOTHU JAHM OT IIOCTHIIBAHE HA UCKAHETO.

Ui, 200. M3npinHUTENHATA areHUUs 1O JIEKapcTBaTa OLICHSIBA JOKYMEHTAUUATa U U3BbPIIBA
MpOBEpKa Ha MSICTO Ha OOEKTUTE, MOCOUYEHH B 3asIBIICHUETO, 32 YCTAHOBSIBAHE HA CHOTBETCTBUETO
UM C u3KCKBaHusATa 3a JloOpaTa qucTprOyTOpCKa NpaKkTHKA.

Un. 201. (1) U3nbaxuTenHaTa areHIus MO JIEKapcTBaTa yBEAOMsBa MHCMEHO 3asiBUTEI,
KOIaTo yCTaHOBM HEIbJIHOTH B IIPEICTaBEHATa JOKYMEHTALU.

(2) B ciiyuaunte 1o an. 1 cpoxsT o ui. 202, an. 1 cnupa ga tede.

. 202. (1) (U3m. — 1B, Op. 84 ot 2018 1., B cuia ot 12.10.2018 r.) B cpok no 60 aau ot
JaTaTa Ha MojjaBaHe Ha 3asBieHUeTo 1o wi. 199, an. 1 usnbenaurennust aupexkrop Ha MAJI nznasa
paspelieHre 3a ThbProBUs Ha €JpO UM ITPaBU MOTUBUPAH OTKA3.

(2) Otka3sT Mo ain. 1 moexku Ha oOXKaJIBaHE MO pela Ha AJIMUHUCTPATUBHOIPOIECYaATHHS
KOJIEKC.

Ui 203. B cpok no 15 nHu oT narata Ha mojaBaHe Ha JOKyMEHTanusaTa mo wi. 199, an. 2
U3IBJIHUTENHUAT aupekTop Ha MAJI u3naBa yocToBepeHre 3a perucTpanus 3a ThbproBus Ha epo
Ha TepuTopusiTa Ha Penydnuka bearapus nva nunero no wi. 195, an. 1.

Y. 204. (1) Pa3pemienuero 3a ThproBust Ha €poO € JIEKAPCTBEHU NPOLYKTH € 0€3CPOUHO.

(2) Pazpemenunero no ui. 202 wnm ynocroBepeHuero mno wi. 203 ce mpekparsBa, ako
IIPUTEXKATENIAT My IIOUCKA ITMCMEHO TOBA OT U3IBJIHUTEIHUS qupekTop Ha MAJL

(3) Jlunero mo wui. 195 e mabxkHO na yBepomu mmrcmMeHo MAJL B 7-mHEBEH CpOK OT
IpeKpaTsBaHe Ha JIEHHOCTTa CU MO THPrOBUS Ha €IpO C JISKapCTBEHH NPOAYKTH. B Te3n ciydam
M3MBIHUTENHUAT aupektop Ha MAJl mpekparsBa u3mageHUTE pa3pelieHus/yA0CTOBEpEeHUs 3a
TBHPrOBHUS Ha €O C JIGKAPCTBEHU MPOTYKTH.

Un. 205. (1) M3nbiaHuTenHata areHuMsi MO JIEKapcTBaTa BOAM PETUCTbpP Ha MU3JaJCHUTE
paspelIeHns 3a ThProBHsl Ha eJIpo C JeKapCTBEHH MPOAYKTH 1o wi. 202, ant. 1, KOWTO chIbpxka:

1. HOMep U /1aTa Ha pa3pelieHueTo;

2. HaMEHOBaHUE, CEeJANIUIIE U aJpec Ha yIpaBJIEHUE Ha JIULETO, MOJIYYNUIIO pa3peleHHETO;

3. aapec Ha MOMEIIEHUATA 32 CbXPaHEHHUE Ha JIEKApCTBEHUTE MPOIYKTH;

4. naHHUTE 32 OTTOBOPHUS MarucThp-apmanest no 4wi. 197, 1. 2;

5. CIHCBHK Ha JIEKapCTBaTa, ChIAbPXKAIIM HAPKOTHYHH BEIIECTBA, pPagrodapMareBTHIIN,
MMYHOJIOTUYHH JIEKAPCTBEHU MPOIYKTH U JIEKAPCTBEHU MPOIYKTH, OJYYEHH OT YOBEIIKa Ia3Ma U
YOBEIIKA KPbB;

6. 1ata Ha 3aIMYaBaHe Ha Pa3pelIeHUeTo OT PErHCThpa U OCHOBAHHE 33 TOBA;

7. 3a0eNeXKKH M0 BIUCAHUTE OOCTOSITENICTRA.

(2) 3npaHMTENHATA areHIIMs 10 JeKapcTBaTa BOJIU PETHCThP Ha U3/1aJICHUTE YIOCTOBEPEHNUS
1o wi. 203 3a THProBus HA €1IPO C JICKAPCTBEHU MPOAYKTH, KOUTO ChIbpXKa:

1. HOMep U J1aTa Ha YJJOCTOBEPEHUETO;

2. HOMEp Ha Pa3pelICHUETO 3a ThProBUs Ha €ApPO C JIEKAPCTBEHU MPOIYKTH U OpraHa, KOMTo
ro € u3Jal;

3. HauMEHOBaHMEe, CeJaluIle U aJpec Ha YNpaBieHHE Ha JHIETO, MOJIYYHIO
YIOCTOBEPEHUETO;

4. naHHU 3a nuieTo no 4wi. 199, an. 2, 1. 2;

5. 1aTta Ha 3aJIM4YaBaHe Ha YJOCTOBEPEHUETO OT PErucThpa U OCHOBaHME 32 TOBA;

6. 3a0eJeKKH M0 BIHCAHUTE OOCTOSITENICTRA.

(3) Jannu ot perucrpure ce myOinKyBaT Ha crpanunata Ha MAJI B untepHer.
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(4) (Homa - 1B, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 r.) M3nbiaHUTENHATAa areHIUs 110
JeKapcTBaTa BbBEXJa B 0Oazara naHHM 1o wi. 147 mHpOpManus 3a M3AaJCHUTE pa3pelicHHs 3a
TBPrOBHUs Ha €O C JIEKAPCTBEHU MPOTYKTH.

(5) (HoBa - /IB, 6p. 102 ot 2012 r., B cuita ot 2.01.2013 r.) IIpu noucksane ot EBponeiickata
KOMHCHSA WK OT AbpkaBa wieHka MAJl mpenocraBs uH(oOpMaius 3a U31aJ€HO pa3pellieHue 3a
TBHProBHs HA €pO C JIEKAPCTBEHU IIPOLyKTH.

Ui 206. (1) ITIpu mpomsiHa Ha OOCTOATENCTBATA, CBBP3aHU C W3AJICHOTO Pa3peIICHHE 3a
TBHProBUs Ha €Ap0, IPUTEXKATENIAT My nojasa 3asasieHue 10 MAJI no pena va wi. 199, xpM Koeto
Ipujara cBbp3aHara ¢ IpoMsHaTa JOKyMEHTaIUsl.

(2) Pa3perienuero 3a npomsiHa ce M3/aBa Mpu yciaoBusaTa u no pena Ha wi. 200 - 202, [pu
IIPOMsIHA Ha IIOMEIIEHUATA 3a ChbXpPaHEHUe ce Ipuiiara CpokbT 1o wi. 202, a B OCTaHAJIUTE Cllydyau
CPOKBT € 14 nHu.

i 207. (1) Ilputexxartenar Ha paspelieHHE 3a THPrOBUS Ha €Ip0, KOHWTO HU3BBPIIBA
JeHOCTTAa CH Ha TepUTOpHUsTa Ha Pemmybnuka bearapus, e mrbxeH aa:

1. ocurypsiBa JOCTBII IO BCSIKO BpeME€ Ha KOHTPOJHHUTE OpraHM [0 IOMELICHUsATa 3a
CbXpaHEHUE Ha JIEKAPCTBEHUTE MPOIYKTH;

2. ThpPryBa caMo C pa3pelleH! 110 pe/ia Ha TO3H 3aKOH JIEKAPCTBEHU MPOYKTH;

3. ThpryBa C JIEKQpCTBEHU IPOJIYKTH, YAUTO ONAKOBKH M JINCTOBKU Ca B CHOTBETCTBHUE C
U3J1a/ICHOTO pa3pelleHre 3a yrnorpe0a, Npu yCIOBHUATA U MO pelia Ha TO3M 3aKOH M CPOKBT MM Ha
TOJTHOCT HE € U3TEKbJI;

4. ce cHaO/s1Ba C JIEKAPCTBEHU MPOAYKTH CaMO OT NMPOU3BOAMTENIN, BHOCUTENIN UM ThProBLU
Ha €/Ipo C JIEKAPCTBEHH IPOJYKTH, MOJIyYUJIU pa3pelieHre 3a U3BBPILIBAHE Ha Ta3H JEHHOCT IO
penia Ha TO3H 3aKOH;

4a. (moBa - /IB, 6p. 102 or 2012 r., B cuna or 2.01.2013 r., mm., 6p. 67 ot 2020 r.)
IIPOBEPsABA Jajli MOJTY4YEHUTE JIEKAPCTBEHU MPOJIYKTHU OT JMIATa IO T. 4 He ca danmuduuupany,
KaTo IpoBepsiBa aBTEHTMYHOCTTa Ha JIEKApCTBEHUTE IMPOJYKTH, ompeaeneHu B Jlemerupan
pernament (EC) 2016/161, ype3 mokazatenute 3a Oe3omacHOCcT mo wi. 168, an. 8§ B ciyuyaute,
onpenenenu B Jlenerupan pernmament (EC) 2016/161;

40. (HoBa — /1B, 6p. 67 ot 2020 r.) mpoBepsiBa MOKa3aTeNuTe 3a 0€30MaCHOCT U JI€3aKTUBUPA
WHIUBUAYATHUS HIEHTU(QUKALMOHEH Oener Ha JIeKapCTBEH MPOAYKT, Mpeau Ja JOCTaBU TO3HU
JIEKapCTBEH MPOAYKT B CIlyyauTe, ONpeesieH! B Hapeaoara 1o wi. 198;

5. cHaOnsBa ¢ JIEKapCTBEHHU MPOAYKTU APYTU MPUTEKATENIN Ha pa3pellieHue 3a ThbProBUs Ha
€1p0, alTEKN U APOTEepPHUH, OTKPUTHU IO PENIA HA TO3H 3aKOH;

Sa. (HoBa - [IB, Op. 71 ot 2008 r., B cuina ot 12.08.2008 r., u3Mm., 6p. 84 ot 2018 ., B cuna ot
12.10.2018 r.) cHabsBa C JeKapCTBEHH MPOAYKTH 3a 3a/10BOJISIBAHE HA COOCTBEHUTE UM HYK[IH:

a) JIeueOHU 3aBE/ICHMUS;

0) BUCIIM yYWJIMIIA, KOUTO OCBIIECTBSBAT JieueOHa JEHHOCT ChITIACHO 4Yj. 2a OT 3aKoHa 3a
JIeueOHUTE 3aBCICHM,

B) MHCTUTYLMHUTE 1O wi. 26, an. 1, T. 1 u 3 ot 3akoHa 3a 3ApaBeTO 3a CH3AAJCHUTE B TAX
3/IpaBHHU KaOMHETH;

I') KOpaOoIpHUTeXKaTeIN 3a LIEIUTE Ha OCUTYpsBaHE Ha JICKApCTBEHH NMPOJYKTH Ha Oopja Ha
kopaOute cbriiacHo Kozekca Ha ThproBcKoTo KopadoIiaBaHe;

6. cHabasBa C JEKapCTBEHM MPOJYKTU JICKApU U JIeKapu IO JEHTaJlHAa MEIUIMHA, KOrato B
HACEJIEHOTO MSICTO HAMa anTeka, IpU YCIOBHS U IO pell, ONpeesIeHH B Hapea0da Ha MUHUCTbpa Ha
3/1paBEOIa3BaHETO;

6a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., gom., 6p. 84 ot 2018 r., B cumna ot
12.10.2018 r.) BmHMCBa B JOKYMEHTHTE 3a JIOCTaBKa NAapTUAHUS HOMEp Ha JOCTaBEHHUTE
JIEKapCTBEHU MPOJYKTH, KAKTO U aJpeca Ha JOCTAaBKa Ha JIEKapCTBEHUTE MPOAYKTH;

60. (moBa - JIB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) uma mnaH 3a JAelcTBUE B
U3BBHPEHHU CUTYyallH, KOWTO ChIbpKa €(PEeKTUBHU MEPKHU 3a M3TErJIsTHE Ha JIEKapCTBEH MPOAYKT
0T nasapa 1o pasnopexaane Ha MAJI win no MHULIMATHBA HA IPOU3BOIUTENS UM IIPUTEXKATENSA Ha
pas3pelIeHneTo 3a ynorpeda Ha CbOTBETHHUS JIEKAPCTBEH IPOAYKT;
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6B. (HoBa — JIB, Op. 18 ot 2014 1.) ocurypsiBa cHaOISIBaHETO HAa JOCTATHYHU KOJIMYECTBA
JIEKapCTBEHH TMPOJYKTU 3a 3aJOBOJIABAaHE Ha 3/ApaBHUTE MOTPEOHOCTHM HA HACENCHHETO Ha
Peny6nuka bearapus;

7. (m3m. - 1B, Op. 102 o1 2012 1., B cunna ot 2.01.2013 r.) chXxpaHsiBa JaHHU 3a BCSIKA CHIEJKA C
MOJIyYE€HU, JOCTABEHU WJIM peau3upaHd 4Ype3 IOCPETHUYECTBO JIEKAPCTBEHU MPOAYKTH O]
¢dopmara Ha (pakTypu 3a MOKYHKO-TIPOAaX0a WM B €JIEKTPOHEH BUJA, WM TOJ HIKaKBa Jpyra
¢dbopMa, KakTo cieBa:

a) JlaTa Ha N0Jy4yaBaHEe U NPEJOCTaBsHE;

0) HauMEHOBAaHKE Ha JIEKAPCTBEHUS IPOAYKT;

B) IIOJyY€HO, JOCTAaBEHO WJIM PEATU3UPAHO YPE3 NOCPEAHUUECTBO KOJIMUECTBO;

I) UIM€ U aJjpec Ha JIMIETO, OT KOETO € IMOJIyYeH WJIM Ha KOETO € JOCTAaBEH JIEKAPCTBEHUST
TIPOJTYKT;

1) IapTUJIeH HOMEP U HOMep Ha cepTudukaTa 3a 0cBOOOXKIaBaHe Ha MapTHAATA, U3AAJIEH OT
KBaJTM(UIMPAHOTO JHIe 1Mo Wi. 148, T. 2, ChOTBETHO OT KBATM(UIIMPAHOTO JHIIE 1Mo Wwi. 161, am. 2,
T. 1, 1 HOMep Ha cepTudukaTa 3a 0cBOOOKJaBaHe Ha mapTuaara, uznaiaes ot MAJI - B ciydaure mo
1. 69 u 70;

8. (mom. — JIB, 6p. 67 ot 2020 r.) cbXpaHsBa TOKyMEHTALIUS 32 MOKYIKUTE W/HIIK IPOAaKOUTE
Ha BCUYKH JIEKAPCTBEHH MPOIYKTH, BKIFOUUTETHO U (haKTypUTE 32 MOKYIKO-TIPOAak0a, B KOUTO ce
MOCOYBAT MEXAYHApPOAHOTO HEMAaTEHTHO HAMMEHOBAaHUE, TBHPrOBCKOTO HAMMEHOBAaHUE Ha
JIeKapCTBEHHS MTPOAYKT, JIeKapcTBeHaTa (hopMa, KOIMYECTBO Ha aKTUBHOTO BEIIECTBO M OMAKOBKA;

9. cna3Ba u3uckBanusATa Ha [loOpara nuctpuOyTopcKa MpakTUKa, OMpEeTIeHd B HapendaTa
mo wi. 198;

10. (woBa - J/IB, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 r.) mogabpka cucTeMa 3a KauecTBo,
orpezessnia OTTOBOPHOCTUTE, IPOLECUTE W MEPKUTE 3a YIpaBJIEHUE Ha PHUCKA, CBBP3aHU C
NENHOCTTa MY;

11. (moBa - IB, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 r.) unpopmupa nezadasno MAJI u
NpUTEXATEeNd Ha pa3pelleHHeTo 3a ynoTrpeda, Koraro € YCTaHOBMJ MM HMMa ChbMHEHME, ue
JIEKapCTBEHMST MPOIYKT, KOWTO € MOJIy4nJI WM My ce mpejyiara, € ¢patunduirpa;

12. (oBa - /1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) mpoBepsiBa Aajal ThProBelbT HA
€1po, OT KOTOTO € IOJY4YWJ JIEKapCTBEHUS MPOAYKT, Clla3Ba MPUHLIMIIMTE U PBKOBOJACTBATA 3a
Jo6pu 1ucTpuOyTOPCKU MPAKTUKM 1O Wi. 198, KaKTO U Aaiy NpUTeKaBa pa3pelieHue 3a ThproBus
Ha eipo;

13. (noBa - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) npoBepsiBa Aaau NPOU3BOJUTEIST
WIM BHOCUTENAT, OT KOTOTO € TMOJY4HJI JIEKApCTBEHUS NPOAYKT, IpUTEkaBa paspellieHue 3a
MIPOU3BO/ICTBO/BHOC;

14. (noBa - /1B, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 r.) npoBepsiBa 1aiau MOCPEIHUKBT,
Yype3 KOroTo € MOJYYHJI JIEKAPCTBEHUS MPOIYKT, OTTOBaps HAa U3UCKBAaHMUATA HA Ta3H I1aBa;

15. (moBa — [IB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) mpenocrasst Ha MAJI exxenHeBHO
ype3 cucremara o wi. 2176, an. 1 uadopmarus 3a:

a) JOCTaBeHUTE Ha (U3MUECKUTE W IOPUAMYECKUTE JHUIAa Mo T. 5, 5a U 6 KOJIM4YecTBa,
IIOCOYEHH 10 JIEKAPCTBEHU NPOAYKTH, BKIOUEHH B [I03UTHBHUSA JIEKapCTBEH CIUCHK;

0) pusznueckuTe U IOPUAUYECKHUTE JIUIIA 10 T. 5, 5a 1 6, Ha KOWUTO ca JIOCTABEHH KOJIMYECTBATa
JIEKapCTBEHM MPOAYKTH 110 OyKBa ,,a*;

B) HaJMYHUTE B CKJIAJOBET€ MM KOJIMYECTBA, IIOCOYEHHU IO JIEKAPCTBEHH MPOAYKTH,
BKJIOUEHU B [103UTHBHMS IEKAPCTBEH CIIUCHK;

I) KOJIMYECTBaTa, I[OCOYEHU IO JIEKAPCTBEHH MPOAYKTH, BKIOYeHHM B Illo3uTuBHUS
JIEKapCTBEH CIIUCBK, 32 KOMTO CE€ IUIaHMpPa M3BBPIIBAHE HA WM3HOC, U JIbP/KABUTE, B KOWUTO C€
IJIaHMpa U3BBPILIBAHE HA U3HOCA;

J) KOJINYECTBATa, IIOCOYEHU II0 JIEKApCTBEHM MPOAYKTH, BKIOUYeHHM B Ilo3uTuBHUA
JIEKapCTBEH CIIMCHK, HA KOUTO € U3BBPLIEH U3HOC, U IbpPKaBaTa, B KOATO € U3BBPUICH U3HOCHT.

(2) JoxymeHranusTa no an. 1, T. 7 u 8 ce CbXpaHsBa 3a CPOK Hal-MaJKO 5 TOJUHU U CE
MIPEIOCTaBs MPU MOUCKBaHE Ha KOHTPOJIHUTE OPTaHU.
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Ui 208. (Hdom. - IB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r., uzm., 6p. 102 ot 2012 1., B
cuna ot 2.01.2013 r., 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Paznopeadure na un. 207, an. 1, 1.
2 -15wnan. 2 uun. 209a ce npuiiarat 1 3a ThProBIUTE Ha €po 1o 4. 203, KaKTO U 3a BHOCUTEIIUTE
Y TIPOU3BOJUTEIUTE, KOUTO THPTyBaT C MPOU3BEICHUTE OT TAX JICKAPCTBEHU MTPOTYKTH.

Uin. 209. 3a TeproBust Ha €APO C JIEKAPCTBEHU MPOIYKTH, ChAbPKAIIM HAPKOTUYHH BEIIECTBA
WM TIOJyYEeHU OT KPBbB, C UMYHOJIOTMYHU MPOAYKTH U ¢ paanodapMaleBTUIA CE€ TpHUIarat u
CHelHaTHUTe U3UCKBAHUS HA IPYTU 3aKOHHU.

Ui 209a. (Hos - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) (1) Teproeuute Ha enpo ¢
JIEKapCTBEHU MPOJYKTH MOTaT Jja CHaOAsIBaT C JIEKaPCTBEHU MPOTYKTH:

1. npyru THPrOBIM HA AP0 C JICKAPCTBEHH MTPOTYKTH;

2. anTeKy U APOTepUH;

3. MuHHCTEpCTBOTO Ha 0TOpaHaTa 1 MUHHCTEPCTBOTO Ha BBTPEIIHUTE paObOTH 32 COOCTBEHU
HYXJIU, C U3KJIIOYEHHE Ha BEJIOMCTBEHUTE UM JICUeOHH 3aBeIeHUs, KaKTo U Jbp’kaBHATa areHIus
»»J/bP’KaBEH PE3€pB U BOCHHOBPEMEHHH 3amacu’;

4. MUHUCTEPCTBOTO Ha 37paBEONa3BaHETO ChC:

a) BAKCWUHU, TOKCHHM W CEPyMH, HEOOXOIAMMH 32 U3IBIHCHHETO Ha VIMyHU3aMOHHUS
kanenaap Ha PemyOnuka bbarapusi, KakTo v Ipu U3BBHPEHHU €IUIEMUYHUA CUTYaLINU;

0) nexapCcTBEHH MPOAYKTH, TPEIHA3HAYCHH 3a JICYCHHE Ha 3a00JIsIBaHMs, KOUTO CE 3aIuiamiar
0 pefia Ha 3aKoHa 3a 3/IpaBeTO, KaKTO U 32 OCUTYpsIBaHE M3M'BJIHEHUETO Ha HAIMOHAIHU IPOrpaMu
B cpepaTa Ha 37APaBEOINA3BAHETO;

5. (moBa - JIB, Op. 60 or 2012 r., B cuna or 7.08.2012 r.) meueOHM 3aBeACHUS 3a
M3BHHOOIHUYHA TIOMOII, CKIIIOYMIIM JOoTroBOp ¢ HammonanmHata 34paBHOOCHUTYpHTENHA Kaca, C
JIEKapCTBEHH MPOJYKTH, HEOOXOAMMH 32 U3IIBIHEHUE Ha 3[IpaBHUTE EHHOCTH 10 wi. 82, ain. 2, T. 3
oT 3aKOoHa 3a 37]paBEeTo.

(2) Jlekapute u jekapuTe 1o JeHTaTHA MEAMIIMHA B HACEJICHUTE MECTa, KbJIETO HsIMa anTeka,
MOrarT Jla ce CHaOIsBaT C JIEKAPCTBEHH MPOTYKTH OT THPrOBIUTE HA PO 10 pea Ha HapeadaTa 1mo
yn. 207, am. 1, 1. 6.

Ui 2096. (Hos - 1B, 6p. 102 ot 2012 r., B cmiia ot 2.01.2013 1.) (1) [Ipu ThproBus Ha eapo ¢
JIEKapCTBEHH MPOAYKTH B TPETH IbP>KAaBU HE C€ MpUiarat u3uckBanusta Ha wi. 207, an. 1, 1.2,5u
6, KaKTO M M3MCKBAaHUITA Ha IJ1aBa JIeBeTa ,,a.

(2) (U3m. — 1B, 6p. 67 ot 2020 r.) Koraro yiekapcTBeH MPOJYKT c€ MOIydaBa AUPEKTHO OT
TpeTa Ibp’kaBa, HO HE € BHECEH Ha TepuTopusta Ha PemyOnmka bwiarapusi, He ce npumarat
n3uckBaHuATa Ha wi. 207, ai. 1, 1. 4, 4a u 40.

(3) (HoBa — 1B, Op. 18 ot 2014 r.) B cnydaute no an. 1 ThbproBuute Ha €ApO yAOCTOBEPSBAT
CbC CHOTBETHHUTE JOKYMEHTH, Y€ JICKAPCTBEHUTE MPOAYKTH Ca MOJYYEHH OT JIMIA, KOUTO HUMAaT
paspelieHue Wik IpaBo Ja JIOCTaBAT JICKAPCTBEHU MPOIYKTH B CHOTBETCTBUE C IMPUIIOKUMOTO
HAI[MOHATTHO 3aKOHOAATEJICTBO Ha TpeTaTa IbpKaBa.

(4) (HoBa — JIB, Op. 18 ot 2014 r.) Koraro ThproBembT Ha €IpO JOCTaBs JIEKAPCTBEHU
MPOAYKTH HA JUIla B TPETH AbpPKABH, TOH YIOCTOBEpSBAa ChC CHOTBETHHUTE IOKYMEHTH, Ye
JIOCTaBKUTE ca caMoO 3a JIMIIA, KOUTO MMaT pa3pelieHHe WM MpaBoO Ja MOJy4yaBaT JIEKapCTBEHU
MPOYKTH, MPeHA3HAUYCHHU 32 ThPrOBHsSI Ha €IpO WU 3a JOCTaBKAa Ha HACENIEHUETO B CHOTBETCTBUE
C MPUJIOKUMOTO HAIIMOHAIIHO 3aKOHOIATEJICTBO HA TPETaTa AbprKaBa.

(5) (Ilpemumua an. 3 — JIB, 6p. 18 or 2014 r.) TeproBenm Ha eapo, KOUTO JOCTaBs
JICKapCTBCHW MPOJIYKTH JO JIMIAa OT TPETH JbpP)KAaBU, KOWTO HMAT TPaBO IO CHOTBETHOTO
HAI[MOHATTHO 3aKOHOJATEJICTBO Jia JOCTaBAT JICKAPCTBEHU MPOAYKTH Ha MOTPEOUTENUTE, M3/1aBa
JIOKYMEHT, KOUTO y10CTOBEpSIBa:

1. nata Ha ipenoCTaBsHE;

. HAUMEHOBaHKE U (hopMa Ha JIEKAPCTBEHUS MPOIYKT;

. IOCTaBEHO KOJINYECTBO;

. M€ U aJpec Ha JIULIETO, Ha KOETO € JIOCTABEH JIEKaPCTBEHUSIT IIPOIYKT;
. TApTUJICH HOMED.

[T SIS I\
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Un. 210. (U3m. - B, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 1.) (1) Ilpurexarenst Ha
paspelieHrueTo 3a ymnorpebda W/Wiau JTUIEeTo mo wi. 26, an. 2 MOXe Ja MPerocTaBs MOCTPU OT
paszpeliieHu 3a ynorpeda JiekapCTBEHU MPOAYKTH Ha:

1. nexapu u jeKapu o JIeHTaJIHa MEAULIMHA;

2. BUCIIY MEIULMHCKH YUUJIUINA U MEIULIUHCKU KOJIEKHU.

(2) B ciiyunre 1o an. 1 BppXy OIakoBKaTa Ha JIEKAPCTBEHUTE MPOIYKTH CE€ IOCTaBs HAIIIMC
,MOCTpa‘®.

(3) Ha nunara no ain. 1, T. 1 Moxe 1a ce JOCTaBAT HE IIOBEUYE OT JBa OpOsi MOCTPHU OT €Ha U
Chllla JIeKapcTBeHa (opma Ha JIEKapCTBEHHUs MPOIYKT Mpe3 €AHa KaJleHJapHa roJuHa B Hail-
MaJjlKaTa ChILIECTBYBallla ONIAKOBKA HA MPOU3BOAUTEN, a HA BUCIIWTE MEJUIMHCKU YyUWJIMILA U HA
MEIUIIMHCKUTE KOJIEKH - CAMO B KOJIMYECTBA, HEOOXOAUMH 3a LIEJIUTE HA 00yUEHHUETO.

(4) IputexarensaT Ha pa3pelIeHUETOo 3a ynorpeda 1/1iy JUIETOo 1o 4. 26, al. 2 BOIAT OTYET
3a BCUYKH JIMI[a, Ha KOUTO ca JOCTaBsJIM MOCTPH, 32 BU1a, KOJIMUYECTBOTO U BPEMETO Ha JIOCTABKUTE
Y IIPU [TOMCKBAHE MPEJOCTABAT TE3U JAHHU HA KOHTPOJIHUTE OpPTaHu.

UYn. 211. (1) TeproBuute Ha epo TpsaOBa Ja MpUTEkKaBaT CHCTeMa 3a OJOKUpPaHEe U U3TETIIIHE
Ha JICKApCTBEHMUTE MPOAYKTH, I[IOKa3aJM HECHhOTBETCTBUE C M3UCKBAaHUATA 3a KayecTBO,
0e30MmacHOCT U e(hUKACHOCT.

(2) IIputexaTenar Ha pa3pelIeHUE 32 ThPrOBUS HA €JIpO € JJIBXKEH /1a OJOKUpa U Aa U3TETIIN
JIEKapCTBEHHUTE MPOAYKTH, MOKA3aJIU HECHOTBETCTBUE C M3UCKBAHUATA 32 KAYECTBO, 0€30MaCHOCT U
e(pHUKaCHOCT 10 peJia, onpeesieH B HapeaOaTa mo wi. 274, an. 1.

Un. 212. (1) W3nbnaurennust aupekrop Ha WAJl yBemomsiBa EBpomeiickata koMmucus,
peryJiaTopHUTE OpraHu Ha JPYTuTe ObpXKaBU WIEHKH U EBpormelickara areHuus 1o Jjekapcraara 3a
W3JIaJICHUTE pa3pelleHusl 3a ThProBUs Ha €IpO, 32 BPEMEHHO CIPEHUTE UM OTHETUTE pa3pelleHus
U 32 IPUYUHUTE 3a TOBA.

(2) (U3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 r.) Koraro W3IMbIHUTCIHHUAT
nupextop Ha MAJI yctanoBu, e nuneTo o wi. 195, an. 1 He u3nbiHsABa 3aabipkeHusTa no wi. 207,
an. 1, 1. 2 - 14, Toii yBeioMsIBa peryiaTopHHs OpraH Ha JAbpKaBaTa WIeHKa, U3/ajla pa3pelieHueTo
3a ThProOBHS Ha €1po, U EBpomneiickaTta KOMUCHS.

(3) Koraro peryiaatopHUST OpraH MO ajl. 2 BPEMEHHO CIpe MM OTHEME pa3pelIeHUuEeTO 3a
THProBUS Ha €1pO Ha JULETO 1o 4. 195, an. 1, Tol yBegoMsBa U3NBJIHUTENHUS TupekTop Ha MAJI
u EBpomneiickara Komucus.

Uin. 212a. (Hos - JIB, 6p. 102 ot 2012 1., B cuita ot 2.01.2013 1.) (1) (U3m. — JIB, 6p. 18 ot
2014 r.) IlocpemHuuecTBO B 00JacTTa Ha JIEKAPCTBEHUTE MPOAYKTH MOTaT Jla M3BBPIIBAT
¢u3NYecKn M IOPUIANYECKH JIMIA, PETUCTPUPAHU KAaTO THPTrOBCKM IMOCPEIHHUIM IO CMHUCHIA Ha
Teprockus 3akoH Ha PenyOinka Bbarapus, KOUTO ca perucTpUpaHy 3a MU3BBPLIBAHETO HA Ta3H
nerigoct ot MAJIL.

(2) JIunaTa mo an. 1, KOUTO MCKAT Jla ce PEruCTpUpaT KaTro MmocpelHunH, noaasat B MAJI
yBEZOMJIEHHE 10 00pasell, yTBbPJCH OT U3NbJIHUTENHUS qupekTop Ha MAJL, koeTo chabpxa:

1. nMme, cenanuie u agpec Ha yIpaBJICHUE;

2. TaHHHU 3a KOHTAaKT.

(3) K»M yBemomIieHUETO 110 ajl. 2 ce mpuiarart:

1. naHHM 32 €MUHHUS UIEHTU(UKALMOHEH KOJT;

2. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpeeseH B Tapudara mo wi. 21, ai. 2.

(4) WznbanutenHaTa areHUus IO JeKapcTBaTa BIKMCBa B IMyOJMYEH pErucThp JIMIATA,
OCBILECTBSBAILM TOCPEIHUUYECTBO B 00JIACTTA HA JICKAPCTBEHH MPOAYKTH.

(5) Jlunata mo an. 1 moraT Ja OCBHIIECTBSIBAT MOCPEIHUYECTBO B 00JacCTTa Ha JIEKAPCTBEHH
MIPOJYKTH CJIE/ MT0aBaHe Ha yBeIoMIIeHueTo 1o ai. 2 B MAJL

(6) JIutiara mo ain. 1 yBemomsiBatr UAJI B 7-HEBEH CPOK OT HACTHIIBAHE HA MPOMSHA B HAKOE
oT oOcTosTeNnCTBaTa 10 all. 2.

Ui 2126. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) Jlumara no 4. 212a, a.
1 ca mnbxHU:

1. na ochILecTBABAT AEHHOCTTA CU CaMO € Pa3pelIeHH 3a YIIOoTpeda JIeKapCTBeHH MPOTyKTH;
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2. 1a MMar IUTaH 3a JAeHCTBUE B U3BBHPEIHN CUTYalluH, KOMTO ChABpKa e()EKTHBHNA MEPKH 32
M3TErJIsTHE Ha JIEKapCTBEH MPOIYKT OT Masapa mo pasnopexaane Ha MAJl wim no uHULIMATHBA HA
MPOM3BOAMTENS WM TPUTEXKATENsl Ha pPa3pelIeHHeTo 3a yHmoTpeda Ha ChOTBETHHS JIEKApCTBEH
TIPOJIYKT;

3. &ma chXpaHsSBaT JaHHHM, BKIIOYBAIIM Cl€AHATa WHQOpPMAIMA 3a BCAKAa CHEIKAa C
peann3upaHu upe3 MOCPETHNIECTBO JCKAPCTBECHH MTPOAYKTH:

a) J1aTa Ha C/IeJIKara;

0) HaMMEHOBAaHNE HA JIEKAPCTBEHUS IPOIYKT;

B) PEATM3HPAHOTO YPE3 MOCPETHUUECTBO KOJIHUUECTBO;

') UM€ U aJIpec Ha JIUIATa, MOJIyYWIN U IOCTAaBUIIN JIEKAPCTBEHUS IPOIYKT;

1) TapTUCH HOMEp;

4. na cna3Bat u3UCKBaHuATa Ha JloOpaTa mucTpUOyTOpCKa MpakTHKa, IIPUETa ¢ Hapeadara 1o
i1. 198;

5. Aa moaABpKAT CHCTEMA 33 Ka4eCTBO, ONPEENsia OTTOBOPHOCTHUTE, IIPOLIECUTE U MEPKHUTE
3a yIpaBJIeHHE Ha PHCKa, CBbP3aHH C ICHHOCTTa MY;

6. HezabaBHO na nHpopmupaTt MAJI u npuTexaTens Ha pa3pemeHHeTo 3a yrnorpeda, Korato e
YCTaHOBHWJI WIM MMa CbMHEHHE, Y€ JICKAPCTBEHHUAT MPOAYKT - MPEAMET Ha MOCPEIHUYECTBOTO, €
banmmmdunupan;

7. na mpoBepsBaT AU THPrOBEIBT INPHTEXKaBa pa3pelieHHE 3a THProBUS Ha €APO C
JIEKapCTBEHH MTPOAYKTH;

8. ma mpoBepsBaT AajdM TNPOU3BOJUTENAT MM BHOCHTENISAT TPUTEXKaBa pa3pelicHUe 3a
MIPOU3BOJICTBO/BHOC;

9. na ceXpaHsBaT JAaHHUTE IO T. 3 3a CPOK HAl-MaJKO 5 TOJMHU U JIa TH MPEJOCTABAT IPU
MOMCKBAaHE Ha KOHTPOJHUTE OPTaHHU.

(2) UsuckBanmATa KBbM JCHHOCTUTE IO IOCPETHHYECTBO B 00JACTTa HA JIEKAPCTBCHUTE
MIPOJYKTH c€ ONpeAessaT ¢ Hapeadara no wi. 198 u B ppkoBojcTBa Ha EBporielickara KoMUCHs.

I'naBa neBera ,,a“
MMAPAJIEJIEH BHOC HA JIEKAPCTBEHU NPOAYKTH
(3aru. u3m. - /IB, op. 71 ot 2008 r., B cus1a ot 12.08.2008 r.)

Un. 213. (M3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ilapanenen BHOC Ha
JIEKapCTBEHM MPOAYKTH Ha TepuTopusTa Ha PermyOnuka bbarapus moske 1a u3BbpliBa (GpuU3HUECKO
WM IOPUAMYECKO JIUIE, PETUCTPUPAHO N0 THProBCKUs 3aKOH, IO 3aKOHOJIATEJICTBOTO Ha JIbpKaBa
YJIeHKa, CJie/l MOJlyuyaBaHE Ha pa3pelleHHe 3a MapajesieH BHOC, U3/aJIeHO OT H3IbJIHUTEIHUS
nupekrop Ha MAJL

Y. 214. (1) JlekapcTBeH NpOAYKT, pa3pelieH 3a yrnoTpeda B Apyra JIbpxkKapa WiIEHKa, MOXe Ja
ce BHAcs MapajieTHO Ha Teputopusara Ha PenyOnuka bearapus, korato € eqHaKbB WK MOA00EH Ha
JIeKapCTBEH MPOAYKT, pa3pelleH 3a ynotpeda B PenyOnuka bbirapus no peia Ha TO3H 3aKOH.

(2) (U3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., 6p. 12 ot 2011 r., B cuna ot
8.02.2011 r.) Ilo cmuckna Ha an. 1 eqHaKbB WK 1O100EH JEKApCTBEH MPOJIYKT € TO3U, KOMTO uMa
€/HaKbB KAyeCTBEH M KOJMYECTBEH CBHCTaB [0 OTHOUIEHHE Ha aKTUBHOTO BEIECTBO/aKTUBHUTE
BEIIIECTBA, Mpejjiara ce B €/1Ha U Chlla JIeKapcTBeHa (hopMa, Ipejsara ce B €/1Ha U Chlla IIbPBUYHA
OTIaKOBKa, € M0100€H rpaduueH Au3aifH Ha OlaKoBKaTa.

Y. 215. (1) (U3m. u mom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a moy4yaBaHe Ha
paspellieHre 3a napajieiieH BHOC Ha JIEKapCTBEH MPOAYKT Ha TepuTopusita Ha Pemybnuka boiarapus
unero mo 4i. 213 moxasa 3asBieHuE N0 M3NBIHUTENHUA aupektop Ha MAJIL, B xoero mocoua
IbpKaBaTa YWIeHKa, OT KOSITO IlI€ U3BbpIIIBA MapasieJieH BHOC Ha JIEKAPCTBEH MPOAYKT.

(2) KbM 3asBi€HHETO Ce MpHUJIAraT cileHUTe JaHHU U JOKYMEHTH:

1. HauMeHOBaHUe, JeKapcTBeHa (opMa, KOJMYECTBO HAa AKTUBHOTO BELIECTBO B J1030Ba
eIMHUIIA Ha pa3peleHus 3a yrnotpeda B Pemyonuka bbarapus nexkapcTBeH MPOIAYKT;

2. HauMEHOBaHUE, JiIeKapcTBeHa (hopMa, KOJMYECTBO HA AKTMBHOTO BELIECTBO B JI030Ba
eIMHUIIA Ha JIEKAPCTBEHUS NMPOIYKT, PEAHAa3HAYCH 3a ITapalieieH BHOC;
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3. (mom. - 1IB, Op. 12 ot 2011 r., B cuma ot 8.02.2011 r.) mmMe Ha mpUTEKATENS HA
paspelieHrneTo 3a yrnorpeda M Ha MPOU3BOAMTEINSA, aKO € JIMIE, Pa3IUdHO OT NPHUTEKATENs Ha
paspelieHneTo 3a yrnorpe0a, Ha JIEKapCTBEHUS POIYKT, IPEJHAa3HAYEH 3a apaJleieH BHOC;

4. HOMep Ha pa3pelICHUETO 3a ynoTpeda Ha JieKapcTBEHUs NMPOayKT B PeryOnuka bearapus u
HOMEp Ha pa3pelIeHUeTo 3a ynoTpeda Ha JIEKapCTBEHUS MPOIYKT B IbpKaBaTa 4IeHKa, OT KOATO ce
U3BbPIIBA [1APAJIETIEH BHOC;

5. neknaparnus 3a yCTaHOBsIBaHE Ha oOcTosTencTBara mo 4wi. 217, 1. 1;

6. KoIlue OT JIMCTOBKA 3a MallMeHTa U MOCTpa OT JIEKapCTBEHUS MTPOIYKT BbB BUA, B KOWTO ce
IIPO/IaBa B Jbp:KaBaTa WIEHKA, OT KOSTO CE€ M3BbPIIBA MapalieleH BHOC, IPEBOJ HAa ChIBbPHKAHUETO
Ha JINCTOBKAaTa Ha OBIATApPCKH €3UK, NPUAPYKEH C JEKIapaius, ye IpeBOABT € B CHOTBETCTBUE C
OpHUTMHAaJIa Ha JIMCTOBKATA;

7. IpelIokKEHUE 3a JIMCTOBKA 3a MAllMEHTa Ha MapajeHO BHACSHUS JIEKAPCTBEH IPOIYKT,
HIPUIPYKEHO C JIeKIapalys, 4e CbbPKaHUETO Ha JMCTOBKATa € UJICHTUYHO ChC ChIbPIKAHUETO Ha
JUCTOBKaTa Ha MPOJYyKTa, paspemieH 3a ymnorpeba B PemyOnuka Bvarapus, ¢ u3kiIrodyeHue Ha
CIICIHUTE JTAaHHMU:

a) HAMMEHOBAaHME U aJ]pecC Ha YIIpaBJIEHUE Ha JIMLETO, U3BbPIIBALLO [1apaJIeJIeH BHOC;

0) HAaMMEHOBAHUETO Ha MIPOU3BOAUTEIIS, KOTATO € pa3jInyeH 3a JABaTa MpOIyKTa;

B) MEPHOJ Ha CTA0MITHOCT, KOTaTo € pa3lIMyeH 3a J[BaTa MPOAYKTa;

I') HIOMOII[HY BELECTBA, KOraTo ca Pa3jIM4HU B /1BaTa MPOJYKTa;

8. B cilydaii Ha IpeonaKkoBaHe:

a) (m3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., 6p. 67 ot 2020 1.) Maker Ha
JIEKapCTBEHMsI MPOYKT BB BUJA, B KOMTO L€ c€ ITycKa Ha naszapa B bbirapus;

0) kxomMe OT J0roBopa MEXAy JIMIETO, M3BBPIIBAILIO IapajieieH BHOC, M JIUIATa,
M3BbPUIBAILY YaCTUYHA IPOU3BOICTBEHA JEHHOCT - OIaKOBaHE, ETUKETUPAHE;

B) ceptudukart 3a Jlobpa Npor3BOIACTBEHA NPAKTHKA, KOTaTO MPOLIECUTE Ha MPEONIaKOBaHe ce
M3BBPIIBAT U3BBH TepuTOpHiTa Ha PenyOnuka brirapus;

I') KOraTo ce M3BbpIIBA OT JIMIETO Mo Wi. 213 - Komue OT pa3peleHreTo 3a Mpou3BOACTBO,
W3J1aJICHO OT PEryJIaTOPHUS OpTraH Ha AbprKaBaTa WIEHKA, KbJETO CE U3BBHPILIBA IPEONAKOBAHETO;

9. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, orpejiesieH B Tapudara no ui. 21, an. 2.

(3) (U3m. - AB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro mexay jexkapCTBEHUS
MPOAYKT 3a MapajejeH BHOC M MPOJYKTa, pa3pelleH 3a ynoTpeda Ha TepuTopusta Ha PemyOnuka
beparapus, chiiecTByBaT paziuky (B ChCTaBa Ha MOMOIIHUTE BEIIECTBA U JPYIH), JULETO MO ail. 1
IIpeCTaBs JOKa3aTeJICTBA, Y€ T€ HE CE OTPa3sABaT Ha TEPANEBTUYHUTE KAUECTBA HA JIEKAPCTBEHUS
MPOJYKT 3a MapaesieH BHOC.

(4) B cnyuyaute no an. 3 nuuero mo aji. 1 mocoyBa BbPXY ONAKOBKaTa M B JIMCTOBKaTa 3a
ManyeHTa Ha apajiesIHO BHACSHUS JIEKAPCTBEH MPOAYKT PA3IUKUTE.

(5) Koraro mnmmero mo un. 213 wu3BbpmIBa MPEONakoBaHE W/WIM €THKETHpaHE Ha
JIEKapCTBEHMSI MPOAYKT Ha OBJTapcKu €3UK Ha TepuTopusiTa Ha PenyOnuka bbarapus, To TpsoBa na
IIPUTEKABA PA3PELICHNE 3a IPOU3BOJICTBO, U3/1aJIEHO OT U3IIBIHUTENHUS AupekTop Ha MAJL

(6) [NapanenHo BHECEHUAT MPOAYKT C€ U3MOJ3BA MPU YCIOBUATA HA U3/AaJIEHOTO pa3pelieHue
3a ynoTpeba Ha JeKapCTBEHHs MPOAYKT Ha TepuTopusara Ha PenyOnuka brarapus.

Un. 216. (1) Pazpemennero 3a W3BBPIIBAHE Ha MapajeieH BHOC Ha TEPUTOPHATA Ha
PenyGnuka bearapus ce nuzgaBa B cpok 45 1HU OT JlaTaTa Ha MoJlaBaHe Ha JoKyMeHTanusara B MAJL.

(2) Korato MAJI u3ucka OT 3asiBUTENS JOIMMBIHUTEHA JOKYMEHTAIIMS, CPOKBT 1O all. 1 criupa
Jla Tede /10 MoJlydaBaHe Ha UCKaHaTa HH(pOpMarus.

(3) Koraro MAJI u3ucka OT peryjgaTOpHUS OpraH Ha JIbprkaBaTa WIEHKa, OT KOATO Ce
M3BBPIIBA NapajeseH BHOC, MHPOpMalKs, CBbp3aHa ¢ M3/1aBaHEe Ha Pa3pelIeHueTo 3a ynorpeda Ha
BHACSIHUSA JIEKAPCTBEH MPOIYKT, CPOKBT MO al. 1 ce yabmkasa ¢ 45 nHH.

(4) Axo B cpoka mo ain. 3 MAJl He moiy4yu MCKaHata JOKyMEHTAlMs, Mpoleaypara Io
W3/laBaHEe Ha paspellieHre 3a MapajelieH BHOC Ha Teputopusta Ha PemyOmnuka bbiarapus ce
IIpeKparsBa.
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(5) U3znamenute paspemieHus 3a W3BBPIIBAHE Ha MapajelieH BHOC Ha TEPUTOpHUATa Ha
Peny6mnuka brirapus ce myOnukyBat Ha ctpanunara Ha MAJI B uarepHer.

(6) PazpemienweTo 3a M3BBPIIBAHE HaA MapajeieH BHOC € ChC CpOoK S5 roawmHu. Homo
paspelnieHue ce u3ana no penaa Ha wi. 215.

(7) PazpemienueTo 3a W3BBpPIIBAHE Ha MapajielieH BHOC HE Ce IMpeKparsBa aBTOMATHYHO,
KOTaTO MPUTEXKATENAT Ha pa3pelIeHUEeTo 3a ynoTpeda Ha JIEKapCTBEHUS MPOIYKT, TyCHAT Ha Ta3apa
Ha TepuTopusaTa Ha PenmyGmnuka bbarapusi, ro orTeryiu Mo NPUYUHHU, KOUTO HE ca CBBP3aHU C
OIIACHOCT 3a 3/IpaBETO Ha HACEJIEHUETO.

Ui 216a. (Ho — JIB, 6p. 105 ot 2020 r., B cmma ot 11.12.2020 r.) (1) IIpu oGsBeHO
M3BBHPEHO TOJI0KEHUE TOPAIH SMUAEMUYHO pa3lpOCTpaHeHHE Ha 3apa3Hu Oonectu 1o wi. 61, ai.
1 wiu 3 ot 3akoHa 3a 3paBeTO WM IpU OOsIBEHA MU3BBHPE/IHA EMUJEMHUYHAa 00CTaHOBKA MOpaIn
eMHUJIEMUYHO Pa3NpOCTpaHEeHUE Ha 3apazHa Oosect mo wi. 61, an. 1 or 3akoHa 3a 31IpaBeTo
paspelleHneTo 3a U3BBbPIUIBAHE Ha MapaiejieH BHOC ce U3/aBa B CpoK 14 AHM OT JaTaTa Ha MO/aBaHe
Ha JokyMeHTanusTa mo wi. 215 B MAJL

(2) Koraro MAJI uzucka ot 3asBUTEINSI TONBIHUTENHA JOKYMEHTAIUs, CPOKBT 1o an. 1 crupa
Jla Tede JI0 MoJy9aBaHe Ha MCKaHaTa HHQpOpMaIus.

(3) Koraro MAJI u3ucka OT perynaTOpHHUS OpraH Ha JbprkaBaTa WIEHKa, OT KOATO Ce
M3BBHPIIBA MapajeieH BHOC, MHPOpMaIHs, CBbP3aHa ¢ M3/1aBaHe Ha Pa3pelIeHUETo 3a yrnorpeda Ha
BHACSIHUSA JIEKapPCTBEH MPOIYKT, CPOKBT 1o aj. 1 ce yapmkasa ¢ 14 nHu.

(4) Korato B cpoka no an. 3 MAJI He mosiyun MckaHata JOKyMEHTalMsl, IpoLeaypara o
W3JlaBaHEe Ha paspelleHue 3a mapajelieH BHOC Ha Teputopusra Ha PemyOnuka bbiarapus ce
IpeKpaTsBa.

(5) Uznanenute pasperneHus 3a U3BbPILIBAHE HA MapaieleH BHOC Mo al. 1 ce myOnukyBar Ha
crtpanunara Ha M1AJI B uHTEpHET.

(6) Pazpemiennero 3a M3BBHpIIBAHE HA MapalieieH BHOC IO ajd. 1 € cbc CpPOK 10 jJarara Ha
OTMSIHATa Ha U3BBHPEIHOTO MOJIOKEHUE, ChOTBETHO HA U3BBbHPEAHATA EMIUEMUYHA 00CTaHOBKA 10
an. 1.

(7) Pa3pemienneTo 3a U3BBPIIBAHE Ha MapajieieH BHOC Ce MPeKpaTsBa aBTOMaTUYHO, CYUTAHO
OT JlaTaTa Ha OTMsHATa Ha M3BBHPEIHOTO MOJOXKEHUE, ChOTBETHO Ha M3BBHPEIHATA €MHUIEMUYHA
oOcTaHOBKa 1O ai. 1.

(8) Ilpu mpekpaTsiBaHe Ha pa3pelICHHETO 3a W3BBPIIBAHE Ha IMapajieieH BHOC Mo ail. 7
JIEKapCTBEHUST NMPOAYKT MOXKe Ja ObJe MpoJaBaH 10 M3UYEpPIBAaHE HAa HATMYHHUTE KOJMYECTBA B
CTpaHaTa, HO He IIoBeYe OT 6 Mecella, CYUNTaHO OT JlaTaTa Ha MPeKpaTsIBaHEeTo.

(9) B cnyuaute no an. 1 HanpoHanHUAT ChBET 110 LIEHU U peUMOypcupaHe Ha JIEKapCTBEHUTE
NPOAYKTH Ce€ MpOM3Hacs B CpPoK 10 14 1HM 3a yTBbp)KJaBaHE/pErHCTpUpAHE Ha II€HAa Ha
JIEKapCTBEHU MPOAYKTH, 32 KOUTO € MOJIy4EHO pa3pelleHue 3a MapajeieH BHOC, CYUTAaHO OT Jarara
Ha M10/1aBaHe Ha 3asBJICHUE 10 pejia Ha HapenOarta 1o ui. 261a, an. 5.

Ui 217. Ilputexxatenst Ha pa3pelIeHHETO 3a MapajesieH BHOC € JUThKEH Ja:

1. yBeZOMH IpUTEXATENS Ha pa3pelIeHHeTo 3a ynorpeda Ha JeKapCTBeHUs MPOJIYKT, IycHAT
Ha Maszapa Ha Tepuropusta Ha PenyOnuka briarapus, 3a HaMepeHHUeTo cu Jla U3BbPILIBA NapajeieH
BHOC U TPH MOMCKBaHE My MIPEIOCTaBsi MOCTpa OT MapasieIHO BHACSHUS JICKAPCTBEH MPOIYKT;

2. chXpaHsBa 3a CPOK 5 TOJMHU Clie[JHaTa JOKYMEHTALMs: UME U aJIpeC Ha JTUIETO, Ha KOETO €
JIOCTaBeH TMapaJieIH0 BHACSHUAT JIEKApCTBEH IMPOJYKT, JaTara Ha MpeJoCTaBsHE, OCTAaBEHO
KOJIMYECTBO U TIAPTHICH HOMED;

3. npeacrass B UAJI:

a) akTyaJM3MpaHa JIMCTOBKA 3a MallMeHTa Ha MapajeHO BHACSHUS MPOAYKT B CbOTBETCTBHE C
HAaCTBIWJIM TPOMEHU B M3aJIEHOTO pa3pelieHue 3a ymorpeba Ha paspemieHuss B PemyOnuka
Bwirapust iekapcTBeH MPOIYKT;

6) (m3m. - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Aexnaparus, 4e CbIbPKAHUETO Ha
JUCTOBKaTa Mo OyKBa ,,a* € UAEHTUYHO ChC ChABPKAHMETO Ha JIMCTOBKATA HA MPOJYKTa, pa3pelieH
3a ynotpeba B PemmyOnuka bearapusi, ¢ u3kioueHne Ha JaHHUTE 1Mo wi. 215, an. 2, 1. 7, OykBu ,,a“ -

<,
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4. MTOKYMEHTHpa M JIOKJIaJBa Ha MPUTEKATEIs Ha paspernieHueTo 3a ynorpebda m Ha MAIJI
BCUYKU CHOOIICHUS 3a MOJO3MPAHU HEXKEIAaHU JICKAPCTBEHHW PEaKIUd HAa BHACSHHUS JICKApCTBEH
IPOIYKT;

5. (moBa — JIB, Op. 84 ot 2018 r., B cuia or 12.10.2018 r.) mpenocraBs Ha WAJI
©KECeIMUYHO WJIM MpU MpPOMsHA Ha OOCTOATEICTBaTa 4Ype3 CHelUalIM3MpaHaTa eJIeKTPOHHA
cucrema 1o wi. 2176, an. 1 uadopmarus 3a:

a) MmapaJjieJTHO BHECEHUTE Ha TepuTopusiTa Ha PemyOnvka bbirapus koiaudecTBa, HOCOUYEHH IO
JIEKapCTBCHH MPOAYKTH, BKIIOUeHU B [[03UTHBHUS JIEKaPCTBEH CIHUCHK, HA KOUTO € MIPUTEKATEI Ha
pa3peleHreTo 3a napajeieH BHOC;

0) mocraBeHHWTe Ha (DU3MYECKHUTE W ropuaudeckute numna mo wi 207, am. 1, 1. 5, 5a u 6
KOJIMYECTBA, IOCOUEHU 110 JIEKapCTBEHU MPOIYKTH, BKIIIOUeHU B [103UTHBHUS JIeKapCTBEH CIHCHK;

B) GU3HUECKUTE U FopuaudeckuTe muna mo wi. 207, an. 1, T. 5, 5a u 6, Ha KOUTO ca JTOCTaBEHU
KOJIMYeCTBaTa JIEKAPCTBEHHU MPOAYKTH 1O OyKBa ,,a";

T') JaTara, Ha KOSTO € M3BBPIIEH BHOCHT/IOCTaBKaTa 1o OyKBH ,,a““ 1 ,,0°;

1) HUTUYHUTE B CKJIA/I0BETE KOJIMUYECTBA, TOCOYCHH IO JIEKAPCTBEHU MPOAYKTHU, BKIIOYECHU B
[To3uTHUBHUS JIEKAPCTBEH CIUCHK, HA KOUTO € TPUTEKATE Ha Pa3pelIeHUETO 3a MapalieicH BHOC;

6. (HoBa — JIB, 6p. 103 ot 2020 r., B cma ot 1.01.2021 r., mom., 6p. 16 ot 2024 1., B cuIa oT
23.02.2024 r.) npenoctaBs Ha MAJI 3a BCUYKH JICKAPCTBEHU MPOIYKTH, MOTYUUIIN PAa3PEIICHUE 3a
napajelieH BHOC Ha TePUTOPHATA Ha CTpaHaTa, BKIIOYUTEIHO MpPU MPOMSIHA HAa O0OCTOSATENCTBATA,
ype3 crenualu3upaHaTa eJIeKTpoHHa cucreMa mo wi. 2170, amn. 1 wmadopmamus 3a xoma Ha
MPOJyKTa MO0 cMHChiIa Ha uil. 4, OykBa 0), moarouka i) ot denerupan pernament (EC) 2016/161 3a
JICKapCTBCHHUTE TPOAYKTH, ONPEICIICHH B HEro, B CPoK 10 14 mHU OT myOJIMKyBaHETO Ha
nexkapcTBeHusi MpoaAyKT B [lO3UTHMBHUSA JE€KapCTBEH CIUCHK, CHOTBETHO OT HACTHIIBAaHE Ha
IIpOMsIHAaTa Ha 0OCTOSATENICTBATA;

7. (moBa — JIB, 6p. 67 ot 2020 r., npenumna 1. 6, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.)
OCHTYpsIBa 3aMsHATa Ha TOKAa3aTeJIMTE 32 0E30MacCHOCT BhPXY BTOPHYHATA OIAKOBKA, a aKO HsAMa
TakaBa — BbPXY IbPBUYHATA OMAKOBKA, Ha JIEKAPCTBEHHUTE MPOAYKTH, ompeneieHu B Jlemerupan
pernament (EC) 2016/161, ¢ paBHOCTOIHM Ha TAX MO CMUCHIA Ha Wi. 1680, aii. 3 U ocurypssa
BBBEXKIAHETO Ha WACHTU(UKAIIMOHHUS Oeler Ha BCsSKa OMAaKOBKa B CHUCTeMaTra OT PETUCTPU B
crotBeTcTBUE ¢ Jlenerupan pernament (EC) 2016/161.

I'maBa neBsera ,,0¢
(Homa — /1B, op. 18 o1 2014 1.)

N3HOC HA JIEKAPCTBEHHU ITPOAYKTHU. CHEIIUAJIM3UPAHA EJEKTPOHHA
CUCTEMA 3A ITPOCJIEJAABAHE U AHAJIU3 HA JIEKAPCTBEHUTE ITPOAYKTHU
(3aru. u3m. - /IB, op. 84 ot 2018 r., B cu1a ot 12.10.2018 1.)

Un. 217a. (HoB — B, Op. 18 or 2014 r.) (1) M3HOC Ha nekapcTBEHHW HPOAYKTU OT
Teputopusita Ha PemyOnuka bbarapus moxe Aa M3BBPIIBA (PU3UYECKO WU IOPUAMYECKO JIHIIE,
MIPUTEKATEJI Ha pa3pellleHne 3a ThProBUsl Ha €ApO C JIEKAPCTBEHU MPOIYKTH WJIM MpUTEXKaTell Ha
paspelieHue 3a IpOU3BOICTBO.

(2) IlpurexaTten Ha paspelleHHe 3a MPOU3BOACTBO MOXKE Ja M3BBpIIBA HM3HOC cCaMO Ha
MIPOU3BEJICHUTE OT HETO JIEKAPCTBEHU MPOTYKTH.

(3) Tlo cmuchna Ha Ta3u IJaBa HW3HOC € W BBTPEOOLIHOCTHA JOCTaBKa B paMKHUTE Ha
EBpomneiickus cbro3.

(4) (Usm. — JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) JlekapcTBeHH NPOIYKTH,
BKJIIOYEHU B [103UTHMBHUS JIEKAPCTBEH CIHCHK, 32 KOUTO € YCTAaHOBEH HEJOCTHUT MO pela Ha 4.
2176, ve moraT ja ObJaT H3HACSHM 34 CPOKA, 32 KOMTO e ChABPIKAT B CIUCHKA 1Mo wi. 2178, ain. 1.

Un. 2176. (Hos — IB, 6p. 18 ot 2014 r., u3m., 6p. 84 ot 2018 r., B cuma ot 12.10.2018 1.) (1)
Cw3naBa ce CrienuanusupaHa eJeKTPOHHA CHUCTEMa 3a MPOCIEsIBaHE M aHAJIU3 Ha JIEKApCTBEHUTE
MPOAYKTH, BKIItOUEeHU B [103UTUBHUS JIEKAPCTBEH CIUCHK, KOSITO C€ aAMUHUCTPUPA U MOAIBPKA OT
W3nbaHuTenHaTa areHIus 1o JekapcTBara.
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(2) Cp3gaBaHeTO W MOJIBPIKAHETO Ha CICHMATM3UpPAHATa €IIEKTPOHHA CHCTeMa 1o ail. 1 ce
M3BBPIIBA Bb3 OCHOBA HA CICAHUTE PUHIIHIIN:

1. rapanTUpaHe Ha aKTYaJTHOCT U TOYHOCT Ha NMPEIOCTABEHUTE U ChbXPaHsIBAaHUTE TaHHU;

2. ocurypsiBaHE Ha MOAXOJSINA cpesia 32 OOMEH Ha JIJaHHH;

3. rapaHTUpaHe Ha perjaMeHTHUpaH JOCTBII 10 JJAHHUTE B E€JIEKTPOHHATa MH(OPMAalMOHHA
crcTeMa IpH Clla3BaHe M3MCKBAHMTA HAa 3aKOHA;

4. ocurypsiBaHe Ha orepaTHBHA CbBMECTUMOCT U UH(GOPMAIIMOHHA CUTYPHOCT.

(3) Cneunanusupanara eJIeKTpOHHA CUCTEMa M0 all. | chabpika:

1. (u3m. — JIB, Op. 103 ot 2020 r., B cua ot 1.01.2021 r.) mabopmanmsaTa o wi. 54, wi. 54a,
wt. 68, an. 1, 1. 10 u 11, un. 207, an. 1, 1. 15, un. 217, 1. 5 u 6 u i 232a, nperoctaBeHa ot
CbOTBETHUTE JINIIA;

2. (m3m. — JIB, 6p. 67 ot 2020 r.) uadopmamms, mpemoctaBeHa oT HanwmoHnamHata
3IpaBHOOCUTYPHUTEIIHA Kaca, 3a KOJMYECTBaTa, KOMTO ca IMOCOYEHH IO OTYETeHU U 3aIlIaTeHu
JICKaApCTBEHH MPOAYKTH, BKIIFOUCHH B [103UTHBHUS JIEKapCTBEH CITUMCHK 32 MPEIXOAHUS €UH MECEI;

3. undopmanusi, npegocTaBeHa 0T MUHUCTEPCTBOTO Ha 3[paBeONa3BaHETO, 32 KOJIMUECTBATA,
KOHUTO Ca ITOCOYEHH T10 3aIUIaTeHU JIEKAPCTBEHU MPOIYKTH, BKIOYeHN B [103UTHBHUS JIeKapcTBEH
CIUCHK 32 MPEIXOAHUS €TUH MECELL.

(4) Bp3 ocHOBa Ha nH(pOpMaIHTa 10 all. 3 Upe3 CrenuaIn3upanaTa eJIeKTpOHHA CHCTEMA 110
an. 1 ce U3BbBpIIBA aHAIHU3 32 YCTAHOBSBAHE HA HEJOCTUT HA JICKAPCTBEHU MPOAYKTH, BKIIOYEHU B
[To3uTHBHUS TEKAPCTBEH CHUCHK, HA TepUTOpUsATa Ha PermyOnuka bearapus npu yclioBus u 1o pej,
orpezenieHu B HapeabaTa 1o ai. 8.

(5) (Jom. — JB, 6p. 67 ot 2020 r.) Hemocturst mo an. 4 Ha JIGKAPCTBEHU MPOAYKTH,
BKIItOUeHU B [103UTHBHUS JIeKapCTBEH CIUCHK, CE YCTAHOBSABA, KOTaTO MIPU U3BBPIIBAHE HA aHATTN3a
mo ain. 4 ce yCTaHOBH, Y€ HAaIMYHHUTE Ha TeputopusTa Ha PemyOnumka beiarapus kommyectBa oT
CHOTBETHUS JICKAPCTBEH MPOJYKT ca MO-MajKo OT 65 Ha CTO OT HEOOXOJUMHUTE KOJIMYecTBa 3a
3aJJ0BOJISIBAHE HA 3JpaBHUTE MOTPEOHOCTH HA HACEIIEHUETO 32 MEPUOJ OT €IUH MECell, H3UHUCICHU
Bb3 OCHOBAa Ha CPEJHOMECEYHOTO IOTpeOJeHHEe Ha ChOTBETHHUS JIEKAPCTBEH NPOAYKT 3a
peaxoaHuTe 6 Mecera, CAMTaHo OT JICHS Ha 3BHPIIBAHE HA aHAIH3A.

(6) CniennanusupaHara eleKTpOHHA cHcTeMa Mo aji. | moaabpka aBTOMAaTU3HpaH UHTepdeiic
3a MpeocTaBsiHe Ha HH(opMaIMsATa 1Mo a. 3 1 3a u3MpaniaHe Ha CbOOIICHHUS.

(7) TpaBo Ha [OCTBI [0 CHEIUANTM3MpaHATa eJIEKTPOHHA cuUcTeMa Mo ai. | wumar
WHCTUTYIIMUTE | JIMIIATA 10 ajl. 3 caMo 3a IeJUTE Ha MPEJIO0CTaBsHe Ha HH(OpMAIHs, OTIPEICTICHN C
TO3H 3aKOH, U HOCST OTTOBOPHOCT 3a JIOCTOBEPHOCTTA Ha MpeJocTaBeHaTa HHpopMalus, KakTo U 3a
HaBPEMEHHOTO 1 MPEIOCTaBsIHE.

(8) (Homa — /IB, 6p. 67 ot 2020 r., gom., Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 13BBH
CIlydauTe I0 ajl. 7, IpaBo Ha ITBJIECH JOCTHII JI0 TAHHUTE B CHEIMATM3MpaHaTa eJIeKTPOHHA CHCcTeMa
mo an. 1 umatr MUHHCTEPCTBOTO Ha 37paBeorna3BaHeTo, HarronanHara 31paBHOOCUTYpHUTENHA Kaca
Y CBBETHT O Wwi. 258, ain. 1 mpu crma3BaHe Ha 3aIbKEHUE 3a OTla3BaHe TailHAaTa HA TAHHUTE.

(9) (IIpegumnua an. § — JIB, Op. 67 or 2020 r.) YcioBusita U peAbT 3a MpPENOCTaBsHE,
ChbXpaHsBaHE W U3BBPIIBAHE HA aHAIHM3 Ha MHPOPMAIUATA 0 aj. 3, KaKTO M 33 a/IMUHUCTPUPAHETO,
MOJUTbP)KAHETO U JIOCTBIIA JI0 CHelMaIu3hpaHaTa eJeKTPOHHA CUCTeMa Mo ajld. 1 ce ompeaensT ¢
Hapen0a Ha MUHHCTBPA Ha 3/[PaBEOIa3BaHETO.

(10) (ITpeaumrna an. 9 — JIB, 6p. 67 ot 2020 r.) U3mbaHUTENHATA areHIIUs 10 JIeKapcTBaTa €
3abJDKEHA Jla OCHUTYpsiBA MpEXKOBaTa W MH(POPMAIMOHHATA CHTYPHOCT Ha CHelHalIn3upaHara
€JIIEKTPOHHA CHUCTEMa IO aj. | Mmpu cra3BaHe Ha 3aJbJDKEHHE 3a OTMa3BaHEe TaliHaTa Ha MOJydyeHaTa
uH(popmanug 1o ai. 3.

UYn. 2178. (Hos — /1B, 6p. 18 ot 2014 r.; 00siBeH 3a MPOTUBOKOHCTUTYLIMOHEH ¢ Pemenne Ne 1
Ha KC na Pb - Op. 12 ot 2015 r.; u3Mm., 6p. 84 ot 2018 r., B cmma ot 12.10.2018 1.) (1) Cp31aBa ce
Cruchbk Ha NEKapCTBEHUTE MPOAYKTH, BKIIOUEHU B [103UTHBHUS JIEKAPCTBEH CHUCHK, 32 KOUTO €
YCTaHOBEH HEIOCTUT Ha TepuTopusiTa Ha PemyOnmka bwirapus, KOHTO ce M3TrOTBs, aKTyalu3upa U
noAabprKa oT M3mbIHUTETHATA areHIIHs 110 JIEKapCcTBaTa.
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(2) CriucwskbT 1O a. 1 ce U3roTBsl BH3 OCHOBA Ha M3BBPIICHUS aHAIN3 1O peaa Ha wi. 2170,
al. 4 v ce myOJIMKYBa Ha MHTEPHET CTpaHUIaTa Ha M3MbIHUTEIHATA areHIIUs 110 JIEKapCTBaTa.

(3) CnuchbKbT Ha JEKaPCTBEHUTE MPOAYKTH, 32 KOUTO € YCTAHOBEH HEJOCTHUT IO pela Ha 4ll.
2176, an. 5, ce U3TOTBA MO HAUMEHOBAHHME Ha JIEKAPCTBEHUS MPOAYKT, BKIIOYCH B [1o3uTHBHUS
JIEKapCTBEH CHHUCHK, MEXIYHapOJHO HEMaTeHTHO HAMMEHOBAaHUE, KOJIMYECTBO HAa AKTUBHOTO
BEIIECTBO, JIEKApCTBEHA (hopMa M KOJIMIECTBO B OMMAKOBKA.

(4) CiucbkbT MO an. 1 ce akryanusupa:

1. exxeceIMHYHO;

2. mpu TpoMsHa Ha OOCTOSITENCTBaTa, CBbP3aHU C BHOC W/WIM H3HOC Ha JIEKAPCTBEHU
MIPOYKTH, BKJIFOUCHU B [103UTHBHUS JIGKAPCTBEH CIHCHK.

(5) lpu akTyanu3upaHe Ha CIUCHKa MO peAa Ha ail. 4, T. 1, KakTo U B ClIydyauTe IpH MPOMsHA
Ha oOcTosITeNcTBaTa 1O ail. 4, T. 2, Bb3 OCHOBA Ha MpejocTaBeHaTa nHpopMmarus mo wi. 68, ai. 1, 1.
10, un. 207, an. 1, . 15 mwun. 217, 1. 5, upe3 cnennaau3upanara eJeKTpoHHa cuctema 1o 4i. 2176,
ai. 1 ce m3mpamia cpoOImenre A0 aumnara mo wi. 68, an. 1, wi. 207, an. 1, wi. 217 u un. 232a 3a
aKkTyanu3upaHusi cnuchbk. CHUCHKBT He3a0aBHO ce MyONMKyBa Ha HMHTEpHET CTpaHMIAaTa Ha
W3mpaHuTETHATA areHITUS 110 JICKapCTBaTa.

(6) B ciywaute mo an. 4 cnuchbkbT 1o an. 1 ce uznpamia or MAJI u na Arenmus ,, MutHUIH
0 CITY)KEOCH pejl.

(7) Cnen BKIIOYBAHE Ha JICKAPCTBEHU IMPOJIYKTH B CIUCHKA MO ai. 1 Te He MmoraT Aa ce
M3HACAT 3a CPOKa, 32 KOWTO C€ ChIIbPIKAT B CIIHCHKA.

Ui 217r. (HoB — IB, 6p. 18 ot 2014 1., u3m., 6p. 84 ot 2018 r., B cruta ot 12.10.2018 1.)
W3mpaHUTETHATA areHIUs 10 JISKapCTBaTa M3BBLPINBA MTPOBEPKH HA JIUIATA, KOUTO €A 3aIbJDKCHU
Jla IpeI0CTaBAT HHpOpMaIus O pelia Ha Ta3H IiaBa.

Un. 217n. (HoB — IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) ITo Bpeme Ha 0OSBEHO
W3BBHPEIHO MOJI0KEHUE TIOPaIN EMUIEMUYHO pa3poCTpaHeHHe Ha 3apa3Hu OojecTu 1o wi. 61, an.
1 nmu 3 or 3akoHa 3a 37paBeTO WM Ha OOsSBEHA M3BBbHpPEIHA ENMUIEMHYHA OOCTaHOBKA MOpPaau
eNMUIEMUYHO pa3MpOCTpaHEeHHe Ha 3apa3Ha 6onect mo wi. 61, an. 1 oT 3akoHa 3a 3ApaBeTo U 0 TPU
Mecera cliej] OTMsHATa UM ChC 3aIl0BE]] HA MUHUCTHPA Ha 3J[PaBEONa3BaHETO MOXKE BPEMEHHO J1a Ce
3a0paHy M3HOC Ha JIEKAPCTBEHU MPOIYKTH OT TepuTopusaTa Ha PenmyOnuka bearapus, 3a kouto e
YCTaHOBEH HEJOCTUT Ha TEPUTOPUSATA Ha CTpaHATa 3a 33JI0BOJISIBAHE HA 3JIPaBHUTE MOTPEOHOCTH Ha
HACEJICHUETO.

I'naBa necera
THPIrOBUs HA IPEBHO C JIEKAPCTBEHU INIPOAYKTU. HAIIUOHAJIHA
AINITEYHA KAPTA
(3ara. u3m. — /1B, 0p. 67 ot 2020 r.)

Un. 218. TwproBusita Ha ApeOHO C JIEKAPCTBEHM MPOAYKTH CE€ M3BBpIIBA CaMO B alTEeKH U
JPOTepHH 10 pella Ha TO3U 3aKOH, C U3KJIFOYEHHE Ha ClTydauTe 1o wi. 232, ai. 2.

. 219. (1) (U3m. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., gom., 6p. 23 ot 2009 1., B
cmia ot 30.03.2009 r., 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r., u3m., 6p. 60 ot 2011 r., B cuiia ot
5.08.2011 r., 6p. 67 ot 2020 r.) AnTekaTa € 3IpaBHO 3aBEJICHHUE, B KOETO C€ M3BBPIIBAT CICTHUTE
JEMHOCTU: ChbXpaHsABaHE, IMPUIOTBSHE, OINAKOBAaHE, KOHTPOJIMPAHE, JaBaHE Ha KOHCYJITAIUH,
OTIyCKaHE IO JIEKApCKO M 0e3 JIEKapCKO TpEANnrcaHue Ha pa3pelmieHu 3a ynotpeda B PemyOmimka
Bbearapust nexkapcTBeHH MPOAYKTH, HA MEIUIIMHCKH W3JENHs, Ha AMETUYHU XPaHU 3a CIELUATHU
MEIUIIMHCKN LEMM M XpaHU 3a KbpMaueTa U MPEXOJAHM XpaHHW, KaKTO U XpaHUTEITHH J00aBKH,
KO3METHYHH NPOAYKTH, CAHUTAPHO-XMTHEHHW MaTepuald W OWOUMAM OT IJlaBHA TIpyma 1
»Jl€3MHPEKTAaHTH*, TPOAYKTOBU THMHOBEe 1 U 2, u oT riaBHa rpyna 3 ,,KoHTpos Ha BpeauTenu,
npoayktoBu tunose 18 u 19, ceriacuo Ilpunoxenue V ot Permament (EC) Ne 528/2012 Ha
EBponeiickus napiamenT u Ha CeBeta oT 22 mait 2012 1. OTHOCHO MPENOCTaBSIHETO Ha Mas3apa U
ynotpebara Ha 6uoruau (OB, L 167/1 ot 27 ronu 2012 1.).
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(2) (U3m. - B, 6p. 60 ot 2011 1., B cuma ot 5.08.2011 r.) YcTpOWCTBOTO, PeabT H
opraHm3anusaTa Ha paboTara Ha anTEeKWTe, HOMEHKIATypaTa Ha JICKapCTBEHHUTE NPOAYKTH Ce
OTpeeNsAT B Hapea0a Ha MUHHUCThPA Ha 3/IpaBeOIa3BaHEeTo.

(3) (M3m. - [IB, 6p. 71 ot 2008 ., B cuiia ot 12.08.2008 r., ot™., Op. 23 ot 2009 r., B cuiia ot
30.03.2009 1., HOBa, O6p. 67 or 2020 r., w3m., 6p. 16 or 2024 1., B cuna ot 23.02.2024 r.)
[IputexxaTensar Ha pa3pelieHHe 3a TBPrOBUS Ha JpPeOHO TMpoOBepsBa AaBTCHTUYHOCTTA Ha
JIEKapCTBEHUTE MPOJYKTH 4pe3 MOKa3aTeauTe 3a 0e30macHOCT mo wi. 168, an. 8 u ne3akTuBUpa
WHIVUBUAYATHAS UISHTH(PUKAIMOHEH Oeller B CUCTEMaTa OT PEerHCTPH.

(4) (HoBa — JIB, 6p. 67 ot 2020 r.) JleiicTBusATa mo ai. 3 ce U3BBPIIBAT IO pea Ha riaBa VI
ot Henerupan periament (EC) 2016/161.

Ui 220. (1) Heitroctute 1o wi. 219, an. 1 ce u3BbpmBat OT MarucTbp-hapmMareBT.

(2) (Hom. - AB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) Maructbsp-papManeBTsbT €
JUTBKEH J1a U3MBJIHU U3JAJCHO JEKapCKOo MpEeANHCcaHNe, BKIIOUUTEIHO U 3a JIEKapCTBEHU (Hopmu,
MIPUTOTBEHHM 110 MarucTpaiHa u (papMakoneitHa penenTypa, 1o peaa, onpeaesieH B Hapeadoara mo 4.
221, an. 1.

(3) (U3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 r.) [TomontHuK-(hapMarieBTbT MOXKE
Jla U3BBPIIBA BCUYKU JAeWHOCTH Mo ui. 219, am. 1 mox KoHTposia Ha MarucTbp-(apmaieBT C
M3KJTFOYCHUE Ha: OTITyCKaHE Ha JIKAPCTBEH MPOAYKT 110 JICKAPCKO MPEIIMTUCAHIE, KOHTPOJ U JIaBaHe
Ha KOHCYJTAIlUU, CBBP3aHH C JIEKApPCTBEHUTE MPOAYKTH.

Un. 221. (1) (Ilpenuien texer Ha ui. 221 - JIB, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.)
MuHUCTBPBT Ha 37paBEONa3BaHETO OINpejaens B Hapeada METUIIMHCKUTE CHEIHATUCTH, KOUTO
MOTaT Ja HW3JIaBaT PEIeNTH, pela 3a NPEIINUCBAHETO HA JIEKAPCTBEHU NPOIYKTH, CpPOKa 3a
U3MBIHEHUETO, KAaKTO U CIy4YauTe U pelia, 0 KOWTO MarucTbp-(hapMaleBThT MOXKE Ja OTKaXe /1a
W3ITBJIHY JIEKAPCKO MPEANICAHNE.

(2) (Homa - /IB, 6p. 71 oT 2008 r., B cma ot 12.08.2008 r., u3m., 6p. 9 ot 2011 r.) bearapcku
TpaXJTaHU U YYXKICHIIM, HA KOUTO € pa3pelieHo NMpeOWBaBaHEe B CTpaHATa, NMPU ITBTYBAHETO UM
u3BbH PemyOnuka bbarapus wmorar na HOCAT WIM J1a HW3HACAT JIEKapCTBEHH TMPOAYKTH,
MpeTHa3HAYCHU 3a JICICHUETO UM, TIPH YCIIOBUS U 110 Pel, ONIPeIeIICHH B HapexoaTa 1o ai. 1.

(3) (HoBa - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r., u3m., 6p. 9 ot 2011 r.)
UyxIeHII, HAa KOWTO € H3/aJicHa BU3a 33 KPATKOCPOYHO TNpeOMBaBaHE Ha TEPUTOPHATA HA
Penybnuka bbiarapus, morar ga mpuTexaBaT JIEKapCTBEHH MPOIYKTH, MpeIHA3HAYeHH caMo 3a
JICYCHUETO UM, B KOJIMUECTBA, ONIPE/ICIICHH B Hapea0aTa 1o ai. 1.

(4) (HoBa — 1B, 6p. 1 ot 2014 1., B cuna ot 3.01.2014 r.) U3uckBaHusTa KbM METUITUHCKUTE
MPEIUCaHusl, KOUTO Ca M3JaJICHU 0 MCKaHEe Ha MalMeHT, KOWTO Bh3HAMEpsiBa Jia TH H3I0JI3Ba B
Jpyra IbpKaBa YICHKa, KaKTO M MPHU3HABAHETO W W3IIBIHEHUETO Ha TaKWBa, U3JaJICHU B ApyTra
JbprKaBa WICHKA, CE U3BBPIIIBAT IPHU YCIOBHSI U TIO PEJI, OTIPEICIICHHU ¢ Hapea0aTa 1o a. 1.

(5) (HoBa— /1B, 6p. 1 oT 2014 r., B cuna ot 3.01.2014 r.) Bbe3cTaHOBsIBaHETO HA Pa3XxOaUTE 32
JIEKapCTBCHHU TPOAYKTH IO MEIHUIMHCKH TPEIIUCAHMS, U3IIBIHCHA B Jpyra JbpikaBa WiCHKa, ce
W3BBPIIBA MPH YCIOBUS U MO pef, omnpeaeneHu ¢ Hapeabara mo wi. 80e, am. 4 or 3akoHa 3a
3JIPaBHOTO OCHUTYpPsIBaHE.

Un. 222. (1) (O6sBena 3a nporuBokoHcTuTynmonHa ot KC wa Pb - JIB, 6p. 65 or 2008 r.,
u3M., op. 71 ot 2008 r., B cria ot 26.07.2008 r.) [IpaBo ga w3BBpIIBAa THProBUs Ha JAPEOHO C
JIEKapCTBEHH MPOIYKTH UMa (GU3UUYECKO WU FOPUIUYECKO JIUIE, PETHCTPUPAHO KATO THProOBeIl MO
OBATapPCKOTO 3aKOHOATEICTBO WJIH IO 3aKOHOIATEIICTBOTO HA IbpKaBa WIEHKA, KOETO € CKIIFOYHIIO
TPYJOB JIOTOBOp WIM JOTOBOP 3a YyIpaBlIeHHWE Ha amnTekaTa C Marucrbp-gapmMaieBT, a B
MIPEJIBHJICHUTE OT 3aKOHA CITyYaW - C MMOMOITHUK-(apMaIeBT, KaTo Ha TepuTopusara Ha PemyOmnka
bearapus Mmoxe 1a oTKpue He ToBeYe OT 4 anTeKu.

(2) (HoBa - JIB, 6p. 71 or 2008 r., B cmia ot 26.07.2008 r.) Koraro nuuero mo an. 1 e
MarucThp-hapManeBT U € pPbKOBOJUTEIN Ha anTeKaTa, He € HEOOXOAUMO MPEACTaBIHETO HA TPYIOB
JIOTOBOP WJIM JIOTOBOP 32 yIpaBJICHUE HA alTeKara.

(3) (Ilpegumna an. 2, usm. - JIB, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r.) Maructsp-
(dapmaneBThT 1O ajl. 1| € pbKOBOJUTEI Ha anTeKaTa U 3abJDKUTENTHO pabOTH B HEsL.
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(4) (IMpepumna an. 3 - [IB, 6p. 71 ot 2008 r., B crma ot 26.07.2008 1.) [IpaBo ma oTKpHsT
anTeKa 3a 3a7l0BOJIIBAaHE Ha COOCTBEHUTE CU HYX/IM UMAT:

1. neyebHUTE 3aBeCHUS MO Wi. 5 OT 3aKOHA 3a JiedeOHUTE 3aBEACHHUSI, KOUTO OCBIIECTBIBAT
OOJIHMYHA ITOMOIIL;

2. neyeOHUTE 3aBe/ICHUA 32 OOJHUYHA [TOMOLII;

3. (m3m. - 1B, 6p. 59 ot 2010 ., B cuna ot 31.07.2010 r.) 1ieHTpOBETE 3a MCUXUYHO 3/IpaBe,
LIEHTPOBETE 32 KOX)KHO-BEHEPUUYECKH 3a00JIsIBaHUS M KOMILIEKCHUTE OHKOJIOTHYHU IIEHTPOBE;

4. xocniucute che cranronap no wi. 10, T. 5 ot 3akoHa 3a jieueOHUTE 3aBEICHHUS.

(5) (Homa - JIB, 6p. 60 ot 2011 r., B cruta ot 5.08.2011 r.) 3a 3ag0BosIsIBaHE HA COOCTBEHHTE
CH HYXKIH JIedeOHUTE 3aBEeICHUS 110 ajl. 4, KOUTO HAMAT OTKPHUTA anTeKa, MOraT Jia ce€ CHaOIsIBaT OT
anTeKa Ha JieyeOHO 3aBe/ieHHe, MOJYUYWIIO paspellleHue 3a THProBUs Ha JApeOHO C JIEKapCTBEHU
MPOAYKTH IPH YCIOBHS U TIO P, OTPEIEIeHHU ¢ HapeabaTa mo wi. 219, an. 2.

(6) (Ot™., npenumHa an. 4 - /1B, 6p. 71 or 2008 ., B cuna ot 26.07.2008 r., npeaumiHa ai. 5,
uMm., op. 60 or 2011 r., B cmma or 5.08.2011 r.) Anrtekutre Ha JIedeOHHTE 3aBEICHUS 3a
M3BBHOOIHUYHA MTOMOI KbM MHUHHCTEPCTBOTO Ha OTOpaHaTa 1 MUHHUCTEPCTBOTO HA BHTPEIIHUTE
paboTu MoraT Ja ce PHKOBOIAT OT IMOMOITHUK-(apMAameBT MO MPEIIOKEHHE Ha ChOTBETHOTO
BEJIOMCTBO U CIIe/l U3/1aJICHO pa3pellieHue OT U3MbJIHUTEIHUS JupekTop Ha MAJL.

Un. 222a. (HoB — JIB, Op. 67 ot 2020 r.) Jlune, momydmino paspemieHre 3a ThProBus Ha
IpeOHO ¢ JIeKapCTBEHW MPOAYKTH B amnTeka, He MOXe Ja ObJe mpuTexarel Ha pa3peliecHue 3a
TBHPrOBHUS Ha PO C JIGKAPCTBEHU MPOTYKTH, U3A3JCHH MO Pea Ha TO3M 3aKOH.

Ui 223. (1) Maructbp-apManeBT Ui TOMOIIHUK-(GapMaIieBT MOKe Aa 0bJe PHKOBOIUTEIN
caMo Ha €/IHa anTeKa U 3aIbJDKUTEITHO paboTH B Hesl.

(2) (U3m. - JIB, 6p. 12 ot 2011 r., B cuma ot 8.02.2011 r.) Marucrep-hapManeBTbT WU
MTOMOIIHUK-(papMaIeBThT, KOWTO € PhKOBOJUTEN Ha anTeka, He MOKe Ja ObJe HaeMaH Ha padora
[0 JOTOBOP C €IHOJIWYEH THProBell HIW TBPrOBCKO JPYXKECTBO C MpeaIMeT Ha JeHHOCT
MIPOU3BOJICTBO, BHOC, THPTOBUS HA €PO WIH APEOHO C JICKAPCTBEHU MPOIYKTH.

(3) Jlumero mo an. 1, momy4usio paspelieHue 3a M3BBLPIIBAHE HA THPrOBUA Ha APEOHO C
JICKapCTBCHH MPOIYKTH, HE MOXe Jia ObJe COOCTBEHUK WJIM JIa Y9acTBa B ThPTOBCKH JIPYXKECTBA C
mpeIMeT Ha JEHHOCT MPOU3BOJCTBO, BHOC WJIHM THPrOBUS HA €ApPO C JIEKAPCTBEHH MPOAYKTH,
BKJIFOUMTEITHO B JIPY’KECTBA HA CBBP3aHU JIMIIA TT0 CMUCHJIA HAa THPrOBCKHS 3aKOH.

Un. 224. PpKOBOAUTENST HA aniTeKka TpsOBa Ja:

1. e marucTbsp-hapmareBT, ChOTBETHO MOMOIIHHUK-(apMaIleBT, B MPEIBHICHUTE OT 3aKOHA
clyJau;

2. HE € JIMIICH OT MPABOTO JIa yIPaXHIBA MPOPECcusITa;

3. He e OCHXKIaH 3a MPEeCThIUICHHs, CBBp3aHH C YIpakHABaHE Ha mpodecusara My, 3a
MPECTHIUICHHUS] TPOTUB COOCTBEHOCTTA W CTONMAHCTBOTO WJIM 32 YMHIIUICHH MPECTBIUICHUS CPEILy
JTUYHOCTTA;

4. Ma Hall-MaJIKo e/lHa TOAMHA CTaX KaTo MarucTbp-(apmaresnT.

Un. 225. (U3m. - 1B, 6p. 71 ot 2008 r., B cuia ot 26.07.2008 r.) (1) B Haceneno msicto, Ha
YUATO TEPUTOPHUS HAMA OTKPHUTA alTeKa, MPaBo Jla H3BLPIIBA THPrOBHS Ha JPeOHO ¢ JICKapCTBEHU
NPOAYKTH MMa JuIe Mo 4wi. 222, ain. 1, KOeTo € CKIIUWIO TPYJOB JOTOBOpP HIJIM JOTOBOP 3a
yIpaBlIeHHE Ha amnTeKaTa ¢ MOMOIIHHMK-(apMameBT WU C MarucTbp-GapMareBT ¢ MO-MajKO OT
€/IHa TOJIMHA TPYJIOB CTaXK.

(2) [omourHuk-(hapmManeBTbT WIK MarucTbp-hapmaneBTbT Mo ail. | € pbKOBOAWUTEN Ha
anTeKaTa U 3aIbJDKUTENHO paboTH B Hesl.

(3) (HoBa - JIB, 6p. 60 ot 2011 r., B cmia ot 5.08.2011 r.) ITomomHuK-papmManeBThbT -
PHKOBOJIUTEN Ha amTekata mo aji. |, MoXKe Ja W3BBpIIBA CICAHHUTE JCWHOCTH: ChXpaHSIBaHE U
OTIycKaHe 0e3 JIeKapcKo MpeIrnucaHue Ha paspemeHn 3a ynorpeba B PemyOmmka bBwnrapus
JIEKapCTBEHH MPOAYKTH, HA MEAUIIMHCKH U3JENHs, HAa JUSTUYHU XPaHU 32 CIICIUATHA MEIUIIUHCKA
IIEJTM U XPaHH 332 KbpMadeTa W MPEXOHU XPaHU, KaKTO U Ha XPAaHUTEIHU JTOOABKU, KO3METHYHH U
CaHUTAPHO-XUTUEHHU CPEJICTBA.
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Ui 226. (1) Ha Teputopusita Ha eueOHN 3aBe/IeHUs 32 M3BbHOOJIHMYHA TOMOII] MOTaT Ja ce
OTKpPHUBAT anTeKH 3a MpoAak0a Ha JICKApCTBEHH MPOYKTH HA TPaXIaHU.

(2) Ha Tepuropusita Ha 37ApaBHU 3aBeAcHUs 1m0 Wwi. 21, an. 2 ot 3akoHa 3a 3paBeTo, JeYeOHH
3aBe/leHUs 3a OOJNHMYHA Tomoul U JjeueOHu 3aBeneHus nmo wi. 10 or 3akoHa 3a yedeOHHUTE
3aBe/IeHUs HE MOraT Jia ce OTKPUBAT alTeKH 3a Mpojiax0a Ha JIEKApCTBEHU MPOAYKTH Ha TPaKIaHU.

Un. 227. (1) (Ilpenumen Texcr Ha wi. 227 - B, 6p. 102 ot 2009 1., B cuia ot 22.12.2009 r.)
W3uckBaHusiTa 3a MECTOHAXOXKJICHUETO M KbM IIOMEIICHMATAa Ha anTekaTa ce ONpeAeNiT B
HapenOara o wi. 219, an. 2.

(2) (HoBa - IB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., u3m., 6p. 60 ot 2011 r., B criia
ot 5.08.2011 r.) M3uckBanusiTa KbM yCTPOMCTBOTO U IOMEIIEHUATA HA alITEKUTE MO wi. 228, ain. 5
ce ompeneNsT B HapeadaTa 1o ai. 1.

Un. 227a. (Hos — JIB, 6p. 67 ot 2020 1.) (1) [ToTpeOHOCTUTE HA HACENEHUETO OT JOCTHII J0
JIEKapCTBEHHU MPOJIYKTH, OTIIyCKaHU B amlTEKH, C€ OMpeleisIT Ha TepUTOpUATCH MPHUHIMII Ype3
Hamumonanna anreuna kapra.

(2) B Hanmonannara anteyHa KapTa HE ce BKJIIOUBAT allTeKH, OTKPUBAHU MO pefia Ha 4. 222,
an. 4.

(3) C Hauuonannarta anTe4yHa KapTa c€ Ompenenst oOjacTure, OOIIMHUTE U HACENCHUTE
MeCTa C HeJIOCTHT Ha OTKPHUTH allTeKH 4pe3 U3BBPIIBAHE HA aHAIHN3 Ha JIOCTHIIA HA HACEIICHUETO JI0
anTeKu, KOUTO OCHIIECTBIBAT JEHHOCTH TI0:

1. oTmyckaHe Ha JIEKapCTBEHH IMPOIYKTH 3a JIOMAIIHO JICYCHHUE, 3allIalllaHi HAIbIIHO WK
yactTuyHo oT H3OK mpu ycnoBusta u no pena Ha ui. 45, an. 17 or 3akoHa 3a 31paBHOTO
OCHUTYPSIBaHE;

2. IPUTOTBSIHE HA JIEKAPCTBEHH MPOYKTH;

3. OTIyCKaHe Ha JIKAPCTBEHU MPOIYKTH, ChIbPKAIIA HAPKOTHYHHU BEIIECTBA IO CMHUCHIIA HA
3aKkoHa 32 KOHTPOJ BbPXY HAPKOTUYHHUTE BEIIECTBA U MIPEKYPCOPUTE;

4. OTIyCKaHE Ha JICKAPCTBEHU MPOAYKTH HA BETCPAaHU OT BOMHHTE;

5. oTIycKaHe Ha JIEKapCTBEHH MPOIYKTH Ha BOCHHOWHBAJIUIN U BOCHHOIIOCTPAAalIH;

6. OTITyCKaHe Ha JIEKAPCTBEHU MPOJIYKTH IO JIEKAPCKO MPEANCaHIe, KOUTO HE Ce 3aIulaniar ¢
MyOTUYHU CPENICTBA;

7. OTIyCKaHe Ha JEKapCTBEHH MPOAYKTH 0€3 JIeKapCcKO NpeIHCcaHue.

Un. 2276. (Hos — JIB, 6p. 67 ot 2020 r.) (1) Haumonannarta anteuna kapta ce u3paboTBa Bb3
OCHOBA Ha 00JIaCTHH alTeYHH KapTH.

(2) 3a um3paboTBaHe Ha o0iacTHaTa amnTeyHa KapTa MHUHHUCTHPHT Ha 3/pPaBEONa3BaHETO
Ha3HayaBa KOMHUCHS 3a BCsKa 00JacT, KOSATO BKJIIOYBA OOJIACTHHS YIIPABHTEN, JBaMa
MPEJICTAaBUTEIM Ha pErHMoHANHATa 3JIpaBHA HMHCIEKIUS, JBaMa IMpEACTaBUTEIN Ha palOHHATa
3IpaBHOOCUTYPHTEITHA Kaca, JIBaMa IPEJCTABUTEIM HAa pPErHOHANHATA KOJerus Ha beiarapckus
(dapmalleBTHUYEH CHIO3, €INH MPEICTABUTEN HA pEerMoHaHaTa Kojerus Ha bbiarapckara acoruarus
Ha MOMOIIHUK-(DapMareBTUTE, eMH PEICTABUTEI Ha MIPEICTABUTSIIHUTE OPTaHU3aIMN 32 3aIUTa
Ha TIpaBaTa Ha MAIlMEHTHUTEe, MPU3HATU MO peAa Ha Wwi. 86B OT 3akoHa 3a 37paBeTo, W MO €IUH
MpEeACTaBUTEN Ha BCsIKAa OOIIMHA B ChOTBETHAaTa 006yacT. OOIaCTHUAT yIIpaBUTEN € MpeceaaTes Ha
KOMUCHSITA.

(3) llpencraButenute Ha OOIMIMHUTE TIO ajl. 2 C€ OMPEACIAT MO peaa Ha 3aKOHA 3a MECTHOTO
caMOyTpaBlieHUE U MECTHATa aIMUHUCTPAIIH.

(4) TlpencraBuTensaT Ha TPEICTABUTSIIHWTE OpraHU3allMd 3a 3alldTa Ha TIpaBata Ha
MAIMEHTUTE 10 al. 2 BbB BCsAKA OT 0OJAaCTHUTE KOMUCHHU c€ U30upa U ce 0CBOOOXKIaBa 000 OT
MIPEJICTAaBUTEITHATE OPTaHU3AIIHH.

(5) ObnactHaTa anTeyHa KapTa ce u3paboTBa MO 00pasell u Mo Pejl, ONPEISICHN ¢ METOIUKA,
YTBBpJICHA OT MUHUCTHPA Ha 3]IPaBEOIa3BaHETo.

(6) Beska obnacTHa KOMHCHS TIPEJCTaBs HAa MUHUCTBhpPA Ha 3/paBEOMa3BAHETO M3TOTBEHATA
o0JlacTHA anTedHa KapTa | Iisy1aTa MbpBUYHA HHPOPMAIIHs, Bb3 OCHOBA HAa KOSATO € U3TOTBEHA.

Un. 2278. (Hos — JIB, 6p. 67 ot 2020 r.) (1) ObnacTHaTa anTe4yHa KapTa ChIbpxKa:
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1. nanHuM 3a gemorpadckaTa CTPYKTypa U HMOTPEOJIEHHMETO Ha JIEKAPCTBEHH IMPOJIYKTH 3a
JIOMAIIIHO JICUECHHE OT HACEJICHUETO HA TEPUTOPUATA HA 00JIACTTA;

2. Opos, BUJIOBETE JEWHOCTU U paA3NpeAeSICHUETO HAa OTKPUTUTE aNTeKu Ha TEPUTOpUATA Ha
obacrra;

3. Opos Ha paboTemuTe MarucThbp-hapManeBTH U MOMOUTHUK-(apMalleBTU B OTKPUTH alTeKU
Ha TEPUTOpUATA HA 00JIACTTA.

(2) KpM o6mactHaTta anTeuHa kaprta 1o aji. 1 ce mpujara CTaHOBUINE, U3TOTBEHO MO pea U
KPUTEPHH, OTIPE/ICICHN B METOAMKATA 0 Wi. 2270, aj. 5, OTHOCHO HEOOXOIMMUSI MUHUMAJIEH Opoi
anTeKH MO BUJIOBE JNEWHOCTH IO wi. 227a, ai. 3, KakTo W 32 HEOOXOJUMHS MUHHMMAJICH Opoil Ha
paboremu Maructbp-papManeBTd U TOMOIIHUK-(papManeBTH B aNTCKH, KOHTO CE OMPEISIsT
CbOOpPa3HO MOTPEOHOCTUTE HA HACEIEHUETO B ChOTBETHATA 00JIACT.

Y. 227r. (HoB — JIB, 6p. 67 ot 2020 r.) (1) HannonanHaTta anteyna kapra ce u3padboTBa OT
Hal[MOHAJTHA KOMMCHS, Ha3HAu€Ha ChC 3arloBe]] HA MHUHUCTBHpPAa Ha 3ApaBEONa3BaHETO, KOHTO €
npejaceaares Ha KOMUCHATA.

(2) B cbcraBa Ha kommcusta ce BKiIrouBar ynpaButenst Ha H3OK, mpencenmarenst na
Hanmonanxust CbBeT 10 LIEHH B peMMOypcHpaHe Ha JEKapCTBEHH MPOJAYKTH, ABaMa MPEICTaBUTEIN
Ha VM3nbIHUTENHATA areHIUs [0 JIeKapcTBaTa, OT KOUTO €IUHUSAT € U3MBbIHUTEIHUAT IUPEKTOp Ha
W3mpiHuTeHATA areHys 10 JIeKapcTBaTa, TMPEKTOphT Ha HarmoHanHus HEHTHP M0 0OIIECTBEHO
3paBe M aHAIM3M, MpeacenarensT Ha HanumonamHoto crapykeHue Ha oOumuHuTe B PemyOmuka
Bbeirapusi, nBama mpexactaBUTeNM Ha  MHHHCTEpCTBOTO Ha  37paBEONa3BaHETO, TpUMa
npencraBuTenu Ha bwarapckus (apmaneBTHUEH CbIO3, €AMH NpEACTaBUTEN Ha bbirapckara
aconuanys Ha TOMOIIHHUK-(papMaleBTUTE W €IWH TNPEACTaBUTENl Ha TPEJACTAaBUTCITHHUTE
OpraHM3alliy 3a 3alliTa Ha MpaBaTa Ha MalUeHTHUTEe, MIPU3HATH MO pela Ha 4. 86B oT 3akoHa 3a
3/IpaBeTo.

Ui 227a. (HoB — JIB, 6p. 67 ot 2020 1.) (1) HantnonanHaTa antedHa Kkapta ChabpiKa:

1. oGmacTHHUTE aNTeYHH KapTH;

2. KOHKPETHHTE MHHHMMAJHU MOTPEOHOCTHM Ha HACEIEHUWETO OT JOCThI A0 JIEKAPCTBEHU
MPOYKTH, OTITYCKAHH B allTeKH, U JI0 BUJIOBETE JAEHMHOCTHU 1O 4il. 227a, ai. 3 mo o0iaacTu, O0mUHNA
Y HACeJIeHU MEecCTa;

3. pazmpezesieHne Ha OTKPUTUTE alTeKd MO Opoil Ha HACEICHHETO MO 00JIacTH, OONIMHU U
HaCeJICHU MECTa;

4. rpadMYHO MTOCOYBAHE HA OTKPUTUTE alTEKH BBPXY KapTaTra Ha CTpaHaTa CIIOpe] BHIA Ha
JNEHHOCTUTE, KOUTO U3BBPILIBAT CHIVIACHO Wil. 227a, ain. 3;

5. aHanM3 Ha JIOCTHIIA HA HACEJIEHUETO JI0 JIEKAPCTBEHU MPOAYKTH, OTIIYCKAaHU B alTEKU IO
BUJIOBE JIEHHOCTH 10 Wwi. 227a, aj. 3 mo obiaacTu, OOIMHY U HACEIEHU MECTa;

6. onpezensiHe Ha 00JacTUTE, OOIIMHUTE M HACEJIEHUTE MECTa, B KOUTO MPHU U3BBPILIBAHE HA
aHaJM3a 110 T. 5 € YCTAaHOBEH HEJOCTUT Ha OTKPUTH alTeKH 110 BUJOBE AEHHOCTH 1o wi. 227a, an. 3.

(2) Ananu3bT 1o ai. 1, T. 5 ce U3BBpIIBA IO Pel U KPUTEPHH, ONIPEAEICHN B METOAMKATA IO
yi1. 2276, an. 5, ¥ 3aAbDKUTENTHO BKIIOYBA OLIEHKAa HAa KOHKPETHUTE MUHMMAJIHU NOTPEOHOCTH Ha
HACEJICHUETO OT JIOCTBII JI0 JICKAPCTBEHH MPOIYKTH, OTITYCKaHHU B allTeKH, M 10 BHIOBETE AEWHOCTH
o wi. 227a, an. 3, KakTo U Ha pa3NpeAeTIeHUETO Ha OTKPUTUTE allTEKH M0 Opoil Ha HACEIEHUETO.

Un. 227e. (HoB — 1B, 6p. 67 ot 2020 r.) (1) Haunonannara antedHa kaprta ce yTBbpKaaBa ¢
perieHre Ha MUHUCTEPCKHS ChBET IO MPeUI0KEHNE Ha MUHUCThPA Ha 3/IpaBeOoIa3BaHETo.

(2) HamumonanmnaTta anTeyHa KapTa ce akTyajlu3upa HpH HEOOXOAMMOCT B CIydyauTe,
OIpeJIeNIeH! ¢ MeTOAMKaTa 1o ui. 2276, an. 5.

Un. 228. (U3wm. - IB, Op. 71 o1 2008 r., B cuna ot 26.07.2008 r.) (1) (U3m. - 6p. 60 ot 2011 .,
B cwia ot 5.08.2011 r.) Pa3perienue 3a TbproBusi Ha ApeOHO C JIEKAPCTBEHHU MPOIYKTH B alTeKa ce
u3/laBa OT U3MBIHUTEIHUS AupekTop Ha MAJI Bb3 ocHOBa Ha 3asiBJIeHHE 0 00pasell, KbM KOETO ce
npusarar:

I. (mm. - JIB, 6p. 60 or 2011 r., B cuma or 5.08.2011 r.) mamnu 3a EnunaMmS
UACHTU(UKAIIMOHEH KOJ Ha ThpProBela MM Koolepauusita OT TBHpProBCKUS PETUCTBp, a 3a
Jpy’KecTBaTa, perucTpUpaHu B AbpiKaBa - WieHka Ha EBponeiickus cpio3, WK B IbpXkKaBa - CTpaHa
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no Cnopa3zymeHnuetro 3a EBpONeickOoTO MKOHOMHYECKO MPOCTPAHCTBO - JIOKYMEHT 3a aKTyaJlHa
perucTpanus mo HalMOHATHOTO 3aKOHOAATENICTBO, U3/IaJICH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa
J'bpKaBa Ha JidiaTa no wi. 222, an. 1;

2. TpyAOB JOTOBOp WM JIOTOBOp 3a YIpaBJIEHUE Ha arnTeKaTra, CKIYEH C MarucTbp-
(hapmaleBT UM C MOMOLTHUK-(apMalleBT;

3. KOIlMe OT aKTa 3a Chb3JIaBaHe Ha JuIarta 1o wi. 222, ain. 4;

4. NIOKyMEHTH, YJIOCTOBEPSBAIIlH, Y€ Ca CIIa3€HU M3UCKBAaHMATA HA Wi. 224;

5. (mom. — 1B, 6p. 103 ot 2017 r., B cuia ot 1.01.2018 r.) cBUAETENCTBO 3a CHAMMOCT Ha
Maructep-papmaneBra, CbOTBETHO Ha IOMOIIHHUK-(apMaleBTa, MOCOYEH 3a PHKOBOIUTEN Ha
anTeKaTa, ako He ca ObJITapCKU TPaxIaHu;

6. MEIUIIMHCKO CBHJETEJICTBO HAa Marucrbp-apmaneBTa, CbOTBETHO Ha MOMOUIHHUK-
(hapmaiieBTa, IOCOYCH 32 PHKOBOIUTEI HA AlTeKaTa;

7. (nom. - IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., ot™., Op. 48 o1 2015 1.);

7a. (moBa - /IB, 6p. 60 ot 2011 1., B cmita ot 5.08.2011 r., oM., Op. 67 oT 2020 1.);

8. IOKyMEHT 3a MiiaTeHa Takca B pa3Mmep, onpezeneH B Tapudara mo wi. 21, amn. 2.

(2) (Hosa - IB, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) [Ipu u3gaBane Ha pa3peuieHue 3a
THProBusi Ha JIpeOHO C JIEKApCTBEHH NPOAYKTH CE€ HM3BBPIIBA MpPOBEpKa Jalu TMpe[cTaBeHaTa
IUIUIOMa Ha MarucTbp-papMalieBTa/TOMONTHUK-(apMaleBTa € U3JaJcHa OT ChOTBETHATA
KOMITETEHTHA UHCTUTYLIUA.

(3) (Ilpeaumina ain. 2, uzm. - JAB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) AnTekure mo 4.
222, an. 4 m 6 ce OTKpWUBAT M 3aKpUBAT [0 MCKAHE Ha JIMIIETO, IPEICTaBIABAIINO JCYEOHOTO
3aBeJICHUE.

(4) (Ilpepumna an. 3 - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) 3a oTkpuBaHe Ha
anTeKa, B KOATO C€ OTIIYCKAT JIGKAPCTBEHU IMPOIYKTH, ChIAbpKAIIM HAPKOTUYHH BEHICCTBA, CE
MpUJIaraT v U3MCKBaHMITA HA 3aKOHA 32 KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE.

(5) (Hosa - IB, 6p. 102 ot 2009 r., B crita ot 22.12.2009 r., npenumina ain. 4, 6p. 60 ot 2011
r., B cuia ot 5.08.2011 r.) Pa3pemenue 3a Teprous Ha ApeOHO ¢ JEKapCTBEHU MPOAYKTH B alTeKa,
KOSITO C€ OTKpHBa B HacesleHo MsAcTo ¢ Hacenenue noa 10 000 »xurenu, ce u3aBa Bb3 OCHOBA Ha
3asiBJIeHHE TI0 00pa3ell, KbM KOETO C€ MpHJIarar:

1. (uam. - JIB, 6p. 60 ot 2011 r., B cuna or 5.08.2011 r., 6p. 84 or 2018 r., B cuna or
12.10.2018 ., 6p. 67 ot 2020 r.) tokymenTute mo ai. 1, 1. 1 — 6;

2. (m3m. - IB, Op. 102 ot 2012 1., B cuna ot 2.01.2013 r.) 7OKyMeHT 3a TjIaTeHa Takca B
pa3mep 50 Ha cTO OT Takcara, onpejaeneHa B Tapudara mo wi. 21, ai. 2 3a u3naBaHe Ha pa3peuicHue
3a ThProBUs Ha ApeOHO € JIeKapCTBEHU MPOAYKTH 1o wi. 222, an. 1.

(6) (ITlpequmina an. 4, gom. - /1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npeauiiHa an.
5, u3m., op. 60 ot 2011 r., B cua ot 5.08.2011 r.) 3asBieHHETO U JOKyMEHTUTE O ait. 1 U 5 ce
noxasaT B MAJL

(7) (ITlpegumna an. 5, uam. - JIB, 6p. 102 ot 2009 r., B cuia ot 22.12.2009 r., npenumniHa ai.
6, u3Mm., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 67 ot 2020 r.) B neHs Ha mocThIIBaHE Ha
3asBiaeHueTo mo an. 1 winm 5 MAJI usnpama no ciaykeGeH pen mckane no cboTrBeTHara P3U 3a
W3/laBaHEe Ha XWTHEHHO 3aKIIOveHHe. PernoHamHaTta 3ApaBHAa HWHCIEKIUS H3/1aBa XUTHEHHOTO
3aKJII0YEHNEe B CPOK 70 14 AHM OT MOCThIIBaHE HAa MCKAHETO W TO M3Mpalla Mo ciykeOeH pes Ha
NAIJIL lo nosyyaBaHe Ha XUTMEHHOTO 3aKitoueHue B MAJI cpokbT no wi. 229, an. 2 cniupa na teue.

(8) (Homa — JIB, Op. 48 ot 2015 r., mom., O6p. 91 or 2018 r.) B nens Ha mocThiBaHe Ha
3asiBiieHreTo 1o an. 1 u 5 MAJI usnpama mo ciayxebeH pea UcKaHe 10 YTpPaBUTENIHHUS ChBET Ha
boearapckust dapmaneBTUUEH ChIO3 3a WM3/1aBaHE Ha YJIOCTOBEPEHHE 3a BMHCBAHE B HAIIMOHAHUS
€IIEKTPOHEH PETHCThP Ha 4YleHOBeTe Ha bbiarapckus (apmameBTHUEH CHIO3 — 3a MarucThbp-
(dapmarieBTa, ppKOBOIUTEN Ha anTeKaTa W 0 YIPABUTEIHUS ChbBET Ha bbarapckarta aconuanusi Ha
MTOMOITHUK-(hapMalleBTUTE — 3a MOMOIIHUK-(hapMaIeBTa, pbKOBOJAUTEN Ha alTeka B OMpPE/CICHUTE
OT 3aKOHA CJIy4yau, KaKTO W 3a MpeAoCTaBsHE Ha MH(POpPMAIMs OTHOCHO HAJIOKCHHM HaKa3aHUs IO
pena Ha 3aKOHa 3a ChCIIOBHATA OPraHU3allds Ha MarucThp-(hapMareBTUTE U Ha 3aKOHA 3a 3[[paBeTo.
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(9) (Hosa — JIB, 6p. 48 ot 2015 r.) YpaBUTEIHHUAT CHBET MPEAOCTABSA TOKYMEHTHUTE 110 ajl. 8
B CPOK 5 paOOTHU JHH OT IMOCTHIIBAHE HA UCKAHETO.

(10) (HoBa — JIB, 6p. 103 ot 2017 1., B cuna ot 1.01.2018 r.) M3meiaHuTEIHATAa areHIUs 110
JIeKapCcTBaTa YCTAHOBSBA CIY)KEOHO OOCTOSATEIICTBATa OTHOCHO CHIMMOCTTA Ha JMLATa 1o ai. 1, T.
5, Koraro ca ObJIrapcKy IpaxaaHu.

Y. 229. (1) (Hom. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., ot™., 6p. 60 oT 2011 1., B
cuna ot 5.08.2011 1.).

(2) (Jom. - [IB, 6p. 71 ot 2008 1., B cmia ot 12.08.2008 r., u3m., 6p. 102 ot 2009 1., B cuna ot
22.12.2009 r., 6p. 60 ot 2011 1., B crma ot 5.08.2011 r., mom., 6p. 18 ot 2014 r.) B eqnomeceueH
CPOK OT IOCTBIIBAHE Ha JOKyMEHTAaLUATA 1O wi. 228, ajl. 6 U3NBJIHUTENHUAT JupekTop Ha MAJL,
cieq craHoBuIIe Ha ExkcriepTHHS ChBET 1O THProBUs Ha APeOHO C JIEKapCTBEHH MPOIYKTH, U3aBa
paspelieHre 3a U3BbPIIBAaHE HA THPTrOBHUS Ha IPEOHO C JIEKAPCTBEHU MPOAYKTH B alTeKa WM MPaBU
MOTHBHUpPAH OTKa3 3a HM3JaBaHETO Ha paspeuieHue. Pa3pemieHHMETo WM OTKa3bT ce€ BpbuUBa Ha
JIMLETO, IOJAJI0 3asBJICHUE.

(3) (M3m. - 1B, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) B 15-qH€BeH CpOK OT OCTHITIBAaHE
Ha JIOKyMeHTauusTa no 4i. 228, an. 6 MAJI u3BbpuiBa npoBepka Ha NMPEACTaBEHUTE TOKYMEHTH U
yBEJIOMSIBAa MICMEHO 3asBUTEINS 32 YCTAHOBEHUTE HECHOTBETCTBUS WM HEMMBIHOTU. B Te3u cmyuyan
CPOKBT IO aJl. 2 cIHpa Jia Teue OT JACHS Ha yBEJIOMSIBAHETO JI0 OTCTPAHSIBAHE HA HEIOCTATHIIUTE.

(4) (HoBa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B ciyuyaii ue B cpok 10 60 aHu OT
JaTaTta Ha YBEJOMSIBAHETO IO aJl. 3 3asBHTEIAT HE OTCTPAaHU KOHCTATUPAHUTE HECHOTBETCTBHSI WU
HEM'BJIHOTH, IPOU3BOCTBOTO IO M3/IaBaHE HA pa3pelIeHUe 3a ThProBHs Ha IPeOHO C JIEKApCTBEHU
MIPOYKTH HMJIU 32 TIPOMSHA B M3/IaJICHO pa3pellIeHue ce MPeKpaTsBa.

(5) (Ilpequmina an. 4 - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m., 6p. 60 ot 2011
r., B cwia ot 5.08.2011 r.) Otka3bpT Ha w3nbIHUTENHHUS AupekTop Ha WAJI 3a u3naBane Ha
paszpelleHue mo/IeKu Ha 00KaIBaHe 1Mo peaa Ha AIMUHUCTPATUBHOIPOIIECYATHUSI KOJIEKC.

Ui 229a. (Hos - [IB, 6p. 23 ot 2009 r., B criia ot 30.03.2009 r.) (1) (U3m. u nom. - JIB, 6p.
41 ot 2009 r., B cuma ot 2.06.2009 r., u3m., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 52 ot
2020 r., B cuna ot 9.06.2020 r.) M3mbiaHUTEIHATA areHIUs 0 JIEKapCcTBaTa CIy>KeOHO M3Ipalia B
P31 no mecToHaxoxkaeHHE Ha ChOTBETHATa alTeKa ¢ U3AAJCHO pa3pelieHue no wi. 229, an. 2,
BKJIFOYBAIO0 HM3BBPINBAHE HA THPrOBHUS HA JAPEOHO C XPAaHUTEIHH NO0OABKH, TUETHYHU XpaHU 32
CHelHMalHi MEIULMHCKU eH, XpaHU 3a KbpMayeTa U MPEXOHU XpaHH, KOMKE OT Pa3pelieHHueTo
3a BIIMCBAHE B PErucThbpa Mo wi. 24, an. 1 ot 3akoHa 3a XpaHuUTe.

(2) U3m. u gom. - 1B, Op. 41 ot 2009 r., B cuna ot 2.06.2009 r.) AnTekurte, KOUTO
W3BBPIIBAT THPrOBUS Ha JPEOHO C XPAaHUTCIHU JOOABKU, IUETUYHM XpaHH 3a CIEIHATHU
MEIUIIMHCKH 1IeJIM, XpaHU 3a KbpMaueTa W MPEXOJHH XpaHH, MOANEKAT Ha KOHTPOJI MO pelaa Ha
3aKoHa 3a XpaHUTe.

Y. 230. (1) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) U3nbaHuTenHaTa areHuus
IO JIEKapCTBaTa BOJU PETUCTHP Ha M3/aICHUTE pa3peIICHHs 3a ThPTOBUS Ha JAPEOHO C JICKAPCTBEHU
MPOAYKTH M0 4. 229, ai. 2, KOUTO ChIbpIKa:

1. HOMep U /1aTa Ha pa3peneHHeTo;

2. (mom. - 1B, 6p. 71 ot 2008 t., B cuna ot 12.08.2008 r.) HauMeHOBaHKe, BUJ HA ThProBella,
ce/ajMIle U aJipec Ha yNpaBleHUE Ha JHUIETO, MOTYYHIIO pa3pelIeHne;

3. (m3m. - 1B, 6p. 12 o1 2011 1., B cunta ot 8.02.2011 r.) ume, eMHEH IpakJaHCKH HOMEP Ha
PHKOBOJIUTEIIS HA allTeKaTa,

4. anpec Ha anTeKara;

5. IEWHOCTUTE, KOUTO IIE CE U3BBPIIBAT B allTEKaTa;

6. 1araTa Ha MPEKPaTSBaHETO Ha Pa3pEHICHUETO U 3aTMYaBaHETO OT PETUCTbpPAa U OCHOBAaHUE
3a TOBa;

7. 3a0€eKKH 10 BIHCAHU 0OCTOSTENICTBA.

(2) (M3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) [lanHu OT peructbpa ce
myOMUKyBaT Ha CTpaHMIlaTa Ha VI3TBIIHUTEIHATA areHIus 110 JIeKapCcTBaTa B MHTEPHET.
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Un. 231. (1) Ilpu mpomsHa Ha BnHMcaHuTe B perucrbpa mo wi. 230, am. 1, 1. 2 - 5
OOCTOSITENICTBA JIMLETO, MOJYYWJIO pa3pelleHHe 3a H3BBPIIBAaHE Ha THPrOBUS Ha JpeOHO C
JIEKapCTBEHH NPOAYKTH, MOJaBa 3asBJIEHHWE MO peaa Ha wi. 228, am. 1, KbM KOETO Mmpuiara u
CBBp3aHUTE C IPOMSIHATA JOKYMEHTH.

(2) (HoBa - 1B, Op. 60 ot 2011 r., B cmia ot 5.08.2011 r.) B cnywaii Ha mpomsiHa
€IHOBPEMEHHO Ha HAMMEHOBAHWE W BUJ Ha THProOBEla, aapec Ha anTeKara W PbKOBOAUTEN Ha
anTekaTa ce MoJiaBa HOBO 3asiBJICHHE IO pefa Ha wi. 228, an. 1 u ce 3aruiamnia Takcarta 3a U3JaBaHe
Ha pa3pelieHue 3a THProBUS Ha JAPeOHO C JIGKAPCTBEHM MNPOAYKTH B amNTeKa, ONpeAesicHa B
tapudara mo wi. 21, ai. 2.

(3) (Homa - JIB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) Jlume, mony4usio pa3pemieHue 3a
THProBusi Ha ApeOHO ¢ JIEKapCTBEHHM MPOAYKTU IO pela Ha wi. 228, an. 5, MOXe Jla M3BBPIIU
npomsiHa 1o wi. 230, an. 1, 1. 4 camo B HaceneHo mscto ¢ Hacesenue 10 10 000 xurenu.

(4) (Homa - /1B, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) Korato numero mo ain. 3 xemae ga
U3BbpUIM IpoMsiHa 1o 4. 230, an. 1, T. 4 B HacesneHo MacTo ¢ HaceneHue Haj 10 000 xwutenu, To
3ariania TakcaTa 3a M3JaBaHe Ha paspelleHue 3a ThProBUs Ha APEOHO C JEKapCTBEHU MPOAYKTU B
amnTeKa, onpeserneHa B tapudara mo wi. 21, ai. 2.

(5) (Ilpemumna an. 2 - JIB, 6p. 60 ot 2011 r., B crma ot 5.08.2011 r.) Ilpn u3naBaHe Ha
pa3perreHneTo, ¢ KOETO ce JOIyCcKa MMPOMsIHATa 1o all. 1, ce mpuiarar pa3nopeaoure Ha @wi. 229.

Un. 232. (1) Jlekapute u JiekapuTe MO JI€HTAllHA MEIUIIMHA MOraT Ja CbhXpaHsSBaT
JIEKapCTBEHH MPOAYKTH TI0 CIIUCHK, OMPEACTICH OT MUHUCTBPa Ha 3/IpaBeoNa3BaHETO.

(2) Koraro B HaceneHOTO MsCTO HsMa arTeka, JulaTa mo aj. 1 Morar jga chbXpaHsBaT U Ja
MIPO/IABAT JIEKAPCTBEHH MPOYKTH CaMO aKo Ca IMOIYYHIIN pa3pelieHre 3a TOBa 110 P, ONpeesieH B
Hapen0a Ha MUHUCTBPA Ha 3/IpaBEOINa3BaHETO.

Un. 232a. (HoB — IB, Op. 84 ot 2018 1., B cuma ot 12.10.2018 r.) IIpurexxarenure Ha
paspelleHue 3a ThproBus Ha IpeOHO ¢ JIEKapCTBEHH MPOAYKTH U jnnata no wi. 207, an. 1, 1. Sau 6
eXeaHEeBHO npenocTaBsaT Ha MAJI upes crienmanu3upanara eJIeKTpoHHA cucTtemMa 1o wi. 2176, an. 1
uHpopmanus 3a:

1. JocTaBeHWTE WM KOJWYECTBA, IOCOYCHHM MO JIEKAPCTBEHHW MPOJYKTH, BKIIOYCHH B
[To3uTHUBHUS TEKAPCTBEH CIUCHK;

2. OTITyCHATHUTE/TIPOAAICHUTE KOJIUYECTBA, TOCOUEHH I10 JICKAPCTBEHH MPOIAYKTH, BKIFOYCHU
B [103UTHBHUS IE€KapCTBEH CIHUCHK;

3. HaATUYHUTE WM KOJMYECTBA, IOCOYEHH II0 JICKAPCTBEHHW MPOAYKTH, BKIIIOUYCHH B
[To3uTHUBHUS TE€KapCTBEH CIHUCHK.

Ui 233. PBKOBOIUTENSAT HA anTeKaTa HOCH OTTOBOPHOCT 3a ACHHOCTUTE, MOCOYEHHU B uil. 219,
an. 1.

Uin. 234. (1) 3abpansiBa ce npoaaxk0OarTa Ha JEKApCTBEHU MPOJYKTH Ype3 aBTOMATH, OCBEH Ha
JIEKapCTBEHUTE MPOTYKTH, TOCOUEHH B CIIUCHK, ONpeJiesieH B Hapenoara mo ui. 219, an. 2.

(2) ABromarure 1o an. 1 morar na 6b1aT cOOCTBEHOCT caMO Ha Jidiarta 1o wi. 222 u wi. 238,
an. 2.

(3) 3abpansiBa ce okazmoHHATa MPOJAKOa HA IEKAPCTBEHH MPOIYKTH.

(4) 3abpansiBa ce mpojak6a MO MHTEPHET HA JIEKAPCTBEHU MPOAYKTH, OTIYCKAaHU IO
JIEKapCKO MPEAIUCaHHe.

(5) (HoBa — JIB, 6p. 67 ot 2020 r.) 3a0paHsiBa ce BPBIIAHETO Ha 3aKyNEHH JIEKapCTBEHU
TIPOTYKTH.

(6) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., npeaumna an. 5, 6p. 67 ot 2020 r.)
JlekapcTBeHH TIPOAYKTH 0€3 JIEKapCKO MPEIIICaHue MOTaT Jia ce MPOAaBaT Mo WHTEPHET CamMo OT
anTeKa WIM JAPOTepHsi, MOTYYWIA pa3pelleHre MPH YCIOBHITA M MO pela Ha TO3M 3aKOH U Ha
HapenOara o wi. 219, an. 2, cbOTBETHO 1O 4iI. 243.

(7) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., npeaumixa ajn. 6, usm., 6p. 67 ot
2020 r.) AntekuTe W AporepuHTe Mo aji. 6 MyOJUKyBaT Ha MHTEPHET CTPAHUIIATA, Ype3 KOSITO
U3BBPIIBAT THPrOBUS HA JIGKAPCTBEHU MPOJNYKTH O€3 JeKapcKo Mpeanucanue, oOmio JIoro,
pasno3HaBaeMo 3a 1enus EBporneickus cbios.
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(8) (Homa - JIB, 6p. 102 ot 2012 r., B criia ot 2.01.2013 1., npenumHa an. 7, u3m., op. 67 ot
2020 r.) U3uckBanusTa KbM OOIIOTO JIOTO TO all. 7 C€ OMPENeNsT C JeJeTUpaH akT mo 4i. 85B,
naparpad 3 ot Jupexrusa 2001/83/EO.

Un. 234a. (HoB - B, 6p. 102 or 2012 r., B cuma ot 2.01.2013 r.) (1) U3nbanurennara
areHuus o JieKapcTBaTa MyoJuKyBa U MOJAbPKa Ha CBOATAa MHTEPHET CTPaHUIIA!

1. unpopmanMs 3a HAIMOHAIHOTO 3aKOHOAATEJICTBO, MPHUJIOXKUMO 32 MpPEUIaraHeTo Ha
JIEKapCTBEHH MPOJIYKTH 3a MpoJax0a 1o HHTEPHET, BKIIOYUTETHO HH(OPMaLIUi OTHOCHO (akTa, ue
MOTaT Jia ChIIECTBYBAT PAa3IMYMsI MEXKIY IbPXKABUTE WICHKH 10 OTHOILICHHWE Ha KJIACH(pHUKAIHUATA
HAa JICKAPCTBEHUTE MPOAYKTHU U HA YCIOBUSATA 32 IOCTABSIHETO UM;

2. uHdopManus OTHOCHO IeJITa Ha 00IIOTO JIOTO;

3. CIUMCHK HA JIMIATa, MpeJiaraiiy JeKapcTBeHH MPOAYKTHU 3a IpoAak0a o UHTEPHET, KaKTOo
U a/IpECUTE HAa TEXHUTE UHTEPHET CTPAHUILIY;

4. (mam. — 1B, Op. 67 ot 2020 r.) obma mH}OpMaIsI OTHOCHO PHUCKOBETE, CBHP3aHU C
JIEKapCTBEHH TPOIYKTH, JOCTaBSIHU Ha MOTPEOUTENNTE Ype3 HHTEPHET B HAapyIICHUE Ha HapeadaTa
o wi. 234, an. 6.

(2) WNurepner crpanunata Ha MAJI mo an. 1 e cBbp3aHa ¢ MHTEpHET CTpaHMIIATa Ha
EBporeiickara areHius mno JeKapcTnara.

Ui 2346. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) M3nenaATETHATA areHINS
IO JIeKapcTBaTa y4yacTBa B IMpoBexkaaHu oT EBpormelickata komucusi u EBporeiickara areHuus mo
JexapcTBaTa WH(POPMAIMOHHM KaMIIaHMH OTHOCHO OMACHOCTTAa OT (almu(HUIUPaHA JTEKapCTBEHU
MIPOJYKTH.

Y. 235. (1) Pa3pemienneTo 3a u3BbpIIBaHE HA THPrOBHUS Ha APEOHO € JIEKAPCTBEHU MPOTYKTH
1o wi. 229, ain. 2 ce nmpekparsiBa ¢ peKkpaTsiBaHe ACHHOCTTA Ha JidlaTa o uji. 222 u 225.

(2) (U3m. - 1B, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) U3ObAHUTENHUAT TUPEKTOP Ha
HNAJI mpekpaTsiBa pa3pelIeHHETO 3a H3BBbpIIBaHE Ha THPrOBUS Ha JpeOHO C JIEKapCTBEHU
MIPOIYKTH:

1. mo Mon6a Ha JUIETO, OTYUHIIO Pa3pelIeHUE 3a U3BbPILBAHE HAa ThPTOBHs Ha IpeOHO;

2. KOrato ce yCTaHOBM, Y€ PBKOBOJUTENAT Ha alTeKara He OTroBaps Ha M3UCKBAHUATA,
MIOCOYEHH B 4. 224 u 225.

(3) (U3m. - JIB, Op. 60 or 2011 r.,, B cuma ot 5.08.2011 r.) B 14-mHeBeH cpok oOT
IIpEKpaTsBaHe Ha AEWHOCTTA 0 ail. 1 smuara no wi. 222 u 225 nucMeHo yseaomsasat MAJL.

Ui 236. (1) Antekata He MOXKe Ja ObJie 3aTBOpeHa 3a rnoseue oT 30 THU B paMKUTE Ha €Ha
KaJIeHJJapHa roJInHa MopaJu OTChCTBHE HA PHKOBOAUTEINS H.

(2) (Hom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., Op. 12 ot 2011 r., B cuna ot
8.02.2011 r., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Korato ppbKOBOAUTENAT Ha anTekara He € B
CbCTOSIHUE Ja W3IBJHABA 33Jb/DKCHHUATa CHU IOpaad IMOJ3BaHE HAa OTHYCK IPU BpEMEHHa
HETPYJI0CIIOCOOHOCT Mopaau 0OojecT, OPEMEHHOCT W paXKJ1aHe WM OCHHOBSIBAaHE U OTIIYCK 3a
OTIVIeKaHe Ha MaJIko jere 1o pena Ha Kojekca Ha Tpyna, anTekara MOXe J1a padoTH 3a CpOK He
MoBeYE OT JIBE T'OJMHHU 01 PHKOBOJCTBOTO HA JPYT MarucTbp-(hapMaleBT, CbOTBETHO MOMOIIHHK-
(dapmarieBT, B CiiyqauTe 1Mo 4i. 225, KOUTO OTroBapsl Ha U3UCKBaHUATA MO Wi. 224. B Te3u ciyuan
ce M3JlaBa pa3pelieHne oT U3MbJIHUTEIHUS qupekTop Ha MAJL

(3) Pa3zpemenuero mo an. 2 ce uznasa B Cpok 710 30 gaM.

Y. 237. Ilpu npekpaTsiBaHe JEHHOCTTA Ha JIMLETO, MOJYUYUIIO pa3pelIeHne 32 OTKPUBAHE Ha
anTeKa, JeKapCTBEeHUTE MPOAYKTHU MoraT Ja 0bJaT MpoAaJeHH Ha JIMLa, MOJYYHSIN pa3pelleHre 3a
TBHProBHs HA €JpO C JIEKAPCTBEHU NPOYKTH.

Un. 238. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) JlekapcTBEeHU TPOAYKTH,
KOHUTO ce€ OTIyCKaT 0e3 JeKapcKo MpeArnucaHie, Morar Jia ce mpojasar B aporepus. B nporepusita
Morar Ja ce MpojJaBaT M MPOAYKTHU U CTOKH ChC 3HaYCHHE 3a 3PaBETO HAa YOBEKA, ONpE/IeTICHH B
HapenOarta 1o wi. 243, 1 MeAUIIMHCKU H3ACITHS.

(2) (U3m. - AB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [IpaBo aAa U3BbpIIBAT THPTrOBUS
Ha JpeOHO C JICKapCTBEHH NPOIYKTH, KaTo OTKPUBAT APOrepus, MUMAT BCHYKU (PHU3UUECKU U
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IOPUANYECKH JIMIIA, PETUCTPUPAHH MO THProBCKUs 3aKOH WM IO 3aKOHOJATEJICTBOTO Ha JIbpKaBa
YJICHKA.

(3) (M3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PprkoBOIUTENAT HA ApOTEpUS
TpsiOBa J1a € METUITUHCKHU CTICIIHAIIUCT, KOWTO:

1. He e NUIIeH OT MPaBOTO J1a yHpaxHsIBa npodecusita cu;

2. HE € OCBHXKJaH 3a MPECTHIUICHUS, CBBP3aHU C YIpakHsBaHEe Ha mpodecusara my, 3a
MPECTHIVICHUS] MPOTUB COOCTBEHOCTTa M CTOMAHCTBOTO WJIM 32 YMHIIUICHU MPECTHIUICHUS MPOTHB
JUYHOCTTA;

3. uMa Haif-MaJKo eJHa FOIMHA CTaX IO CIEeHUATHOCTTA.

Ui 239. (1) (U3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) Aporepun ce OTKpuBaT
ciep peructpanus B cborBeTHata P3U.

(2) (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) JIumara no wi. 238, an. 2 mogasat B
cpoTBeTHaTa P3U 3asBrenue 3a peructpanusi, KbM KOETO MpuiaraT ClIeAHUTE JOKYMEHTH:

I. (mm. - JIB, 6p. 60 or 2011 r., B cuma or 5.08.2011 r.) mamuu 3a Enunaus
UICHTU(PUKAIIMOHEH KOJI HAa THpProBella WM Koomepanusta OT TBHProBCKUS PErHCTBpP, a 3a
JpY>KECTBaTa, peruCTpUPaHU B IbpiKaBa - yieHKa Ha EBponeickus chio3, WU B JbpKaBa - CTpaHa
no Crnopa3dymeHuero 3a EBpONeiicKOTO MKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyalHa
perucTpanus Mo HaIMOHATHOTO 3aKOHOAATENICTBO, U3/IaJICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
JIbpkaBa Ha Juiara mo wi. 238, an. 1;

2. (mom. — JIB, 6p. 103 ot 2017 r., B cmma ot 1.01.2018 r.) gokyMeHT 3a 0Opa3oBaHHE U
CBUJETENICTBO 32 CHAUMOCT Ha JIUILIETO, OMPENETICHO 32 PBHKOBOJIUTEN HA JIPOrepusATa, ako HEe €
OBATapCKU TPaKJaHHH;

3. MEAMIIMHCKO CBUJETENICTBO Ha JIMIIETO IO T. 2;

4. (ot™. - 1B, 6p. 60 ot 2011 r., B cuiia ot 5.08.2011 r.);

5. (otm. - JIB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.);

6. TOKYMEHT 3a TUIaTeHa JIbpKaBHA TaKkca B pa3Mep, onpeiesicH B Tapudarta mo wi. 21, am. 2.

(3) (Homa - /IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) B 14-gHeBeH cpok OT MOCTHIIBaHE
Ha 3asiBiieHneTo 1o an. 2 P3U u3BbpiiBa npoBepka OTHOCHO Cra3BaHe M3MCKBAaHUSTA Ha Hapeadara
o wi. 243. B cnydauTe, KOrato ce yCTaHOBH, Y€ HE ca CIa3eHW M3UCKBAHMS Ha HapendaTa Mo 4.
243, B 7-1HEBEH CPOK OT U3BbpIIBaHe Ha mpoBepkata P3U naBa npeanucaHus v onpenesns Cpok 3a
OTCTPaHIBAHETO UM.

(4) (Homa - JIB, 6p. 60 ot 2011 r., B cmia ot 5.08.2011 r.) B 14-1HeBeH CpOK OT MOCTHIIBaHE
Ha 3asgBIIEHUETO U JOKYMEHTUTE Mo ai. 2 aupektopbT Ha P3U yBemomsBa MUCMEHO JHIIETO 3a
KOHCTATUPAHUTE HEITBIHOTHU B TAX U OMPEJIENS CPOK 32 OTCTPAHSIBAHETO WM.

(5) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) 3a mogaBaHe Ha 3asBIEHUE 3a
perucrpanusi Ha Aporepusl WM 3a U3BBbpILIBaHE Ha MpomsHa no uwi. 242 crorBeTHata P3U cpbupa
TaKCH B pa3Mep, olpeselieH ¢ Tapugarta mo wi. 21, an. 2.

(6) (HoBa — JIB, 6p. 103 ot 2017 r., B cuna ot 1.01.2018 1., u3m., 6p. 67 ot 2020 r.)
Pernonannara 31paBHa MHCTIEKIUSI YCTAHOBSIBA CIIYKEOHO OOCTOATENCTBaTa OTHOCHO ChIUMOCTTA
Ha JIMIETO IO al. 2, T. 2, KOTaTo € OBATapCKH TPaXKTaHMH.

Un. 240. (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) B 14-nHeBeH cpok ot
M3BBPIIBAHE HA MpOBEpKaTa mo wi. 239, an. 3 Wik OT OTCTpaHsABAHE HA HEIIBJIHOTHUTE MO WiI. 239,
an. 4 mupektopbT Ha P3M m3maBa yaocTOBEpeHHE 3a pPETHCTpallusi Ha JpOrepus WU TMpaBU
MOTHBHpPAH OTKa3 3a U3/]JaBAHETO MY.

(2) (HoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JupektoppT Ha P3U
MOTHUBHUPAHO OTKa3Ba M3/IaBaHETO HA yJAOCTOBEPEHHUE 3a PErUCTpalvs Ha JMIETO 1Mo wi. 238, ai. 2,
KOTaTo:

1. He e mpeACTaBEeH HAKOW OT TOKYMEHTHUTE 1o wi. 239, an. 2;

2. B cpoka 1o wi. 239, ain. 4 3aBUTEIAT HE € OTCTPAHUI KOHCTATUPAHUTE HEMTbJIHOTH.

(3) (Homa - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Koraro B cpoka mo aiu. 1
mupektopbT Ha P3U He e u3nan ynocToBepeHue 3a perucTpaius Ha Iporepus WIM HE € HAIPaBHII
MOTHBHPAH 0TKa3, Ce MpHeMa, 4e € HaIHIIe MbIYaIuBO ChIJIacHe.
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(4) (Homa - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) B ciiywanTte no an. 3 3asBUTENAT
MO’KE J]a 3all0YHE M3BBPIIBAHE HA 3aABEHUTE JEHHOCTU IpH cla3BaHe Ha wi. 29 or 3akoHa 3a
OrpaHMYaBaHE aAJMUHUCTPATUBHOTO pEryjJupaHe W aJMUHUCTPATUBHUS KOHTPOJI BBPXY
CTOIIAHCKAaTa JEHHOCT.

(5) (Ilpegummna an. 2 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) OTka3sT Ha
nupektopa Ha P3U o an. | moiexku Ha oOkanBaHe 1o pefa Ha AJIMHHHCTPATHBHOIIPOLIECYITHUS
KOJICKC.

Un. 240a. (Hos - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) JdupekTopbT Ha
cpoTBeTHaTa P3U mpekparsBa chC 3am0oBe]l perucTpalyaTa Ha IPOrepus:

1. mo mon6a Ha JUIETO, HOTYUHIIO yIOCTOBEPEHHE 33 PETHCTPaLUs Ha IPOTEPHS;

2. C mpekpaTsBaHE JACHMHOCTTa Ha JUUETO Mo 4wi. 238, an. 2, 3a KOETO TO YyBEIOMsIBa
crorBeTHaTa P3U.

(2) B 14-gHeBeH cpok OT MpeKpaTsBaHe Ha JeHHOCTTA 1o ail. 1, T. 2 ywmiero no wi. 238, ai. 2
MIMCMEHO yBeAOMsiBa cboTBeTHaTa P31.

Un. 241. (1) (U3m. - [AB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) B crorBetnara P3U ce
BOJIM PETUCTHP HA U3JAJICHUTE YIOCTOBEPECHHUS 32 PETUCTPAIIHS HA APOTEPHS, KOUTO ChIbpXKa:

1. HOMep U J1aTa Ha U3/1aJICHOTO YAOCTOBEPEHUE;

. CeJIaJIUIIIE U a/IpeC Ha JUIIETO, MOIYYMIO YJOCTOBEPEHUE 32 PETUCTPALIUS HA IPOTepHs;
. UMe, TMYHH JAaHHH U aJpec Ha PHKOBOJIUTEINS Ha APOTEPHITa;

. 4ipec Ha JIpOrepusTa;

. JlaTa Ha TpeKpaTsBaHe Ha pEerucTpalusITa U OCHOBAaHUETO 3a TOBA;

. 320€JIeKKH 10 BIIMCAHUTE 00CTOSITEIICTBA.

(2) (U3m. - JIB, op. 60 or 2011 r., B cmma ot 5.08.2011 r.) JlaHHM OT perucrbpa ce
myOJMMKYBaT HAa CTpaHMIIATa Ha choTBeTHAaTa P3U B MHTEpHET.

Ui 241a. (Hos - /IB, 6p. 60 ot 2011 1., B cua ot 5.08.2011 r.) HarinoHaJTHHAT perucThp Ha
W3IaJICHUTE YAOCTOBEPEHUS 32 PETUCTpalMsl Ha porepus 1o 4i. 19a, an. 3 cpabpixka:

1. HaumeHoBaHMe Ha cboTBeTHaTa P3U, u3nana y1ocToBepeHHeTo 3a perucTpanus;

. HOMEp M JlaTa Ha U3/1aJIeHOTO YAOCTOBEPEHUE;

. CE/IaNUIIIe U a/IpeC Ha JTUIIETO, MOIYYHIIO YJOCTOBEPEHUE 3a PETUCTPALIUs Ha IPOTEPHUS,;
. M€ Ha PHKOBOJIUTEIISI HA IPOTEPHSITA;

. aIpec Ha IPOrepusTa;

. IaTa Ha IPeKpaTsBaHe Ha PETUCTPAIMITa U OCHOBAaHUETO 32 TOBA.

Un. 242. Ilpu npoMsHa Ha apeca Ha APOTepusiTa WM Ha PHKOBOAUTENS JTUIETO, TOTYIUIIO
yI0CTOBEpEHHE 3a OTKPUBAHETO M, MOjaBa 3asBIEHUE MO peAa Ha wi. 239, an. 2 u CBBP3aHHUTE C
MPOMSIHATA TOKYMEHTH.

Un. 243. YcnoBuara W peabT 3a OpraHu3anus Ha paboTa B JAporepusita ce ONpeiensirT B
Hapen0a Ha MUHUCTBPA Ha 3/IpaBEOMa3BaHETO.

AN DN B~ W

AN DN B~ W

I'naBa exmHagecera
PEKJIAMA HA JIEKAPCTBEHUTE ITPOAYKTHU

Un. 244. (1) Pexnama Ha nexkapcTBEHHM NpPOAYKTH € Bcska (opma Ha wuHbopMmanus,
NpeJCTaBsIHE, MPOMOIIMS WIN MPEAJIOKEHHS C 11e J1a ce CTUMYJIUpa MPEeANHUCBaHeTo, Mpoaaxoara
WIH yrioTpedaTa Ha JISKapCTBEHUS TPOTYKT U BKIFOYBA!

1. peknama, nmpeHa3HaYeHA 32 HACEIECHUETO;

2. pekiama, mpeHa3HayeHa 3a MEIMIUHCKUTE CIIeIIUATTUCTH;

3. mocereHre Ha MEJUIIMHCKHU ThPTOBCKHU MPEACTABUTEIH MTPH MEAULIMHCKH CIICIIUATTUCTH;

4. mpeocTaBsiHE HA MOCTPH OT JIEKAPCTBEHU MPOTYKTH;

5. CHOHCOPCTBO HAa MPOMOIMOHAIHM CpeUIM M Hay4YHH KOHIPECH, IOCEIIaBaHH OT
MEIUIUHCKH CHEIMATNCTH, BKIFOYUTEIHO W TIOEMAaHETO Ha TEXHUTE Pa3HOCKH IO MBTYBAaHETO U
MIPECTOs B CbOTBETHATA IbPIKABA, B KOATO C€ MPOBEXKIA MEPONPUATHETO.

(2) He mpencrapiisiBa pekiama Ha JIGKQpCTBEHU TIPOTYKTH:
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1. TekcT BBpXY BTOpUYHATa ONMAKOBKA U B JINCTOBKATa, KOMTO € 0A00peH B mpoleaypara Imo
pasperniaBane 3a ynorpeoa;

2. KOPECMOHICHIIUs 110 MOBOJI creuru(uyeH BBIPOC UM MpoOeMaTuKa, CBbpP3aHu C JaJaeH
JIEKapCTBEH MPOIYKT;

3. wuHbOpMalMOHHU CHOOIIEHHS W YKa3aHUS OTHOCHO TIIPOMEHM B OIIAKOBKATa,
NpEeAYNpexACHUS 3a HEXKEJIaHW JIEKQpCTBEHU PEaKlIUU KaTo YacT OT OOIIMTE MEpPKU 3a
0€30MMacHOCTTa Ha JIEKaPCTBEHUS MIPOIYKT, THPrOBCKH KaTajO3H U IIEHOBHU JIUCTH, [IPH YCIOBUE Y€
HE BKIIIOYBAT JIaHHU C PEKJIAMEH XapakTep MO OTHOIICHHE Ha JICKapCTBEHUS MTPOIYKT;

4. u3sBJICHMSI, OTHACSILHU CE JI0 3PaBETO Ha YOBEKA WJIM 3a00JsBaHUS, KOTaTO T€ JUPEKTHO
WIM WHAUPEKTHO HE HACOYBAT KbM JICUCHHE, MPOPUIAKTHKA WU TUATHOCTHKA C JIGKAPCTBEHU
MPOIYKTH;

5. mpoBeXAaHUTEe OT MUHUCTEPCTBOTO HA 3paBEONa3BAHETO KAMIIAHUM 10 BaKCMHUPAHE HA
HACEJICHUETO, KOTaTO CBBP3aHUTE C TSIX MaTepUald HEe ChABPKAT JaHHU 32 KOHKPETEH JIEKapCTBEH
MIPOJTYKT.

Un. 245. (1) Ipurexatenar Ha pa3pelieHHETO 3a ynorpeda € JUThKEH Jla Ch3/aJe HaydHO
3BCHO 3a pasNpocTpaHeHHWE HAa WH(OpMANHS 3a JICKAPCTBEHUTE MPOAYKTH, 33 KOUTO € IOTYUIII
paspelleHue 3a ynorpeda mo pesa Ha TO3U 3aKOH.

(2) IlpuTexarensaT Ha pa3pelieHUEeTo 3a yIoTpeda € IIbKEH Aa:

1. rapanTHpa, ye pekiiamaTa Ha JIEKapCTBEHUS MPOIYKT € IMpeICTaBeHa Ha HACEIIEHUETO WIIH
Ha MEIUIIMHCKUTE CHCIMAIMCTH BHB BHJ, CHOTBETCTBAI] HAa WM3WCKBAaHUATA HAa Ta3W IJIaBa, W B
CHhOTBETCTBUE C U3/IaJICHOTO paspelnieHue 3a pexinama ot MAJL;

2. pasmojara ¢ JJaHHU W MaTepHalld OT BCUYKU PEKJIAaMHHU KaMITaHWUH, IPSIIIPUCTH B PAMKUTE
Ha HeroBaTa JEWHOCT, BKJIIOYMTETHO ¢ HWH(pOpMalus 3a TPYNUTe, 3a KOUTO peKiIaMara e
NpeAHa3HaueHa, 3a HauMHa Ha OCBHIIECTBSIBAHETO M, KAKTO M 3a Jarara Ha CTapTUpaHE Ha
peKIaMHaTa KaMIIaHus;

3. rapanTHpa 00y4eHUETO HAa MEAUIIMHCKUTE ThPTOBCKHU MPEJCTABUTEIIN;

4. U3MBITHSABA TOYHO U B OMPEJIETICHUS CPOK YKa3aHUATA Ha [UTHKHOCTHUTE JIUIIA IO KOHTPOJIa
Ha peKJamara.

(3) MenuuuHCKUTE THPrOBCKH MPEACTaBUTEIN TPsOBa J1a JOKJIAaBAaT Ha HAyYHUTE 3BEHA IO
an. 1 Bcaka uHpopmaius 3a yrnorpedara Ha J€KapCTBEHUTE MPOAYKTH, KOUTO PEKIIaMUpaT, 0COOEHO
M0 OTHOILIEHHE Ha HWHpOpMAIUsATa 32 HEXKENaHW JeKapCTBEHU pEaKIMH, CHOOIIEHH UM OT
MEIUIIMHCKUTE CIICITUAHCTH.

Un. 245a. (Hos - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Jlonmycka ce pekiiaMma camo
Ha JIEKapCTBEHU MPOAYKTH, 32 KOUTO € U3/IaJIEHO pa3pelleHre 3a yrnoTpeda mo peaa Ha TO3U 3aKOH.

Un. 246. (1) CwappkaHueTo Ha pekiamara TpsOBa Ja CHOTBETCTBA Ha JAHHHUTE OT
0JI00peHara mpu pasperiaBaHeTo 3a ynorpeda KpaTka XapakTepuCTHKa Ha JISKApCTBEHUS MMPOAYKT U
Jla IpeICTaBs cCaMo MOCOYEHUTE MPHU pa3pelIaBaHeTo 3a yrnoTpeda moka3zaHusl.

(2) Pexsiamata Ha JleKapCTBEHHs MPOIYKT TpsiOBa Ja HacoyBa caMO KbM IpaBUIIHATa My
ynotpeba, KaTto MmpeacTaBs OOEKTUBHO TEPANIEBTUYHUTE MTOKA3aHUs HA JIGKAPCTBEHUS MPOIYKT, Oe3
Jla TIpeyBeJIMYaBa BH3MOKHOCTUTE 3a JIeueHHe, NMPopUIaKTUKa WUIH JUATHOCTHUKA C JICKAPCTBEHUS
MPOIYKT.

(3) Pexitamara He TpsiOBa Ja ChIbpIKa MOABEKAAITA HHPOPMAIIHS.

(4) (Hosa - 1B, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r.) Pexmamara He MOke J1a ChABPKA
MpEeAVIOKEHUE W/WIM OOCIIaHue 3a TOJAPBhK W/WIM Jpyra WMYIIECTBEHA WM HEHMYIIECTBEHA
obmara.

(5) (Homa - 1IB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r.) MeauIMHCKNA CIIEIUATIUCT WA
TUIE, TPECTABSIIO c€ 32 MEIUIIMHCKU CIICIUAINCT, HE MOXE Ja M3BBPIIBA MpsKa WU KOCBEHA
pekiIamMa Ha JICKapCTBEHHM TMPOJYKTH B TICYATHUTE W/WIM B CJICKTPOHHUTE MEIHWH, KaKTO U B
WHTEPHET.

Un. 247. Ilpen HaceleHUETO ce JOMyCKa pekjiaMa caMO Ha JIEKApCTBEHU MPOYKTH, KOUTO Ce
OTITycKaT 0e3 JIEKapCKO MpEeANICaHUe.
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Ui 248. (dom. - JIB, 6p. 71 ot 2008 1., B cmna ot 12.08.2008 r.) 13BbH ciryyante mo wi. 247
Ce JIOMyCKAaT PEKJIAMHM KaMIIaHWM 110 BAaKCHUHMPAHE, IPOBEXKIAHU OT IPUTEKATEIUTE Ha
paspelieHue 3a ynorpeda, IpHU CrHa3BaHe WM3UCKBaHUATA Ha wi. 251 W mpu ycloBUsS U MO per,
oIpeJiesieHu B Hapenoarta mo ui. 249.

Ui 248a. (Hos - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) 3abpaHsBa ce pekiiaMara B
UHTEPHET Ha JIEKapCTBEHUW INPOAYKTH, KOUTO CE€ OTIyCKaT IO JIEKApCKO IIPEIIUCaHue, C
M3KJIIOYEHHE Ha peKJaMHM KaMIIaHWW [0 BaKCHMHHMpaHE, M3BBPIIBAHM MO peAa Ha wi. 248 u
0J100pEHH OT KOMIIETEHTHUTE OPTaHu.

Un. 249. H3zuckBaHusTa KbM peKjamMara Ha JICKAPCTBEHUTE MPOAYKTH CE€ OINPENesT ¢
Hape0a Ha MUHUCTbBPA Ha 3/1paBEOIa3BaHETO.

Un. 250. 3asBieHue 3a pa3peliaBaHe Ha peKiiama Ha JIEKapCTBEH MPOAYKT C€ MojaBa OT
IIPUTEKATENS HA Pa3pelieHUETO 3a ynoTrpeda Ha JIEKapCTBEHUS MPOAYKT WM YI'BJIHOMOLIEHO OT
HEro JIUILIE.

Ui 251. (1) 3a pa3pemaBane Ha pekiamaTa juuero o 4i. 250 nogasa B MAJI 3asBnenue no
oOpaszer, 0100peH OT U3MBIHUTEIHUS AUPEKTOP HA areHIUATA, IPUAPYKEHO OT:

1. mpoeKT Ha pexyiaMara;

2. HOTApUAIHO 3aBEPEHO IBIHOMOIIHO OT MpPUTEXATeNs Ha pa3pelieHueTo 3a ymnorpeoa,
KOrarto 3asiBJIEHHUETO C€ MojjaBa OT APYro JIUIIE;

3. IUTepaTypHUTE U3TOUHHUIM HA W3MOJ3BAHUTE IMTATH, TAOIWIU WIM JPYTH MaTepuaH,
KOraTo uma TaKuBa;

4. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, ornpeesieH B Tapudarta mo ui. 21, an. 2.

(2) Ilpoektute 3a pexiama no ai. 1, T. 1 TpsgOBa ga ca scHU, ¢ pa30UpaeM TEKCT, B CIyYauTe,
KOraTo MMa TaKbB, M Jla J1aBaT BB3MOXHOCT 3a OIICHSBAaHE HA BCHUKHUTE W E€JIEMEHTH - TEKCT U
WIIOCTPALIUH.

(3) Kem HMAJI ce cp3naBa ExcnepreH cbBeT mo pekiamaTa. B cbcTaBa My ce BKIIIOYBAT
JIEKapy U CIIEUAINCTHU C MIPAKTUYECKU ONUT B 00JacTTa Ha pekyiamaTa. V3IbIHUTEHUAT AUPEKTOP
Ha MAJl ompenens cbpc 3amoBel CbhCTaBa HAa CbBETa, KbM KOWTO C€ BKJIIOYBAT 10 €IWH
npencraButen Ha Komwucusara mo mpodecroHanHa eTMKa Ha bearapckusi Jiekapcku cbio3, Ha
bearapckus 3p0Ooniekapcku Cbi03 W Ha bbarapckus (¢apmaineBTHUEH CbhbIO3, pa3Mepa Ha
BB3HArPAKICHUETO Ha YJIECHOBETE MY M YTBBp’KIaBa MPaBWJIHKK 3a yCIOBHSTA U peda 3a padorara
My. B cbcraBa Ha cpBerta Morar Aa ObJaT BKIIOUYEHH M MPEJICTABUTENM Ha TMAaLUEHTCKUTE
OpraHM3alMH.

(4) CoBerhT 1O al. 3 U3roTBs €KCHEepTH3a M0 MPOEKTa Ha peKiIaMaTa M MOJArOTBs CTAHOBUILE
710 U3IBJIHUTENHUS upekTop Ha MAJL.

(5) Ilpu ycraHOBsIBaHE Ha HECHOTBETCTBUS Ha peKjiamaTa ¢ M3UCKBAHUATA HA TO3U 3aKOH B 7-
JTHEBEH CPOK OT JaTara Ha nojaBaHe Ha 3asBieHueTo no ai. 1 MAJl naBa nmucMeHu ykasaHus 3a
OTCTPaHSBAaHETO UM B €JHOMECEUYEH CPOK OT JaTaTa Ha yBeJoMJIeHHETO. CpOKbBT 3a IMPOU3HACSHE
CIHpa Ja Tede 3a Mepuojia OT ACHs Ha yBEJIOMSBAHETO 1O OTCTpaHsBaHE HAa HEChOTBETCTBUATA.

(6) B cnyuyaif ye 3asgBUTENAT HE W3IIBJIHU YKa3aHUATA B €IHOMECEUEH CpPOK OT JaraTa Ha
YBEAOMSBAHETO 110 aJl. 5, MpoLeAypaTa o pa3pelIaBaHeTo ce MpeKpaTsBa.

Un. 252. (1) B eqHomecedeH cpok OT MpeCTaBsHEe Ha JOKyMEHTalusTa mo wi. 251, an. 1 B3
OCHOBa Ha CTAaHOBUUIIETO IO wi. 251, an. 4 m3nbaHuTenHUAT aupektop Ha MAJI paspemaBa cbe
3aloBe]] peKilaMaTa WIM TpaBM MOTHUBUpAaH OTKa3, 3a KOETO YBEJOMsBa IIpUTEXaTels Ha
paspelieHreTo 3a ynorpeoa.

(2) (HoBa - 1B, 6p. 60 ot 2011 r., B cuma or 5.08.2011 r.) Koraro B cpoka mo amn. 1
M3OBJIHATENHUAT qupektop Ha MAJI He paspemn cbC 3amoBel pekiamMara WIM HE HaIlpaBH
MOTHMBHPAH OTKa3, CE IPUEMA, Y€ € HATUIE MBIYAJIUBO ChIVIACKE C IPOEKTa Ha pekjiama 1o wi. 251,
an. 1, 1. 1 u 151 Moxe fa ObIe pa3npocTpaHsIBaHa.

(3) (Ilpegumaa an. 2 - 1AB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) Otka3sT Ha
V3MBIHUTEHUS JUPEKTOp MOJIEKH Ha o0XallBaHEe IO pela Ha AJAMHHHUCTPATHUBHOIIPOLIECYaTHUS
KOJIEKC.
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Un. 253. (1) U3mamenoro pasperieHue Ha pekimamara mo wi. 252, am. 1 ce oTHacs 3a
KOHKpETEH JIEKapCTBEH IPOJYKT B PAMKUTE Ha CPOKa Ha BAJUAHOCT Ha Pa3pEUICHHETO MY 3a
ynotpeoa.

(2) Koraro ca u3BbpIICHH IPOMEHH B Pa3pelICHUETO 3a yrnoTrpeda Ha JEKapCTBEH MPOAYKT,
KOUTO BOJAIT JO NPOMEHH B pa3pelieHa pekjamMa Ha TO3W MPOAYKT, MPUTEKATENIAT Ha
pasperenueTo 3a ynorpebda nonasa B MAJI 3asiBieHne 3a mpoMsiHa.

Un. 254. Ilpu npoMsHa Ha paspelieHaTa pekjiama JUiero mo wi. 250 nojasa 3asBjieHUE 10
pena Ha ui. 251.

Ui 254a. (Hos - 1B, Op. 60 ot 2011 r., B cuma ot 5.08.2011 r.) (1) Pekmamara,
NpeAHa3HavYeHa 32 MEIMIIMHCKUTE CIEIUAINCTH, HE Ce pa3peliaBa o peaa Ha ui. 250 - 252.

(2) Pexnamara mo ain. 1 ce pasmpocTpansBa cieja nojaaBaHe Ha yBeaomiieHue 10 MAJL, kbpm
KOETO c€ Ipujiara MpOeKT Ha pekjamara, ¥ IpU Clla3BaHE W3MCKBaHMATA Ha Ta3M IJlaBa M Ha
Hapezabara o wi. 249.

Un. 255. (1) 3abpansiBa ce pa3npoOCTPAaHCHHETO HAa MOCTPH Ha JICKAPCTBCHH MPOAYKTH,
ChIbPKAIl HAPKOTHYHU BEIIECTBA MO CMHUCHJIA Ha 3aKOHA 3a KOHTPOJ BHPXY HAPKOTHUHUTE
BELIECTBA U MIPEKYPCOPUTE.

(2) 3abpansiBa ce OUPEKTHOTO MPEIOCTaBSIHE HAa MOCTPH Ha JIEKAPCTBEHU MPOAYKTH OT
MEIUIMHCKUTE THPrOBCKU MPEICTAaBUTENHN 0 Wi. 244, an. 1, T. 3 Ha HaceIeHUeTo.

Y. 256. MocTpu OT JeKapCTBEHU MPOIYKTH CE€ MPEAOCTaBAT Ha MEIULUHCKH CIECHUATUCTH
MIPH yCJIOBHUS U 110 peJI, ONpeielieH B HapeaodaTa mo 1wi. 249.

Ui 257. (1) MeauuuHCKUTE THPTOBCKU MpeacTaBuTeNu 1o wi. 244, an. 1, 1. 3 TpsOBa na ca
IIPEMHUHAIIM 00Yy4YEeHMsI, OPraHU3UpaHU OT IPUTEKATENS Ha pa3pelIeHUeTo 3a yrnorpeda, KOMTo ru e
Ha3HAYWII, J1a PUTEKaBaT HAYYHU MMO3HAHUS U Ja MOTaT Jia MPEeI0CTaBsAT TOUYHA M B3MOXKHO Haii-
'bJIHA MH(OPMAIIHS 32 JIEKapCTBEHUS IPOIYKT, KOUTO IPEACTaBSAT.

(2) Ilo BpeMe Ha BCAKO MOCEIIEHHWE MEAUIIMHCKUTE THhPTOBCKH NPEACTaBUTENIN TpsAOBa 1a
pasmosiaraT ¢ KpaTkaTa XapakTEepUCTHKa Ha MPOAYKTa U C JaHHMU 3a IIEHUTE Ha JIEKapCTBEHHUS
MPOJYKT U 32 YCIOBUSATA 32 3aIlIalllaHeTO My U J]a T TPEOCTaBsT P MOUCKBAHE.

(3) Ilpm mnpencraBsHe Ha JEKAPCTBEHW MPOAYKTH TIPEA MEIUIMHCKH CHCIHAIUCTH
MEIUIIMHCKUTE TBHPTOBCKU TMPEACTABUTENM HE MoraT Jda TMpeajarat moJapblu W JApyra
MMYILIECTBEHA U HEUMYIIECTBEHa olJara.

T'1aBa nBaHaaecera
PET'YJIUPAHE HA IEHUTE HA JIEKAPCTBEHUTE NPOAYKTHU
(3ara. u3m. - /IB, 0p. 102 o1 2012 r., B cua1a ot 21.12.2012 r.)

Paznen I
(3aru. HoBo - /IB, 6p. 102 ot 2012 r., B cua1a ot 21.12.2012 1.)
HauuonaseH cbBeT N0 IleHH U peMMOypcupaHe Ha JIeKAPCTBEHUTE MPOAYKTH

Un. 258. (U3m. u mom. - /IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012
r., B cuwia or 21.12.2012 r.) (1) (Usm. — B, 6p. 43 or 2016 r.) Kbm MuHuctbpa Ha
3JIpaBeoIa3BaHETO Ce Ch3/laBa HalnoHalleH ChBET MO LEHU U peuMOypcHpaHe Ha JEKapCTBEHUTE
MPOYKTH, HApUYAH MO-HATATHK ,,chBeTa’. CHBETHT € IOPUINIECKO JINIIC Ha OFOKETHA H3PHKKA -
BTOPOCTETICHEH paznopenuten ¢ OwokeT. Tol e ¢hC CTaTyT Ha JbpKaBHA KOMHUCHS ChC CeaHINe
rp. Codus.

(2) HeitHocTTa Ha chBeTa ce (UHAHCUpAa OT IbpKaBHUA OMOKET upe3 Oropkera Ha
MuUHHCTEPCTBOTO Ha 3/paBeOIIa3BaHETO.

(3) CoBeThT € KONErnaneH OpraH U ce ChCTOU OT MpejceaaTell U MecTUMa YWICHOBE, OT KOUTO
TpUMa ca JICKapu WM MarucTbp-(papMaiieBTH, ABaMa IOPUCTH U JIBaMa WKOHOMHCTH, BCHUKH ChC
CTaX MO CHEUHUATTHOCTTa HE MO-MajKo oT 5 roguHu. llpencenatensT v 4jIeHOBETE Ha ChbBETa Ce
n30upat u 0cBOOOXKIaBaT ¢ perieHne Ha MUHUCTEPCKUS ChBET MO MPEIIOKEHNE HAa MUHUCThpPA HA
3npaBeonaszBaneTo. [IpencenaTenst ppKOBOIU ASMHOCTTA HAa ChBETA U TO MPEICTABIISIBA.

(4) UneHoBeTe Ha ChBETa HE MOTaT Jla 3aeMaT JUTHKHOCT WM Ja W3BBPIIBAT ACHHOCT IO YJI.
19, an. 6 ot 3akoHa 3a AIMUHHUCTPALIUATA.
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(5) HeitnoctTa Ha chBeTa ce MOJANOMara OT aAMUHHUCTPALIHS, YUSATO CTPYKTYpa U OpraHU3aIus
Ha paboTa ce ONnpeaesIT C YCTPOUCTBEH MPABUIHUK, TPUET OT MUHUCTEPCKHUS CHBET.

Ui 259. (U3wm. - IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r., m3m., 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.) (1) CeBersbT:

1. yTBBpKaBa, OTKa3Ba Ja YTBBPIU, U3MEHs WM 3aj14aBa I[eHa Ha JIEKAPCTBEHH MPOTYKTH
mo 4ui. 261a, an. 1;

2. yTBbpK/aBa, OTKa3Ba /1a YTBbPAM, U3MEHS WIN 3a]1yaBa Ipe/esiHa IieHa Ha JIEKapCTBEHU
MPOAYKTH 10 4. 261a, an. 2;

3. peructpupa, OTKa3zBa Ja pPETUCTpUpa, MU3MEHS WIM 3ajdyaBa IEHU Ha JIEKAPCTBEHUTE
MPOAYKTH, OTITyCKaHH 0e3 JIEKapCcKo MpeAnucaHue mo wi. 261a, an. 3;

4. (m3m. — 1B, 0Op. 48 ot 2015 1., 6p. 102 ot 2018 1., B cruta ot 1.01.2019 1., u3m. u mom., Op.
64 or 2019 r., O6p. 67 or 2020 r.) mpuema, OTMEHS WIM H3MEHS (hapMaKo-TepareBTUIHU
PBHKOBOJICTBA, KOUTO BKJIIOYBAT KPUTEPUU 3a OLIEHKA Ha pe3yliTaTa OT MpujiaraHaTa Tepanus U
QITOPUTMH 32 JIEUEHUE C JIEKAPCTBEHH MPOAYKTH, CJE] CTAHOBHUIIE HA CHOTBETHUS EKCIEPTEH
CHBET MO0 MEAMIIMHCKA CIEIUAIHOCT WIM MEAMIIMHCKA AEHHOCT 1o wi. 6a, an. 1, 1. 1 ot 3akoHa 3a
3/paBeTo, Karo B ciaydail ye B 30-IHEBEH CpPOK OT IOJYy4YaBAaHETO Ha MCKAHETO HE IOCTbHIIU
CTaHOBHIIE OT CbOTBETHUS €KCIIEPTEH CHBET, CHbBETHT YTBBPKIAABa, OTMEHS UM U3MEHs (apMaKo-
TEepaneBTUYHUTE PBKOBOJICTBA; (hapMaKO-TEPANeBTUYHUTE PHKOBOACTBA CE€ MpPUEMAT C HapeAdu u
ce oOHapoBar B ,,/lbpKaBeH BECTHUK;

5. BKJIIOYBA, TPOMEHS WJIM M3KIIIOYBA JIEKAPCTBEHU MPOAYKTH OT [IO3UTHBHUSA JIEKapCTBEH
CIHCBHK;

6. (HoBa — /IB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) u3BbpiBa OLIEHKA Ha 37pPaBHUTE
TEXHOJIOTUH Ha JICKapCTBEHU MPOIYKTH;

7. (mpemumua 1. 6 — [AB, Op. 102 ot 2018 r., B cuia or 1.01.2019 r.) momabpxka u
akTyanusupa [1o3uTHUBHUS TEKapCTBEH CIUCHK;

8. (moBa — JIB, Op. 48 ot 2015 r., npeaumna T. 7, 6p. 102 ot 2018 1., B crma ot 1.01.2019 1.)
MOAIBpPKA PEUMOYPCHHSI CTaTyC Ha JIEKAPCTBEHUTE MPOAYKTH Ha BCEKH TPU TOAMHHU OT
BKJIFOYBaHETO UM B [103UTHBHMUS JIEKaPCTBEH CIUCHK;

9. (moBa — JIB, Op. 48 ot 2015 r., nmpenumna T. 8, u3M., 6p. 102 ot 2018 r., B cuna ot
1.01.2019 r.) oka3Ba chAeiicTBHE NPU JOTOBAPSHETO HA OTCTHIKYU B ciayyauTe mo wi. 45, an. 10, 13
1 21 oT 3akoHa 3a 3paBHOTO OCHUTYpsIBaHE 3a JIEKAPCTBEHU MPOAYKTH, 33 KOUTO ca MOJaJCHU
3asBJICHUS 3a BKIIOUBaHE B [[03UTUBHUS JIEKAPCTBEH CIHCHK;

10. (moBa — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) ompenens lekapcTBEHUTE
MPOJIYKTH, 32 KOUTO CE€ TpOcieasiBa eQeKThT OT TepanusTa, CPOKHT, KAKTO U JICUSOHUTE 3aBEICHMUS,
B KOUTO C€ U3BBPIIBA, PU YCIOBHSI, 110 peJl M KPUTEPHUH, ONPEIEIIeHN B Hapeadara mo 4. 261a, an.
55

11. (moBa — IB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) u3bpmBa HH(pOPMAIIMOHHA,
u3aTencka M U3CIEAOBATEICKO-HAay4yHa  JIEWHOCT, CBbp3aHa C  1[€HOOOpa3yBaHETO,
peuMOypCcUpaHETO U JIEKApCTBEHATA MOJIUTHKA,

12. (moBa — JIB, Op. 103 ot 2020 r., B cuna ot 1.01.2021 r.) reHepupa yHUKaJIEH HallMOHAJICH
HOMeEp 32 UACHTU(DHUKAITIS Ha BCEKH JIEKAPCTBEH MPOJIYKT M 'O BIIMCBA B PETUCTHPA IO all. 2, T. 4;

13. (moBa — JIB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) ocurypsiBa CBBP3aHOCT Ha
HallMOHATHUSL HOMep 1o T. 12 ¢ xoxa Ha mpoaykra no wi. 19, an. 4 B Ilo3uTUBHUS JI€KapCTBEH
CITUCBK.

(2) CBBeTHT BOAM MyOJIUYHH PETUCTPH HA:

1. yTBBpACHUTE LIEHU HA JIEKAPCTBEHUTE NMPOAYKTH 1O wiI. 261a, ai. 1;

2. YTBBbPACHUTE NPEICTHU [IEHU Ha JICKapCTBEHUTE MPOIYKTH 0 uil. 261a, an. 2;

3. pETUCTPUPAHUTE LIEHU HA JIEKAPCTBEHUTE MPOAYKTH 10 WiI. 261a, an. 3;

4. (moBa — JIB, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r., u3m., 6p. 16 ot 2024 r., B cuna ot
23.02.2024 r.) HaLMOHAJIHUTE HOMEpa 3a UACHTU(UKAINS Ha JIEKapCTBEHUTE MPOAYKTH.

(3) CouBerbT OCBIIECTBABA KOHTPOJ BBPXY Mpojak0ara Ha JIEKAPCTBEHU MPOIYKTH C
yTBBpJIEHA 1I€Ha, IPEIeIIHA [IeHa U PETUCTPHUpaHa LIeHa.
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(4) (U3m. — 1B, 6p. 67 ot 2020 1.) CBBETHT pHEMa MTUCMEHUTE 3asBJICHUS 32 YTBBPKIABaHE
WIM PErucTpUpaHe Ha L€HAa WIM 3a BKIIOYBAHE, W3KIIOYBAaHE, IPOMEHM, MOJAbp)KaHE Ha
peuMOypCceH CTaTyC M OLIEHKa Ha 3JpaBHUTE TEXHOJOTHM Ha JIEKAPCTBEHUTE MPOAYKTH OT
[To3uTHBHUS JEKAPCTBEH CIUCHK MO Ta3M TJIaBa, U3BBHPIIBA MPOBEPKH M MPOYUBAHUS IO TIX U CE€
MIPOU3HACA C MOTUBHPAHU PEIICHHUS.

(5) CeBerhbT cHOMpa TakCH B pa3MepH, onpeeneHu B Tapudara mo wi. 21, an. 2, 3a mogaBaHe
Ha 3asBJICHUS 3!

1. yTBBpKIaBaHEe, PETUCTPUPAHE WUIIU MPOMSIHA B YTBbpJCHATA UM PETUCTPUpPAHATA IIEHA HA
JIEKapCTBEH MPOIYKT;

2. (mm. — [IB, Op. 48 ot 2015 r.) BKIIOUYBaHe, MPOMSHA WU MOATbPKAHE HA PEUMOYPCHUS
CTaTyC Ha BKJIIOYEH B CIIUCHKA MO Wwi. 262, ai. 1 jiekapcTBEH MPOAYKT;

3. (moBa— /IB, 6p. 102 o1 2018 r., B cuna ot 1.01.2019 r.) ouieHKa Ha 3paBHUTE TEXHOIOTHH.

Yn. 259!, (Hos — JIB, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.) (1) HaumoHnanHuaT Homep
3a WACHTU(PHUKAIMS Ha JIEKAPCTBEHUS MPOAYKT 10 wi. 259, an. 1, 1. 12:

1. ocurypsiBa eqHO3HAYHO UACHTU(HUIIMPAHE HA BCEKU JIEKAPCTBEH NMPOAYKT U ONEpaTHBHA
CBHBMECTHUMOCT Ha HH(POPMAIIMOHHUTE CUCTEMH B 37paBEOIIa3BAHETO;

2. ce M3MOJN3Ba OT BCUYKU JIUIA, BbB BCHYKU PETUCTPU WM JIPYrd Oa3u JaHHH, KaKTO U B
MEIUIMHCKAaTa TOKyMEHTalUs, CBbp3aHa ¢ JIEKapCTBEHUTE MPOAYKTH.

(2) I'enepupaHeTo ¥ BOMCBAHETO B PETHCTHpa Mo Wwi. 259, an. 2, T. 4 Ha HalMOHAJICH HOMEp 3a
UACHTU(UKAINS HA BCEKH JIEKApCTBEH MPOAYKT CE€ U3BBPIIBA IO PEJ, ONpesesieH B HapeadaTa 1o
i1. 261a, an. 5.

(3) U3nbaHuTenHaTa areHuys 1o JieKkapcTBaTa npenoctans Ha CbBeTa B €JIEKTPOHEH opmaT
o oOpasel, YTBbpJIEH OT Hero, MH(opmalusa 3a pa3pelieHuTe 3a YrnoTpeda M perucTpupaHutTe
JIEKapCTBEHH MPOAYKTH Ha TepuTopusita Ha PenyGimka bwiarapus u paszpemieHnre 3a ynorpeda mo
LEHTpaTu3rpaHa Mmpoueaypa JeKapcTBeHH MPOoayKTH 1o pena Ha Pernmament (EO) Ne 726/2004 Ha
EBponeiickust mapnament u Ha CbBeta oT 31 Mapt 2004 r. 3a ycTaHOBsIBaHE Ha MPOLIEIypH HA
OOmHOCTTa 3a pa3peliaBaHe U KOHTPOJ Ha JIGKAPCTBEHU MPOAYKTH 3a XyMaHHa U BETEpUHApHa
ynotpeba M 3a ch3naBaHe Ha EBpomeiicka areHuus mo JieKkapcrBaTra, MO pefd, ONPEIENeH B
HapenOara o wi. 261a, an. 5.

Uin. 259a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., usm., 6p. 102 ot 2012 1., B
cuia ot 21.12.2012 r.) (1) 3acenanusita Ha chBeTa ca PEJOBHH, aKO HA TAX MPUCHCTBAT MOBEYE OT
MOJIOBHHATA OT 00K OpOii Ha YWICHOBETE MY.

(2) CobBeThT B3eMa pellleHHsT C MHO3MHCTBO IOBEYE OT IMOJIOBUHATa OT OO0mMs Opoi Ha
YJIEHOBETE CH.

(3) (HoBa — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) Ha 3acenanusita Ha chBeTa
3aIBJDKUTENIHO MpUchCcTBaT mpeacraButen/mpeacrasurenn Ha H3OK, MunucrepcrBoto Ha
3npaseonaszBaHeTo u MAJL, koraTo ce n3BbpIlBa OLIEHKA Ha 3JpaBHUTE TEXHOJIOTHUU.

(4) (Ilpeaumrna an. 3 — JIB, 6p. 102 ot 2018 1., B cuna ot 1.01.2019 r.) Ha 3acenanusita Ha
ChBETa MOXe J1a OBbJaT KaHEHH J1a MPUCHCTBAT 3aMHTEPECOBAHNUTE CTPAHU, KOUTO CE YBEIOMSBAT 32
JlaTaTa ¥ 4yaca Ha 3aCe/IaHHeTO, B KOETO IIE Ce pa3riiexk/1a HallpaBeHOTO HCKAHE.

Y. 2596. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 1.) (1) CbBeTbT ce mpou3Hacs B CPOK JO:

1. mectnecer IHU, KOTAaTO € MOJAJACHO 3asBJICHUE 32 YTBbP)K/IaBaHE Ha LIeHa Mo 4i. 261a, an.
1 v BKITIOUBAaHE HA JIEKAPCTBEHUSI MPOAYKT B [103UTHBHMS JIEKAPCTBEH CIIUCHK;

2. TpUJIECEeT JHU, KOTaTo € MOJaJCHO 3asBICHUE 3a MPOMSHA WM 3a7MYaBaHe HAa BKIIOUYEH B
[To3uTHBHUS JEKAPCTBEH CITUCHK MPOIYKT;

3. TpuaeceT JHH, KOTaTo € MOJaIeHO 3asBICHUE 32 YTBBPKAaBaHEe, IPOMSHA WM 3alIMYaBaHe
Ha IieHa 1o 4. 261a, an. 2;

4. TpuaeceT AHHU, KOraTo € MOAaJCHO 3asBJIICHUE 32 PETUCTPUPAHE, TPOMSIHA WU 3aJIMYaBaHE
Ha 1ieHa mo 4. 261a, ain. 3;

5. TpuaeceT THU 3a YTBBbpP)KIaBaHE/PETHCTPUPAHE HA IIEHA HA JIEKAPCTBEHH MPOAYKTH, 3a
KOHUTO € MOJTy4eHO pa3pellieHne 3a napasesieH BHOC,
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6. (HoBa — JIB, Op. 48 ot 2015 1., u3m., 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) cTO ®
OCEeMJIECET JTHU, KOTaTo € MOJAJCHO 3asBICHHC 32 BKIOYBaHE B [103UTHBHUS JICKAPCTBEH CIUCHK
Ha JIEKapCTBEH MPOJAYKT C HOBO MEXAYHAapOAHO HEMAaTeHTHO HAMMEHOBAaHME, IOJJIekAIlo Ha
OIICHKA Ha 3JIPaBHUTE TEXHOJIOTHUH;

7. (moBa — JIB, Op. 48 or 2015 r.) mectaeceT AHM, KOTATO € IOJAJICHO 3asBJICHHUE 3a
MOIbPIKAHE HA PEMMOYPCHHUS CTAaTyC Ha BKIIFOUEH JICKAPCTBEH MPOAYKT B [103UTHBHUS JIeKapCTBEH
CIIUCBHK;

8. (moBa — JIB, Op. 102 ot 2018 r., B cuma or 1.01.2019 r., usm., 6p. 67 or 2020 r.)
JIeBET/AeCeT IHH, KOraTo € IMOJa/IeHO 3asBIICHHE 3a pa3lIMpsBaHE Ha MOKa3aHWs Ha BKIIOYEH B
[To3uTHBHUS TEKAPCTBEH CIUCHK MPOAYKT, 32 KOUTO JI0 MOMEHTA HE € 3aIlIallaHo;

9. (moBa — JIB, 6p. 102 or 2018 r., B cuna ot 1.01.2019 r.) meBernmecer HHH, KOraTto €
MOJa/ICHO 3asIBJICHUE 32 OLICHKA Ha 3/IPaBHUTE TEXHOJIOTHH.

(2) 3a nexkapCTBEHUTE MPOAYKTH IO WI. 262, ai. 5 CbBETHT C€ MPOU3HACS B CPOK JI0 TPHUIAECET
JTHU, KOTaTo € M0/aJICHO 3asBJICHUE 3a YTBbPKJlaBaHE Ha 1leHa o wi. 261a, an. 1 u BKiIrOUYBaHe Ha
npoaykTa B [I03UTHBHUS JI€KapPCTBEH CITUCHK.

(3) Cpokosete o aii. 1 u 2 3amoyBar jJa TeKar OT JaTaTa Ha MMOJaBaHE HA 3asBJICHHUE IO pelia
Ha HapenOara o . 261a, an. 5.

(4) (HoBa — /JIB, 6p. 67 ot 2020 r.) KoraTo 3a nexkapcTBeH NMpOIyKT B OOJHHUYHA ONAaKOBKA,
CBIJIACHO Pa3pelIeHHeTo 3a ynoTpeda, € moJaieHo 3asBICHUE 3a U3BbPIIBAHE HA POLEAYpa MO UJl.
259, an. 4, cbBETHT C€ MIPOU3HACS B CPOKOBE C €/1HAa BTOpPA NO-KPAaTKU OT OIpeeneHnuTe B ai. 1 u 2.

Ui 2598. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., otm., O6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.).

Ui 259r. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™m., O6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.).

Ui 260. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuna ot
21.12.2012 r.) AbpxaBHUTE OpraHu, JIHKHOCTHUTE JIUILIA U 3aSBUTEIIUTE 110 Ta3M rj1aBa ca JUTbKHU
Jla OKa3BaT CHACHCTBHE HA ChbBETA U HA CIY’)KUTEIUTE B HETO MPH M3M'BJIHEHUE HA BB3IIOKEHUTE UM
3aIbIKEHUSL.

Un. 261. (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., 6p. 60 ot 2011 1., B cuna ot
5.08.2011 r., 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) UneHoBere Ha CbBETa U HETOBUTE
CIy’)KHTEIU ca JUThKHH JIa He pasriacaBar 00CTOsATeNCTBa U (aKTH, CTAaHAIM UM U3BECTHH MPU UITU
10 TIOBOJT M3ITBJTHEHUE HA CITY)KECOHHUTE MM 3aIBJDKSHHS 110 TO3M 3aKOH, OCBEH I10 MICMEHO MCKaHe
Ha AbP>KaBeH OpraH, KoraTo TOBa € MPEIBUIEHO ChC 3aKOH.

(2) BbB Bpb3Ka ChC 3aIbJDKEHUATA CH IO aji. | JunaTa MoANnMcBatr Aekiapanus no odpaser,
YTBBPJICH OT MpeJceiaTeNs Ha ChBETA.

Paszpen 11
Perynupane u peructpupane Ha ieHHTE HA JIEKAPCTBEHHUTE MPOIYKTH.
AJITOPUTMH 32 JIeYeHHe C JieKapCcTBeHH NPoAyKTH. OueHKa Ha 3[paBHUTE TEXHOJOTHH.
(3aru. HoBo - /IB, 6p. 102 ot 2012 r., B cuaa ot 21.12.2012 r., gom., 6p. 102 ot 2018 r., B cus1a
or 1.01.2019 r.)

Un. 261a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., usm., 6p. 102 ot 2012 1., B
cuia ot 21.12.2012 r.) (1) CpBeTbT peryaupa HEHUTE Ha JIEKAPCTBEHUTE MPOTYKTH, BKIIIOUBAHU B
[To3uTHBHUS NEKApCTBEH CHUCHK MO wi. 262, an. | w 3amnamanu ¢ myOIMYHU CpEACTBa, B
CHOTBETCTBHE C HAl-HUCKHUTE pedepEeHTHH IIEHU OT IbP>KaBU WICHKH.

(2) CpBeThT perynupa npeeTHUTE [IEHU Ha JIEKapCTBEHUTE MPOYKTH, KOUTO CE€ OTIYCKAT IO
JIEKapCKO MPENHUCAHNe, U3BBH TE3U 10 al. | B ChOTBETCTBHE C Hall-HUCKUTE pepepeHTHH IIEHU OT
JbPKaBU UJICHKH.

(3) CowBerbT peructpupa MaKCUMaJIHU TPOJAKHHU II€HW Ha JApeOHO Ha JIEKAPCTBEHHUTE
MPOJYKTH, KOUTO C€ OTITyCKAaT 0e3 JIeKapCcKo MpeAnrucaHue.

(4) Llenara, onpesenena mo peaa Ha aji. 1, € U MpejeNHa 1eHa Ha JEKAPCTBEHHUTE MPOAYKTH
npu npojaaxoarta UM Ha JpeOHO.
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(5) MuHHCTEPCKUSAT CHBET MO MPEIOKEHHE HA MUHUCTbPA Ha 3paBeoNa3BaHETO OMpPees C
Hapezn0a yCcIOBHTA U MpaBUIIaTa 3a pEryJIMpaHe Ha LIEHUTE Ha JIEKAPCTBEHUTE MPOJIYKTH 1O ai. 1,
3a peryjupaHe Ha MpeJesIHUTE LEHU Ha OTIYCKAHWUTE MO JIEKAPCKO MNpPEIUCaHHE JIEKApCTBEHU
MPOAYKTH 1O all. 2 pH MpoaaxodaTa UM Ha ApeOHO, KAKTO U YCIOBUATA U pelia 3a PeruCcTpUpaHe Ha
LIEHUTE Ha JIEKaPCTBEHUTE MPOAYKTH, KOUTO CE€ OTITycKaT 0e3 JIEKapCcKo MpeAnucaHue.

(6) (Hoa — JIB, Op. 67 ot 2020 r.) HammonamHata 3apaBHOOCHTYpUTEIHA Kaca |
MUHHUCTEpCTBOTO Ha 3/IpaBEOIa3BaHETO MPENOCTaBAT Ha CbBeTa MH(OpMalMs 3a 3aljJaTeHHUTE
JIEKapCTBEHH MPOAYKTH 110 Wwi. 262, ai. 6 1o pea, onpenesieH B Hapendara mo ai. S.

. 2616. (Hos — [IB, 6p. 67 ot 2020 r.) JlekapcTBEH MPOAYKT MOXE Ja C€ NpojaBa Ha
TEPUTOPHTA HA CTPAHATa CaMO CJIEJ BIIM3aHETO B CHJIa HA PEIICHUETO Ha ChBETA 32 YTBBPKAaBaHE
Ha IeHa/Ipe/eNIHa [IeHa WK PErUCTpUpaHe Ha 1IeHa, ¢ U3KIII0OUEHUE Ha JIEKAPCTBEHUTE MPOIYyKTU
o 4i. 9 u 266a.

Ui 2618. (HoB — JIB, Op. 67 ot 2020 1.) (1) JlekapcTBeH MPOAYKT MOXKE Ja C€ MpojaBa Ha
1IeHa, HE M0-BHCOKA OT YTBbpJIeHAaTa lieHa mo 4wi. 261a, an. 1, oT mpeaenHara meHa mo 4i. 261a, ani.
2 WM OT perucTpUpaHara meHa mo wi. 261a, an. 3.

(2) TrproBeubT Ha ApeOHO € IITBKEH Jla MOCOYM MPOJAKHATa LIEHA BbpPXY OIIAKOBKAaTa Ha
JIEKapCTBEHUsI MPOIYKT HA 0003HAYEHO OT MPOU3BOIUTEINS MACTO.

(3) llenuTe Ha JEKapCTBEHUTE MPOJIYKTH, BKIIOUYEHM B CTOMHOCTTa Ha OKa3aHara oOT
nedeOHUTE 3aBeIeHUs MEAMIIMHCKA MOMOII, HE MOXe Ja ObJaT MO-BUCOKU OT I[eHaTa, Ha KOSTO
7e4eOHOTO 3aBe/ICHUE € 3aKYIHIIO JICKAPCTBEHHS MPOAYKT OT ThProBela Ha e/Ipo.

(4) JlekapcTBeH MPOIYKT HE MOXE Jla C€ MpojJaBa Ha JeueOHUTE 3aBeJeHHUS MO 4Wi. 5 OT
3akoHa 3a JIie4ueOHUTE 3aBEJCHUS U Ha JICUCOHUTE 3aBe/ICHH C JbP)KaBHO /MM OOLIMHCKO y4acTue
o wi. 9 u 10 ot 3akoHa 3a jeueOHNUTE 3aBEACHUS Ha IIeHa, MM0-BUCOKA OT CTOMHOCTTA, OIpe/eieHa
10 pea Ha HapenoOara no wi. 261a, an. 5.

(5) 3a nekapcTBeHUTE MPOAYKTH, BKItOUEHH B [103UTUBHMS JIEKapCTBEH CIUCHK MO 4. 262,
an. 6, T. 1 ¢ HuBO Ha 3amnamane 100 Ha cTro, HE ce HauucisIBa Ha/l0aBKa 3a ThProBel Ha JApeOHO
P OTIIYCKAHETO UM B arTeKa.

Uin. 262. (dom. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., 6p. 88 ot 2009 1., B cMiIa ot
6.11.2009 r., u3m., 6p. 98 ot 2010 1., B cuma ot 1.01.2011 1., 6p. 60 ot 2011 1., B cuna ot 5.08.2011
r., op. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - B, 6p. 15 ot 2013 r., B cuna or
1.01.2014 r.) [To3UTUBHUAT JEKAPCTBEH CHUCHK CE€ M3TOTBS M MOJABPKa OT ChBETa M BKIIIOYBA
JIEKapCTBEHH TIPOJYKTH, OTITYCKaHH II0 JIEKApCKO TPEANMCAHWE W 3alUlalllaHH ChC CPEICTBAa OT
oromkera Ha H3OK, or appxaBHUS OIOpKeT HM3BBH 00XBaTa Ha 3aBJDKUTEIHOTO 3APaBHO
OCHUTypsiBaHe, OT OIOJPKETa Ha JICUeOHUTE 3aBEACHUS M0 WI. 5 0T 3aKOHA 3a JICueOHUTE 3aBEACHUS 1
0T Oro/KkeTa Ha JIe4eOHUTE 3aBEACHUS C IbPKABHO W/WIHM OOIIMHCKO ydyacTe mo wi. 9 u 10 ot
3akoHa 3a JIe4eOHUTE 3aBEACHMUS.

(2) (U3m. — 1B, 6p. 102 ot 2018 1., B cuna ot 1.01.2019 r.) [T03UTUBHUSAT JIeKapCTBEH CIHUCHK
BKJTIOYBA JICKAPCTBEHU TMPOIYKTH, KIacu(UIpaHu 10 (HapMaKOJIOTHIHU TPYIH CHIITACHO KOJA 110
aHATOMO-TEPANeBTHYHO-XUMUYHATA KIacu(PUKAIHS, ChC CHOTBETHUTE MEXKIYHAPOAHH HEMATEHTHU
HAaWMEHOBAHWSI, TPHHAICKAIINTE KbM TSIX HAMMEHOBAHUS, ChC ChOTBETHATA Je(PUHMpAHA JTHEBHA
7103a/TepaneBTUYCH Kypc, leHa mo wi. 261a, an. 1, mpenenHa 1eHa Ha JEKApCTBEHUTE MPOAYKTH
IpH npojaxodata UM Ha ApedHO, pedepeHTHa CTOIMHOCT 3a JeuHUpaHa THEBHA 103a/TepaneBTHUEH
KypC, CTOMHOCT Ha OTIaKOBKaTa, U34KCIIeHa Ha 0a3aTa Ha pedepeHTHA CTOHHOCT/TepaneBTHYEH Kype
3a neuHUpaHa JHEBHA 7033, HUBO Ha 3aIlIalllaHe, TePAeBTUYHHU TIOKAa3aHUs U MEKIYHAPOIEH KO
Ha 3a0onsBanusaTa (MKDB). 3a nekapcTBeHuTe MpoayKTH pedepeHTHaTa CTOMHOCT ce OMpeselis Ha
0a3ara Ha ompeneneHa AepUHUpaHa THEBHA 1032 WU TEPANIeBTUYCH KYPC, MM KOHIIEHTPAIIHS HITH
obem.

(3) (U3m. — 1B, 6p. 102 ot 2018 1., B cmuma ot 1.01.2019 r., 6p. 67 ot 2020 r.) B Tlo3utuBHUS
JIEKapCTBEH CIMHUCHK CE BKIIOYBAT JICKAPCTBEHU MPOIYKTH, HA KOUTO MEXKIYHAPOIHOTO HETIATEHTHO
HAaUMEHOBAHHWE, KBbM KOETO TIPHHA/UICKN JIEKAPCTBEHHUAT MPOIYyKT/KOMOMHANIUATA — TIPH
KOMOMHHpAHU JIEKApPCTBEHU MPOIYKTH, C U3KIIOYCHHE HA TCHEPUYHHUTE JIEKAPCTBEHH MPOAYKTU U
JIEKapCTBEHUTE MPOAYKTU, KOUTO ChAbPKAT aKTUBHO BELIECTBO HJIM aKTUBHU BeIlECTBA C J00pe
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yCTaHOBEHa  ymoTpeba B  MEOUIMHCKAaTa IMpakTUKa, Cce 3amiama oT  OOIIeCTBEeH
3/IpaBHOOCUTYpUTENIEH (OHI W/UIH C MyOJMYHU CPENCTBA MPHU CHUIUTE TECPANCBTHYHH TOKA3aHUS
MOHE B 5 ABprKaBH, MOCOYCHHM B Hapembarta mo wi. 26la, an. 5. MeXayHapoIHOTO HEHMATEHTHO
HAaMEHOBAaHME, KbM KOETO NMPHHAIJICKH JICKAPCTBEH MPOIYKT, IPEJHA3HAYCH 32 JICUEHUE HA PEIIKU
3a00JIABaHUs, C€ 3aIialla OT OOIIECTBEH 3ipaBHOOCUTYpUTENIeH (GOHA U/Uiu ¢ yOIUYHU CPEJICTBA
MIPH CBHIIUTE TEPANEBTUYHY MMOKA3aHUSI IOHE B 5 OT BCUYKU AbPIKABH YWICHKH.

(4) (Jom. — B, Op. 48 ot 2015 r., usm., 6p. 102 or 2018 r., B cuma ot 1.01.2019 r.)
JlekapcTBeHuTe TpPOAYKTH B IlO3UTHMBHUS JIeKapcTBEH CHHCBK c€ MOoa0HpaT CchoOpa3HO
JI0Ka3aTeNICTBa 3a €(pUKACHOCT, TepaneBTUYHa €(eKTUBHOCT, 0€30MacHOCT U aHanu3 Ha (apmako-
MKOHOMHYECKHU TOKA3aTeNM KaTo 3a JIEKAPCTBEHUTE MPOAYKTH C HOBO MEKIYHAPOJHO HEMATEHTHO
HAaUMEHOBAHME CE€ W3BBPIIBA M OLIEHKAa Ha 37paBHUTE TexHoyioruu. OleHKaTa Ha 3JpaBHUTE
TEXHOJIOTHH C€ U3BBPIIIBA IIPU YCIOBHUS U 110 PeJ1, ONpeaesieH! ¢ HapeadaTa mo wi. 261a, an. 5.

(5) (U3m. — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) Korato enuH wim moBede
JIEKApCTBEHH MPOJYKTH CHC CBHIIOTO MEXIYHAPOTHO HEMATEHTHO HAMMEHOBAaHUE, JICKApCTBEHA
¢bopMa M KOHIIEHTpallMs Ha aKTHUBHOTO BELIECTBO, BEYE Ca BKJIIOYEHHM B CHOTBETHATA YacT Ha
[To3uTHBHUS JIEKAPCTBEH CIIUCHK, HE CE M3BHPILBA OIIEHKA I10 al. 4.

(6) (U3m. — JIB, 6p. 67 ot 2020 1.) [I03UTUBHUSAT JICKAPCTBEH CIUCHK C€ CHCTOM OT YCTHPH
MIPUIIOKEHHUS U BKIIIOYBA!

1. nekapcTBEHU MPOIYKTH, MIPEeIHA3HAYCHH 3a JIeYeHHe Ha 3a00JsIBaHUS, KOUTO CE 3arliamar
110 peia Ha 3aKOHa 3a 3/IpaBHOTO OCUTYPSIBaHE;

2. NeKapCcTBEHU MPOAYKTHU, 3aIUIAlllaHU OT OI0O/DKETa Ha JeueOHHUTE 3aBelIeHUs MO 4. 5 OT
3akoHa 3a JiedeOHUTE 3aBeACHUS M OT OO/PKeTa Ha JIeueOHWTE 3aBEICHHs C JBbP)KaBHO W/WIN
oOmrHCKo yuactue no 4wi. 9 u 10 ot 3akoHa 3a jeueOHUTE 3aBE/ICHUS;

3. (mom. — JIB, Op. 67 ot 2020 r.) JIeKapCTBEHU MPOIYKTH, NPEIHA3HAYCHH 32 JICUYCHHE HA
CIINH, na uHdekuno3Hu 3a00sBaHus, HA 3a00sBaHUs U3BBbH 00XBaTa Ha 3aKOHA 3a 3/[PaBHOTO
OCUTYpsIBaHeE, 3aIUIalllaHy 10 pesa Ha uil. 82, an. 1, T. 8 or 3akoHa 3a 37paBeTo, KAKTO U BaKCHHHU 3a
3aIBJDKUTENIHE MMYHHU3allMM W PEUMYHHU3allMM, BaKCHMHM MO CIHEHUAIHUA T[OKa3aHus W TpHU
M3BBHPEIHM 00CTOSATENCTBA, CIEHU(UIHN CEPYMU, UMYHOTJIOOYIMHU, ONPEIENIEHU ¢ Hapeadara 1o
1. 58, ai. 2 oT 3aKOHa 3a 3JpaBETO;

4. mpejenHa 1eHa Ha JIEKApCTBEHHUTE MPOAYKTH 1o wi. 261a, a. 4 mo ejxemMeHTH.

(7) MunucrepctBoTo Ha 3apaBeomasBaHeTo U H3OK morar na mpaBatr mpemioxeHHs 0
chbBeTa 1o wi. 258, an. 1 3a npepasriex/aHe Ha BKIOYEHH JIEKapCTBEHU NMPOIyKTH B [To3uTuBHUA
JIEKapCTBEH CIIMCHK MPH YCIOBUS U TIO pell, ONpe/ie]ieH: B HapeadaTa mo ui. 261a, an. 5.

(8) HarmonanHarta 3paBHOOCUTYpPHUTEIHA Kaca 3ariamia JIeKapCTBeHUTE MPOAYKTH 10 ai. 6,
T. 1 IpH ycnoBuUATa U 1O pefa Ha HapenOaTa o ui. 45, an. 9 ot 3akoHa 3a 3[paBHOTO OCUTYpSIBaHE.

(9) (HoBa — 1B, Op. 18 ot 2014 r., mom., 6p. 48 ot 2015 r.) YcnoBusita, nmpaBuiata u
KpUTEpUUTE 3a BKJIIOYBAHE, MPOMEHHU W/MIU U3KIIOYBAHE HA JIEKAPCTBEHU MPOIYKTH OT
[To3uTHBHUS JIEKAPCTBEH CHHCHK W 3a TOAIbpKAHE HAa PEMMOYPCHHS CTaTyC Ha JICKAPCTBEHHUTE
MIPOAYKTH C€ OIpeNeNIAT B HapenOara mo ui. 261a, ai. 5.

(10) (Hosa — 1B, 6p. 48 ot 2015 r., usm., Op. 102 or 2018 r., B cuia or 1.01.2019 r.)
JlexapcTtBeHuTe npoayktu mo uwi. 45, an. 10, 13 u 21 or 3akoHa 3a 31paBHOTO OCUTypsIBaHe, 3a
KOUTO HE ca JOTOBOPEHH OTCTHIIKH, HE ce BKIOYBaT B [lO3UTHBHHUS JIEKApCTBEH CIIHCBHK.
JloroBopuTe 3a mpeocTaBsiHe Ha OTCTHIIKK IOCTHIIBAT B ChBETA 110 peJl, ONpeIesieH B Hapeadara 1mo
i1. 261a, an. 5.

(11) (HoBa — 1B, 6p. 48 ot 2015 r., m3m., 6p. 102 ot 2018 r., B cuna or 1.01.2019 r.)
JlekapcTBeHHTE MPOAYKTH, 3a KOUTO B mporeaypara mo wi. 259, am. 1, T. 8 He ce mokaxke
MOJIOKUTETTHATA OIICHKA MPU TAXHOTO BKJIIOYBAHE, C€ M3KIOYBaT OT [l03UTHBHUS JeKapCTBEH
CTIHCBK.

(12) (Hosa — /1B, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r., u3m., 6p. 102 ot 2018 1., B cuna
ot 1.01.2019 r.) MUHHCTEpCTBOTO Ha 3/IpaBEOIa3BAHETO 3arUialia JEKapCTBEHUTE MPOAYKTH IO aJl.
6, T. 3 ¢ HOBO MEXIyHApOJHO HEMATEHTHO HAMMEHOBAaHWE, aKO MpeIu BKIIOYBAHETO UM B
[To3uTHBHUS JIEKAapCTBEH CHUCHK € CKIIOYEHO MPEABAPUTENIHO PAMKOBO CIOPa3yMEHHE MEXIy
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MUHHUCTEpCTBOTO Ha 3/IpaBEOIa3BaHETO W MpPHUTEXKaTelld Ha pa3pellieHUueTo 3a yrnoTpeba/HeroB
YIBJIHOMOUIEH MPEACTaBUTE] OTHOCHO MAaKCHUMajlHaTa CTOMHOCT, 1O KOSITO CBOTBETHHST
JIEKapCTBEH MPOJYKT MOXE J1a ce AOCTaBs Ha MHUHHCTEPCTBOTO Ha 3/paBEOIa3BaHETO MO peAa Ha
3akoHa 3a 0OOmEeCTBeHUTE MOPBHYKH. CIIOpAa3yMEHUETO € 3aIBJDKUTEIHO 32 CTPaHHUTE 1O HEro.
CnopazyMeHusTa IMOCTHIIBAT B ChBETA IO P/, ONPECIICH ¢ Hapeabara mo wi. 261a, ai. 5.

(13) (Hosa — JIB, 6p. 102 ot 2018 1., B cuna ot 1.01.2019 r.) JlekapcTBeHUTE TPOIYKTH 1O
an. 6, T. 3 c HOBO MEXAyHapOAHO HEMAaTEHTHO HAMMEHOBAHME, 33 KOMTO HE € CKIIIOYEHO
IIPEIBAPUTEIIHO PAMKOBO CIIOpa3yMeHue 1o aji. 12, He ce BkirouBar B [lo3uTuBHUSA JekapcTBEH
CIIUCBHK.

(14) (HoBa — 1B, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.) 3a nekapcTBeHUTE TPOAYKTH 110
an. 6, T. 3, 3a KOUTO CTOMHOCTTa, 3alulalllaHa oOT OrKeTa Ha MUHHCTEPCTBOTO Ha
3/lpaBeoIIa3BaHETO, CE U3UMCIIABA UPE3 IPyIHUpPaHe, B KOETO HE y4acTBaT JIEKAPCTBEHU IPOAYKTH Ha
IpyTu TpUTEXaTeNu Ha paspelleHue 3a ynorpeda, MUHUCTEpCTBOTO Ha 3ApaBeolNa3BaHETO U
MIPUTEKATEIINTE HA pa3pelleHre 3a ynoTpe0da Wik TEXHU YITbIHOMOIIEHHU MIPEICTaBUTENN €KETOTHO
CKJIIOYBAT PAMKOBH CIOpPa3yMEHHs OTHOCHO MaKCHMallHaTa CTOWHOCT, 10 KOSTO CHOTBETHUST
JIEKapCTBEH NMPOJIYKT MOXE /1a ce A0CTaBs Ha MHUHHCTEPCTBOTO Ha 3/1paBEOIa3BAaHETO IO peAa Ha
3akoHa 3a OOUIECTBEHUTE TMOPBUKHU. YCIOBHSTA M pPEObT 3a CKIOYBAaHE Ha PaMKOBUTE
CIIOpa3yMEHMsI ce ONpeeNaT ¢ Hapeadara no wi. 82, ain. 1, T. 8 oT 3akoHa 3a 31paBeTo.

(15) (Hosa — IB, 6p. 103 ot 2020 r., B cruta ot 1.01.2021 r.) Pasnopenbara Ha an. 14 He ce
Ipujiara 3a '€HEepUYHU JIEKApCTBEHU NPOAYKTH U 33 BAKCHHM 3a 3aJbJDKUTEIHM MUMYHU3aLUU U
pEeUMYHHU3AlMM, BaKCHMHU [0 CIEUUAIHH T[OKa3aHWs U TpPH U3BBHPEIHH OOCTOSATENICTBA,
cnenu(UYHA CepyMH, UMYHOTTIOOYJIMHHA U IPYyTU OMOMPOAYKTH, CBBP3aHH C Mpo(duIaKTHKaTa Ha
3apa3HuTe 00JecTH, ONpeAeTeHH ¢ HapenOaTa 1o 4wi. 58, ain. 2 oT 3akoHa 3a 37JpaBeTo.

(16) (Hosa — 1B, 6p. 103 ot 2020 r., B cmia ot 1.01.2021 r.) 3a ekapcTBEHUTE MPOIAYKTH IO
an. 12 MmakcuMaliHaTa CTOMHOCT 110 aJl. 14 He Moke J1a ObJIe MO-BUCOKAa OT CTOMHOCTTA, ONpe/IeicHa
B PAaMKOBOTO CIIOpa3yMeHHue 1o ai. 12.

(17) (HoBa — /1B, 6p. 103 ot 2020 r., B cuma ot 1.01.2021 r.) MunucTtepcTBOTO Ha
3/lpaBeoIa3BaHETO HE MOXE Ja 3aIjalla JIEKapCTBEHUTE MPOAYKTH Mo aji. 14 Ha cToiiHOCTH, IO-
BUCOKM OT MaKCHMallHaTa CTOMHOCT Ha CHOTBETHHUS JIEKAPCTBEH TMPOIYKT, OMNpEIeieHa B
PaMKOBOTO CIIOpa3yMeHHe 1o ai. 14.

(18) (HoBa — /IB, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.) JlekapcTBeHUTE MPOIYKTH MO
an. 14, 3a KOMTO HE € CKJIIOYEHO PaMKOBO CIOpazymMeHue 1o aiu. 14, He ce 3amiamar oT
MUHUCTEPCTBOTO Ha 37APaBEOMa3BAHETO.

(19) (HoBa — JIB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) JlekapcTBeHUTE MPOAYKTH, 32
KOHUTO B OIpeJieNieHHsI CpoK He e npeaoctaBeHa Ha MAJI undopmanusara nmo wi. 68, an. 1, 1. 11 1 ui.
217, 1. 6, He ce 3amIamar ¢ MyOJIMYHN CPEACTBA 3a CPOKA HA HEU3ITBIHEHUE Ha 3abJDKEHUATA TI0
. 68, an. 1, 1. 11 mwun. 217, 1. 6. 3a uenure Ha 3amiamaHe Ha JIGKAPCTBEHHU MPOJYKTH € MyOJINYHU
cpenctBa MAJI execenmuuno npenoctaBs Ha H30K u MunucTepcTBOTO Ha 3/IpaBeolia3BaHETO
nH(pOpMaIIUA 32 JEKAPCTBEHUTE MIPOAYKTH 10 U3PEUYEHHUE MTHPBO.

(20) (Hosa - JIB, Op. 16 ot 2024 r., B cuna ot 25.08.2024 r.) JIekapcTBeHUTE TPOIYKTH, Ha
KOUTO HE € IPOBEpPEeHa aBTEHTUYHOCTTA Upe3 MoKa3aTeNnTe 3a 0e30macHOCT o wi. 168, an. 8 u He e
NIe3aKTUBUpPAH WHIUBUIYATHUSAT WICHTUQHUKAMOHEH Oeler B CHCTeMara OT pEerucTpu B
cpoTBeTcTBUE ¢ Jlenerupan pernament (EC) 2016/161, He ce 3amumamar ¢ myOiaudHU CpeacTBa. 3a
LEJUTE Ha 3alljalllaHe Ha JIEKApCTBEHU MPOAYKTH ¢ MyOJMYHU cpelcTBa OOMEHBT Ha JIaHHU 3a
JIEKapCTBEHUTE MPOLYKTH 110 U3PEUEHUE TBPBO CE OCBUIECTBSIBA 110 pesla Ha uil. 272B.

Yn. 262'. (Hos — JIB, 6p. 67 ot 2020 r.) (1) (M3m. — JIB, 6p. 103 ot 2020 r., B cuna oT
1.01.2021 r.) B npunoxenusita Ha [103UTUBHUS JEKapCTBEH CIUCHK MO Wi. 262, all. 6 ce mocouyBaT:
KOJl 10 aHaTOMO-TepaleBTUYHO-XMMHYHA  KiIacu(UKalMs, MEXKIyHapOJHO  HEMaTeHTHO
HaumeHoBanne (INN), HauMeHOBaHHME Ha JEKapCTBEHHUs MPOIYKT, JeKapcTBeHara ¢Gopma u
KOJMYECTBOTO Ha aKTUBHOTO JIEKAPCTBEHO BEIIECTBO, OMAKOBKA, MPUTEXKATE HA pa3pelieHueTo 3a
ynoTpeba, nrepuHupaHa THEBHA 03a/TepareBTHUEH KypC/KOHLIEHTpaIus/o0eM, 1ieHara o wi. 261a,
an. 1, pedepeHTHa CTOMHOCT, CTOMHOCT 3a ONAKOBKAa, WM3YMCIeHa Ha 0Oa3ata Ha pedepeHTHa
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CTOMHOCT, HMBO Ha 3allUlalllaHe Ha JIEKAPCTBEHUS TMPOIYKT, TEpPaNeBTUYHHU TOKA3aHUS U
3abomnsBanus o MKB, nmpon3BoanTen/mpon3BoauTenu, nHpOpMaIHs 32 OTPaHUYCHUATA B HAUMHA
Ha MpeNNuCBaHE NpPHU pA3IUYHU WHIUKAIMU, HAIMOHAJIEH HOMep 3a HJIeHTU(UKAlUg Ha
JleKapCTBEHUs MPOAYKT 110 ui. 259!, an. 1 u gonbaHuTeIHa HHPOPMALIHUSL.

(2) I1o3UTUBHUAT JIEKAPCTBEH CIHUCHK ChAbpPHkKA HHPOPMAIUSI OTHOCHO BUJa HA JIEKAPCTBEHUS
MPOAYKT, OTPE/EICH B MpOLeAypaTa Mo pa3peliaBaHeTo My 3a ynorpeda. Mudopmanusra 3a Buna
Ha JIEKapCTBEHUs MPOAYKT ce npeacraBs oT MAJl B 7-1HeBeH cpoK OT MOCTHIIBAHE HA 3alIUTBAHE OT
cTpaHa Ha HanmoHanHus chBET MO LIEHW U peuMOYypCcHpaHe Ha JIEKapCTBEHUTE MPOAYKTU 32 BCEKU
KOHKpETEH JIEKapCTBEH MPOIYKT.

Yn. 2622 (Hos — JIB, 6p. 67 ot 2020 r.) MMHHCTEPCTBOTO Ha 3IpPaBEONa3BaHETO,
HanmonannaTa 31paBHOOCUTYpUTENIHA Kaca U JIeUeOHUTE 3aBe/ICHUS MPEAOCTaBAT HA ChBETA II'bJIHA
nHbOpMaNKA 32 3aIIaTeHUTE JIEKApCTBEHH MPOAYKTH MO Wi. 262, an. 6, 1. 1 — 3 mo pex, onpeneneH
B Hapeabara o wi. 261a, ai. 5.

UYn. 2623, (Hos — JIB, 6p. 67 ot 2020 r.) (1) Iputexarenst Ha pa3pelIeHHETo 3a ynoTpeba
WM HEroB YMBIHOMOIIEH MPEJCTaBUTEN € JIBXKEH B CPOK JIBa PaOOTHU JHU OT MOJy4yaBaHE Ha
pELIEHNEeTO Ha ChBETA 3a MPOMSHA Ha IieHara 1o wi. 26la, an. 1 — 3 Ha jekapcTBEH MPOIYKT Ja
YBEAOMHU 1O MOAXOAAIN HauuH bbarapckus (apmaneBTHYEH CHhIO3 U THPTOBIUTE Ha €ApO, a Te
CBHOTBETHO J1a YBEIOMSIT ThPrOBLUTE HA APEOHO C JIEKAPCTBEHU MPOAYKTH.

(2) CoBerpT mo cmyxkebeH pen yBenomsiBa MMHHUCTEPCTBOTO Ha 3/pPaBEONAa3BAHETO H
HanmonannaTa 31paBHOOCUTYpUTENIHA Kaca 3a PELIEHUATA, 38 KOUTO € JAOIYCHATO MpeaABapUTEIHO
U3MbIHEHHE.

Uin. 262a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., otm., 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 r., vos, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) (1) Ouenka Ha 3apaBHUTE
TEXHOJIOTUU T0 Wi. 262, an. 4 He ce M3BBPIIBA 32 TCHEPUYHU JIEKAPCTBEHU NPOJIYKTH U 3a
JIEKapCTBEHH MPOAYKTH, KOHUTO CBHIAbPKAT aKTUBHO/AaKTUBHU BEILECTBO/BEIIECTBA C J00pe
yCTaHOBEHA yroTpeda B MEIUIIMHCKATA TIPAKTHKA.

(2) 3a nexapcTBEeHUTE MPOAYKTH, BKIIFOUEHU B [103UTHBHUS JIeKapCTBEH CIUCHK, CE N3BBPIIBA
OLICHKA Ha 3/IpaBHUTE TEXHOJOTUH, KOTaTO € 3asiBEHO Pa3IIUpsBaHE Ha TEPANeBTUUHUTE MTOKa3aHus,
3a KOMTO JI0 MOMEHTA HE € 3aIlIalllaHo ¢ MyOJMYHU CPEACTBA, PH YCIOBHS U MO Pell, ONPEAETICHU C
HapenOara o wi. 261a, an. 5.

(3) MunucrepctBoTo Ha 3xapaBeonasBaHero u H3OK Mmoxe MOTHBHUpaHO Ja MHOUCKAT
M3BBPIIBAHE Ha OIEHKA Ha 3/IPAaBHUTE TEXHOJIOTUM Ha JICKAPCTBEHH TPOIYKTH, BKIIOUEHH B
ITo3UTHBHUS IEKAPCTBEH CIMCHK, MPU YCIOBUS U MO pell, ONpeAeseHH ¢ Hapenbara no wi. 261a, an.
5.

Un. 2626. (HoB — /IB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) (1) (U3m. — IB, 6p. 67 ot
2020 r.) B [lo3utuBHUS JE€KAPCTBEH CIUCHK CE€ BKIIOUBAT JICKAPCTBEHU MPOAYKTH, MPUHAJICKAIIN
KbM HOBO MEXAyHApOJHO HENaTeHTHO HaMMEHOBAaHME, 32 KOMTO € HU3BBpIIEHAa OLIEHKa Ha
3npaBHUTE TexHojoruu. OlEeHKara Ha 3JpaBHUTE TEXHOJOTMU € 4YacT OT IMpoleaypara Io
BKIIFOUBAaHE Ha JIEKAPCTBEHUs MPOAYKT B I[lO3UTHBHHS II€KapCTBEH CHHCHK, KaTO ChABPKA
KJIMHUYHA U (hapMaKo-HKOHOMHYECKa OIIEHKa U BKIIIOYBA:

1. aHanmu3 Ha 3/1paBHUS TPOOIEM;

2. CpaBHUTEJIEH aHAIM3 Ha TepaneBTUYHATa €(QUKACHOCT, €PEeKTUBHOCT U 0€30MacHOCT Ha
JIEKapCTBEHHUSI POIYKT;

3. aHanu3 Ha (hapMaKO-UKOHOMHUYECKHUTE MTOKA3aTeINH;

4. aHanu3 Ha OIOPKETHOTO Bb3/EHUCTBHE.

(2) Ouenkara Ha 3IpaBHUTE TEXHOJIOTHH CE€ U3BBPIIBA 10 CIECAHUTE KPUTEPUU:

1. HanMYMe WK JIWICa Ha aJITEPHATUBHO JICYSHHE Ha 3a00JIsIBaHETO;

2. HaJM4We WY JIUICA Ha JIEKApCTBEHA aJITEpHATHBA 3a JIeUeHUe Ha 3a00IIBaHETO;

3. eukacHoCT M TepameBTUYHA €PEKTHUBHOCT Ha JEYCHHETO — OIIEHKAa Ha TepareBTUYHATa
MoJi3a, yAbKaBaHE NPOABIDKUTETHOCTTA Ha JKMBOTAa U MOJOOpsSBaHE KayecTBOTO Ha KHMBOT,
HaMaJsiBaHe Ha YCIO)KHEHUSTa OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoii Ha MOTEHIIUATHUTE TAIlUEHTH;
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5. 6e30macHOCT Ha JIEKAPCTBEHUS MIPOAYKT — UECTOTA U CEPUO3HOCT Ha HEXEaHUTE PEaKIINY,
HY)KJa OT [pujaraHe Ha JONBJIHUTEIHU NPOQWIAKTUYHA WM TEPaNeBTUYHH MEpKH 3a
IIPEJOTBPATSABAHE HAa HEXKEJIaHU peaKIH;

6. papmMako-MKOHOMHUYECKH IMOKa3aTeIN — Pa3XOIu 3a Tepamus C JIGKAPCTBEHUS MPOAYKT U
CpaBHEHME Ha Pa3XOJIUTE 3a TE€paIus C HATMYHUTE aJITepHATUBU, CbOTHOIIEHUE Pa3Xxo] — pe3yJTar,
MKOHOMMYECKA OLIEHKA Ha JOI'bJIHUTEIHUTE I10JI3H;

7. MOA3U OT 3ApaBHATA TEXHOJOIMs, IMPEJCTaBEHU upe3 credeneHa roauHa xuBoT (LYG),
roJIMHA )XHUBOT, ChoOpazeHa ¢ kauectBoTo (QALY), uiu nipu urica Ha JaHHU 32 KPAHU pe3yiTaTu
— ype3 MPel0CTaBsIHE Ha MEKIMHHU TaKHUBa,

8. aHanM3 Ha OIOJHKETHOTO Bb3/IEHCTBHE Ha 0a3aTa HAa OYaKBaH OOl MAIMEeHTH;

9. olLleHKa Ha Pa3X0AUTe Ha MyOJUYHHU CPE/ICTBA 3a 5-TOUIIEH EPUOL;

10. aHanu3 Ha 37paBHATa MEPCHEKTUMBA 3a MHCTUTYLHATA, KOATO 3aIljallla ChOTBETHOTO
JieyeHue ¢ MyOJUYHU CPeACTBa, UM OOLECTBEHATA MIEPCIIEKTUBA;

11. MopasiHu U eTUYHU choOpaxeHus (IIpH crieun(pUIHU rpynu 3a00IBaHus).

(3) (Hoa — 1B, 6p. 67 ot 2020 r.) B choTBeTHOTO npuiiokeHue Ha [103UTUBHUS JIEKapCTBEH
CIMCBK C€ BKJIIOYBAT JICKAPCTBEHU IMPOIYKTH, MPUHAAISKAIM KbM HOBO MEXIYHAPOIHO
HEeMaTeHTHO HaMMEHOBAHME, 3a KOUTO € U3BBPILICHA OLEHKA Ha 3paBHUTE TEXHOJOI'MH IO pesia Ha
ain. 1 1 3a KOUTO MMa IMOHE €1HA TOJIOKUTEJIHA OLEHKA Ha 3[paBHATa TEXHOJOTUs OT IbpKaBHA
uHCTUTYLUA Ha BenukoOpuranus, @pannus, 'epmanus u LlBeuns.

Y. 2628. (Hos — IB, 6p. 102 ot 2018 ., B cuita ot 1.01.2019 r.) (1) (Hon. — AB, 6p. 67 ot
2020 r.) IIpocnensBanero Ha edekra OT TepanusaTa mo wi. 259, am. 1, T. 10 ce u3BBpIIBA OT
neueOHM 3aBEACHUs, OmpeneNeHrn oT HamuoHamHus CbBET NMO IIGHH W peuMOypcUpaHe Ha
JIeKapCTBEHUTE MPOILYKTH, IO PeJl, OpeeseH B HapeabaTa o wi. 261a, an. 5.

(2) (U3m. — 1B, Op. 67 ot 2020 r.) HarmmoHamHUAT CHBET MO LEHH W peMMOypcHpaHe Ha
JIEKapCTBEHUTE MPOJIYKTH U3BBPIIBA aHAIN3 Ha chOpaHaTa OT JeyeOHUTe 3aBeeHUs HHpopMaLus
10 aj. 1 mpu ycioBus U 10 pell, ONpeesieHn B Hapeaoara o wi. 261a, an. 5.

(3) (HoBa — IB, 6p. 67 ot 2020 r.) JleueOHUTE 3aBeieHUs 1O all. 1 IpeaoCTaBAT Ha ChBETa
JOCTBI /10 MEAMIMHCKATa JOKYMEHTAalus, BOJIEHA OT TSAX, OTHOCHO IMPHJIAraHeTO Ha KOHKPETEH
JIeKapCTBEH MPOAYKT, 32 KOUTO ce Mpocie/saBa epeKkThT OT TepanusTa.

. 263. (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., O6p. 15 ot 2013 1., B cuna ot
1.01.2014 r.) Csc cpeacTBa OT AbpKaBHUS OIODKET M3BBH 00XBaTa Ha 3abKUTETHOTO 3/IpaBHO
OCHUTYpsIBAHE MoraT Ja ce€ 3aulalaTr JIeKapCTBEHH MPOAYKTH, OTIHYCKaHU 110 JIEKapCKO
IpeanrcaHue, KOUTO He ca BKJIIOUYEHH B CIHMCHKA MO Wwi. 262, an. 1, Heo6XoauMu 3a npoQHiIakTHKa
WIK JIYEHUWE TpPU eNUJAEMUYHH B3PHBOBE, €NUAEMHU, MAHAEMUH, KaKTO U MpPH HAJIMYMUETO Ha
IpearnogaraeMo Wi MOTBBPAEHO pa3NpOoCTpaHEHHWE Ha XMMHUYECKU WUIM OMOJIOTUYHU areHTH WIN
sJIpeHa paananus.

Un. 264. (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuna ot
21.12.2012 r.) (1) (Jom. — JIB, 6p. 18 ot 2014 r.) [Ipu npeycranoBsiBaHe Ha NMpoAaXOUTe 1o wi. 54,
aJl. 3 Ha JIEKapCTBEH MPOJYKT, KOMTO € BKJItOYeH B [[03UTHBHMS JIEKAPCTBEH CHHUCHK, U KOTaTo B
paMKuTE Ha CbOTBETHOTO MEXIyHApOJAHO HEMATEHTHO HAMMEHOBAHUE HAMa pa3pelleH 3a ynorpebda
10 TO3M 3aKOH JIPYT JIEKAPCTBEH NMPOJYKT, MPUTEKATEIAT Ha Pa3peIIEHUETO 3a YyIoTpeda MUCMEHO
yBeAoMsABa MUHHCTEPCTBOTO Ha 3apaBeona3BaHero M HanuoHamHus CbBET MO I[EHU U
penMOypcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH.

(2) (dom. — 1B, 6p. 18 ot 2014 r.) [IpuTexxarensT Ha pa3pelIeHUETO 3a yrnoTpeda MUCMEHO
yBenoMsiBa MUHUCTEPCTBOTO Ha 37ApaBeona3BaHeTo W HanuoHanHus cbBET 1O LEHH U
peumOypcupaHe Ha JIEKapCTBEHHUTE MPOJIYKTH U B CIy4dauTe Ha MPEYCTAaHOBSIBAaHE MPOAAKOUTE Ha
JIEKapCTBEH MPOJYKT, YUATO LI€HA CIY>KU 3a OIpeelisiHe Ha peepeHTHa CTOMHOCT B paMKUTE Ha
CBHOTBETHOTO MEXKyHAPOJIHO HETTATEHTHO HAUMEHOBAHUE U JIEKapCTBEHA opMa.

(3) Koraro mpoaykTsT 1o ai. 1 u 2 e npenHa3HayeH 3a JieYeHUEe Ha 3a00JsIBaHUs, KOUTO ce
3amjamar 1o pena Ha 3akoHa 3a 3/IpaBHOTO OCHUIypsBaHE, MPUTEXKATEISAT Ha Pa3pelIeHHETO 3a
ynotpe6a nucmeno ysenomsisa 1 H30K B cpokosere mo ai. 4.
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(4) IpuTexaTensaT HA pa3pelICHUETO 3a YIOTpeda € MIbKEH J1a U3BBPIINA YBEIOMICHHUETO TI0
an. 1 He mo KbCHO OT 18 Mecema npean aarata Ha MPEYCTAHOBSIBAHE HA MPOJAXOUTE, a B CIIydanuTe
IO ajl. 2 - He O-KbCHO OT TPU Mecella Mpe/iu JaTaTa Ha MpeyCcTaHOBsIBaHE Ha MPOJaXKOUTe.

(5) (Hom. — B, 6p. 18 ot 2014 r.) [lo mpeycTaHoBsBaHEe HA MpojaaxowTe 1mo amx. 1 u 2
MIPUTEKATENAT HAa Pa3pelIeHrueTo 3a ynorpeda € UIbXKEeH Ja OCUTYPH JOCTaThYHHU KOJIUYECTBA OT
CHOTBETHUS JICKAPCTBECH MPOAYKT 32 33JOBOJISIBAHE HA 3/IpaBHUTE MOTPEOHOCTH, OCBEH B CIIy4auTe,
KOTaTo MPEyCTAaHOBSIBAHETO CE JABJDKU Ha HAKOE OT OCHOBAHHUATA 110 Wi. 276 v 1o wi. 277.

(6) Cnen m3THyaHe HA CPOKOBETE MO aj. 4 MPUTEKATENAT Ha pa3pelIeHUeTo 3a ymorpeda
Mo/laBa 3asBJICHHME U CHOTBETHHUTE JIOKYMEHTH 3a H3KJIIOYBAaHE Ha JIEKapCTBEHUS MPOAYKT OT
[To3uTHUBHUS JIEKAPCTBEH CIHUCHK.

(7) Koraro cien nmpeycTaHOBsIBaHE MPOAAKONTE HA JIEKAPCTBEHUS MIPOAYKT MPUTEKATEIAT Ha
pa3pelieHreTo 3a yrnorpeda He € U3IMBIHII 33bJDKCHHETO CU 10 all. 6, ChbBETHT Mo wi. 258, ai. 1
ci1y’ke0HO ro U3KJI04Ba OT [103UTUBHUS IEKAPCTBEH CITUCHK.

Ui 265. (1) MuHuCTEpCKHUAT CHBET Ch31aBa Komucus mo mpo3payHocT.

(2) (Jom. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) CecraBbT Ha Komwucusra mo
MPO3PAaYHOCT Cc€ ompenesiss OT MUHHUCTEPCKHS CBBET IO MPEAJIOKCHHE Ha MHUHHCTHpa Ha
3/IpaBeora3BaHeTo. B Hes 3aJbKUTENHO C€ BKIIIOYBAT IMPEICTAaBUTENM Ha MUHHUCTEPCTBOTO Ha
3/1paBeoria3BaHeTo, Ha MUHUCTEPCTBOTO HA TPyAa U counanHara nonuruka, Ha MAJI, na H30K, na
bearapckus nexkapcku cbto3, Ha bearapckus 3p001ekapcku cbio3, Ha bbirapckus dhapmaneBTHUeH
CHIO3 U Ha OpPraHU3alliy Ha MAUCHTUTE U (DapMaIleBTUYIHATA MHITYCTPHSL.

(3) (M3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 r., B cwia ot
21.12.2012 r.) Jluue, xoeto ¢ wieH Ha Komucusara mno mpo3padyHocT, HE MOXKe Ja ObJie U WICH Ha
Harnmonanuus cbBeT 10 1IEHU U peuMOYypCUpaHe Ha JIEKApCTBEHUTE MPOTYKTH.

(4) MuHuCTEpCKUAT CBHBET ONpEZeNiss C INpaBWIHMUK YCIOBUSATA W pefa 3a pabora Ha
Komucusita mo mpo3padHocr.

Ui 266. (U3m. - [IB, 6p. 60 ot 2011 r., B cuiia ot 5.08.2011 ., 6p. 102 ot 2012 1., B cuna ot
21.12.2012 r., 6p. 67 ot 2020 r.) (1) Komucusita mo nmpo3payHocT € opraH, nmpej KOHTo MoXe J1a ce
00>aJIBaT 10 aIMUHUCTPATUBEH PeJl PEIICHHUSITA HA CHBETA.

(2) Pemenusita Ha Komucusta mo mpo3padHOCT ce€ B3eMaT C MHO3MHCTBO JBE TPETH OT
ChCTaBa .

(3) PemenusaTa Ha chBeTa MOXKE J1a ce O0OXalBaT Mo chJAcOeH pen U 0e3 Ja e u3uepnaHa
BB3MOXHOCTTA 32 OCITOPBAHETO UM IO aIMUHUCTPATUBEH Pe/I.

Un. 266a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) Koraro neuenuero Ha
CHOTBETHO 3a00JisiBaHe € 0e3 aJiTepHaTHUBA B CTpaHaTa, 32 KOHKPETEH MAaIlMEeHT MOXKeE Ja Ce Ipuiara
JIEKapCTBEH MPOAYKT, KOUTO € pa3pellieH 3a ynorpeda B cTpaHa - ujieHka Ha EBpormeiickus cbio3,
paspellieH € 3a yrnoTpeda 1o peJia Ha TO3U 3aKOH, HO HE ce Pa3IpOoCTpaHsBa Ha ObJArapcKus masap.

(2) (U3m. — B, 6p. 102 ot 2018 1., B cuma ot 1.01.2019 r.) Exxerogno mo mpesioxkeHue Ha
neyeOHNTE 3aBeIeHHsI 32 OOJTHUYHA TIOMOIIT U CJIe]] CTAHOBUIIE HA ChOTBETHUS €KCIIEPTEH CHBET IO
ChOTBETHATA MEJIMUIIMHCKA CTIEIIMATHOCT WU MEAWIIMHCKA AEWHOCT 1o 4. 6a, an. 1, T. 1 ot 3akoHa
3a 3/[paBETO MUHUCTBPBT HA 3[IPABEOIA3BAHETO YTBHPK/IABa CIHCHK HA JICKAPCTBEHUTE MPOIAYKTH
o an. 1, KOWTo chabpiKa clieAHaTa HHHOPMALIKS:

. KOJI TI0 aHATOMO-TEPAINIEBTHYHO-XUMHUYHATA KIaCH(PHKAIHS;

. MEXJIyHapOJHO HEMAaTeHTHO HAUMEHOBAHHUE, KbM KOETO MPUHAJICKU MPOAYKTHT;
. 3a00151BaHE 110 MEXITYHAPOJICH KO/ Ha 3a00JISIBAHUSATA;

. TekapcTBeHa (opMa U KOJIMYECTBO aKTUBHO BEIIECTBO;

. IOITBTHATETHA HH(pOpMAIIHSL.

(3) Coucekpr mo an. 2 ce nyOnMKyBa Ha CcTpaHMUaTa Ha MHHHCTEpCTBOTO Ha
3/IpaBEOIa3BaHETO B MHTEPHET.

(4) YcnoBusitTa ¥ pebT 3a BKIIOYBAHE, MPOMEHH WM U3KIIIOUBAaHE HA JIEKAPCTBEHU MPOTYKTH
B CIMCHKA TI0 ajl. 2 ce OMpeeNiaT ¢ HapeaoaTa mo wi. 9, ai. 1.

(5) (Hon. — JIB, 6p. 88 ot 2023 r., B cmia ot 20.10.2023 r., 6p. 16 ot 2024 1., B cuia oT
23.02.2024 r.) JlekapcTBeHUAT TMPOAYKT MO aj. 1 ce MOoCTaBs MO CIieHaliHa MOphUKa Ha JedeOHO

DN AW~

107



3aBe/ieHUE 3a OOJIHWYHA MTOMOII MPU YCJIOBUS U 1O pell, ONpEeesIeHn ¢ HapenbaTa mo wi. 9, an. 1,
KOUTO BKJIFOUBAT HAl-MAJIKO €Ha OT CIECTHUTE Bb3MOKHOCTH:

1. upe3 mporeaypa Mo NpsKo AOroBapsiHe 0e3 MpeaBapUTeNHO O0sSBICHUE MPH MpUIIaraHe Ha
1. 79, an. 1, 1. 4 ot 3akoHa 3a 00IIECTBEHUTE TTOPHUKH;

2. ype3 CKJII0YBAHE HAa PAMKOBH CIIOPAa3yMEHHUS 3a JIEKapCTBEHUTE MPOJIYKTH B CIIUCHKA IO all.
2 OT MMHHCTBpPA Ha 3/IpaBeOla3BaHETo;

3. 6e3 mpuiaraHe Ha 3aKoHa 3a OOLIECTBEHUTE MOPBHYKHU, B CIy4ail Ha JMIIca HA PaAMKOBO
CIIOpa3yMeHHe M0 T. 2, KaTo 0OSBICHUETO 3a CKJIIOYEH JOTOBOp ce MyOIHMKyBa Mo peaa Ha 4. 26,
an. 1, 1. 3 ot 3aKkoHa 3a 00IIECTBEHUTE MOPHYUKH.

(6) PpkoBOAMTENAT HA IEUEOHOTO 3aBECHHE 110 AJl. 5 HOCH OTTOBOPHOCT 32 MpHJIAraHeTo Ha
JIEYEHUETO 10 ain. 1.

Ui 2666. (Hos — [IB, 6p. 67 ot 2020 r.) (1) Ilo u3kimoueHue, mpu JUICa HA AITepHATHBA 32
JIeYeHHEe Ha KOHKPETEH IMallMeHT U CaMO B MHTEPEC Ha HEroBOTO 3J[paBe, pa3pellcH 3a ynorpeda B
CTpaHaTa JICKQpCTBEH MPOIYKT MOXE Ja ce MpHiiara M3BBH YCIOBHATA Ha Pa3pelIeHHETO 3a
ynotpe0a Ha JIeKapCTBEHUS MPOAYKT, NIPH HAIMYME HAa HAYYHH JOKa3aTeJICTBa 3a O€30MacHOCTTa U
e(pUKaCHOCTTa Ha TO3M MPOJIYKT.

(2) JlekapcTBeHUAT MPOAYKT 1O aj. | ce mpeanucBa OT KOMUCHUS OT TpUMa JIEKapH OT JiedeOHO
3aBeJieHHe 3a OOJHMYHA TIOMOII C MPHU3HATa CIEHUAIHOCT MO Npoduia Ha 3a00JIIBaHETO, KOUTO
MOTHBHPAT IPEIMUCAHUETO 32 BCEKU KOHKPETEH MAI[UCHT.

(3) Jleuenuero mo an. 1 ce mpoBexna B JiedeOHO 3aBeJCHHE 3a OOJHMYHA ITOMOII CIIE
M0JIy4aBaHe Ha MHUCMEHO MH(POPMUPAHO ChITIACHE OT MAIUEHTA.

(4) Beeku eram OT JIeYEHHETO Ha IMAalMEHTa CE MpociensBa U JJOKyMEHTHpA OT JEKapuTe OT
KOMUCHSTA MO all. 2, KOUTO HOCST OTTOBOPHOCT 3a MPOBEXKIaHE Ha JICUSHUETO 1O aj. 1.

(5) Komucusra no an. 2 yBenomsia 3nbiaurenna arennus ,,Menuuuacku Haazop™ u MAJI
3a MPOBEKJAHOTO JICUeHHE 1o a. 1.

(6) YcmoBusaTa u peapT 3a MojiydaBaHe Ha MH(OOPMHUPAHO ChIIacue OT MalHeHTa Mo aj. 3,
MPOCIIEASIBAHETO U JIOKYMEHTHPAHETO Ha JICYEHUETO 1o ajl. 4 ¥ Ha 6e30MacHOCTTa U epuKacHOCTTa
Ha JIEKapCTBEHUS MPOAYKT ce ONpeaensaT B Hapeadara mo wi. 9, ain. 1.

(7) (Hom. — JIB, 6p. 62 ot 2022 r., B cuna ot 5.08.2022 r.) B cnyuaute mo amn. 1
JIEKApCTBEHHST TPOIYKT HE CE 3aIUialla ¢ MyOJMYHU CPENICTBA, C U3KIIOUYEHUE Ha CITy9anuTe 10 Ul
82, ann. 3 ot 3akoHa 3a 3/IpaBeTo, OINpeJIeNIeH! B Hapeaoara 1o wi. 82, aji. 6 oT 3akoHa 3a 37paBeTo.

I'naBa Tpunagecera
ABbPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE NPOAYKTH

Un. 267. (1) (Hom. - AB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) MuHuCTEpCTBOTO Ha
3/IpaBEOINa3BaHETO  PBKOBOAM  JBPKABHUSA  KOHTPOJI  BBPXY  JIEKAPCTBEHUTE  IPOIYKTH.
HenocpeacTBeHOTO pbKOBOJICTBO C€ OCHUIECTBSIBA OT TJIaBHUS IbPXKABEH 3/IpaBE€H MHCIEKTOp, OT
npexncenarens Ha cbpBeTa mo wi. 258, an. 1, or usmbenHuTenHus aumpekrop Ha HMAJI u or
nupekropure Ha P3M, konto ca Obp’KaBHM HHCIEKTOPU MO KOHTPOJA BBPXY JIEKAPCTBEHUTE
MPOIYKTH.

(2) (Hom. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Opranu 3a qbpxaBeH KOHTPOJ
BBPXY JIEKAPCTBEHUTE MPOYKTH ca CbBETHT 10 Wil. 258, an. 1, MAJI u P3U.

(3) (HoBa — JIB, 6p. 67 ot 2020 r.) Pernonaxaute 31paBHA HHCIIEKIIUA B PAMKHUTE Ha CBOSTA
KOMIIETEHTHOCT chaekicTBar Ha MAJl mpu ocbluecTBsiBaHE Ha ACHHOCTHTE IO KOHTPOJIA BBPXY
JIEKapCTBEHUTE MPOIYKTH.

(4) (Jom. - [IB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 1., mpenumiHa an. 3, 6p. 67 ot 2020
r.) HemocpeacTBeHUAT KOHTPOJ c€ yHpa)xxHsBa OT JUIbKHOCTHHU JIMIA - UHCIIEKTOPH U €KCIIEPTH,
OIIpEZEIIEHU ChC 3allOBEAM Ha Ipejacenaresns Ha cbBera no wi. 258, an. 1, Ha nupexrtopa Ha MAJI
WJIM Ha TUpPEKTOopa Ha cboTBeTHaTa P3U.

(5) (Ilpenumna an. 4 — 1B, Op. 67 ot 2020 r.) Ilpu ocklnecTBsiBaHE Ha KOHTPOJIHHUTE CU
(GYHKIIMU OpraHuTe 1o ajl. 1 Morar Ja MoucKaT ChACHCTBUETO HAa OpraHuTe Ha MUHUCTEPCTBOTO Ha
BBTPEIIHUTE paboTH.
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Y. 267a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., u3m., 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 r., 6p. 102 ot 2018 ., B cuna ot 1.01.2019 r.) (1) (Ilpeaumien TekcT Ha HII.
267a — JIB, Op. 67 ot 2020 r.)M3mbiHMTENHA areHIUs ,,METUIIMHCKH HaA30p‘ OCBIIECTBSIBA
KOHTPOJI 32 CIIa3BaHETO Ha YTBHPJICHUTE (hapMaKO-TEpareBTUYHN PHKOBOJICTBA M H3BLPIIBAHETO HA
OIICHKA Ha €()eKTUBHOCTTA Ha TEpaIUiTa B CbOTBETCTBHE C KPUTEPUUTE T10 1. 259, an. 1, T. 4.

(2) (HoBa — 1B, 6p. 67 ot 2020 r.) M3nbiHuTeTHA areHIus ,, MeAUIIMHCKN HAI30P " MOXKe Ja
M3BBPIIBA MPOBEPKU B allTeKUTE MO Wi. 222, aji. 4, KOUTO BKJIIOYBAT MIPOBEPKA 32 CbOTBETCTBUETO
Ha BHUJIOBETE M KOJIMYECTBATA JICKAPCTBEHU MPOIYKTH, KOUTO ca MPEANMMCAHN W/ WU MPUIOKEHU Ha
MAlMEHTUTe, C BHUJIOBETE U KOJMYECTBATa JIEKAPCTBEHU IMPOJIYKTH, KOUTO ca OTIYCHAaTH OT
amnTeKaTa, KOraTo Te3H JIKApCTBEHU MPOAYKTHU CE 3aIutamiaT ¢ MyOJIuIHNA CPEICTBA.

Ui 268. (1) U3mbaHuTeHAaTa areHIys 1Mo JeKapcTBaTa ypaKHsIBa KOHTPOJ BbPXY:

1. (mom. - /1B, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) CHOTBETCTBUETO HA MOMEIICHHUSATA,
ChOPBKEHUSAATA U YCIIOBUSTA 33 MPOU3BOJCTBO, KOHTPOJI, ChbXpaHEHHE U ThPrOBUS C JIEKAPCTBEHU
MPOJYKTH M aKTUBHU BEIIECTBA M 3a CHa3BaHE Ha M3MCKBaHuATa Ha [loOpaTa mpom3BoJCTBEHA
MpaKTUKa Ha JIEKApCTBEHH MPOAyKTH U J[oOpaTa quctpubyTopcka npakTUKa;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuzna ot 2.01.2013 r.) nefiHoCTTa Ha IPUTEKATEINUTE HA
paspeleHue 3a ynorpeda, Ha MpOU3BOIUTENNTE, BHOCUTEIUTE, THPTOBIUTE HA €/IPO C JIECKAPCTBEHH
MPOAYKTH W aKTUBHHU BEIIECTBA, HA MOCPEIHUIIMNTE B 00JIACTTAa HA JICKAPCTBEHUTE MPOIYKTH, HA
anTeKUTE U JPOTePUUTE;

3. Ka4ecTBOTO, OE30MIaCHOCTTA U €(PUKACHOCTTA HA JIEKAPCTBEHUTE MPOAYKTH;

4. KIVMHUYHUTE W3MUTBAHUS Ha JIEKAPCTBEHHTE MPOIYKTH W KOHTPOJI 3a CIa3BaHe Ha
M3UCKBaHMsATa Ha JloOpara KIMHUYHA MPAKTHUKA;

5. nekapcTBeHaTa UH(OpMaIIKs, CBbp3aHa C pa3pellaBaHeTo UM 3a ynoTpeda u pekiiaMara;

6. (u3m. - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) cuctemata 3a mpocie/siBaHe Ha
JIeKapcTBeHa O€30MacHOCT Ha MPUTEXKATEIUTE Ha pa3pelleHre 3a yrnoTpeda U 3a Cla3BaHe
n3ncKBaHUATa Ha JloOpara mpakTHKa 3a IpOoCIIesiBaHe Ha JISKapCTBeHA 0€30MacHOCT;

7. (HoBa — [IB, Op. 16 ot 2024 1., B cuna ot 23.02.2024 r.) U3M'BJIIHEHUETO HA 33IBIDKECHUSATA
mo ui. 68, an. 1, 1. 11 mun. 217, 1. 6;

8. (moBa — JIB, Op. 16 ot 2024 1., B cuna ot 23.02.2024 r.) U3IBIHEHUETO HA 33IBIDKECHUATA
mo wi. 2726, an. 3 u 4.

(2) (M3m. — B, 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r.) Pernonannurte 3apaBHU
WHCIIEKIIUU YIPAKHABAT KOHTPOIT:

1. BBbpXy TMOMEIICHUATA, CHOPHKEHHUATA, YCIOBUSATA 3a CBHXPAaHEHHE U THPrOBHUS C
JIEKapCTBEHH MPOIYKTH;

2. BbpXY JAEMHOCTTa Ha THPrOBIUTE HA €IpO, ANTEKUTE M JIPOTEPUHUTE, PA3MOJIOKEHU Ha
TEPUTOpPHUSITA HA CHOTBETHATA 00JIACT;

3. 3a cma3BaHETO Ha YTBBPJCHUTE LEHU, NPEAEITHUTE LEHU, PETUCTPUPAHUTE LIEHH Ha
JIEKApCTBEHUTE TPOJAYKTH TIPH Tpojaxdara MM Ha JpeOHO OT anTeKUTe U JIPOTEPUUTE,
Pa3MoJIOKEHH Ha TEPUTOPUSITA HA ChOTBETHATA 00J1ACT;

4. (moBa — JIB, Op. 67 ot 2020 T.) BbpXY AEHHOCTHUTE MO YHHUIIO’)KaBaHE HA JIEKAPCTBEHH
MPOAYKTH.

(3) (HoBa — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) CeBerbT 1m0 ui. 258, an. 1
yIpaxHsIBa KOHTPOIIL:

1. 3a cma3BaHETO Ha YTBBPACHUTE IICHH, MPEACTHUTE IIEHH W PETUCTPUPAHHUTE IICHH Ha
JIEKapCTBEHHUTE MPOIYKTH MPH MPOAaKOaTa UM OT ThPTOBIIMTE HA €/IPO C JIGKAPCTBEHU MPOAYKTH;

2. (mom. — JIB, 6p. 67 ot 2020 r.) BbpXy ACMHOCTTAa HA MPUTEKATEIUTE HA pa3pelIeHHs 3a
ynotpeba Ha JIEKapCTBEHH MPOIYKTH W THPTOBIHMTE HA €IPO C JIGKAPCTBEHU MPOAYKTH OTHOCHO
CIa3BaHETO Ha 3aIbJDKEHUSATA UM, OTIPEICIICHHU C HapeaoaTa mo wi. 261a, ai. 5.

(4) (ITpeaumrna an. 3 — JIB, 6p. 102 ot 2018 ., B cuna ot 1.01.2019 r.) C UAJI ce cpriacysat
WHBECTUIIMOHHUTE MPOEKTHU 32 CTPOUTEICTBO HAa HOBH W/WJIM MPEYyCTPOHMCTBO HAa ChHINECTBYBAIIH
00eKTH, CBHP3aHU C IPOU3BOCTBOTO HA JIEKAPCTBEHHU MPOAYKTH choOpa3Ho mpaBuiarta 3a JloOpara
MIPOM3BOJICTBEHA MPAKTHKA Ha JIEKAPCTBEHU MPOIYKTH.
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Ui 268a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.) (1) (M3m. — JIB, Op. 84 ot
2018 r., B cunma ot 12.10.2018 r.) Jlapenus Ha JeKapCTBEHU MPOAYKTH OT MpPUTEKATEIU HA
paspeieHue 3a ynorpeda, mpou3BOAUTENIH, THPrOBLIM Ha eapo u ApedHo U oT bearapckus Yepsen
KPBCT MOTaT Jla Cé M3BbpIIBAT caMO CleJ MOoJaBaHe Ha yBenomiieHue or napurens no MAJI no
oOpasern, yTBbpJ€H OT MHHHCTHPA Ha 3paBEONa3BaHETO IO MPEAJIOKEHUE Ha H3ITbIHUTEITHUSL
nupexrop Ha MAJL.

(2) Hdapenusita ce u3BbpIIBAT IIPU Cla3BaHe Ha npaBuiara 3a [loOpa napurencka mpakTHKa Ha
CBeroBHaTa 37jpaBHa OpraHU3aLusl.

(3) (Orm. — IB, 6p. 84 oT 2018 1., B crta ot 12.10.2018 1.).

(4) JleueOnute 3aBenenust u bearapckusar YepseH kpbeT yBenomsiBar MAJI 3a nomyueHute
JapeHus Ha JIEKAPCTBEHU MPOAYKTU B 7-THEBEH CPOK OT MOJIyYaBAHETO UM.

(5) B kpas na Bcsko Tpumeceune WAJl um3mpama uHpopmanus B MUHUCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO 3a U3BBPIICHUTE JAPEHUS 1O ail. 4.

(6) 3a U3BBPIIBAHETO HA JapeHHE HA JEKAPCTBEH MPOIYKT IO MOJI0a Ha JIeueOHO 3aBE/ICHHE,
Mpe/IHa3HauYeH 3a JIeUeHUE Ha KOHKPETEH MallMeHT B KUBOTO3aCTPAIlaBaIlO ChbCTOSHUE, JAPUTEIAT
yBenomsiea TAJI B 7-1HEBEH CPOK OT U3BBPIIBAHETO MY.

(7) Hapenusita mo ai. 6 He MOTaT Jja HaJIBUIIABAT KOJIMYECTBOTO, HEOOXOAUMO 32 €AHOKPATEH
KypC Ha JIeUeHHE.

Ui 269. (1) KonrpombT mo ui. 267 ce H3BBPIIBA 4Ype3 HMHCICKIMU M JabopaTOpHU
W3MUTBAHUS.

(2) MucnexuuTte 1 1a00paTOPHUTE U3MUTBAHUS 1O all. | ce U3BBPIIBAT:

1. BBB BpB3Ka C M3/aBaHE Ha pa3pelIeHus 3a ynorpeda, IpOU3BOJICTBO, BHOC M CEPTH(PHUKATH
0 pe/ia Ha TO3H 3aKOH;

2. BbB Bpb3Ka C OCBUIECTBSIBAHE HAJ[30p HA I1a3apa Ha JEKaPCTBEHU MIPOIYKTH;

3. mpu 3asBsiBaHe OT cTpaHa Ha EBpomeiickara komucusi, Ha EBpormelickata areHuus o
JIeKapcTBaTa Wi OT CTpaHa Ha KOMIIETEHTHMSI OpraH Ha Jpyra IbpKaBa 4JeHKa;

4. ipu 3asABsIBaHE OT CTPAaHA HA IPOU3BOJUTEIN, BHOCUTEI WM MPUTEXKATEI HA pPa3pEIICHUE 3a
ynotpeda u3BbH CIy4yauTe 1o T. 1.

(3) (M3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbiHUTENHATA areHIIUS 110
JIeKapcTBaTa U3BbPIIBA MHCIIEKINH:

1. Ha mHpOW3BOIMTENM Ha JEKAapCTBEHU IPOAYKTH, pa3MOJIOKEHH Ha TEPUTOpUATA Ha
Penybnuka bearapus, Ha aAbp:kaBa 4iIeHKa UM B TPETU AbPKaBH;

2. Ha BHOCHUTEIH U THPrOBIU HA €APO C JEKAPCTBEHU NTPOLYKTH;

3. Ha IOMELIEHUATa Ha NMPOU3BOJIUTENINTE, BHOCUTEIUTE U THPrOBIUTE HA €ApO HA aKTUBHU
BEIIECTBA, Pa3MOJI0KEHN Ha TepuTopusaTa Ha PeryOnuka bearapus;

4. Ha TNOMEIEHHUATA HAa IPOU3BOJUTENN WIM THPrOBUM Ha €IpO Ha aKTUBHM BEILECTBA,
pasMoJIOKEHU B TPETU AbP)KAaBH, KaKTO M Ha NPOU3BOJAUTENM WM BHOCHUTEIM HA IIOMOIIHHU
BEIIECTBA;

5. Ha TIOMEIEHUATa Ha MpPUTEXKATEIUTE Ha paspelieHus 3a ynorpeba Ha JIeKapCTBEHU
MPOJIYKTH M HA MOCPEAHUILIUTE B 00JIaCTTa HA JIEKAPCTBEHUTE MPOIYKTH, PETUCTPUPAHU 10 pesia Ha
ui. 212a;

6. Karo 4YacT OT cepTU(HUKAIMOHHA MpOLEAypa, KOATO € BbB Bpb3Ka C MOHOrpapuu Ha
EBponeiickara papmaxornes;

7. Ha IPOM3BOAUTEHN HA U3XOHU MaTepUaH 10 MMCMEHO UCKaHE Ha TPOU3BOIUTEIIS.

(4) U3nenHuTENHATA areHLUs TI0 JIEKapCcTBaTa M3BBPIIBA UHCIEKIMM HA MPOU3BOJUTENHN HA
JIEKapCTBEHU MPOJYKTH, YCTAHOBEHH B TpeTa Ibp’KaBa, BbB Bpb3Ka C MOJAJCHO 3asBICHHE 32
NoJIyyaBaHe Ha pa3pelieHue 3a ynorpeda 1l BHOC.

(5) M3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Uucnekuuute no an. 3 u 4 ce
U3BBPUIBAT B COTBETCTBHUE C PbKOBOJACTBA, NpUeTH OT EBponelickara KOMUCHS.

(6) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbaHuTenHaTa areHIus 1o
JeKapcTBara y4yacTBa IO MCKaHe oOT EBponelickara komucus, EBpomeilickara areHuus Io
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JeKapcTBaTa WM Ibp’KaBa YieHKa IPU H3BBPUIBAHETO HAa MHCIEKIMH 1Mo aj. 3 B EBponeiickus
ChI03 WJIA B TPETHU AbPKABU.

(7) (U3m. - AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbaHuTenHaTa areHIus 1o
JIeKapcTBaTa CU ChTPYAHUYU M 0OMeHs nH(opMmaIus ¢ EBporneiickaTa areHIus 1o JeKapcTBara mpu
IUTaHUPAHE U U3BBPIIBAHE HA WHCIIEKIIUUTE TI0 all. 3.

(8) (Homa - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) M3nb1HATETHATA arCHIHS 110
JieKapcTBaTa cu ChTpynHu4M ¢ EBporelickara areHIus mo JiekapcTBaTa MpH KOOPAMHUPAHETO Ha
WHCIEKIIUU B TPETU AbPIKABH.

Ui 269a. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1) (U3m. — [IB, 6p. 67 ot
2020 r.) JUTbKHOCTHUTE JUIA 1O 4. 267, all. 4 U3roTBAT JOKJAJ 32 BCSIKA U3BbPIIECHA UMHCICKIUS
o 4i. 269, an. 3 u 4 3a cna3BaHEeTO Ha MPHUHIIMIIUTE U PHKOBOJACTBaTa 3a JloOpa Mpom3BoICTBEHA
npakTuka uin 3a [loOpure TucTpuOyTOpPCKU MPAKTHKY, WM 3a Cla3BaHE M3MCKBAHUATA HA TJiaBa
OCMa, KaKTO M U3UCKBAHUATA HA TO3U 3aKOH.

(2) HoxnaabsT mo an. 1 ce mpenocTaBs Ha MPOBEPSIBAHOTO JIUIE, KOETO MOXKE J1a MPEJICTaBU
OeNeXKHU O HEro.

(3) Ilpu nonmyuaBane Ha obocHoBaHO uckaHe MAJI usmnpaiia mo e1eKTpOHEH MbT JOKIAJAUTE
mo an. 1 Ha KOMIETeHTHUSI OpraH Ha Jpyra Abp)KaBa 4ieHKa Wi Ha EBpomeiickaTta areHIus mo
JIeKapcTBara.

Un. 2696. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
M3BBPIICHA MHCHEKIHS 1Mo wi. 269, an. 3 ce yctaHOBU ChOTBeTCTBUE C JloOpara mpou3BOJACTBEHA
MIpaKTUKa, ChOTBETHO J[0OpuTe AMCTPHUOYTOPCKU MPAKTUKHU, KOrato e mpuiaoxxumo, MAJI n3nasa Ha
IIPOU3BOJIUTEINS, BHOCUTENS WIM Ha Thpropeua Ha eapo ceptudukar 3a JJoOpa nmpousBoacTBeHa
MpaKTUKa, ChOTBETHO cepTtudurar 3a Jlobpa muctpulyTropcka mpakTHKa B Cpok a0 90 nHu OT
M3BBPIIBAHE HA MHCTICKIIUATA.

(2) Koraro B pe3ynraT Ha HU3BbBpIIEHA HMHCIEKIHMS Mo wi. 269, amn. 3 ce yCTaHOBHU, 4e
MIPOU3BOIUTEIISIT, BHOCUTEIIAT WM ThPTrOBEUBT HA €pO Ha JIEKAPCTBEHH MPOAYKTH WM HA aKTUBHH
BEIIECTBA HE Cla3Ba M3MCKBAHUSATA HA 3aKOHA W/WIM MPUHIUIUTE W pbKOBoJCTBaTa 3a JloOpa
MIPOU3BOJICTBEHA NpakTHKa u/uian Ha JloOpute pauctpubyropcku mnpaktuku, MAJI wn3nasa
CTaHOBUIIE 32 HECHOTBETCTBUE.

(3) MsmbiaHuTenHaTa areHIMs IO JieKapcTBaTa BBBEXKIAa B 0Oa3zara JaHHM 10 wi. 147
u3nageHuTe cepruduxaty mo an. 1 u uapopmarys mo ai. 2.

Y. 2698. (Hos - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
M3BBbPIICHA HHCHEKUUs 1o wi. 270, an. 1, T. 5 ce yCTaHOBH, Y€ MPUTEKATEIAT HA Pa3peLICHUETO 3a
ynotpeda He cra3Ba M3MCKBAaHMATA Ha riiaBa ocMa, MMAJl naBa mpennucaHusi 3a OTCTpaHsSBaHE Ha
HECHOTBETCTBHUATA.

(2) B cinywaure no an. 1 MAJI yBenomsiBa nbprkaBuTe wieHKH, EBponeiickaTta areHIus o
nekapcTBara u EBponeiickaTta KOMHCHSL.

Un. 270. (1) (M3m. — AB, Op. 67 ot 2020 r.) B pamkure Ha cBOsSITAa KOMIIETEHTHOCT
JUTbKHOCTHUTE JIMIIA O Wi. 267, an. 4 uMat npaBo:

1. (m3Mm. - JIB, 6p. 102 ot 2012 r., B cumna ot 2.01.2013 r.) Ha TOCTHI 0 BCUYKH JOKYMEHTH,
CBBP3aHU C MPEIMETa Ha MHCIEKIUATA, KAaKTO U JO0 JOKYMEHTH, CBbP3aHU MPAKO WIM KOCBEHO C
HapylIeHHEe Ha TO3M 3aKOH WM Ha 3aKOHOAATEJICTBOTO HA IbpXKABUTE WICHKH, BbBEXIAIIU
n3nckBanusaTa Ha Jupekrusa 2001/83/EO, He3aBucuMoO 0T (hopMaTa Ha TOKYMEHTA;

2. 1a pa3nopensT Ha BCAKO JIMIIE Jia MPEJAOCTaBU CBEICHUS 3a HapyIIeHUs Mo T. 1, KOUTO ca
MY U3BECTHH;

2a. (moBa - JIB, 6p. 102 or 2012 r., B cuma ot 2.01.2013 r.) nma wuHCHEKTHpaT
MIPOU3BOJICTBEHUTE M THPTOBCKUTE OOCKTH Ha TMPOM3BOAMTEIUTE HA JEKAPCTBEHH MPOAYKTH,
AKTUBHU WJIM TIOMOIIHU BEIIECTBA, KAKTO W JIAOOPATOPUUTE, M3IMOI3BAHU OT MPUTESKATEINUTE Ha
paspenieHue 3a Nporu3BOJCTBO WM BHOC;

3. a MHCIEKTUpAT MO BCSIKO BpeMme OOeKTHUTe, MOAJekalld Ha KOHTPOJ, U Ja W3HMCKBAT,
MpPOBEPSIBAT M TPABIT KOMHUS OT BCUYKU JIOKYMEHTH, CBBP3aHHM C I[SUIOCTHATa JICHHOCT Ha
KOHTPOJIMPAHUS OOCKT;
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4. na B3emar mpoOM OT JIEKAPCTBEHM MPOIYKTH, AKTUBHM M IIOMOLIHHM BEIIECTBA 3a
nabopaToOpHH U3UTBAHMUS,

5. (u3m. - JIB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 1.) 12 MHCHIEKTUPAT TIOMEIICHUSITA,
apXuBUTE, JOKYMEHTUTE W OCHOBHAaTa JOKYMEHTAalUMsi Ha cHCTeMara 3a IpocielsBaHe Ha
JIieKapcTBeHaTa 0€30MacHOCT Ha MPUTEXATeNs Ha pa3pelIeHUeTo 3a ynoTpeda Wid Juia, Ha KOUTO €
BB3JI0’KUJI U3BBPILIBAHE Ha IEHHOCTUTE T10 IJIaBa OCMa;

6. (HoBa - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) 1@ U3BBpIIBAT MPOBEPKA OTHOCHO
CMa3BaHETO Ha yTBBPJCHHUTE LIEHHU, IPEIACITHUTE LIEHN WIA PETUCTPUPAHUTE LICHU NP IpoaaxodaTa
Ha JIEKApCTBEHU MPOAYKTH;

7. (mpepumHa T. 6 - B, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) 1a cbCTaBAT aKTOBE 3a
YCTaHOBSIBAHE HA aJIMUHUCTPATUBHU HAPYLICHHUSI.

(2) (Ot™m. - AB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.).

(3) Usmbauurennusar gupektop Ha MAJI wnm choTBeTHHAT nupektop Ha P3U B 3aBHCHMOCT
OT MTOJTYMHEHHUETO Ha JUTbXHOCTHOTO JIMLIE, YCTAHOBUJIO HAPYILIEHUETO, MMa MPaBo JIa:

1. pasnopean MUCMEHO HA HAPYIIUTEN J1a MPEyCTaHOBU HApyIIEHUETO 1o ai. 1, T. 1;

2. U3UCKBA OT HApYLIMTENS Ja ACKJIapupa, Ye 11e NpeyCcTaHOBU HapylleHuero mo ain. 1, 1. 1 u
IIPH HEOOXOAUMOCT Ja TO 33AbJDKH JIa HAlpaBy JeKiIapalusaTa 00IecTBEHO JOCTOSHUE;

3. pasmopenu TpeKparsBaHe WM 3a0paHa Ha BCSAKO HapymieHue mo ain. 1, 1. 1 u mpu
HE0OXOIUMOCT Jia HampaBu pPa3MOpekJaHETO 3a MpeKpaTsBaHe WM 3abpaHa Ha HAPYLIICHUETO
OOIIIECTBEHO JIOCTOSTHHE.

(4) (Homa - 1IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) IIpeacenarensat Ha chbBeTa 1O
1. 258, an. 1 uMa npaBo a pa3nopeayd NUCMEHO Ha HapyLIMTENs /1a IPeyCTaHOBU HAPYIIEHUETO,
YCTaHOBEHO IPH MpoBepKara 1o ai. 1, 1. 6.

UYn. 270a. (Hos — JIB, 6p. 67 ot 2020 r.) (1) Ilpu ocbluecTBsiBaHE Ha KOHTPOJIHUTE CU
(GyHKIIUU ChBETHT MO Wi. 258, ann. 1 uMa npaBo jaa:

1. m3uckBa uHpOpManUs 3a:

a) JOCTaBEeHUTEe Ha Teputopusta Ha PenyOnmka beiarapus konudecTBa Mo JE€KapCTBEHH
MPOYKTH, KAKTO M IICHUTE Ha TAXHOTO NMPUI00UBaHE;

0) THProBLUUTE HA €IpO, Ha KOUTO Ca JOCTABEHU KOJIMYECTBATa JIEKAPCTBEHU MPOIYKTH IO
OykBa ,,a%;

B) J1aTaTa, Ha KOSATO ca U3BBPIICHH JOCTABKUTE 10 OYKBH ,,a* U ,,0°;

') HAIMYHUTE B CKJIAJIOBETE KOJUYECTBA, IOCOUYEHH IO JIEKAPCTBEHU NMPOTYKTH;

2. mpoBepsBa ThPTOBCKU WU APYTU KHIKA, JOKYMEHTH U HOCUTEIH Ha MH(OpMAIIHS C OTJIe]
YCTaHOBSIBAHE Ha CIla3BaHE Ha YTBBPJIECHUTE IEHU, IIPEICTHUTE LIEHN WM PETUCTPUPAHUTE LIEHU Ha
JIEKApCTBEHUTE MPOAYKTH;

3. U3KMCKBa U ChOMpa OPUTHHAIHU JTOKYMEHTHU, TaHHU, CBEJCHHS, KHIKA, CIIPABKU U JIPYTH
HOCHUTENH Ha WH(pOpMAIlMs 32 YCTAHOBSBAHETO Ha CHa3BaHE HAa YTBBHPJACHUTE IIEHU, MPEICITHUTE
LIEHU WU PETUCTPUPAHUTE LEHU Ha JIEKAPCTBEHUTE MPOAYKTH; HM3MCKBA 3aBEPEHU KOMMS Ha
MUCMEHUTE IOKYMEHTHU U 3aBEPEHH pa3edyaTKu Ha IaHHU OT TEXHUYECKU HOCUTEIH;

4. moday4yu AOCTBII OT IPOBEPSIBAHUTE JIMLA O aBTOMATHU3WPaHUTE UM HH(DOPMALMOHHU
CUCTeMH, TPOAYKTH WU apXWBH, KOTaTO CHOMPAHETO, CHXpaHIBAHETO M oOOpadoTKaTa Ha
nH(popMaLuATa ce U3BBPIIBA 10 TO3U HAYUH.

(2) IIpu ochiecTBsIBaHE Ha KOHTPOJHUTE CH (DYHKIIMU CHBETHT MMa IMPaBO Ja U3UCKBA OT
MIPOBEPSIBAHUTE JIMIA MPEAOCTaBsiHE Ha MH(OPMALIUA U TOKYMEHTH IO aj. 1 B OompesesieH OT Hero
CPOK.

(3) CpBeTbT MOXKE 1@ CKIIOYBA CIOpPa3yMEHMs 3a B3aUMOJAEWCTBHE C JPYrM KOHTPOJIHU
OpraHu, IPH U3MbIHEHHE HA QYHKITUUTE CH 110 all. 1.

Un. 271. (1) Pernonanuure 3paBHA HHCIEKLUU UMAT MIPaBo Ja:

1. cnvpar CTPOMTENCTBOTO M Ja M3JaBaT MpEeANUCcaHusl, KOraTo YCTAaHOBST HapylICHUs Ha
XUTHEHHUTE HOPMU M M3MCKBaHUS B Mpolieca Ha U3MbJIHEHHE HA CTPOUTEICTBOTO; MPU HE3AKOHHO
CTPOUTEIICTBO HAa OOEKTH U CBHOPBHKEHHS 3a IPOU3BOJICTBO, CHXpPAaHEHHWE M TpoAakbda Ha
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JIEKapCTBEHH MPOAYKTH yBenomsiBaT JlupekmusaTa 3a HaIMOHAJIEH CTPOUTENEH KOHTPOJ WIH
TEXHHUYECKaTa CIIy’k0a Ha 00IIMHATA;

2. 3abpaHABaT IYCKaHETO B EKCIUIoATalus M Ja CHHpaAT eKCIuloaraluuara Ha OOeKTH U
ChOPBHKEHUS MPH HapyllaBaHE HAa M3UCKBAHMATA U Ha XUTMEHHUTE HOPMH IPU MPOU3BOICTBOTO,
ChXPAHEHHUETO U MpoJak0aTa Ha JIEKaPCTBEHU MIPOIYKTH - IO OTCTPAHSIBaHE HA HAPYLICHUSITA,

3. (mm. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., 6p. 67 ot 2020 r.) Giokupar
JIEKapCTBEHHU MPOJIYKTH cJeJ MojlydaBaHe Ha mucMeHo yBenomieHue ot MAJI 3a namuume Ha
JOKyMEHTHpaHa WH(OpPMAaLUs 3a: HECHOTBETCTBUE C HM3UCKBAHMATA 332 KAayeCTBO; JIGKAPCTBEHU
MIPOJYKTH, BHECEHU WJIM MPOU3BEICHU B HAPYILIEHUE HAa TO3U 3aKOH; JIEKAPCTBEHH MPOJYKTH, KOUTO
ce mpearar B ONAKOBKM C JMCTOBKH, KOUTO HE OTrOBapsAT Ha M3MCKBAHUATA HA TO3U 3aKOH U
u3Ipamar Moctpu ot Tsax B MAJL;

4. naBaT 3aKJIOYEHUS 32 CHOTBETCTBHETO Ha OOEKTUTE HA KOHTPOJA C HOPMAaTHBHO
oTpesieNIeHUTe U3UCKBAHUS;

5. M3/1aBaT Pas3NoOpeKIAHMs, IPEANMCAHNAS U YKa3aHUSI B PAMKUTE Ha CBOSITA KOMIIETEHTHOCT,
KOUTO ca 33bJDKUTEIIHU 32 BCUUKH JIMIAa Ha TEPUTOPHTA Ha ChOTBETHATA 00JIACT;

6. (moBa — JIB, O6p. 67 ot 2020 r.) OCBUIIECTBABAT KOHTPOJ MO H3MBIHEHUETO Ha
pasnopexaaHusTa 3a M3TErJIsTHE Ha JIEKapCTBEHH MPOAYKTH OT OOEKTUTE, PA3MOJIOKEHU Ha
TEPUTOPUSATA HA ChOTBETHATA 00JIACT.

(2) (Hon. — AB, 6p. 67 ot 2020 r.) [IpunyauTenHuTe aAMUHUCTPATUBHU MEPKH 10 an. 1 uimm
no wi. 270, an. 3 ce Hanarar cbe 3anoBeq Ha nupekropa Ha P3U. Konue ot uznanenara 3amnosen ce
u3npama Ha MAJL.

(3) 3amoBemure WO am. 2 moaiuekaTr Ha  oOXanBaHe IO pega  Ha
AJMUHUCTPATUBHOIMPOIIECYATHUS KOJEKC, KaTO 00KAIBAHETO HE CIIMPa U3MBbIHEHUETO UM.

(4) (Hosa — 1B, 6p. 67 ot 2020 r.) Pernonanuure 3apaBHu nHcnekuuu ysenomsiBat MAJI,
KOTaTo YCTaHOBST, 4e:

1. anTeka Ha TEPUTOPHUATA HA CHOTBETHATA 00JIACT HE paboTH moBede ot 30 THU B paMKUTE Ha
€/IHa KaJieHJapHa rO/INHa;

2. HAMA anTeKa Ha aJpeca, 3a KOWTO € W3JaJIEHO pa3pelieHre 3a ThProBUs Ha JpeOHO ¢
JIEKapCTBEHH MPOAYKTH.

Un. 272. (1) 3nbiiHMTENHATA areHLKs 10 JIeKapcTBaTa:

1. (aom. - JIB, 6p. 102 or 2012 r., B cuna ot 2.01.2013 r.) 3a0paHsiBa MyCKaHETO B
eKCIUTOATaIUsl ¥ CIHpa eKCIUIoaTanusaTa Ha O0CKTH M ChOPBHKEHUS NIPU HapylllaBaHe NpaBuiIaTa Ha
JloGpata mpou3BOJACTBEHA MPAKTHUKA HA JIEKAPCTBEHU MPOIYKTH U HAa aKTUBHU BEIIECTBA, KAKTO U
Ha JloOpuTe MTUCTpUOYTOPCKH MPAKTUKH JI0 OTCTPAaHSIBAaHE HA HAPYIICHUSATA,

2. 3abpaHsBa NMPOU3BOACTBOTO, BHOCA, M3HOCA U THPrOBUATA Ha JIEKApPCTBEHM HPOAYKTH,
KOUTO TIPSKO WJIM KOCBEHO 3acTpamiaBaT 3]paBeTO Ha XopaTa, W pas3mopexnaa Te na Obaar
YHUIIOXKEHHU, TPepabOTeHN WK U3MOI3BaHU 3a JPYTH LIETH;

2a. (moma - JIB, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 1.) 3anu4aBa OT perucThbpa JUIaTa,
M3BBPIIBAIIM JEHHOCT MO TOCPEAHUYECTBO C JIEKAPCTBEHU MPOJYKTH, INPH HEcHa3BaHe Ha
3aabIoKeHuUsATa 1o 4. 2120.

3. BpPEMEHHO CIHpa eKCIUIoaTalusaTa Ha OOEKTH 3a THProBHs Ha eIpo W Ha JpedHO C
JIEKApCTBEHH MPOIYKTH, KOTATO HE C€ M3IBIHIBAT YCIOBHUATA, IPU KOUTO € U3/aJIEHO CHOTBETHOTO
paspelieHue;

4. OnokHWpa JEKapCTBEHHW TNPOIYKTH TPU HaJIW4Yhe Ha JOKyMEHTHpaHa WH(popMarms 3a:
HECHhOTBETCTBUE C M3UCKBAHMUATA 3a KauyeCcTBO, €(EeKTUBHOCT U 0€30MacHOCT; JIEKapCTBEHU
MPOAYKTH, BHECEHH WJIM TPOHW3BEJCHUW B HapyIICHWE Ha TO3M 3aKOH, KAKTO W JIEKAPCTBEHU
MPOAYKTH, KOMTO C€ MpeJJlaraT B ONMAKOBKU C JINCTOBKH, KOUTO HE OTrOBapsAT HAa M3MCKBaHUATA HA
TO3W 3aKOH; INPH HEOOXOJAMMOCT HapeXkJa H3TeTISTHETO WM OT aNTEeKWTe W JPOTepUHTE, OT
CKJIaJIOBETE 32 THPrOBUS Ha €lpo, OT MPOU3BOAUTEIINTE U JIeUeOHUTE 3aBEJICHUS U yBeIOMsBa 3a
ToBa MUHHCTEPCTBOTO Ha 3/]paBEOIa3BaHETO;

5. (m3m. — /1B, Op. 84 ot 2018 r., B cuia 6 mecena cies my0aMKyBaHe Ha ChOOIICHUETO MO YJI.
82, maparpad 3 ot Permament (EC) Ne 536/2014) oTHeMa M371aICHOTO pa3pelIeHHE 32 KIMHUYHO
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W3MHUTBAHE, CIHpa MPOBEXKAAHETO HAa KIMHUYHOTO W3MHTBAHE WJIM 3a]IbJDKaBa BB3IOKHUTENS Ja
Mo/1aJie 3asBJICHHUE 3a CHIIECTBEHA MPOMSIHA B KJIMHMYHOTO M3IUTBAHE TIPY YCTAHOBEHU HAPYIIICHUS
Ha Pernament (EC) Ne 536/2014 nipu ycioBusiTa ¥ 10 peza, MPeBUICHN B HETO;

Sa. (aoBa - /IB, 6p. 71 ot 2008 ., B cmia ot 12.08.2008 r., u3m., 6p. 102 ot 2012 ., B cuma ot
2.01.2013 r., gom., 6p. 67 ot 2020 r.) pasnopexaa OJOKHMpaHEe, U3TETJISTHE W YHHUIIO)KaBaHE Ha
danmubunrpaHu JTeKapCTBEHH MPOIYKTH U HA JICKAPCTBEHU MPOAYKTU C HEYCTAHOBEH MPOU3XO],
KaKTO M Ha JICKapCTBEHU MPOMYyKTHU B ciaydaute 1o uwi. 24 u 30 ot [enerupan periament (EC)
2016/161;

56. (moma - [IB, Op. 60 or 2011 r., B cmima ot 5.08.2011 r.) W3BBpIIBA NMPOBEPKH HA
HaIpaBEHUTE JapeHus mo uwi. 268a, an. 1;

6. u3/1aBa pa3nopexIaHusl, MPEANUCAHNUI U yKa3aHUS B PaMKHUTE Ha CBOSITA KOMIIETEHTHOCT,
KOHUTO Ca 33bJDKUTEIIHU 32 BCUYKH JIUIIA;

7. (noBa - 1B, 6p. 60 ot 2011 1., B cruta ot 5.08.2011 r.) mocrast o1 Bb30paHa JeKapCTBEHH
MIPOJYKTH M aKTHBHH BEIECTBA MPY ChMHCHHE B OTKJIOHEHHE Ha KQ9eCTBOTO UM Ype3 MTOCTABSIHE Ha
yIOCTOBEPUTEIIHU 3HAILIM B OOEKTUTE 32 IPOU3BOICTBO.

(2) IlpunynurenHuTe aAMUHUCTPATUBHU MEPKH 110 aj. 1 wiu no wi. 270, an. 3 ce Hajmarar cbC
3anoBe]l Ha qupekTopa Ha MAJL

(3) 3amoBemure WO am. 2 momiekar ~Ha  oOXalnBaHe MO peJa  Ha
AJMUHUCTPATUBHOMPOIIECYATHUS KOJEKC, KaTO 00KaIBAaHETO HE CIIMPa U3MbIHEHUETO UM.

UYn. 272a. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) C nenerupanu akToBe M0
1. 526, maparpad 2 ot HupextuBa 2001/83/EO ce ycraHOBsIBAT HEOOXOAMMHTE MEPKU 3a
MIPEIOTBPATSABAHE MTyCKAHETO B OOpaIIeHHEe Ha JICKApCTBEHU NMPOAYKTH, BbBEJCHH B EBpomneiickus
ChbI03, HO HEMNpeJHAa3HAUYEeHU 3a IMyCKaHe Ha Ma3apa Ha EBpomeilckus cbio3, 3a KOUTO HMa
JOCTaThYHO OCHOBAHUS 32 CbMHEHHE, Ye ca parmuuiupany.

(2) UsmpnauTenHaTa areHUus MO JieKapcTBaTa HpeanpueMa HEOOXOAMMHUTE MEpPKH B
CBHOTBETCTBHUE C JICJIETHPAHUTE aKTOBE MO al. | 3a MpemoTBpaTsABaHE IyCKaHETO B oOpalieHue Ha
JIEKapCTBeHH TPOAYKTH, BbBeleHU B EBpomeiickus cbi03, HO HENmpeaHa3HAYeHH 3a IyCKaHe Ha
nazapa Ha EBpomeiickust Chbr03, 32 KOMTO MMa JOCTAaThYHO OCHOBAaHHUS 3a CHhMHEHHE, 4e ca
¢danmuduumpanu.

(3) MutHuueckure opranu yBenomsiBar MAJl 3a BBBEXIaHETO HA TEPUTOpHSTA Ha
Penybnuka brirapusi Ha jekapcTBEHU MPOAYKTH 1O al. | ¢ orjien mpeanpreMaHeTo Ha MEPKH I0
an. 2.

Un. 2726. (HoB — /B, 6p. 67 ot 2020 r.) (1) Ilputexxkarenute Ha pa3pelicHHE 3a
IIPOM3BOJICTBO/BHOC, IPUTEkKATEINTE Ha pa3pelleHre 3a yoTpeda, MpUTEKaTEIUTE Ha pa3pelieHue
3a mapaieleH BHOC, MpUTEXKATeTUTe Ha pas3pelieHHe 3a THProBUS Ha €ApO C JIEKapCTBEHU
MPOJYKTH, TPUTEKATESIIUTE HA pa3pelleHrue 3a ThProBHUS Ha JPEOHO C JIEKAPCTBEHHU MPOIYKTH B
anTeka v IeueOHUTE 3aBeICHIs U3BBPILBAT JAeicTBUATA, onipeneneHu B [lenerupan pernament (EC)
2016/161.

(2) bwarapckara opraHuzanus 3a BepuUKalMs Ha JeKapcTBaTa Ch3JaBa W YIPABIIsABA
Hamwmonanen peructsp mo wi. 32, 1. 1, 6yksa ,,0)* ot Jlenerupan pernmament (EC) 2016/161, xoiiTo
oOciyxBa Teputopusita Ha Penmybnuka bearapus.

(3) (Jom. — B, Op. 16 ot 2024 1., B cruia ot 23.02.2024 r.) [IpaBo Ha 6e3BB3ME3/IEH U TIPSK
JOCTBI JIO PErUCThpa Mo al. 2 U 10 WH(OpMAIUATA, KOATO CE ChABPKA B HEro, UMaT CIEIHUTE
HallMOHATHU KOMIIETEHTHHU opraHu chriacHo 4. 39 ot [enerupan perinament (EC) 2016/161:

1. MI3npiHMTEIHATA areHITs 0 JIEKapCTBaTa — 3a IEeNUTe Ha yIpaKHsIBaHE HA HAA30p BHPXY
(GYHKIIMOHMPAHETO Ha PErHCTPUTE W pa3ciie/IBaHe MPU ChMHEHHE 3a Cllydad Ha (anmmduinpane,
KaKTO U 3a IeNUTe Ha papMaKoIorHyHaTa OJUTEIHOCT WiIH (papMaKOenHAEeMUOIOTHITA;

2. MuHuCTEpCcTBOTO Ha 3apaBeorna3BaHeTo, HanuoHaiHaTa 37paBHOOCHUTYpPHUTENIHA Kaca U
CBBETHT MO wi. 258, an. 1 — 3a menure Ha 3arUiamiaHe Ha JIEKAPCTBEHHU MPOAYKTU C IMyOIHMYHU
CpeICTBa.

(4) (Hoa — /1B, 6p. 16 ot 2024 r., B cuia ot 23.02.2024 r.) MHdopmanus OT perucrbpa mno
al. 2 ce MpenocTaBs U MpHU TOWUCKBaHE OT HAIMOHAHUTE KOMIIETEHTHH OpraHud mo ai. 3 B
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crotBeTcTBUE C [lenerupan pernmament (EC) 2016/161, BKIFOYMTEIIHO 3a IEIUTE Ha 3arljiallaHe Ha
JIEKapCTBCHH MPOAYKTH C MyOJUYHH CPEJCTBA, KATO ChABPKAHUETO U Gopmara Ha WH(OpMALIHUATA
U CPOKBT 32 MPEOCTABIHETO i ce ONpeAeNsAT B CbOTBETHOTO HCKaHe.

Uin. 2728. (HoB — JIB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 3a nenure Ha 3aruiaiiaHe Ha
JIEKapCTBEHH TMPOJIYKTH C MyONWYHH cpenctBa MUHUCTEPCTBOTO Ha  3ApaBeola3BaHETo,
W3mpaHUTETHATA areHIus 1Mo JieKapcTBara, HallMoOHAHUAT ChBET MO LIEHU U peuMOypcHpaHe Ha
JIeKapCTBeHUTE MPOoAyKTH, Hanmonannara 31paBHOOCUTYpUTENHA Kaca, beiarapckara opranuzanus
3a BepuduKanys Ha JIEKapCTBaTa, MPUTEKATEIUTE HA pa3pelicHHe 3a THProBUS HA €IpO C
JIEKapCTBEHHU MPOAYKTH, MPUTEKATEIUTE HA pa3pellieHUe 3a ThProBHsl Ha JPeOHO C JIEKapCTBEHU
MIPOYKTH, JICYeOHUTE 3aBeACHUS 10 4. 222, ann. 4, T. | ¥ 2, HEHTPOBETE U XOCIHUCHUTE 10 WI. 222,
an. 4, 1. 3 u 4 u nedeOHUTE 3aBeICHUS 10 WI. 222, ain. 6 OCUTypsIBaT ONepaTUBHA CbBMECTUMOCT U
CBBP3aHOCT 32 aBTOMATH3UpPaH OOMEH Ha JJaHHU B MAIIMHHO 4eTHM (OpMaT B pealHO BpeMme Ha
Hanmonannara 3apaBHoMH(oOpManuoHHa cuctema mo wi. 28r, ain. 1 ot 3akoHa 3a 37paBeTo,
crienuagu3upaHara eJIeKTpOoHHa cucteMa mo wi. 2176, an. 1, perucrbpa mo wi. 259, an. 2, 1. 4,
nH(popManoHHaTa cuctema o wi. 63, ain. 1 ot 3akoHa 3a 3IpaBHOTO OCUTYpsIBaHE, CUCTEMATa OT
peructpu mo cmuchia Ha Jenerupan pernament (EC) 2016/161 u nnpopmManmoHHUTE CUCTEMHU Ha
MIPUTEKATENNUTE HA pa3pellieHne 3a ThPTOBUS Ha €IPO C JIEKApPCTBEHU MPOIYKTH, MPUTEKATEIUTE Ha
paspeleHre 3a ThproBus Ha JAPEOHO C JIGKAPCTBEHU MPOJAYKTH U HA JICUCOHUTE 3aBEACHUS I10 UII.
222, an. 4, T. 1 1 2, HEHTpOBETE U XOCTUCHUTE 110 Wi. 222, ai. 4, T. 3 u 4 1 Te4eOHUTE 3aBEICHHS 110
i1, 222, ai. 6.

Un. 273. (1) YcnoBusiTa ¥ peqbT 3a B3eMaHe Ha MPOOUTE, U3BBPILIBAHE HA M3NUTBAHUATA U
3aruIallaHeTo UM Ce OIPEACIIAT B Hapeada Ha MUHUCTBPA Ha 3/IpaBEeOIa3BaHETO.

(2) IIpu ocmopBaHe Ha pe3yiATaTHTE OT U3BBPIICHH JTa0OPATOPHU H3MHUTBAHUS CE MPABSIT
MOBTOPHH M3MUTBaHUs. Te ce M3BBPIIBAT MPU MUCMEHO HMCKaHE OT 3aMHTEpEeCOBaHaTa CTpaHa,
HampaBeHO B 7-IHEBEH CPOK OT JaTara Ha IMOJy4YaBaHe Ha pe3yjiTara OT II'bPBOHAYAIHOTO
M3IUTBAHE.

(3) TloBTropHHTE H3MUTBAHUS MO al. 2 Ce€ U3BBPIIBAT OT EKCIEPTH, OMpEeNeTeHH OT
M3OBJIHATENHUA AupekTop Ha MAJL, KkouTo HE ca ydacTBaJii B IIbPBOHAYATHOTO HW3MHUTBAaHE, B
MPUCHCTBUETO HA YITBJIHOMOILEH MTPEACTABUTEN HAa 3aMHTEPECOBAHATA CTPAHA.

Un. 274. (1) YcnoBusita U peabT 3a OJIOKMpaHE W M3TETVISTHE HA JIGKAPCTBEHH MPOIYKTH,
MOKa3aJi HEChOTBETCTBHE C U3MCKBAHUATA 32 KAUECTBO, 0€30MaCHOCT U €(UKACHOCT, C€ OMPEACIAT
B Hapea0a Ha MUHUCTBPA Ha 3/IpaBEONa3BaHETO.

(2) (M3m. — IB, 6p. 67 ot 2020 r.) YcnoBusTa U peIbT 32 YHUIIOKAaBAHETO Ha JIEKAPCTBEHUTE
MPOJIYKTH C€ OMPENIETISAT B Hapea0a Ha MUHUCTHPA Ha 3JIpaBeONa3BaHETO.

Un. 275. (1) Ilpu ocwuiectBsiBane Ha KoHTpoia WAJI mpeampuema BCHUKH HEOOXOIUMH
MEpKH, 3a Jia OCUTYpPHU MPABUIHO BATUAUPAHE HA MPOIECUTE HA MPOU3BOACTBO M MPEUNCTBAHE HA
JIEKApCTBEHW MPOAYKTH, IMOJIYYEHH OT YOBEIIKA KPbB WM YOBELIKA IJI1a3Ma, MOCTOSIHCTBO B
KaueCTBOTO Ha MAPTUIUTE W TapaHTHUPAHE, JTOKOJIKOTO TEXHOJOTHSATA MO3BOJIABA, OTCHCTBHETO HA
cnenuguIHa BUPYCHA KOHTAMHUHAIIUA.

(2) Ilpomssogurenute yBenomsiBaT MAJl 3a meroma, M3Moi3BaH 3a HaMalsiBaHE WIH
OTCTpaHsBaHE Ha MAaTOTEHHU BUPYCH, KOUTO MOrar Ja ObJaT MPEHECeHH upe3 JIeKapCTBEHU
MPOIYKTH, TTOTYYEHHU OT YOBEIIKA KPHB WU YOBEIIKA TIa3Ma.

(3) M3nbprnHUTENHATA areHIys 0 JIeKapcTBaTa M3MUTBA WM U3Ipalla 3a U3MUTBAaHE B JIpyra
odunmagHa J1abopatopusi 3a KOHTPOJI Ha JEKapCTBEHU MpoaykTtu B PemyOnumka bvarapust wim B
Jpyra AbpiKaBa YIEHKa MOCTPU OT HACUIICH/HEPA3NAT MPOAYKT W/WIN JIEKApCTBEH MPOAYKT 3a
M3MUTBAHE WM B X0J1a 3a OIlEHKA Ha 3asABJIEHUE 3a pa3periaBaHe 3a ynorpeba mo 4wi. 46, an. 1, 1. 2
WJIM CTIe/l M3/1aBaHe Ha paspelieHue 3a ynorpeoa.

Un. 276. U3nwaautennuar aupektop Ha MAIJlL cbc 3anmoBes BpEeMEHHO CIupa, OTHEMA,
MIpeKpaTsBa WU MPOMEHS pa3pelIeHueTo 3a yrnoTpeda Ha JeKapCTBEHHS MPOAYKT/PETUCTPALHITA,
KOTaTO C€ YCTAaHOBH, U€:

1. Ma HemomycTUMa HeXKeNaHa JIEKapCTBeHA Peakivs U MPaBUIIHA yIIOTpeda, Uiu
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2. JIAICBa TEpaneBTUYHA €(PUKACHOCT (TepameBTHYHA e(GUKACHOCT JIUIICBA, KOTaTo Ce
yCTaHOBM, Y€ HE MOraT Ja ObJaT MOJYyYeHH OOSBEHUTE TEPANEBTUYHH pPE3YIATaTH TIpU
paspeniaBaHeTo My 3a yrnorpeoa), uiu

3. CbOTHOIIGHHUETO TOJI3a/PUCK € HEOIAronpusATHO MPH MPaBHIIHA yHOTpeda, Win

4. KOJIMYECTBEHUSAT M KAUECTBEHUST ChCTaB Ha JICKAPCTBEHMs MPOJIYKT HE OTrOBapsAT Ha
JeKJIapupaHysl U pa3pelIaBaHeTo 3a yrnoTpeda, Uiu

5. JaHHUTE OT JAOCUETO MO Wi. 27 - 32 ca HEeBEPHH, WU

6. (u3m. - JIB, 6p. 71 ot 2008 1., B cuiia ot 12.08.2008 r.) maHHUTE OT AOCKETO 1O Wi. 27 - 32
HE ca JOMbJIHEHH UJTU HE ca IPOMEHEHH ChITIACHO M3MCKBAHUsTA Ha IJIaBa TpeTa, pazaen VI, wiu

6a. (HoBa - /1B, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 1.) HEe ce UMBJIHABAT YCIOBUSATA 110
1. 55a, 56 unu 56a, unn

66. (moBa - IIB, Op. 102 ot 2012 r., B cuma or 21.12.2012 r.) mpou3BOJICTBOTO Ha
JIEKapCTBEHMsI MPOJIYKT HE € U3BBPIICHO B ChOTBETCTBHE C ONKCAHUS HAUYMH HA MPOHU3BOJACTBO IO
yn. 27, an. 1, 1. 7, uin

7. (m3m. - JIB, Op. 102 ot 2012 r., B cria ot 21.12.2012 r.) He ca U3BBPIICHU KOHTPOJHH
M3NUTBAHUA WM T€ HE CE€ M3BBPILBAT B ChOTBETCTBUE C METOJUTE, MOCOYECHH B wi. 27, ai. 1, T. §,
W

8. TaHHWTE BHPXY ONAKOBKATa W/MJIH B JMCTOBKATa HE Ca B ChOTBETCTBHE C OJJOOPEHUTE TPHU
M3/1aBaHETO Ha Pa3pelIeHUETOo 3a yrnoTpeda;

9. (moBa - J/IB, 6p. 71 or 2008 r., B cuima ot 12.08.2008 r.) mpuTekaTensIT HA pa3pelieHue 3a
ynotpeba HE € HU3MBIHWI 3aabJDKeHusTa 1no uwiedH 45, maparpad 1 ot Permament (EO) Ne
1901/2006.

Un. 277. (1) UsneaautenausaT qupektop Ha MAJL, He3aBUCHMMO OT MEpKUTE Mo Wi. 276,
3a0paHsiBa ChC 3aloBe]l CHAOISIBAHETO C JICKAPCTBEHMS MPOAYKT M paslopexa OJOKHpPAHETO U
U3TETJISIHETO MY OT Ia3apa, Koraro:

1. (u3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) uma HeIOMyCTUMA HEXEJIaHA
JIEKapCTBEHA peaKius, Win

2. nUICcBa TepaneBTHYHA €UKACHOCT, WIH

3. (u3m. - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) CHOTHOIIEHUETO MON3a/PHUCK €
HeOJIaronpusITHO, N

4. KOJIMYECTBEHUSAT M KAUECTBEHUST CHCTaB Ha JIEKAPCTBEHHs MPOJIYKT HE OTrOBapsAT Ha
JeKJIapupaHysl IpU pa3pelIaBaHeTo 3a yrnorpeda, uiu

5. KOHTPOIBT Ha JIEKAPCTBEHUS MPOIYKT W/MIM HA CHCTABKUTE M HA MEXIUHHHUTE €Taru OT
MIPOU3BOJICTBEHUST TIPOIEC HE € M3BBPIICH, WJIU HE CE M3MBIHABAT W3UCKBAHUATA, NMPU KOUTO €
U3/1aJICHO PAa3pELIEHUETO 3a IPOU3BOICTBO.

(2) Uznpanutennust aupexkrop Ha MAJl moxe na Hanmoxku 3a0pana mo an. 1 u camo 1o
OTHOIICHHE HA KOHKPETHU MapTUIH OT JIEKAPCTBEHUS MPOAYKT.

Un. 278. (1) M3nbaautenaust qupextop Ha MAJI cbe 3amoBen BpeMEHHO Criipa Wi OTHEMa
paspeiieHneTo 3a ynorpeba Ha Tpyna WIM Ha BCHYKHM JIGKAPCTBEHU MPOIYKTH, 3a KOUTO TIO
OTHOIIICHHE MSCTOTO UM Ha IMPOU3BOJICTBO HE CE MU3IIBIHIBAT H3UCKBAHUATA, IIPU KOUTO € U3IAJCHO
pa3peleHneTo 3a MPOU3BOJCTBO.

(2) U3nbnuutennusar nupektop Ha MAJL ocBeH mepkute mo wi. 276 MOXke ChC 3aroBel
BPEMEHHO J1a CIIpe BHOCA HA Tpyla WK Ha BCUYKHU JIEKAPCTBEHH MPOAYKTU OT TPETHU ABP>KAaBU HIIU
Jla OTHEME M3/a/IEHOTO pa3pelleHHe 3a BHOC Ha Tpyla WIM Ha BCUYKHU JIEKAPCTBEHU MPOAYKTH,
KOTaTo He ca B ChOTBETCTBUE C M3UCKBAHUATA Ha IJIaBa IMeTa.

(3) Uznbaautenaust nupexktop Ha MAJl ocBeH Mepkute 1o wi. 276 MOXE ChC 3amoBel
BPEMEHHO Jla CIIpe WM Ja OTHEME pa3pelieHHueTo 3a MPOM3BOJCTBO HA Tpyna WM HAa BCUYKHU
JIEKapCTBEHU MPOJIYKTH, KOUTO HE Ca B ChOTBETCTBUE C M3MCKBAHUATA HA IJIaBa IeTa.

Un. 279. (1) 3amoBenute mo wi. 276, 277 wim 278 ce BpbUBaT Ha NpUTEXKATENs Ha
paspeleHneTo 3a ynorpeda, CbOTBETHO Ha IPOU3BOAUTENS UIM BHOCUTEIIS.

2) 3amoBegure 1O al. 1 moanexar  Ha  o0OXkalBaHe MO  peaa  Ha
AJMUHUCTPATUBHOIPOLIECYATHUS KOJEKC, KaTO 00KaIBAaHETO HE CIIMPa U3IbIIHEHUETO UM.
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Y. 280. (1) Ilpu ycraHoBsiBaHE Ha HaApyUIEHUS HA pa3lopeOWTEe Ha TJaBa €IWHAJeceTa,
CHOTBETHO Ha Hapeadara mo wi. 249, m3mbIHUTETHUAT AupekTop Ha MAJI paznopexa chbe 3amoBe
CIHUpaHe pa3NpOCTPAaHEHUETO Ha peKiamara.

(2) Coc 3anosenra no an. | aupexkropsT Ha MAJI Moxe na 3aabiDKU pekiiaMojareis Aa
nmyOIuKyBa MM Jla pasnpocTpaHu cbriacyBano ¢ HMAJlL ompoBepkeHHE Ha TBBpPACHUITA B
peKiaMaTa 4pe3 ChIIUTE CPEJCTBA U B ChIIUs (GopMaT U 00eM.

(3) 3anoBenra 1o aj. 2 MOJJIeKU Ha 0OXKajIBaHe MO pesa Ha AIMUHUCTPATUBHOIPOLIECYATHUS
KOJIEKC.

I'naBa yeTupuHajaecera
AIMUHUCTPATUBHOHAKA3ATEJIHA PA3IIOPE/IBA

Ui 281. (1) (Hom. - AB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r. u3m., 6p. 102 or 2012 1., B
cwia ot 2.01.2013 r.) Koiito mpousBexja, BHacs, IpoJaBa, CbXpaHsABa WIM IPENOCTaBs 3a
ynotpeba B PenyOnuka bbirapus jiekapcTBeHU NPOIYKTH, KOUTO HE Ca paspelleHu 3a ynorpeda,
M3BBH ciydauTe no wi. 8, 9 u 10, KakTo ¥ TakMBa ¢ HEYCTAHOBEH IPOU3XOJ], AKO HE MOJJIC)KH HA
IO-TE€KKO HaKa3zaHue, ce Haka3Ba ¢ ri100a ot 25 000 mo 50 000 ns.

(2) CpmoTO HaKa3zaHUE Ce HaJara W Ha JIMIaTa, KOUTO MIPOU3BEXKAAT, BHACST, MPOJAABAT WU
Jonyckar ga ce ynorpeOsiBat B PenyOnuka bbiarapus nekapcTBeHU MPOAYKTH, KOUTO HE OTIOBapAT
Ha M3MCKBaHUATAa Ha JieHcTBallara QapMakolies M Ha YCIOBHUSATa IpPHU pPa3pelIaBaHETO UM 3a
ynotpe0a.

(3) Korato napymenusita mo ajt. 1 u 2 ca CBbp3aHH ¢ HEPA3pEIIECHHU 3a YIoTpeda JeKapCTBEHH
IPOAYKTH, ChIbP)KAIllM HAPKOTUYHU BEIIECTBA, WJIM NPU IOBTOPHOTO MM HU3BBPILIBAHE, aKO
JesTHUSITA HE ChCTaBJISIBAT NPECTHIICHUE, Pa3pelleHUueTo, U3JaJeHO 10 pela Ha TO3M 3aKOH, ce
OTHEMa.

(4) MemuuuHCKN CHEHUATUCTH, KOWUTO IPOU3BEXKJAT, IPOJABAT WIM MPEIOCTABSIT
HepaspellleH! 3a ynoTpeda JeKapCTBEHM MNPOAYKTH, €€ JIMLIABaT OT MPaBO Ja YIPaKHABAT
npodecusitTa cu 3a CPpok oT 6 Mecena A0 1BE TOJIUHH.

(5) Hakazanuero no ain. 4 ce Hajara CbC 3aloBel HA MMUHUCTBpa Ha 3/]paBEOIa3BaHETO 110
MpeNIOKEHUE HA UBITBIHUTEIHUS nupekTop Ha MAJL.

Un. 282. (1) Koiito mponaBa jekapCTBEHM NPOAYKTH B OMNAKOBKM WM C JIMCTOBKU 3a
ManueHTa, KOUTO HE OTroBapsT Ha M3MCKBAaHUATA Ha TO3M 3aKOH, c€ Hakas3Ba ¢ rioba ot 750 mo
1500 n1B., a Ipu NOBTOPHO U3BBPIIBAHE HA CBHIIOTO HapylleHue - ¢ riaoba ot 1500 go 3000 nB.

(2) Koiito mpogaBa JiekapcTBEHU MPOAYKTH O€3 JIMCTOBKU 3a IMallMeHTa, ce Hakas3Ba C riobda
ot 750 o 1500 nB., a mpyU MOBTOPHO M3BBPLIBAHE HA CHUIOTO HapylleHHe - ¢ rinoda ot 1500 no
3000 .

Un. 283. (1) Koiito BHacs, ThpryBa WM MpeJOCTaBs 3a ynoTpeda JIEKapCTBEHU HMPOAYKTH C
M3TEKBJ CPOK Ha TOJIHOCT, ce€ Haka3Ba ¢ rioda ot 10 000 xo 20 000 ns.

(2) KoiiTo HapymaBa mbpBUYHA/BTOPUYHA OMAKOBKA WJIM MPO/aBa/MPENOCTaBsl JIEKAPCTBEHU
MPOJYKTH C HapylleHa MbPBUYHA/BTOPUYHA OMAKOBKa, ce Haka3Ba ¢ rioba ot 750 mo 1500 xiB., a
IIPU IOBTOPHO HapyIeHue - ¢ rmoda ot 1500 go 3000 nB.

Un. 284. (1) Koitto npousBexia, BHacs WK ThpryBa Ha €ApO C JIEKAPCTBEHU MPOAYKTU WU
MIPO/IaBa JIEKAPCTBEHU MPOIYKTH, O€3 J1a UMa pa3pelieHre 3a TOBa, ce Haka3a ¢ rioda 50 000 ns.

(2) (Jom. - /1B, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B cuna ot
2.01.2013 r.) Koiito mpousBexja, BHacsd WIN ThPryBa Ha €IpO C JEKApCTBEHM NPOAYKTH WU
MpoJaBa JIEKAPCTBEHU MPOAYKTH B HapylIeHHE HA M3AaJE€HOTO pa3pelleHHe WM IpoJaBa,
ChXpaHsBa WM IPENOCTaBsl JIEKAPCTBEHH IPOJAYKTH, KOMTO Ca C HEYCTAaHOBEH IPOM3XOJ, CE
Haka3zBa ¢ r1o6a ot 25 000 o 50 000 nB.

(3) (Jom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) B cmyuaute mo an. 1 u 2 opranute
Ha JbP>KaBHUS KOHTPOJI CIIUPAT ChC 3all0BEJ] EKCII0ATalusATa Ha 00eKTa.

(4) 3anoBenra 1o aj. 3 MOJUIeKK Ha O0XKaIBaHe MO pelia Ha AIMUHUCTPATUBHOIPOIIECYATHUS
KOJZIEKC, KaTO 00>KaJIBaHETO HE CIIHUpPa U3IIBIHEHUETO M.
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Ui 284a. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) (IIpeauiieH TeKCT Ha L.
284a — JIB, Op. 67 ot 2020 r.) Koiito mpou3sBexja, BHAcsi, U3HACS, CbXpaHsBA, MpPOJaBa WIH
npenoctaBs (ammuuIMpaHu JEKapCTBEHH MPOAYKTH, KAaKTO U TOCPEIHUYH IPHU MOKYMIKO-
npoxaxoara Ha GanmudUIUpaHu JeKapCTBEHUTE MPOIYKTH, ce Haka3Ba ¢ rioba ot 25 000 mo 50
000 ns.

(2) (HoBa — /IB, 6p. 67 ot 2020 r.) Ha nmputexaten Ha pa3penieHue 3a IpOU3BOJICTBO UIIH 32
BHOC, MPUTEKATEN Ha paspelleHre 3a yrnoTpebda WM MpHUTEKaTeNl Ha pa3pelieHHue 3a mapasesieH
BHOC, KOWTO HE M3IBJIHU CBOE 3aJb/DKEHHE OTHOCHO IIOKa3aTeauTe 3a 0e30IacHOCT Ha
JIEKApCTBEHHUTE MPOYKTH, ONPECIICHO B TO3M 3akoH wiH B Jlenmerupan pernament (EC) 2016/161,
ce Hajara umymectseHa caukius ot 5000 go 10 000 nB., a Ipu MOBTOPHO U3BBHPIIBAHE HA CHIIOTO
HapyuieHue — umyiectBeHa cankuus ot 25 000 qo 50 000 nB.

Un. 2846. (Hos - B, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 r.) I[lpurexaren Ha
paspelleHue 3a MPOU3BOACTBO, KOWTO HE M3IIBJIHABA 3aAbJDKEHUsITa cu Mo wi. 160, ce Haka3Ba ¢
umyniectBeHa cankius or 5000 go 10 000 nB., a mpW MOBTOPHO H3BBHPIIBAHE HA CHIIOTO
HapylleHue - ¢ umyuiecrsena cankuus ot 10 000 go 20 000 nB.

Ui. 284B. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) (1) (IlpeaumieH TekcT Ha YL
2848, nom. - JIB, O6p. 84 ot 2018 r., B crima ot 12.10.2018 r.) Ilpurexxaren Ha pa3pemieHue 3a
THProBUs Ha €JIpO C JIEKAPCTBEHH MPOAYKTH, KOMTO HE U3MbJIHABA 3abJDKEHUATA cu 1o wi. 207, a.
I, . 1 -3, 1. 4a — 14 u an. 2, ce Haka3Ba ¢ umyiecrBeHa cankuus ot 2000 no 5000 nB., a npu
IIOBTOPHO M3BBPIIBAHE HA CHILIOTO HapyllIeHUe - ¢ uMmyiectseHa cankuus ot 5000 go 10 000 ms.

(2) (HoBa — JIB, Op. 84 ot 2018 1., B cuia ot 12.10.2018 1.) [Iputexaren Ha pa3peiieHue 3a
TBPrOBHUS Ha €PO C JCKAPCTBEHH MPOIAYKTH, KOWTO C€ CHAO/IsBA C JIEKAPCTBEHHU MPOIYKTH OT JIUIIA,
pasnnyHu OT nocoyeHute B wi. 207, an. 1, 1. 4, ce Haka3Ba ¢ uMmyliecTBeHa cankuus ot 25 000 no
50 000 n1B., a py MOBTOPHO M3BBPILIBAHE HA CBHIIOTO HapyIIEHUE — C UMYILECTBEHA caHKLUA oT 50
000 mo 100 000 nB.

(3) (HoBa — IB, 6p. 67 ot 2020 r.) Ha mpuTexaren Ha pa3peiieHue 3a ThPTOBUs Ha €Ipo C
JIEKapCTBEHH TMPOJAYKTH, KONTO HE U3MBIHH CBOE 3aIbJDKEHHE OTHOCHO IIOKazaTeiauTe 3a
0€30MacHOCT Ha JIEKapCTBEHUTE MPOAYKTH, ONPENEICHO B TO3H 3aKOH, B MOJI3aKOHOB HOPMaTHUBEH
aKT 1O MpHJIaraHeTo Ha To3M 3akoH uiau B Jlenerupan perimameHnT (EC) 2016/161, ce nanara
umyniecTBeHa caukius or 5000 go 10 000 nB., a mpW MOBTOPHO H3BBHPIIBAHE HA CHIIOTO
HapylieHue — umyiectseHa cankuus ot 10 000 go 20 000 ns.

Uin. 284r. (Hos — JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r., u3m., 6p. 103 ot 2020 1., B
cuia ot 1.01.2021 r.) (1) (Ilpeaumen Tekct Ha wi. 284r — JIB, 6p. 16 or 2024 r., B cuna oT
23.02.2024 r.) Koiito He u3mbJHsABA 3abHKEHUATA cu TIo Wi. 68, ain. 1, T. 9, ce Haka3Ba ¢ rioba B
pasmep ot 50 000 go 100 000 1B., a mpu MOBTOPHO U3BBPIIBAHE HA CHILOTO HAPYLIEHUE — € T7100a B
pazmep ot 100 000 mo 150 000 nB.

(2) (HoBa — /JIB, 6p. 16 ot 2024 r., B cuma ot 23.02.2024 r.) KoiiTo He u3MBIHIBA
3aabioKeHusATa cu mo wi. 68, am. 1, 1. 11 uw un. 217, T. 6, ce Haka3Ba ¢ rio0a B pazmep ot 15 000 mo
25 000 nB., a Mpu MOBTOPHO M3BBPILBAHE HA CBHIIOTO HapylleHHe — ¢ ri1oda B pazmep ot 25 000 1o
55 000 1nB.

Un. 284x. (Ho — /1B, 6p. 84 ot 2018 r., B cua ot 12.10.2018 r.) KoiiTo u3BHpIIn n3HOC Ha
JIEKapCTBEHH MPOIYKTH, BKIIOYEHH B clIMChKa 1Mo wi. 2178, an. 1, ce Haka3Ba c rioba B pa3Mep ot
50 000 o 100 000 nB., a Mpy MOBTOPHO U3BBPILBAHE HA CHIIOTO HAPYIIEHUE — C T00a B pa3mep OT
100 000 mo 150 000 nB.

Un. 284e. (Hos — /IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1., ot™., 6p. 67 oT 2020 1., HOB,
op. 103 ot 2020 r., B cwta ot 1.01.2021 r.) KoiiTo HE M3MBJIHN WK HE U3ITBIHU B ONPEICICHUTE B
3aKOHAa CPOKOBE 3aJbJDKEHUETO CH 3a MpepocTaBsHe Ha uHdopmarms no wi. 2170, an. 3, 1. 1, ce
Haka3Ba ¢ rioba B pasmep ot 5000 mo 10 000 nB., a pu MOBTOPHO HM3BBHPIIBAHE HA CBHIIOTO
HapyIeHue — ¢ riaoba B pazmep ot 10 000 mo 15 000 ns.

Ui 284x. (Hos — JIB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r., ot™., O6p. 67 ot 2020 1.,
HOB, Op. 103 ot 2020 r., B cuna ot 1.01.2021 r.) Koiito npenocrasu nadopmarus no wi. 21706, ai.
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3, T. | ¢ HETBJIHO W/WJIK HETOYHO ChIBPKaHKE, C€ Haka3Ba ¢ 1y1oda B pazmep ot 3000 xo 5000 nB., a
[IPY IOBTOPHO M3BBPIIBAHE HA CHIIOTO HapYIIeHHE — ¢ r100a B pazmep ot 5000 o 10 000 miB.

Ui 2843. (Hos — 1B, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 1., u3Mm., 6p. 67 ot 2020 1.) 3a
HEU3MBIHCHUE Ha 3aJbJDKeHUsATa 1o wi. 2170, an. 10 Ha w3nbaHuTeNHUs aupektop Ha MAIJL,
CBOTBETHO Ha JIBKHOCTHO Juiie o MAJI, ce Hanara rimob6a B pazmep ot 50 000 mo 100 000 nB., a
IIPY IOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylieHue — riaoda B pasmep ot 100 000 go 150 000 ..

Ui 284u. (Hos — JIB, 6p. 105 ot 2020 1., B cuna ot 11.12.2020 r.) Ko#iTo M3BbpIu U3HOC HA
JIEKapCTBEHM IPOJIYKTH, BKJIIOUEHHU B 3amoBenra 1o wi. 2177, ce Haka3Ba ¢ rioba B pa3mep ot 50
000 mo 100 000 nB., a MpU MOBTOPHO M3BBPIIBAHE HAa CHIIOTO HAPYIIICHHE — C TJ100a B pa3Mep OT
100 000 o 150 000 1nB.

Ui 285. (1) KoiiTo ThpryBa ¢ JeKapCTBEHU MPOAYKTH 0e3 cepTu(dHKaT 3a 0CBOOOK/1aBaHEe Ha
naptuna, ce Hakassa ¢ rioda or 5000 mo 10 000 nB., a IpU TOBTOPHO HM3BBPIIBAHE HA CHIIOTO
HapymeHue - ¢ rio6a ot 10 000 xo 20 000 nB.

(2) (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Teprosern Ha e1po, KOUTO TOCTaBS
Ha IPOTrepuu JEKapCTBEHH MPOAYKTH, KOUTO CE OTITYCKAT IO JIEKApCKO MpeAnucaHue, ce Haka3Ba ¢
umyniecTBeHa cankius ot 2500 mo 5000 niB., a mpu MOBTOPHO HapyuieHue - ¢ roda ot 5000 go 10
000 nB.

(3) KBanudumupano Jmiie, JOMyCHAIO U3BBPIIBAHE HA MPOJax0a HA MAPTUIN JICKAPCTBESHU
MpoayKTH 0e3 cepTudukar 3a 0ocBOOOXK/1aBaHE Ha BCSKa OTIENHA MapTHUJa, C€ HaKa3Ba C riioda oT
2500 no 5000 nB.

Ui 285a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., usm., 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 r.) [Iputexxaren Ha pa3pelieHUeTo 3a ynorpeda, KOUTO HE yBEIOMU MUHUCTHpA
Ha 3/IpaBeolla3BaHETO 3a MPEyCTaHOBSBaHE Ha MpoaaxOuTe mo 4uj. 264, ce Haka3Ba C UMYIIECTBEHA
caukuus ot 25 000 mo 50 000 nB.

Ui, 2856. (Hos - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Ko#ito npousBexna,
BHACS, U3HACS, MPOJIaBa MM ChXpaHsIBa aKTHBHU BEIIECTBA B HApYIICHUE HA U3MCKBAHUATA HA TO3U
3aK0H, ce Haka3Ba ¢ riooa ot 10 000 o 20 000 iB.

Uin. 2858. (HoB — JIB, 6p. 18 ot 2014 r., u3m., 6p. 84 ot 2018 r., B cuna ot 12.10.2018 1.)
KoiiTo nzHece nekapcTBEeHU MPOIYKTH B KOJIMYECTBA, MO-TOJIEMU OT KonludecTBara mo ui. 207, ai.
1, . 15, O6yksa ,,r*, ce Haka3Ba c rioba B pazmep or 50 000 mo 100 000 nB., a IpU MOBTOPHO
U3BBPIIBAHE HA CHIIOTO HapyleHHue — ¢ ra06a B pazmep ot 100 000 1o 150 000 nB.

Un. 286. (1) (Hon. — B, 6p. 84 or 2018 r.,, B cuna 6 mecena cien myOJIMKyBaHE Ha
cbobuennero no wi. 82, maparpag 3 ot Permament (EC) Ne 536/2014) 3a kMMHUYHM U3IUTBAHUS,
U3BBPIICHNU B HapyllleHue Ha To3M 3akoH win Ha Pernmament (EC) Ne 536/2014, ako U3BBPILIEHOTO
HE ChCTaBJIsIBA MPECTHIJICHUE, HA BUHOBHUTE JIMIIA, IOMYCHAIHN WM U3BBPIIUIN TOBA HAPYIICHHE,
ce Haiara rioda ot 5000 xo 10 000 nB., a pu MOBTOPHO JOMYCKAaHE WU U3BBPLIBAHE HA CHUIOTO
Hapy1eHnue - ro6a ot 10 000 o 20 000 nB.

(2) Ha MeIUIIMHCKA CHIEITUAIMCTH, TOTMYCHAIM WIW M3BLPIIMIA HAPYIICHUS 10 al. 1, Moxe
Jla ce HaJIOKU U HaKaszaHue ,,JJUIIaBaHe OT MPaBo Ja yIpaxHsBaT npodecusra cu“ oT 6 Mecena 1o
JIBE TOJIMHH.

(3) Mspkata mo an. 2 ce Hajara OT MHHHCTHpa Ha 3[paBeOla3BaHETO MO MPEUIOKECHUE Ha
M3IBJIHATENHUA qupektop Ha MAJL

Un. 287. (1) (Hom. - AB, 6p. 71 ot 2008 1., B cma ot 12.08.2008 r., u3m., 6p. 60 oT 2011 1., B
cwia ot 5.08.2011 r.) Koiito u3BbpiiBa ThbproBus Ha IpeOHO C JIEKApCTBEHU MPOAYKTH, 0e3 J1a uMa
paspellieHne/y10CTOBEpEeHHEe 3a TOBa, WIM pabOTH B HapylIeHWE Ha HU3IAJICHOTO MY
paspernieHue/yaocToBepenune, ce Hakassa ¢ rimoda ot 5000 mo 10 000 ns.

(2) (HoBa — /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Teproser; Ha apeOHO, KOUTO
JIOCTABH JIEKAPCTBEHHU IPOAYKTH OT CIIMCHKA 1O 4. 2178, an. 1 Ha Thprosen Ha e1po WIN Ha APYTH
TUIa B HapyllIeHWEe Ha M3UMCKBAHMSITA HA TO3M 3aKOH WJIM Ha TOJ3aKOHOBUTE aKTOBE IO HETOBOTO
Mpujiarane, ce€ HaKasBa ¢ 1JI00a, ChOTBETHO My Ce€ Hajara umyiiectBeHa cankius ot 10 000 mo 20
000 5B., a mpu noBTOpHO HapymeHue — ot 25 000 xo 35 000 nB.
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(3) (ITpepumna an. 2 - JIB, 6p. 84 ot 2018 ., B cua ot 12.10.2018 r.) Hakazanuero mo ai. 1
ce Hajara ¥ Ha JIMIaTa, KOMUTO M3BBPIIBAT THPrOBUS Ha JApPeOHO B anTeKa WM APOTEpUs Ciel
MpeKpaTsBaHe JEHCTBUETO Ha pa3pelIeHneTo/yJOCTOBEPEHUETO.

(4) (U3wm. - ]IB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r., mom., 6p. 60 ot 2011 r., B cuiia ot
5.08.2011 r., npenumnua an. 3, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Koiito nmponasa unu
ChbXpaHsBa B JpOrepus JEKapCTBEHU MPOIAYKTH, KOUTO CE OTITYCKAT I10 JIEKAPCKO MPEIINHCAHUE HITH
MIPOJIYKTH U CTOKU ChC 3HAUEHHUE 3a 3/IpaBETO Ha YOBEKA U3BBH OIpe/eJIeHUTE B HapeadaTa mo il
243, ce Haka3Ba C ryioOaTta mo aji. 1, a mMpU MOBTOPHO H3BBLPIIBAHE HA CHIIOTO HAPYIIEHUE CE
OTHEMa U3JIaJICHOTO yA0CTOBEPEHHE 3a PErucTpals Ha Iporepusl.

(5) (Ilpegumna an. 4, usm. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B ciyuaure no
an. 1, 2 u 3 opranute Ha Ibp>KaBHUSA KOHTPOJ BbPXY JIEKAPCTBEHUTE MPOTYKTU CIUPAT ChC 3aM0BE]]
eKCIUIOAaTaIUATa Ha 00EKTa.

(6) (Ot™m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., npeaumiHa ai. 5, u3Mm., 6p. 84 ot
2018 r., B cuma or 12.10.2018 r.) 3amoBenra mo an. 5 momJIeKH Ha OOXaJIBaHE MO peAa Ha
AJIMUHUCTPATUBHOIIPOLIECYATHUS KOACKC, KaTO 00KaJIBAHETO HE CIIUPA U3ITbIHEHHUETO .

Yn. 287a. (Hos - JIB, Op. 71 or 2008 r., B cuna or 12.08.2008 r.) (1) Menuuuncku
CHEIHAUCT, KOWTO paboTH Mpu WA, HU3BBPUIBAIIM THPrOBHs Ha APEOHO C JEKapCTBEHU
MPOAYKTH, O€3 1a UMaT pa3penieHne/yI0CTOBEPEHUE 3a TOBa, ce Haka3Ba ¢ riobda ot 2500 mxo 5000
TIB.

(2) Hakazanuero no an. 1 ce Hajara W Ha Juue no ai. 1, koero pabOTH B anTeka WIH
Jporepusi clie]] MpeKpaTsiBaHe IeUCTBUETO Ha Pa3pelIeHUEeTO/yI0CTOBEPEHUETO 1.

(3) Ilpm ycraHoBeHW MoOBeYe OT JABE HaApyUIeHUs MO ajl. | W 2 MHUHHUCTBPBHT Ha
3/IpaBeoIa3BaHETO MOKE Ja JIUIINA CHOTBETHUS MEIUIIMHCKH CIEMUANINUCT OT MPaBo Ja YIPaKHSIBA
npodecusTa cu 3a CpoK A0 JBE TOJIUHHU.

Ui 2876. (Hos - JIB, 6p. 102 ot 2012 1., B cruma ot 2.01.2013 r., u3Mm., 6p. 67 ot 2020 r.)
Ko#iTo m3BBHpIIBa THPTrOBUS C JICKAPCTBEHH IMPOIYKTH M0 MHTEPHET B HAPYIICHUE HA H3UCKBAHUATA
Ha TO3M 3aKOH U Ha Hapeabata mo wi. 234, an. 6, ce Haka3Ba ¢ rio6a ot 5000 1o 10 000 nB.

Un. 288. (1) Teprosem Ha 1peOHO C JEKAPCTBEHH MPOIYKTH, KOUTO € JIOMyCHAJl IEWHOCTUTE,
nmoco4yeHu B Wi. 219, ma ce u3BBHPIIBAT OT HEMPABOCMOCOOHO JIMIIE, CE HaKa3Ba C MMYIIECTBEHA
caukius ot 5000 go 10 000 nB., a Tpyu MOBTOPHO HApyIIEHUE C€ OTHEMA M3AJICHOTO pa3pelIeHUe
3a THProBUs Ha APeOHO.

(2) B cinydaute mo an. 1 opraHuTe Ha JbpXKABHUS KOHTPOJ CHOUPAT ChC 3aMoOBE]
eKCIIoaTausITa Ha 00eKTa.

Un. 288a. (HoB — IB, 6p. 67 ot 2020 r.) Ha mputexxaren Ha pa3pelieHHe 3a ThProBUs Ha
IpeOHO C JIeKapCTBEHW MPOAYKTH B amnTeKka, KOWTO HE H3MBJIHU CBOE 3aIbKEHHE OTHOCHO
MOKa3aTeauTe 3a Oe30MacHOCT Ha JIEKaPCTBEHUTE NPOAYKTH, OINpPEAEICHO B TO3M 3aKOH WIIH B
Henerupan pernament (EC) 2016/161, ce nanara umymiectBena cankiust ot 1000 mo 3000 nB., a
IIpY MOBTOPHO M3BBHPILIBAHE Ha CHIIOTO HapylleHHe — umyuiectBeHa cankius ot 5000 mo 10 000
TIB.

Un. 2886. (HoB — JIB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 3a HEHW3MBJIHECHUE Ha
3aIbJDKEHUATA o Wwi. 2720, an. 3 u 4 ce Hanara uMyliecTBeHa cankuus B pazmep ot 5000 mo 10
000 151B., a IpH MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIEHUE — UMYLIECTBEHA CAaHKIMS B pa3mep
ot 10 000 o 15 000 nB.

Ui 289. (1) (Ilpeaumen Texer Ha wi. 289 - JIB, 6p. 60 ot 2012 r., B cuma ot 7.08.2012 1.,
u3M., op. 102 ot 2018 r., B cuna ot 1.01.2019 r.) KoiiTo nmponaBa nekapcTBeHHU MPOIAYKTH 0€3
oOpa3yBaHa WJIHM perucTpupaHa lieHa WIH M0 LEHHU, Pa3InYHU OT 00pa3yBaHUTE MO pela Ha TO3HU
3aKoH, ce Haka3zBa ¢ rno6a ot 1500 mo 3000 7nB., a mpH MOBTOPHO H3BBLPIIBAHE HA CHIIOTO
HapyuieHue — ¢ r1o6a ot 2500 no 4000 nB.

(2) (HoBa - IB, 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r., u3m., 6p. 102 ot 2012 r., B cuia ot
21.12.2012 r., gom., 6p. 67 ot 2020 r.) IIpurekaren Ha pazpenieHne 3a ynorpeda uiu ThproBel Ha
€IpO C JICKApCTBEHU MPOIYKTH, KOWTO HE U3IIBJIHU 33IBIDKEHUE, ONPECIICHO ¢ HapexdaTa I1mo 4.

120



26la, an. 5, ce Haka3Ba ¢ umymectBeHa caHkuuss ot 5000 mo 10 000 nB., a MpuU MOBTOPHO
U3BBPUIBAHE HA CHILOTO HapylIeHUE - ¢ uMyiiecTseHa cankuus ot 10 000 o 20 000 ..

(3) (Homa - 1B, 6p. 102 ot 2012 r., B cuita ot 21.12.2012 1., ot™., 6p. 102 ot 2018 ., B cuia
ot 1.01.2019 r., HoBa, 6p. 67 ot 2020 r.) Ha Thprosern Ha eapo ¢ JIEKapCTBEHU MPOIYKTH, KOUTO
MpojJiaBa Ha JIeYeOHO 3aBe/ieHUE JIEKApCTBEHU MPOJYKTH, BKIOYEHH B Il03UTHBHUS JekapcTBeH
CIHCHK, Ha IIeHA, M0-BUCOKA OT CTOMHOCTTA, 00pa3yBaHa 1Mo pena Ha HapeadaTa mo wi. 261a, an. 5,
ce Hanara umyuiectseHa cankuus ot 3000 mo 5000 nB., a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO
HapyuleHue — umyuiectsena cankuus ot 6000 go 10 000 nB.

(4) (Hosa — JIB, 6p. 67 ot 2020 r.) Ha ne4yebno 3aBenenue mo 4wi. 262, an. 6, T. 2, KOETO
3aKyIH JICKAPCTBEHU MPOIYKTH, BKIIOUEHU B [103UTHBHUS JIEKapCTBEH CIUCHK, HA II€HA, I0-BUCOKA
OT CTOMHOCTTa, oOpa3yBaHa IO peaa Ha Hapenmbarta mo wi. 26la, ai. 5, ce Hajlara UMyIIECTBEHA
caukuuss ot 3000 mo 5000 nB., a mpW MOBTOPHO H3BBHPIIBAHE HA CBHIIOTO HApyLIEHUE —
umyiectBeHa cankuus ot 6000 xo 10 000 ins.

(5) (HoBa — JIB, 6p. 67 ot 2020 r.) Hapymenusita mo ain. 1 — 3 ce ycTaHOBSIBaT C aKTOBE,
CbCTaBEHU OT JIBKHOCTHH JIUIIA, ONMpeAeNieHH OT MpejcenaTess Ha chbBeTa mo 4i. 258, an. 1, a
HaKa3aTeJIHUTE TTOCTAHOBIICHUS CE U3/aBaT OT IMpeJcenaTens Ha ChBeTa mo wi. 258, an. 1.

(6) (HoBa — 1B, Op. 67 ot 2020 r.) Hapymenusita mo an. 4 ce ycTaHOBSIBAaT C aKTOBE,
ChCTaBEHU OT JUTHKHOCTHHU JIMIA, OMPEAENICHW OT M3MBJIHUTEIHUS NUpPEKTOp Ha M3mbiHuTenHa
areHuus ,,MenuIMHCKHA HAA30p*, a HAKa3aTEeJIHUTE MOCTAHOBJICHUS C€ M3/1aBaT OT WU3IIbIHUTEITHUSL
nupekTop Ha M3nbiHuTenHa areHius ,, MeaumHcKu Haa30p‘.

Ui 289a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) (M3m. - JIB, 6p. 102 ot
2012 r., B cmia ot 21.12.2012 r., 6p. 102 ot 2018 1., B cuna ot 1.01.2019 r.) Koiito pabotu B
HapylIeHHEe Ha YTBBPACHUTE (hapMakKo-TepaneBTHUYHU PHKOBOJCTBA WM HM3BBHPIIBA OIEHKA Ha
pe3yaTaTa OT TepanusTa B OTKJIOHEHHE OT Kputepuute 1o wi. 259, an. 1, 1. 4, ce Haka3Ba ¢ 1yioda
ot 1000 go 2000 n1B., a Mpy NOBTOPHO M3BBHPILBAHE HA CHUIOTO HapylleHHe - ¢ rnobda ot 2000 go
3000 B.

(2) (M3m. — B, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) Hapymenusra mo an. 1 ce
YCTAHOBSIBAT C AKTOBE, ChCTABEHHU OT JJIBKHOCTHH JIMIIA, ONIPEICTICHU OT U3IIBIHUTEIHUS TUPEKTOP
Ha M3mbiaHuTenHa areHuus ,,MeaMIMHCKH HaI30p*, a HaKa3aTeTHUTE MOCTAHOBIICHUS C€ M3/IaBaT
OT U3ITBJIHUTEIHUS JUPEKTOP Ha M3IIbaHuTEHA areHus ,,MeIUIIMHCKN Haa30p ‘.

(3) (HoBa — 1B, 6p. 67 ot 2020 r.) Koraro npu npoBepkute 1o 4. 267a, an. 2 ce yCTaHOBH
HECHOTBETCTBUE HA BHUJOBETE M KOJMYECTBATA JIEKAPCTBEHH NPOJIYKTH, KOUTO Ca MPEINHUCAHU
W/WIH TIPUJIOKEHU Ha MAallMeHTUTE, ¢ BUJOBETE M KOJIMYECTBATa JIEKapCTBEHH MPOJIYKTH, KOUTO ca
OTIIyCHATH OT anTekara, M3nmbiiHuTenHa areHnus ,,MeaumHCcK Ha[30p ™ yBEeAOMsIBA OpraHa, KOMTo
3amiama ChOTBETHHSI JIGKAPCTBEH MPOAYKT C MyOJUYHU CPEICTBA, a MPU JAHHU 32 HU3BBPIICHO
MPECTHIUICHHE Ce3Mpa KOMMIETEHTHUTE OPTaHM 3a MpeINpueMaHe Ha JEHCTBUS MO HaKa3aTeIHO
MpecieiBaHe.

Un. 2896. (Hos — JIB, 6p. 67 ot 2020 r.) (1) Koiito mpoBexaa jnedeHUe B HApyIICHHE Ha
M3HUCKBaHUsATA 10 4. 2660, ce Haka3Ba ¢ rioda ot 1000 1o 3000 nB., a mpu MOBTOPHO M3BHPILIBAHE
Ha ChIIOTO HapyIieHue — ¢ raoda ot 2000 go 4000 nB.

(2) Hapymenusta mo an. 1 ce ycTaHOBSBAT C aKTOBE, ChCTaBEHU OT JUTHKHOCTHHU IIUIIA,
ONpPEACIICHU OT M3MBJIHUTEIHUA AUPEKTOp Ha M3mbiHutenHa areHuus ,,MeauuuHCKH Haa30p‘, a
HaKa3aTeTHUTE TIOCTAHOBJICHUS C€ H3JaBaT OT H3MBJIHUTEIHUS AUPEKTOp Ha M3mbIHUTENHA
areHuus ,,MeauuuHCKH Haa30p .

Y. 290. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Koiito pexnamupa
JIEKapCTBEHU MPOAYKTH, KOUTO HE ca pa3pelleHH 3a ynorpeda Mo peaa Ha TO3H 3aKOH, Ce HaKa3Ba ¢
rio6a ot 10 000 mo 20 000 nB.

(2) (Homa - IB, 6p. 71 ot 2008 ., B cma ot 12.08.2008 r.) KoiiTo pexiiamupa NpoayKT, KaTo
My MPUTMUCBA W/WJIA HACOYBA KbM CBOICTBA, CBBP3aHU C MPOPIIAKTHKA, TUATHOCTHKA WU JICUCHUE
Ha OosiecTy pH YoBeKa, ce Haka3Ba ¢ 1i1o6a ot 10 000 mo 20 000 xiB.

(3) (Ilpegumna an. 2 - JIB, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.) Koiito pexiamupa
JIEKApCTBEHH MPOAYKTH B HapyIIEHUE Ha TO3M 3aKOH, ce Haka3Ba ¢ 1s106a ot 10 000 go 20 000 mnB.
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(4) (ITpenumna an. 3, u3m. - JIB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 1.) Hakazanusta mo
an. 1 - 3 ce HayaraT M Ha JMIATa, JOMYCHAIH H3TbYBAHETO, MyOIUKYBAHETO U PA3POCTPAHECHUETO
Ha pekJiamara.

Ui 290a. (Hos - IB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MeauuuHCKu CrIelMAIUCT
WM JIMIE, TPEICTaBsANIo C€ 33 MEIUIIMHCKU CHEIUAINCT, KOETO W3BbBpPIIBA MpsAKa HIK KOCBEHA
pekiamMa Ha JICKapCTBEHHM MPOAYKTH B TIEYATHUTE W/WIM B CJICKTPOHHUTE MEIHWH, KAaKTO U B
HWHTEpHET, ce Haka3Ba ¢ riaoba or 1000 mo 5000 nB., a mpu moBTOpHO Hapymierue - oT 3000 mo 10
000 nB.

Ui 2906. (Hos - IB, 6p. 60 ot 2011 1., B cmita ot 5.08.2011 r.) KoiiTo n3BbpiIn 1apeHue Ha
JIEKapCTBEHH MPOAYKTH B HapylleHue Ha wi. 268a, ain. 1, ce Haka3Ba ¢ rioba ot 1000 mo 3000 nB., a
IIPU TOBTOPHO M3BBPIIBAHE HA CHIIOTO HapymieHue - ¢ rioda ot 3000 mgo 5000 nB.

Un. 290B. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpurexaren Ha
paszpeleHue 3a ynorpeda, KOUTO MPOBEX]a HEMHTEPBEHIIMOHAIHM IPOYYBaHUs B HapylIeHHE Ha
TO3M 3aKOH, c€ Haka3Ba ¢ umyuiectBeHa caHkius ot 5000 mo 10 000 nB., a mpu HOBTOPHO
M3BBPILBAHE HA CHLIOTO HApYIIEHUE - ¢ uMyliecTBeHa cankuus ot 10 000 go 20 000 ns.

Yn. 290r. (HoB - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Ilpurexaten Ha
paspeleHue 3a ynorpeda, KOWTO HEe M3IBJIHABA YCIOBHATA MO 4i. 55a, 56a u 560, ce Haka3Ba ¢
umyniectBeHa cankius or 5000 go 10 000 nB., a mpW MOBTOPHO H3BBHPIIBAHE HA CHIIOTO
HapylleHue - ¢ umyuiecrsena cankuus ot 10 000 go 20 000 ns.

Un. 290n. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpurexaren Ha
paspeleHue 3a ynorpeda, KOWTO He U3MBIHIBA 3a1bJDKeHUsATa 1Mo Wwi. 190 - 192, 1946, 1948, 1943
u 194u, ce Haka3Ba ¢ umyecteHa cankuus ot 5000 go 10 000 nB., a Mpu MOBTOPHO U3BBPIIBAHE
Ha ChIIOTO HapyuieHue - ¢ umyuiectena cankius ot 10 000 go 20 000 nB.

Yn. 290e. (HoB - AB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Ilputexaren Ha
paspelieHue 3a yrnorpeda, KOUTO HE M3MBIHSABA 3aiblukeHusITa o wi. 193 u 194, ce HakasBa ¢
umyniectBeHa cankiusa ot 2000 1o 5000 niB., a mpu MOBTOPHO M3BBPILIBAHE HA CHIIOTO HAPYIICHUE
- ¢ umyectBeHa cankius ot 5000 go 10 000 nB.

Ui 291. (1) (Hom. - AB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., 6p. 60 ot 2012 r., B cuiia
ot 7.08.2012 r., uam., 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., gom., 6p. 84 ot 2018 r., B cuna
or 12.10.2018 r., 6p. 67 ot 2020 r., u3m., 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) Koraro
HapyuieHusTa mo wi. 281 - 284a, an. 1, un. 284r — 284w, 285, 2856, un. 286, an. 1, un. 287 u 2876,
. 289, ain. 1, wi. 289a, un. 290, wi. 2900, ui. 292 u un. 294 ca U3BBPIICHU OT HOPUIUYECKH JIUIIA
WJIY €THOJIMYHU THPIOBIIM, CE HAJaraT UMYIIECTBEHU CAHKIIMHU B pa3Mep, HE MO-MaTbK OT TPOUHUS
pasMmep Ha MpEeABUICHUTE MUHUMAIHHU Pa3Mepu Ha CbOTBETHHUTE TJIOOM U HE TIO-TOJISIM OT TPOMHUS
pas3Mep Ha MpeBUICHUTE MAaKCUMAaIHU pa3Mepu Ha ChOTBETHHUTE TJIOOU.

(2) (Hom. - AB, 6p. 60 ot 2012 r., B cuia ot 7.08.2012 r.) 3a Hapymenus mo 4ui. 289, an. 1
MMYIIIECTBEHATa CAHKIMA € B JIEBETOPEH pa3Mep Ha HaJB3eTara cyMa, ako Ts HaJIBHIIABa
MaKCUMAaJHUS pa3Mep Ha CaHKIUSTA 110 ail. 1.

(3) Hamaraneto Ha uMyIIeCTBeHA CaHKIIHs HE U3KIIIOUBA HAJlaraHETO Ha T7100a Ha BHHOBHUTE
JUTH>KHOCTHH JIHIIA.

(4) Hamaranero Ha UMYIIECTBEHH CaHKIIMM HE W3KIIOYBA HAllaTaHETO HA MEPKUTE,
MPEABUECHN OTHOCHO TPABOCIIOCOOHOCTTAa HA MEAMITMHCKHUTE CICIHAIMCTH U KBATU(DHUITUPAHUTE
TUIa.

Ui 292. (1) KoiiTo He M3MBIHU pa3nopexaaHe, TPEeANHCcCaHie WiIN yKa3aHUEe Ha OPraHUuTe Ha
JbP’KaBHUSL KOHTPOJ 1O TO3M 3aKOH, U3BBH ciyyauTe no wi. 270, an. 1, T. 2 u an. 3, ce Haka3Ba ¢
rio6a ot 1500 mo 3000 iB.

(2) 3a HeusmbiIHEHUE Ha pasnopexaaHe mo wi. 270, an. 1, T. 2 u an. 3 BUHOBHUTE JIMIIA Ce
Hakas3sar ¢ 1o6a ot 500 go 1000 is.

Y. 293. (1) (U3wm. - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 1., 6p. 84 ot 2018 1., B cuiia
or 12.10.2018 r.) Ilpm Hecma3BaHe Ha YCJIOBHUATA, TMPH KOUTO ca  HU3AAJCHU
pa3peleHusTa/y10CTOBEpEHHUATa 3a MPOU3BOJICTBO, BHOC, MAapajie]ieH BHOC, ThPrOBUS HA €IpO U
TBPTrOBHS Ha JIPEOHO C JICKAPCTBEHU MPOAYKTH B alTeKa, KAKTO U B cirydauTe 1o wi. 281, am. 1 - 3,
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yn. 283, an. 1, um. 2848, an. 2 v wi. 287, ai. 2 u3anbaIHUTETHUAT qupektop Ha MAJI n3naBa 3amnosen
3a TSIXHOTO OTHEMaHE.

(2) (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., 6p. 84 ot 2018 r., B cwiia ot
12.10.2018 r.) Ilpu Hecna3BaHe Ha YCIOBHUSTa, IPU KOUTO € M3AAJEHO YIOCTOBEPEHHE 3a
perucTpanms Ha Aporepusi, KakTo v B ciiydauTe 1o wi. 287, an. 4 AupekTopbT Ha choTBeTHaTa P3U
13/1aBa 3a10Be]] 32 OTHEMAHE Ha yJIOCTOBEPEHUETO.

(3) Ilpu HensmbJIHEHHE HA 3aBJDKEHUETO 32 yBeaoMsaBaHe 1o wi. 204, ain. 3 3a mpekpaTsiBaHe
Ha JIEMHOCTTa OT CTpaHa Ha THProBela Ha €Ipo C JIEKAPCTBEHU MPOAYKTH H3IMBIHUTEITHUSAT
nupextop Ha MAJI u3naBa 3amoBeq 3a OTHEMaHe Ha U3/1aJICHOTO pa3pelieHue.

(4) (HoBa — /IB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) Ilpu HeusnbiHEHuE Ha
M3HMCKBaHUATA 32 U3HOC HA JIGKAPCTBEHU IMPOJYKTH IO TjaBa JeBeTa ,,0° OT Thpromell Ha eApo C
JIEKAPCTBEHHU TMPOAYKTH M3IMBIHUTEIHUIT nupektop Ha WAJl m3naBa 3amoBej 3a OTHEMaHEe Ha
pa3pelIeHueTo, Koraro ThproBebT HA €Ap0 U3BBPIIM IMOBTOPHO HapylleHHe mo wi. 2841 u 2858
HJIM KOTaTO CUCTEMHO HeE M3IIBIHABA 3aAbKeHusaTa cu mo wi. 207, an. 1, T. 15.

(5) (M3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., npenumna ain. 4, 6p. 84 or 2018
r., B cwia ot 12.10.2018 r.) IIpu HensnbiaHEHNE HA 3aABHDKEHUETO 32 YBEAOMSBAHE 10 wil. 235, ai.
3 3a mpekpaTsBaHe Ha AEMHOCTTa OT CTpaHa Ha MpUTEX,aTell Ha pa3pellieHHe 3a U3BbPIIBAHE Ha
TBPrOBHs Ha JPEOHO C JICKAPCTBEHU NPOIYKTH HU3MBIHUTEIHUAT aupektop Ha MAJl uzpama
3aroBe]] 32 OTHEMaHE Ha W3/1aJIeHOTO pa3pelleHue.

(6) (ITpegumna an. 5, uam. - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3anoBenure no
an. 1 - 5 moanexxar Ha oOkanBaHe MO pela Ha ATMUHUCTPATUBHOMPOIIECYAIHUS KOJEKC, KaTo
00>KaJIBAHETO HE CIIHUPA U3ITBIHEHUETO UM.

Un. 294. KoliTo Hapylu paznopeaduTe Ha TO3HM 3aKOH WM HapeAOUTe Mo MPUIIAraHeTo MYy,
W3BBH ciydauTe no wi. 281 - 293, ce Hakaspa ¢ rmio6a or 1000 go 3000 nB., a IpU MOBTOPHO
U3BBPIIBAHE HA CHIOTO HapylieHue - ¢ rioda ot 3000 o 5000 nB.

U 295. (1) (U3m. — B, 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r., 6p. 67 ot 2020 r.)
Hapymienusita mo To3u 3aKOH C€ YCTaHOBSBAT C aKTOBE, CbCTABEHU OT JUTHKHOCTHU JIMLIA 1O YJl.
267, an. 4.

(2) (Hon. — IB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 ., ot™., Op. 102 ot 2018 ., B cuna
or 1.01.2019 r.).

(3) (U3m. — [IB, 6p. 102 ot 2018 1., B cuma ot 1.01.2019 r.) HakazaTennure mocTaHOBIECHUS
ce M3JaBaT OT MUHHUCTHPA Ha 3/IpaBEOIa3BaHETO, OT TJIAaBHUSA IbP>KABEH 3/IpABEH WHCIIEKTOpP, OT
npencenarens Ha chBeTa mo wi. 258, an. 1, or usmbnHuTenHHs aupektop Ha WAJL u or
nupekropute Ha P3M B 3aBUCHMOCT OT MOJYMHEHHETO HA JUTHKHOCTHOTO JIMIIE, YCTAHOBHUJIO
HapyIIEHUETO.

(4) (Hosa — 1B, Op. 102 ot 2018 r., B cuna ot 1.01.2019 r.) Hakazarennure mocTaHOBIECHUS
MOXE /1a C€ M3/JaBaT W OT APYrH IIBXHOCTHU JIMIA, OMPABOMOIIEHH OT JMIATa MO ai. 3, KaTo
MpeCcenaTeNsAT Ha ChBETa Mo Wil. 258, an. 1 Moke /1a OnpaBOMOIIH APYT YJIEH HA KOMUCHUATA.

(5) (HoBa — JIB, 6p. 67 ot 2020 r.) Pernonanuure 3apaBau uHCeKkuu ypenomssat MAJI 3a
ChCTAaBEHUTE AaKTOBE 3a YCTAHOBSBAHE HA aIMWUHUCTPATUBHU HAPYIICHHUS W 3a BJC3JIUTE B CHUJIA
HaKa3aTeJIHU TOCTAHOBIICHUS, U3/1aJICHU 110 Pe/la Ha TO3U 3aKOH.

Un. 296. CbcTaBSIHETO Ha aKTOBETE, W3JaBaHETO, OOXKAJIBAHETO M M3MNBIHEHUETO Ha
HaKa3aTeJHUTE IOCTAHOBIIEHUSI C€ W3BBPIIBAT MO pela Ha 3akoHa 3a aJIMUHHCTPATUBHUTE
HapyIICHUs ¥ HaKa3aHHUSI.

Un. 297. (U3m. — 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) (1) B coyuyaute Ha un. 281,
282, 283, 284, 285 u 287 Haka3BalMAT OpraH MOCTAHOBABA M OTHEMAHE B M0JI3a HAa Jbp)KaBara Ha
JIEKApPCTBEHUTE MPOAYKTH — MPEAMET Ha HM3BBPUICHOTO HApPYIIEHUE, NPH YCIOBUS U MO PEl,
ompenelieHH B 3aKOHA 3a aJMUHHCTPATUBHHUTE HAPYIICHWUS W HaKa3aHUS U B CHOTBETCTBUE C
Pernament (EC) Ne 952/2013 na EBpomnetickust mapaamenT u Ha ChBeta oT 9 oktomBpu 2013 T. 32
chb3gaBaHe Ha MutHuuecku kojekc Ha Cpro3a (OB, L 269/1 ot 10 oktomBpu 2013 1.) u Pernament
3a m3nbiaHeHue (EC) 2015/2447 na Komucusita or 24 noemBpu 2015 r. 3a ompenensHe Ha
MOAPOOHHU TpaBWIIa 3a MpUaraHeTo Ha Hskou pasnopendu Ha Permament (EC) Ne 952/2013 Ha
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EBponeiickust mapmamednT n Ha ChbBeTa 3a ch3naBaHe Ha MutHudecku koaekc Ha Cpro3za (OB, L
343/558 ot 29 nexemBpu 2015 r.).

(2) JlekapcTBeHuTe HPOAYKTH MO an. | ce YHHIIOXKaBaT IpHU YCIOBUATA W MO pela Ha
HapenoOara o wi. 274, an. 2.

JOITBJHUTEJIHU PA3IIOPEIBU

§ 1. ITo cMuchbia Ha TO3M 3aKOH:

1. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) ,,AKTUBHO BEIIECTBO" € BCSKO
BEUIECTBO WJIM CMEC OT BEILIECTBAa, IPEAHA3HAUYEHU 3a U3IOJI3BAaHE 3a IMPOM3BOACTBOTO Ha
JIEKapCTBEH MPOJAYKT, KOUTO MPHU HU3IOJI3BAHETO CH B HErOBOTO IMPOU3BOJICTBO CE€ MPEBPHIIAT B
aKTUBHAa CHhCTaBKa HAa TO3WM MPOAYKT, TMpeIHA3HAYCHA 3a YIpaXHsSBaHEe Ha (PapMaKOJIOTHUYHO,
MMYHOJIOTUYHO WJIM METa0OJIUTHO JCHCTBHE C IIeJl Bh3CTAaHOBSIBAHE, KOPUTHPAHE UJIU MPOMsHA Ha
(busnonorndHu GyHKIIUU WU 32 TIOCTABSHE HA MEIUIIMHCKA JHArHo3a.

2. ,,bHOEKBUBAJIEHTHOCT € HaJlWIe, KOraTo JIEKapCTBEHHUTE MPOAYKTU ca (papManeBTHYHO
CKBUBAJICHTHU WM (apMalleBTUYHNA QITEPHATHBH, M aKO TEXHUTE OHOHAIMYHOCTU CIIC]
MPUJIOKEHHWE B ChIaTa MOJapHa J03a ca MOJAOOHM JO0 TakaBa CTENEH, ue ePEeKTUTe UM IO
OTHOIIICHHE Ha e(h)UKACHOCT M OE30MaCHOCT Ca ChIIECTBEHO MOJO0HH.

3. ,buonHannuHOCT* € CKOpOCTTa W CTENEHTa, C KOUTO AaKTUBHOTO BEUIECTBO WIIU
TEpaNeBTHYHO aKTHBHATA MY YacT ce abcopOmpaT OT JiekapcTBeHaTa (hopMa W CTaBa HAIMYHO B
MSCTOTO Ha AeiicTBue. Koraro gexkapcTBEHOTO BELIECTBO € MPEAHA3HAUCHO Ja YIPaXXHU CUCTEMEH
TepaneBTHYeH e(PeKT, OMOHATMYHOCT O3HauaBa CKOPOCTTa M CTENEHTa, C KOUTO JICKAPCTBEHOTO
BEIIECTBO WJIM TEPalleBTUYHO aKTHBHATa My YacT ce OCBOOOXKIaBa OT JiekapcTBeHaTa ¢dopMa u
MIPEeMHUHABA B 00IIaTa [IUPKYIAIIHSL.

4. (U3m. — 1B, Op. 84 ot 2018 r., B cuna 6 Mecena ciea myOIUKyBaHE HA CHOOIIEHUETO IO
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014) ,,bpomnypa Ha u3cnempoBatens € Opomrypa Ha
M3cle0BaTeNs Mo CMHUCHIa Ha Wil 2, maparpad 2, Touka 23 ot Pernmament (EC) Ne 536/2014.

5. ,,BanuiHa NOKyMEHTAIUA € TOKYMEHTAIMs, KOATO MO ChIAbPKAHUE U IIBJIHOTA OTrOBaps
Ha U3MCKBAHUTA, IPEIBUICHH B OMpeIeTeHa MPOIEAypa MO0 TO3H 3aKOH.

6. ,,BemectBo ¢ n00pe ycraHoBeHa ymorpeba B MEAMIIMHCKATa MPAKTUKA* € BEIIeCTBO, 3a
KOETO MOTarT Jia ce MPUJIOKAT CIICIHUTE KPUTEPHH:

a) IEpUOIBT 3a JIOKa3BaHE Ha I0Ope yCTaHOBEHATa yrnoTpeda B MEMIIMHCKATA MPAKTHKA € HE
mo-kpatbk oT 10 roAWHU OT JaTaTa Ha MbpBaTa CHCTEMaTU3MpaHa U JOKYMEHTHpaHa yrnoTpeba Ha
BEIIECTBOTO KaTO JIEKAPCTBEH MPOAYKT B EBponeiickust cbto3 Wi B EBpONEHCKOTO NKOHOMUYECKO
MPOCTPAHCTBO;

0) KOJTMYECTBEHHU aCMEeKTH Ha YrnoTpedara Ha BEIIECTBOTO, KaTO CE B3€Me MPEABHUJ] CTETICHTA
Ha ynorpeba B MEAMIIMHCKAaTa MpaKTUKa, CTENEHTa Ha ymnoTpeba Ha reorpad)Cku MPUHIMUI U
CTETIEHTa Ha TMpOCJIEIsIBaHE 4Ype3 CHcTeMaTa 3a 0e30MacHOCT, BKIIOYUTEIHO IPOYYBAHUS,
MPOBEJICHU Tpeay IMMyCKaHeTO Ha Ta3apa U ciel ToBa U MyOMMKyBaHAa Hay4yHa JUTepaTypa 3a
SIUICMHUOJIOTHYHY TIPOYYBAHUS M B YACTHOCT CPABHHUTEITHH ITHIECMUOJIOTUIHH ITPOYIBAHHS,

B) BHCOKa CTEIEH Ha Hay4YeH HWHTEpeCc KbM ymoTpebaTa Ha BemiecTBOTO (Opoil HayuyHU
MyOJTUKAIINN) U €JMHCTBO B HAYYHUTE CPE/IM B HAYYHUTE OICHKH.

7. ,,BTopuyHa OmakoBKa“ € OMAKOBKAaTa, KOSATO HE BJIM3a B HEMOCPEJCTBEH KOHTAKT C
JICKAPCTBEHHSI TPOJTYKT.

8. (U3m. — JIB, Op. 84 ot 2018 1., B cuiia 6 Mecena cien MyOJUKyBaHe Ha ChOOIIEHHETO IO
1. 82, naparpad 3 ot Pernament (EC) Ne 536/2014) ,,Bb3noxkuten‘ e cnoHCOp MO CMUCHJIA HA YL
2, maparpad 2, touka 14 ot Pernmament (EC) Ne 536/2014.

9. ,J'eHepuueH JeKapCTBEH MNPOAYKT € JEKapCTBEH NPOAYKT, KOMTO MMa €IWH W CbII]
KAaueCTBEH M KOJIMYECTBEH CHCTaB MO OTHOIICHHE HA aKTUBHUTE BEIIECTBA M CHIATa JIEKApCTBEHA
dbopMa kKato pedepeHTHUsS JCKApPCTBEH IMPOIYKT, U OHMOCKBHBAJICHTHOCTTa My C pedepeHTHHS
JIEKapCTBeH MPOAYKT € JOKa3aHa C TMOJXOMASIIM H3MHTBaHWUS 3a OMOHAIMYHOCT. Pasnuynmte
nepopajgHu JiekapcTBeHH (opmMu ¢ He3abaBHO OCBOOOXKIaBaHE C€ CMATaT 3a €IHa W ChIa
nekapcTBeHa gopma. PaznudHuTE CONU, €CTepH, €Tepu, U30MEPH, CMECH OT M30MEpH, KOMIUICKCH
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WM JEpUBAaTH Ha aKTHBHO BEIIECTBO CE€ CMSTAT 3a CHIIOTO aKTUBHO BEIIECTBO, OCBEH aKO T€ Ce
pa3nuyaBaT 3HAYUTEIHO 110 CBOSITa O€30MacCHOCT U/UiH e(hUKACHOCT.

10. (U3m. — JIB, 6p. 84 ot 2018 r., B cuna 6 mecena ciea myoJuKyBaHe Ha ChOOIIICHUETO 11O
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014) ,I'nmaBen wu3ciemoBaren € TJaBeH
W3CiIeIoBaTeN Mo CMUCHIA Ha 4. 2, maparpad 2, Touka 16 ot Permament (EC) Ne 536/2014.

11. , Jlebunupana nHeBHa n03a“ € cpedaHa MHEBHA MOJIbpIKAIIA J103a OT JAJCH JICKAPCTBCH
MIPOJYKT, KOATO C€ MpHJIara rpu Bb3pacTHU IO OCHOBHOTO MOKa3aHUE Ha JIEKAPCTBEHUS MPOAYKT.

12. (U3m. — [IB, Op. 84 ot 2018 1., B cmiia 6 mecena cien myOauMKyBaHe HA ChHOOIICHUETO 10
1. 82, nmaparpad 3 ot Permament (EC) Ne 536/2014) ,,JIobpa kIuHHWYHA TpaKTHKA™“ € J00pa
KIMHUYHA [TPAKTHKA [0 CMHUCHIA Ha Wwi. 2, maparpad 2, touka 30 ot Pernament (EC) Ne 536/2014.

13. ,,Jlo0pa maGopaTopHa MpakTUKaA*“ € CUCTEMa OT MEXIYHAapOJHO NMPHU3HATHU IMpaBUiIa IO
OTHOILIICHWE Ha YCIOBHATAa 3a IUIAaHUpAHE, MPOIECHTE Ha OpraHM3MpaHe, H3BBPIIBAHE,
mpociensBaHe U JOKYMEHTUPAHE Ha JIa0OpaTOPHUTE U3IMUTBAHMUS.

14. ,,Jlobpa mpoM3BOACTBEHA MPAKTHKA™ € CHUCTeMa OT MEXKIyHapOJHO OW3HEC MpH3HATH
MpaBWia, KOSATO OO0XBallla BCHUYKH CTPAaHW HA MPOU3BOJCTBOTO - IEPCOHAN, IOMEIICHHS,
CHOPBHKEHHUS, MaTepualid, TOKYMEHTAlWs, KAueCTBEH KOHTPOJ, W HMMa 3a LEeI Ja OCHTYpH
6e301macHOCT, e(h)UKACHOCT U ChOTBETCTBUE ChC CIIEIU(DUKALIUAITA.

15. (Jom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) ,,/IppkaBa wieHka™ € AbpiKaBa -
yiieHka Ha EBpomeiickusi cbhio3 wim AbpxkaBa - crpaHa no Crnopa3dymenuero 3a EBporeiickoTo
MKOHOMHYECKO MPOCTPAHCTBO.

16. ,,Etuker* e undopmanus BbpXy MbpBUYHATA WM BTOPHYHATA OMAKOBKA HA JICKAPCTBEHUS
MPOIYKT.

17. ,,iMmyHOJIOrHYEH JIEKapCTBEH MPOIYKT € JIEKapCTBEH MPOIYKT, KOMUTO ChABPKa BaKCHHH,
TOKCHHH, CEPYMH WM anepreHu. B o0xBara Ha BaKCHHUTE, TOKCHHUTE U CEPyMHTE BIU3aT areHTH,
KOUTO C€ M3IMOJ3BAT /1a Ch3[aJaT aKTUBEH UMYHHUTET WJIM J1a YCTAaHOBST ChCTOSTHUE HAa UMYHHTET,
WIA J1a TIPeIW3BHKAT TACUBEH WMYHHUTET. AJIEPreHHTE Ca JICKApCTBEHH MPOAYKTH, KOHTO ca
MpelHa3HauYeHN Ja WUISHTHU(PHUIMPAT WU CTUMYIUpaT CcHelu(HUYHa IIefieHacoYeHa MpOoMsHa B
MMYHOJIOTUYHUS OTTOBOP KBbM AJIEPTUYEH arcHT.

18. ,,3cnenBaHe 3a OMOEKBUBAJIEHTHOCT € KIMHMYHO M3MMTBaHE, C KOETO Ce LEeNU Jia ce
JOKaXe, 4Ye JBa JIGKAPCTBEHM TPOJIYKTa ca OMOEKBHBAJICHTHH, aKo Te ca (apMaleBTHUYHO
€KBUBAJIICHTHU WU (apMalleBTUYHO aITePHATUBHH, W KOTaTO OWOHATUYHOCTHUTE UM CIIE[
nmpujaraHe B ChIIaTa MOJIapHA /032 ca CXOJHH JIO CTEINEH, KOSATO € YCJIOBHE 32 €KBHBAJICHTHU
e(pHrKacHOCT U 6€30IacHOCT.

19. ,,U3cnenBane 3a OMOHAIUYHOCT® € KIIMHUYHO M3IHUTBAHE, C KOETO CE LEIN JIa CE MOKaxKe
KaKBU Ca CKOPOCTTa M CTEMEHTa, MPU KOUTO aKTUBHOTO BEIECTBO WJIM TEPareBTUYHO 3HAYMMATa
9acT OT M3MHTBAHUS JIEKAPCTBEH NPOAYKT JOCTUTAT OT JiIeKapcTBeHaTa (opMa B CHCTEMHOTO
KpbBOOOpaIeHHE.

20. (U3m. — JIB, 6p. 84 ot 2018 r., B cuna 6 mecena ciea myoJuKyBaHE Ha ChbOOIIIEHUETO TIO
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014) ,,I3nuTBan 1ekapcTBEH NPOAYKT™ € U3NUTBAH
JIEKapCTBEH MPOJYKT MO CMUCHIA Ha wi. 2, naparpad 2, Touka 5 ot Pernmament (EC) Ne 536/2014.

21. (U3m. — JIB, 6p. 84 ot 2018 1., B cuia 6 mecemna ciief] myOIuKyBaHe Ha ChOOIIEHUETO 110
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014) ,,M3cnenoBaren® e uzcieaoBaren no CMUChIIa
Ha wI. 2, maparpad 2, touka 15 ot Pernament (EC) Ne 536/2014.

22. (U3m. — JIB, 6p. 84 ot 2018 1., B cuna 6 mecerna ciea myoJuKyBaHe Ha ChOOIIIEHUETO TIO
ui. 82, maparpad 3 ot Permament (EC) Ne 536/2014) ,,Uudopmupano ceriacue’ e nHGOpMUPAHO
chIJlacHe MO0 CMUCHIA Ha Wil 2, maparpad 2, touka 21 ot Pernament (EC) Ne 536/2014.

23. ,,Kut* e BCSKO BelIecTBO, KOETO OOMKHOBEHO IMpeI yrnoTpeda ce pa3TBaps, CyCleHaAnpa,
paspexna Wi KOMOWHHpAa C PaJWOHYKIHIW, B pPE3yJiTaT Ha KOETO C€ I0JlydyaBa TOTOBHUST
PallMOaKTHUBEH JIEKAPCTBEH MPOJIYKT.

24. (U3m. — JIB, 6p. 84 ot 2018 r., B cuna 6 mecerna ciea myoJuKyBaHe Ha ChOOIIIEHUETO TIO
. 82, maparpad 3 or Permament (EC) Ne 536/2014) ,,KnuHu4HO W3NUTBaHE Ha JIEKAPCTBEH
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MPOAYKT" € KIIMHWUYHO M3MUTBAaHE MO0 CMUCHIA Ha 4. 2, maparpad 2, Touka 2 ot Permament (EC) Ne
536/2014.

25. ,,KiIMHM4HO nmpeauMCTBO € 3HaYUTEIHO TEPANEeBTUYHO WM JIUArHOCTUYHO MPEAUMCTBO
Ha €IMH JIEKapCTBEH MPOAYKT B CpPaBHEHHME C JIEKAPCTBEH MPOAYKT, KOHTO Bede € MOIyUHI
paszpeleHue 3a ynorpeoa.

25a. (Hosa — JIB, Op. 84 ot 2018 r., B cma ot 12.10.2018 r., u3m., 6p. 84 ot 2023 r., B cuna
ot 6.10.2023 r., 6p. 16 ot 2026 r., 6p. 51 ot 2026 r., B crita ot 5.06.2026 r.) ,,Konpaukr Ha
UHTepecH € KOH(IMKT Ha WHTEpeCH IO CMHCHJIAa Ha IyiaBa ocMma, pazzen | or 3akona 3a
MIPOTUBOACHCTBUE HA KOPYNIIMITA CPEJl JINLIA, 3aeMAIIH MyOIUYHU UThKHOCTH.

26. (Ot™m. — JIB, Op. 84 ot 2018 r., B cuia 6 mecemna ciies] myOIuKyBaHe Ha ChOOIIEHUETO 110
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

27. ,JlucroBka 3a manueHTa™ € JUCTOBKA, ChAbpiKalla HHPOpManus 32 IOTPEOUTENs, KOSTO
CBIIPOBO’K/A JIEKAPCTBEHUS MPOAYKT.

27a. (Hosa - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B criia
ot 21.12.2012 r.) ,,JlekapcTBeH MpOIyKT 3a MOJEpHA Tepanus‘‘ € JeKapCTBEH MPOIYKT, ONpeaeneH
B wieH 2 ot Permament (EO) Ne 1394/2007 na EBpomneiickust nmapiameHT U Ha CwBeta oT 13
HoemBpu 2007 T. OTHOCHO JIEKaPCTBEHHUTE MPOAYKTH 3a MOJIEPHA Tepamusi U 3a U3MEHEHHE Ha
Hupextusa 2001/83/EO u Ha Pernament (EO) Ne 726/2004.

276. (Hosa — /1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ,,JlekapcTBeH NmpoIyKT 3a
ChCTpajaTe’aHa ynorpeda“ e JIekapcTBEeH MPOAYKT 3a MajMaThBHA yIoTpeda 1Mo CMHUCHIA Ha 4. 83,
naparpad 2 ot Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CbBeTa.

28. ,JlexapcTBeH MpOAYKT, IOJIy4eH OT YOBELIKA IJla3Ma MWJIA OT YOBEIIKa KpbB® €
JIEKapCTBEH MPOJYKT, MPOU3BEIEH OT YOBEIIKHM KPHBHU CHCTABKM U 4Ype3 METOJ, BKIIOYBAII
MpoMHIIUIEH Tporec. KbM TAX ce oTHACAT allOyMUH, UMYHOTJIIOOYJIMHH, KOArylIupamy GakTopu U
aHTHUIPOTEa3H, Pa3TBOPU Ha IIa3MEHH MPOTEUHU, JPYTH TUIa3MeHH (Ppakiuu UM KOMOWHAIIUU OT
TAX.

29. ,JlexapcTBeH NpPOAYKT, MpeAHAa3HAYEH 3a JieueHue, MpoduiakThka M JUArHOCTHKA Ha
penKu 3a00sBaHus" € MPOTYKT, KOWTO:

a) e MpelHa3HaueH 3a AMArHOCTHKA, MPOo(UIAKTUKA UM JIEYCHHE Ha KHUBOTO3aCTpallaBaIly
00JIECTH WM MPOTPECUBHO MPOTHYAIIA XPOHUYHH 3a00JsIBAHNS, KOUTO 3acaraT He TIOBEYE OT 5 Ha
10 000 yoBeka Ha TEpUTOPHSATA HA CTpaHaTa, UIIU

0) e mpeaHa3HAuUEH 32 TUArHOCTUKA, MPO(UIAKTHKA WM JICYCHHE Ha XKUBOTO3acTpallaBaIli
00JIECTH M Ha CEPHO3HO YBPEKIAIM 3JpaBETO XPOHUUHHU ChCTOSIHUSA (3a00JsIBAaHUS ¢ BUCOK JIsUT Ha
00J1eCTHOCBBp3aHaTa HEPAOOTOCIOCOOHOCT U MHBAJIMIHOCT) U ca MPUJIOKEHU JO0Ka3aTelICTBa, 4ye
npopaxbara Ha MPOAYKTa HE OCHUTYpsiBa 3a/JI0BOJMTEIHA BB3BPBIIAEMOCT, KOSITO Ja OIlpaBjaae
He0oOXOIMMUTE MHBECTUIIMU 3a HAyYHOU3CIIEA0BaTeICKa U pa3BoiiHa JeiiHOCT, 6€3 1a UMa CTUMYJIN
3a ch3JaTelNs Ha MPOAYKTa, U

B) KOTraTo HsMa 3aJOBOJIUTENIEH METOJl 32 AMArHOCTHKA, MPOQHIAKTHKA WIH JICYCHHWE Ha
CHOTBETHOTO CBHCTOSIHHE, WJM aKO MMa TaKbB METOJ, MPEIOKECHHSIT JICKAPCTBEH MPOIYKT UMa
3HAYUTEITHO ITOBEYE MPEANMCTBA OT HETO M I10J13a 33 3aCETHATHTE OT TOBA ChCTOSHUE.

30. ,,JJlekapcTBeHa ¢opma‘™ e MoAxojsIa 3a MpUeMaHe CTPYKTypa, ChAbpKallla aKTUBHOTO
BEIIECTBO (BEIIECTBa), KOSITO MOXKE Ja BKIOYBA WM Ja HE BKJIIOYBAa IIOMOIIHHU BEIIECTBA,
MOJIy4eHa Ype3 TpuiiaraHe Ha OMNpENEeICHH TEXHOJIIOTMYHHU OMEepaldd, OCUTYpsBalla KelaHus
nedyebeH ePeKT U CTaOMIHOCT MPU ChbXPAHEHHE B CPOKA Ha TOJIHOCT.

31. (M3m. - JIB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) ,Jlume, ycTaHOBEeHO Ha
TEPUTOpHUSATA HA JbpKaBa WIEHKA“ € MpaBeH CYOEKT, PErucTpUpaH IO TPakIaHCKOTO WIH
THPTrOBCKOTO 3aKOHOJIATEJICTBO HA JAbprKaBa WICHKA WU CH3/IaJICH M0 CUJlaTa Ha HOPMATHUBEH akKT,
KONTO MMa CelayiIIe W aapec Ha yIpaBJIeHHE B IbpKaBa WICHKA WM B JIbp)KaBa - CTpaHa IO
Cnopa3zymenueTo 3a EBporeiickoTo HKOHOMUYECKO MPOCTPAHCTBO.

32. ,Maructpanna peuenrypa‘ € npeAanucaHue 3a JICKapCTBEH MPOAYKT, U3TOTBEH B anTeKa
[0 MpeanrcaHne Ha MEAWLUHCKH CIEIHATUCT WIK MO YTBbPJAEHA pelentypa, MperHa3HaueH 3a
oTpeieNieH MalHeHT.
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33. ,MexayHapoJHO HEMaTeHTHO HAMMEHOBAHME™ € MPEenopbyaHOTO HAMMEHOBAaHHE Ha
aKTUBHOTO BEIIECTBO, 0Jj00peHo U myOukyBano ot C30.

34. (U3m. — IB, 6p. 39 ot 2024 1., B cuia ot 1.05.2024 r.) ,,MeaUIIMHCKHA CIISIIUATUCTH " ca
JIeKapu, JIeKapy 10 JeHTAIHA MEIUIIMHA, MAaTUCTbP-(papMalieBT, MEAUIIMHCKN CECTPH, aKyIIEPKH,
MEIUIMHCKH JIA0OPaHTH, JIEKApPCKH aCUCTEHTH U MMOMOUTHUK-(hapMalieBTH.

35. ,MeauuuHCKU THPrOBCKM IPEACTABUTEN € JIMIIE, IPEMUHAJIO CIELUUAIHO O0yuYeHHUE U
MPUTEKABAIl0 HAy4YHU IO3HAHUS 32 NPEJOCTaBsHE Ha TOYHA M IbJIHA HWH(OpMAalUsS OTHOCHO
JIEKapCTBEHHS MTPOAYKT, KOUTO peKJIaMHpa.

35a. (Hosa — IB, 6p. 1 ot 2014 r., B cuna ot 3.01.2014 r.) ,,MeauImHCKO TpeANMUCcaHue’ e
MpeNCcaHue Ha JIGKAPCTBEH NPOAYKT MM HAa METUIIMHCKO H3JAETHe, U3IaJeHO OT JIUIE, KOETO
YOpaKHSIBa peryjiupaHa MeTuIMHCKa npodecus mo cMmuchia Ha § 1, T. 1 OT JOmbBIHUTETHHUTE
pasnopenou Ha 3aKoHa 3a MpU3HABaHE HA MPOPECUOHATHH KBATH(UKAIIMN U KOETO UMa 3aKOHHOTO
MIpaBo Jia MPaBU TOBA B JbpKaBaTa YWICHKA, B KOATO CE M3/1aBa MEAUIIMHCKOTO MPEANICaHuUE.

36. (Otm. — JIB, Op. 84 ot 2018 1., B cmuta 6 Mecena ciieq MyOIMKyBaHe Ha CHOOIMICHUETO IO
ui1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

36a. (Hosa — /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ,,MpexoBa u nHPOpMaLIMOHHA
CUTYPHOCT € 3aluTara Ha uHpopMaIusaTa OT HEMPaBOMEPEH WU CIy4aeH JOCTBII, U3MOJI3BaHE,
MpaBeHe JIOCTOSIHUE Ha TPETH JINIA, TPOMIHA WM YHUIIOKABaHE.

37. ,,HanmeHoBaHueE Ha JEKAPCTBEH MPOAYKT™ € UMETO, NaJeHO Ha MPOJYKTa, KOETO MOXKE Ja
obae:

a) cB00OOHO U30paHO UME (THPrOBCKO UME);

0) (m3m. - /IB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r.) oburonpuero 3aeIHO ¢ ThProBcKaTa
MapKa WM UMETO Ha MPUTEKATeN s Ha pa3pelieHueTo 3a ynorpeoa;

B) (m3Mm. - JIB, Op. 12 ot 2011 1., B cuiia ot 8.02.2011 r.) Hay4HO MMeE 3a€qHO C ThPrOBCKaTa
MapKa WM UMETO Ha IpUTEXaTess Ha pa3pelieHrueTo 3a ynorpeoa.

37a. (Hosa — IB, 6p. 67 ot 2020 r.) ,,Hayunu nokazartencrBa“ ca KOHKPETHH MEAUIIUHCKU
W/WIM HAay4YHU JIaHHU, MOJyYE€HU OT M3BBHPIIECHU KIWMHWYHYU W3MHUTBAHUSA, W/UIIW TaHHU, TOKA3BaIU
0e30macHOCTTa W e(UKacCHOCTTAa Ha JICKAPCTBEHHS MPOMYKT, KOMTO ca MyONWKYyBaHH B HaydHHU
W3/1aHusl, HAIlMOHATHU WU MEXIyHApOJHU MPOTOKONHU 3a JICYeHHWE WM JIOKJIaJM 3a OlLEHKa Ha
3JIPaBHUTE TEXHOJIOTHH.

38. ,,Hayuna nurteparypa‘ e myonukanus/myOIuKaluyd Ha pe3ylTaTH OT HayuYHU U3CIeABAHUS
B CTICIMATM3UPAHT MEXTyHAPOIHN HAYYHH U3JIaHUS.

38a. (Hosa — /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ,,Henoctur Ha nexapcrBeH
MPOAYKT" € HEOCTUT'HT Ha JIEKAPCTBEHH MPOIYKTH, BKIIFOUeHH B [[03UTHBHHS JIEKApCTBEH CIHCHK,
YCTaHOBEH Ype3 CHelralu3nupaHaTa eJIeKTpoHHa cucTeMa o peaa Ha 4. 2176.

39. ,,HoBO aKTHMBHO BELIECTBO €:

a) XMMUYHO, OMOJIOTUYHO MITH paanodapMalieBTUYHO BEIIECTBO, KOETO He € OMIIO pa3pelieHo
3a yroTtpeba KaTo JeKapCTBEH MPOAYKT B EBporelckus Chio3;

0) uzomep, cMec OT U30MEPH, KOMIUIEKC WM JIepUBAT, WM COJl HA XUMHYHO BEIIECTBO, KOETO
e OWJIo paspemieHo 3a ynorpeda KaTo JIeKapcTBEH MPOAYKT B EBpormelckust ¢hio3, HO Ce pasinyaBa
110 OTHOILIEHHE Ha 0€30MacHOCTTa U €PUKACHOCTTA CH OT MPEIUILIHO Pa3peIIeHO BEIIECTRO;

B) OMOJIOTMYHO BEIIECTBO, KOETO € OMIIO pa3pelieHo 3a yrnoTpeda KaTo JEKapCTBEH MPOAYKT B
EBpomneiickus cbi03, HO € C pa3IlyHa MOJEKYJIHA CTPYKTYypa, C pa3ilnyueH IPOU3X0/ [0 OTHOILIEHHE
Ha M3XOJIHUS MaTEpHa WIH € TIOTy9IeHO Ype3 Pa3InueH MPOU3BOJICTBEH IPOIIEC;

r) paauodapManeBTUYHO BEIIECTBO, YHHUTO PATUOHYKIMAM WIA MOJEKYJIHU BPB3KU
(CHOTBETHO JIMTAH[M), KOUTO HE ca OWJIM pa3pelieHr KaTo JIGKAPCTBEH MPOIYKT B EBpomeiickust
ChbIO3, MJIM MEXaHU3MbBT 3a CBBP3BAHE B JBOWKA Ha MOJICKYIUTE W PAAHOHYKIHIUTE HE € Oui
paspernieH B EBpornelickus Chro3.

40. (M3m. — JIB, 6p. 84 ot 2018 r., B cuiia 6 mecena ciel myOJIMKyBaHe HAa ChOOIEHUETO O
1. 82, maparpad 3 or Permament (EC) Ne 536/2014) ,Hexenano cnOutme € Bcsika
HeOIaronpusaTHa MPOMSIHA B 3[JPaBHOTO CHCTOSIHHE, HAOJI0/1aBaHa MPH MpUjlaraHe Ha JIGKApCTBEH
MPOJYKT HA MAIMEHT, KOSATO HE € HEMPEMEHHO MPUUYMHHO CBbP3aHa C TOBA JICUCHHE.
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41. (M3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., 6p. 84 ot 2018 1., B cuna 6
Mecena ciieq] myOnuKyBaHe Ha choOmienwero mo wi. 82, maparpad 3 ot Permament (EC) Ne
536/2014) ,Hexenana nekapcTBEHA peaklMsa € BCEKHM HEXKEIIaH W HENPEABUACH OTIOBOP KBbM
JIEKapCTBEH MPOIYKT. BuioBere HexenaH! JEKapCTBEHU pEaKLuu ca:

a) (mam. — JIB, Op. 84 or 2018 r., B cunma or 12.10.2018 r., B cuma 6 Mecema cien
nyOnuKyBaHe Ha choOmenuero mo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014)
,,HEOUYaKBaHa* - He)KeJaHa JeKapCTBEHA PeakIus, KOSITO HE € TOCOYeHa B KpaTKaTa XapaKTepUCTHKA
Ha MPOJYKTa WM YMUTO XapaKTep, TEKECT WIM M3XOJ HE OTroBapsT Ha MOCOYCHHWTE B KpaTKara
XapaKTepUCTHKA Ha MPOJIYKTa;

0) ,mojo3upaHa - HEKEITaHa JIEKAPCTBEHA pEaKlus, 3a KOATO CHOOMIMTENSAT WU
MPUTEKATENAT Ha pa3pelleHHeTo 3a yrnoTpeba mpexrnosara, 4e uMa BB3MOXKHA MPUUYUHHO-
CJIEJICTBEHA BPB3Ka C IPUEMAHMUS JIEKAPCTBEH MPOIYKT;

B) ,,CEPHO3HA" - BCEKU HeOnaronpusaTeH epeKkT BbpXy 3ApaBHOTO ChCTOSHUE, KOMTO € cTaHal
IIpUYMHA 33 CMBPTEH H3XO0J, HENOCPEACTBEHAa ONAcCHOCT 3a JKMBOTA, XOCIUTAIM3ALUS WIN
yAbKaBaHe CpOKa Ha XOCIHTAIN3AIUsl, 3HAUUTEIHU WIH TPaHU yBPEXAAHUS, UHBAIUIU3ALUSA U
BpOJICHU aHOMAJIHH;

') KOMOMHAIIMK MEXy peakiuu mno OyKkBH ,,a“, ,,0° u ,,B*.

42. ,,00monpuetro uMe* € MEeXIyHApOIHOTO HEMAaTEHTHO HAMMEHOBAHUE Ha JIEKAPCTBEHOTO
win nomouHoTo BemecTBo (INN), npenopbuano ot C30; ako HAMa TakoBa, CE U3MOJI3Ba UMETO B
EBporeiickara ¢apmakoresi, ako W TaMm JIMIICBA - JAPYro ¢apMakolelHO HME;, KOraTo HsiMa
(bapmakorneiHo ume, ce U3MoJI3Ba 00MUYAHHOTO MPUETO UME.

42a. (Hosa - /IB, Op. 102 ot 2012 ., B cuna ot 21.12.2012 1.) ,,OCHOBHA TOKYMEHTaLUsI HA
cUCTeMara 3a IpocliesiBaHe Ha JIeKapcTBeHaTa 0e30MacHOCT™ € MoAPOOHO OMKCaHKe Ha cucTeMaTa
3a MmpociensBaHe Ha JeKapCTBeHaTa 0€30MacHOCT, U3IOJI3BaHa OT MPUTEKATEIS Ha pa3pelieHne 3a
ynorpe0a o OTHOLICHHE HA €IMH WJIM [TOBEYE pa3pellieHu 3a yrnoTpeda JIeKapCTBEHH MPOAYKTH.

426. (Hoa — JIB, 6p. 48 ot 2015 r.) ,,O11eHKa Ha 3JPaBHATE TEXHOJIOTHH " €:

a) ¢opma Ha monMTHKAa B 00JAacTTa HAa HAy4yHUTE U3CJIEABAHUSA, KOSATO TMPOyYBa
KPAaTKOCPOYHHUTE U JIBJITOCPOYHUTE PE3YyATaTH, CBBP3aHU C TNPWIATAHETO Ha 3JPABHUTE
TEXHOJIOTUU, U HMMa 3a 1N Ja MpenocTaBH WHGOpMAalUSg OTHOCHO AaITEPHATUBHUTE 3IPAaBHU
CTpaTervy,

0) MyATHAUCUMIUIMHApHA JEHHOCT, KOATO CHUCTEMAaTUYHO OIICHSBA TEXHUYECKUTE
XapaKTepUCTUKHU, O€30MacHOCTTa, KIMHUYHATA €(QUKACHOCT U e(QEKTUBHOCT, pPa3XOAMTE,
CTOMHOCTHATa €(eKTUBHOCT, OPTaHU3ALNOHHHUTE, COI[UAIHUTE, TPABHUTE U €TUYHHUTE MOCIECIUIU
OT MPUJIATaHETO Ha JIEKaPCTBEHM MPOAYKTHU B 37paBEONa3BaHETO U ce (PoKycHupa BbpXY CTOMHOCTTA
— KJIMHUYHA ¥ UKOHOMHYECKa, KaTo aHAJIMU3bT € CPaBHUTEJICH CIPSMO ChIIECTByBallaTa UIU Hail-
no0para KbM MOMEHTA aJlTepHaTHBA.

42B. (HoBa — /IB, 6p. 67 ot 2020 r.) ,,Odunuanua nadboparopus 3a KOHTpoI™ e Jaboparopus,
KOSATO W3BBPINBA JIAOOPATOPHU M3MHUTBAHWS HA JICKQPCTBEHW NPOAYKTH OT HMETO Ha
KOMITETEHTHHUTE PEryJaTOpPHH OPTaHU B W3MBIHEHHE HA CHOTBETHU HAIIMOHATHHM M3WCKBAHHS U €
HEe3aBHCHMa OT MPOU3BOAUTENUTE U MPUTEKATEITUTE HA pa3pellieHns 3a ynoTpeda Ha JeKapCTBEHU
MIPOTYKTH.

43. Ilaptuga®“ € ompeaeneHoTO KOJMYECTBO OT JIEKAPCTBOTO, MPOU3BEICHO CHIIACHO
yCTaHOBEHA BB3MPOU3BOJMMA TEXHOJOTMYHA CXEMa, OCUTypsBalla HEOOXOAUMHUS MapTHACH
XOMOTEHHUTET 110 OTHOIIICHHWE Ha H3UCKBAHUTE KOHTPOJIHU TIOKA3aTEIIH.

43a. (Homa - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) ,,Ilnan 3a ynpaBineHue Ha
pucka® e moApoOHO ONMKCAaHUE HA CUCTEMATA 3a YIPaBJIeHUE HA PUCKA.

44.  TlopabpikaHe HA pa3pelIeHUueTo 3a ynoTpeda Ha JeKapCTBEH MPOAYKT' BKIIOYBA BCUUKU
HEOOXOOUMHU JIeHHOCTH C OrJie[ MOAIbp)KAHE Ha akTyalleH perucTpalioHeH CTaTyc Ha
JIEKapCTBEHHUsI MPOIYKT, BKIIOUUTEITHO U TIPOCIIEIIBAHETO Ha JIeKapCcTBeHaTa 0€301acHOCT.

44a. (Hosa — /1B, Op. 48 ot 2015 r.) ,,Ilognppxkane Ha penMOypceH cTaTyc” € OIleHKa Ha
JIEKapCTBEH MPOAYKT BH3 OCHOBA Ha JIOKA3aTeJCTBa 3a e(pUKaCHOCT, TepareBTUYHAa e€(EeKTUBHOCT,
0€301acHOCT M aHAJIN3 Ha (PapMaKO-MKOHOMHUYECKH MTOKA3aTeIIH.
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45. ,Ilon3a“ e mMoJIOKUTENCH PEe3yNITaT/TepalieBTHUYHA €(PUKACHOCT HA JICKAPCTBEHUS TPOIYKT
3a OT/ACNHUS TAIMEeHT, Ipyna OT MalMeHTH WM 3a o0mecTBoTo. KommuecTBeHara OIeHKa Ha
OYaKkBaHAaTa MOJI3a BKJIIOYBA MPUOIMU3UTEITHO U3UMCICHHE HAa BEPOSITHOCTTA 32 TO3M IMOJIOKHUTENIECH
pe3yJirar.

46. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) ,,JIoMomniHO BemecTBO € BCsAKa
ChCTaBKa Ha JIEKAPCTBEH MPOAYKT, pa3JIiyHa OT aKTUBHOTO BEIIECTBO U OMAKOBBYHUS MaTEpHaL.

47. ,JlocTMapKeTHHTOBO IMPOYy4YBaHE € BCSIKO IMPOy4YBaHEe, MPOBEKIAHO MpPH ymoTpeda Ha
JIEKapCTBEHHSI IPOIYKT B paMKUTE Ha 0Jl00peHaTa KpaTka XapaKTepUCTHKa Ha IPOJYKTa B IIEpHUO/Ia
clie]] pa3peliaBaHe 3a ynorpeoa.

47a. (Homa - /IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) ,,IlocpennuyectBo B obiacrra
Ha JIEKapCTBEHUTE MPOAYKTU' ca BCUUKH JCHHOCTH, KOUTO MMAT 3a L1eJ1 CKJIF0UYBaHE Ha JIOTOBOP 32
MOKYTIKA WM TIpoAak0a Ha JIEKapCTBEHH MPOAYKTH, C U3KIIOYCHHE Ha ThPrOBHITA HA €1PO, KOUTO
HE BKJIIOYBAT (PU3MUECKO AbprKaHEe U KOUTO Ce M3pa3siBaT B JOTOBapsHE HE3aBUCHUMO U OT UMETO Ha
JIPYTO OPUANYECKO WU (PU3HUECKO JUIIE.

48. (U3wm. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ,,ITocTMapKkeTHHTOBO MIPOyYBaHE
3a 0€30macHOCT € BCSKO MPOYYBaHE, CBBP3aHO C pa3peileH 3a ymoTpeda JIGKApCTBEH MPOAYKT,
MPOBEXKIAHO C LIed Ja ce UAeHTU(dULMpa, XapaKTepu3upa WIH OMpeeNid CTeIeHTa Ha PHCKa IO
OTHOIIICHHE Ha OE30IMacHOCTTa, Ja C€ MOTBBPAM MPOPIIBT Ha OE30MacCHOCT Ha JIEKAPCTBEHUS
MIPOJYKT UJTU J1a Ce TPelieH! e)eKTUBHOCTTA HA MEPKUTE 3a yIpaBlIeHUE HA PHUCKa.

49. ,IloTeHnumanaeH CEpUO3EH PUCK 3a 3APaBETO HA HACEJICHHETO CBIIECTBYBAa, KOTATO €
HaJMIle BHUCOKa CTENEH Ha BEPOSTHOCT YMoTpebaTa Ha JIEKApCTBEH MPOAYKT Ja Mpeau3BUKa
HEOTCTPAHWMH, HETIONPABUMHU M HEOOpaTHMMH HETaTWBHU TocieacTBHs. IporechT Ha OleHsSBaHe
UICHTH(QUIMpPA OMACHOCTTa OT MPUYMHSIBAHE HAa BpeOU 3a 3[paBeTO Ha HACENEHUETO U
JNEHCTBUTEITHOTO W EKCIIOHWpaHE IMpU IIHpoKara ymnorpeda Ha mpoaykra. Cepuo3HUST PUCK 3a
3/IpaBETO B KOHTEKCTa Ha YMoTpeda Ha OMpE/esieH JEKApCTBEH MPOIYKT MOXE Ja Oblie mpeleHeH
MIPU CJICTHUTE yCIIOBUSI:

a) eQUKacHOCT - JaHHWTE, MPEICTAaBEHU 3a TepaneBTHYHATa €(hUKACHOCT MO OTHOIICHHE Ha
MPEAJIOKEHOTO TMOKa3aHWE/TIOKa3aHus, Ha TPEIJIoKeHaTa IIeJieBa Tpyna/ITpynu TaIlMeHTH U Ha
MpeayoKeHaTa JO3MPOBKA, MOCOYEHH B MPOEKTAa Ha JMCTOBKATa 3a TMAlleHTa, HE 3alluTaBatr
Hay4HO B ITJIHA CTENIEH MPETEHIIMUTE 32 €(hUKACHOCT;

0) 6€30macHOCT - OLIEHKAaTa Ha JaHHUTE OT MPEAKIMHUYHATa TOKCUYHOCT/(hapMaKoIoruyHaTa
0€30MacHOCT M KJIMHUYHA 0€30MaCHOCT HE MOKE J1a 3aIIUTH YOSAUTEIIHO 3aKIFOYCHUETO, Y€ BCUUKU
MOTEHIIMAIHU CTPaHH 3a 0€30MacCHOCT MO OTHOIIIEHHE Ha IieJieBaTa rpymna/Tpynu MalueHTH ca TOYHO
Y M3YEpIaTesIHO OTPa3eHU B MpeIOKeHaTa JIMCTOBKA 3a IMallMeHTa WM a0COJI0THATA CTETEeH Ha
PHUCK € HeTIPUEMIIHBA,

B) KaueCTBO - MPEIOKCHUSAT HAYMH Ha MPOU3BOJICTBO U KOHTPOJHUTE METOIU HE MOTAaT Ja
rapaHTUpAT JUICa Ha CHIIECTBEH JAe(PEKT B KaueCTBOTO Ha MPOJyKTa, KOMTO MOXKeE Jla C€ OTpa3u Ha
0e30macHOCTTa W/ 1H e(PUKACHOCTTa Ha MPOIYKTa;

') ChOTHOIIIEHUE TIO3a/PHUCK - OIIEHKAaTa Ha ChOTHOIICHHETO IMOJI3a/PUCK € HeOIaronpusTHa,
MpeABU]] XapakTepa Ha WIASHTU(UIMPAHUS PUCK/PUCKOBE W Ha TOTCHIIMAJIHATA TII0J3a 3a
MPEJIOKEHOTO TOKa3aHNe/TIOKa3aHUs | ieJieBaTa rpyna/Tpymnu MaiyueHTH.

50. ,IIpeacraBuTten Ha auuero mo wi. 26, an. | wiM Ha mpuUTEX)aTesl Ha pa3pelieHue 3a
ynotpeba® e JuIle, ycTaHOBEHO Ha TepuTopusaTa Ha Pemybnuka bwirapus, onpeaeneHo OT JUIETO
mo wi. 26, ain. 1 Win OT mpUTEXKaTeIsT Ha Pa3pelIeHHeTo 3a yrnoTpeda Ja ro mpeacTaBisBa Mpen
pEryiIaTopHUTE OPraHH Ha TepuTopusTa Ha PemyOnuka bearapus.

51. ,,JIpuemnrBo HUBO Ha OE30MACHOCT € HAIMIIE, KOTaTO MPEACTABEHUTE JJaHHU CE MpHUeMar
MpU CTAaTHCTUYECKH JOCTOBEpPHAa O€30MaCHOCT CHOpea KIMHWUYHU W3MHUTBAHUS, MPOBEACHHU B
choTBEeTCTBHUE ¢ JloOpaTa KIMHUYHA MPAKTHKA.

52. ,,JIpou3BOACTBO HA JEKAPCTBEH MPOAYKT ca BCUUKH OMEpPAIlMU, CBbP3aHU C HAOABSIHETO
Ha MaTepUaINTe, TIXHOTO 00paboTBaHe MPHU MPOU3BOACTBEHUS MPOIIEC, BKIIOYUTEITHO ONAaKOBAHE U
eTHKETUPaHEe, KAYECTBCHUAT KOHTPOJI, 0CBOOOKIAaBAaHETO HA MapTHU/IaTa, ChbXpaHEHUE, EKCIIeANpaHe
U CBBP3AHUAT C TE3U ONepaIiyi KOHTPOIL.
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53. (U3m. — 1B, 6p. 84 ot 2018 r., B cmima 6 Mecena cien myOIuKyBaHe Ha ChOOIIEHHUETO 110
. 82, maparpa¢d 3 ot Permament (EC) Ne 536/2014) ,,IIpoTokon Ha KIMHUYHO W3MUTBaHE €
MPOTOKOJI IO CMHCHJIA Ha WwiI. 2, maparpad 2, Touka 22 ot Permament (EC) Ne 536/2014.

54. ,Ilyckane Ha mazapa“ € pa3mpoCTPAHEHUETO Ha JIEKAPCTBEHHUS MPOAYKT B ThProBCKaTa
Mpeka Ha Teputopusita Ha PemyOnuka bbiarapus u3BbH JUPEKTHHUS KOHTPOJ HAa IpUTEXaTels Ha
pas3pelieHrueTo 3a yrnorpeoa.

55. ,IIppBuuHa oOmakoBKa“ € OIAKOBKATA, KOATO BIM3a B HEMNOCPEACTBEH KOHTAKT C
JIEKapCTBEHUSI IPOTYKT.

56. ,,PamnodapmanieBTUK € JI€KapCTBEH NPOIYKT, KOWTO, KOrato € TOTOB 3a YIOTpeOa,
ChJbPKa €IMH WM MOBEYE PAAMOHYKIMAU (paguOaKTUBHM HU30TONM), BKIIOYEHH C MEAUIIMHCKA
enl.

57. ,PanuoHyKIMACH TeHepaTop™ € BCsIKa CHCTEMa, KOSATO BKIIIOYBA (PUKCHpPAH MaTepeH
PaAMOHYKIHI, OT KOHTO Ce MOoJlyyaBa JbIIEPEeH PAAUOHYKIHI, KOMTO ce OTIelNs Uupe3 enyrupaHe win
Yype3 APYTH METOH H CE€ M3MONI3BA B pagnodapmMaeBTUK.

58. ,,PanuonyknuaeH nmpekypcop € BCeKH JIpYyT paIuOHYKIUI, MPOU3BEICH 32 PaIMOaAKTUBHO
MapKuUpaHe Ha JApYyro BEIIECTBO HEMOCPEICTBEHO MNpeAu BBBEKIAHETO My B OpraHu3Ma Ha
ManueHTa.

59. ,,PacTuTeneH nexkapcTBEH NPOAYKT € JIEKapCTBEH IMPOIYKT, KOHUTO ChIbpXkKa KaTo
JIEKapCTBEHH BEIIECTBA €IHO WJIM TOBEYE PACTHTENHU BEIIECTBA, WJIM €IWH WU IOBEYe
pacTUTENIHHU NpenapaTy, Wik €IHO WM IOBEYe PACTUTEIHM BEIECTBA B KOMOMHALMS C €IUH WIH
MOBEYE PACTUTEIHH MpEenapaTH.

60. ,,Pactutennu BemecTBa™ ca OCHOBHO PACTEHUS WJIM YaCTU OT PACTEHHS, BOJOPACIIH, I'bOH,
JUIIeH, KOUTO ca IeNId, HAuyNeHU WM Haps3aHH, U Ce M3IO0JI3BaT B HEOOPaOOTEHO CHCTOSIHHE,
OOMKHOBEHO B HW3CYyIIEH BHUJ, HO TOHSAKOTa M IpecHU. Hskom ekcynaTtu, KOMUTO He ca Ouim
MOAJIOKEHN Ha crneuuduyHa oOpabOTKa, CHIIO CE€ OTHACAT KbM PACTUTEIHHUTE BEIIECTBA.
Pacturennure BemecTBa TpsiOBa Ja ca ¢ TOYHO OMpPEIENICeHO OOTAaHMYECKO HAyYHO HAMMEHOBAHHE
Ha PaCTeHMATA, OT KOUTO MPOU3X0XK/AT, ChITIACHO OMHOMHMHAJIHATA cUcTeMa (poJl, BUA, BapHETET U
aBTOD).

61. ,,Pacturenen npenapar* e npogyKTHT, KONTO C€ NOJy4aBa Cjell eKCTpaKLUs, JECTHIIAMS,
U3CTHUCKBaHe, (ppaklMOHUpaHe, IPEeYNCTBaHE, KOHLIEHTPALUs Wi (pepMEHTAUsl Ha PacTUTEIHOTO
BellecTBO. PacTUTeNHMAT mpenapaT Moxe Ja ObAe ChINO CTPUTU WM Pa3NpallleHd PacTUTETHU
BELIECTBA, THHKTYPU, EKCTPAKTH, €ETEPUUHHU Maciia, NpepaboTeHH PaCTUTEIHN TEYHOCTH/COKOBE.

62. ,Penku 3abonsBaHMA™ ca 3a00JsIBaHHATA, KOUTO CE€ XapaKTepU3UpaT C 4YeCcToTa Ha
pasnpocTtpaHeHue He mo-Bucoka oT 5 Ha 10 000 xymm oT HaceIeHUETO.

63. ,,Pedpepenten nekapcTBeH NPOIYKT™ € JeKapCTBEH MPOJIYKT, pa3pelleH Mo peaa Ha wi. 23
B ChOTBETCTBUE C U3UCKBAHUATA HA 4. 27.

64. (U3m. — /1B, 6p. 67 ot 2020 r.) ,,PedepentHa cToitHOCT 3a AepuHUpaHa IHEBHA 103a‘ €
Hal-HUCKaTa CTOMHOCT 3a JeduHUpaHa JHEBHA J03a, ONpejesieHa Ha 0a3aTa Ha CTOMHOCTHUTE 3a
nepuHUpaHa JHEBHA J03a Ha JIEKAPCTBEHUTE MPOAYKTH IO MEXIYHAPOAHO HENaTeHTHO
HauMEHOBaHME ChC ChOTBETHATA JIeKapCcTBeHa GopMa.

65. ,PedepeHTHa cTOMHOCT Ha TepameBTUYEH Kypc“ € Hall-HMCKara CTOWHOCT Ha
TeparneBTHUEH KypcC, ONpejieiieHa Ha 0a3a CTOMHOCTUTE Ha TepalneBTUYEH Kypc Ha JIeKapcTBaTa I1o
MEXYHapOJAHO HEMIaTeHTHO HAaUMEHOBaHME ChC ChOTBETHATA JIeKapCTBEHa (hopMma.

66. ,,Puck mpu ynorpebaTa Ha JIeKapCTBEH MPOIYKT €:

a) PUCK 32 3/IpaBeTo Ha MallMeHTa WM PUCK 3a 3[paBEeTO Ha HACEIEHHETO, KOUTO € CBhP3aH C
KauyecTBOTO, 0€30MaCHOCTTA WK €()UKACHOCTTA Ha JIEKAPCTBEH MPOAYKT;

0) pucK OT HekeNnaHu eeKTH BbpXY OKOJIHATa cpelia.

67. ,,Cepro3HO HeXelaHo chOUTHE € BCsKa HeOJarompusTHa MpOMsHA B 3PaBHOTO
ChCTOSIHUE, KOSITO € CTaHaja IPUYMHA 33 CMBPTEH M3XO[l, HEMOCPEACTBEHA ONACHOCT 3a >KMBOTA,
XOCMUTANM3AlMs WIM YIbJDKaBaHE Ha CpOKa Ha XOCHUTAIM3alMs, 3HAYUTENHU WIM TpalHu
YBpEXKJIaHHs, MHBUTUAU3ALNS U BPOJICHH aHOMAJIHH.

130



68. ,,Ceprudukar 3a 0OCBOOOKTaBaHE Ha MapTHAA” € JOKYMEHT, KOHWTO Ce€ Hu3/JaBa OT
KBUTM(UIIUPAHOTO JIMIE HA TPOU3BOAMTENS WIM HAa BHOCHUTENS 3a BCSKa OTIENHA MApTHAA U
BKJIIOUBA M3MCKBaHUATA B CHOTBETCTBHUE ChC CHEHU(UKALMATA, KAKTO U BCUYKU PE3yIATaTU OT
M3MUTBAHMATA 32 OCBOOOKIABAHETO HA MAPTHUIATA.

69. ,,CepTudukar 3a JOIMBIHUTEIHA 3aKpHIa“ € TOKYMEHT, KOWTO MPEA0CTaBs NOMbIHUTEITHA
MaTeHTHA 3aKpuJjia Ha JIEKApPCTBEHUS MPOAYKT HAW-MHOTO 5 TOJAMHM Cle] JaraTta Ha W3THYaHE Ha
OCHOBHUSI IATEHT.

69a. (Homa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ,,CucremMa 3a ymnpaBieHue Ha
pucka® e cucreMa OT MEpPKH U JIEHHOCTH 3a Mpocie/AsBaHe Ha JeKapcTBeHaTra 0e30IacHOCT,
MpelHa3HAYeHN 3a UICHTH(UIMPAHE, XapaKTepu3upaHe, NPeJOTBpATIBAHE WIH CBEXIAHE O
MUHUMYM Ha PHCKOBETE, CBBpP3aHU C JIEKQPCTBEH MPOAYKT, BKIIOUMUTEIHO OIEHKAa Ha
e(eKTUBHOCTTA HA TE3U JICUHOCTH U MEPKH.

696. (Hoga - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ,,Cucrema 3a npociie/isBane Ha
JeKapcTBeHaTa 0€30MacHOCT™ € CHcTeMa, N3IOJI3BaHa OT MIPUTEKATEIS Ha pa3pelieHne 3a ynoTpeda
u ot UAJI 3a u3nbiHEHUE HA 3a/la4lTe€ M OTTOBOPHOCTUTE IO TJlaBa OCMa, MpeJHa3HayeHa 3a
OCBILECTBSIBAaHE HAONOJCHNEe Ha O€30IMacHOCTTa Ha pa3pelIeHHTe 3a yIoTpeda JIeKapCTBEHH
MPOJYKTH U 32 OTKPUBAHE Ha BCSAKA MPOMSHA B CHOTHOIIEHUETO IMOJI3a/PUCK.

698. (HoBa — JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ,,CucteMHO € HapyIIECHUETO,
U3BBPIICHO TPU WJIM TOBEYE MBTH B €IHOTOAUIIEH CPOK OT BJIM3aHETO B CHJIA Ha MBPBOTO
HaKa3aTeJHO IMOCTAHOBJIEHME, C KOETO Ha HapyIIWUTENsl CE€ Hajlara HaKa3aHUE 3a CBIIOTO MO BHJ
HapyIlIeHHE.

70. ,,CnemHu OTpaHUYUTENIHH MEpPKH 3a 0e30macHOCT ca BPEMEHHHU IPOMEHU B
uHpopmanuaTra 3a NOPOAYKTa IO OTHOUICHHE Ha €JHa WM I[IOBeYe 4YacTH OT Kparkara
XapaKTepUCTHKAa Ha TMPOMYKTa, ITOKAa3aHWS, HAYUH HAa TNPUIOKEHHE, MPOTUBOIMOKA3aHUS U
MpeIynpexaACHUs, KOUTO ca pe3yiTar OT HoBa MHopMalus, CBbp3aHa ¢ 6e3omacHaTta ynorpeda Ha
JIEKapCTBEHUS TPOIYKT.

71. ,,CnoHTaHHO cbOOIIEHHE” € T0OpPOBOJIHO W3MPATEHO CHOOIICHWE 3a IMOJ03UpaHa
He)XKeJlaHa Peakius npu ynorpedara Ha JEeKapCTBEH MPOAYKT J0 MPUTEXKATENS Ha pa3pelIeHUeTo 3a
ynotpeba, 10 OpraHu 3a HaJI30p BBPXY JIEKAPCTBEHUTE MPOAYKTU WUIU A0 IPYTH OpPTraHU3AINH,
KOETO He Npou3Iu3a OT IMpoydBaHE WM Jpyra OpraHu3MpaHa CHCTeMa 3a chbOMpaHe Ha
uHpopManus.

72. ,,CpoK Ha TOAHOCT Ha JIEKAPCTBEH MPOIYKT € MHTEpPBAIBT OT BpeMe, B KOMTO, ako ce
ChXpaHsBa MPHU MPEANUCAHUTE YCIOBHUS, JIEKAPCTBEHUAT MPOIYKT OTrOBaps Ha M3MCKBAHMITA Ha
crenuguKanusaTa, pa3padoTeHa Bb3 OCHOBA HA M3CIIEABAHUS 32 CTAOMJIHOCT HA HSKOJKO MapTHUIU
0T roToBata popma.

73. (U3m. - IAB, 6p. 71 or 2008 r., B cuia ot 12.08.2008 r.) ,,CroTBeTCTBAIl JIEKAPCTBEH
MPOJYKT Ha PaCcTUTENICH JIEKAPCTBEH MPOIYKT € MPOAYKT, KONTO ChIbpKa €THU U CHILU aKTUBHU
BEIIECTBA, HE3aBUCUMO OT ChCTaBa Ha MOMOIIHUTE BEIIECTBA, ITPEIHA3HAYEH € 3a €/IHa U ChIla e,
C €KBHBAJICHTHO KOJIMYECTBO HA JIEKAPCTBEHOTO BEIIECTBO/BEIIECTBA, M C €JHA U ChIIA JO3UPOBKA,
Y ChC CHINUS WX MTOA00EH BT HAa BHBEXKIAHE KATO MPOAYKTA, 32 KOHTO € MOAICHO 3asiBJICHUE.

74. ,,CroOlieHne 3a HexellaHa JICKapCTBEHA peaklus € JOKyMeHTHpaHa WHopMaius 3a
€Ha WM TIOBEYE TO0JI03MPAaHN HEKEJaHW PEaKIMH, CBhP3aHU C yrmoTpedaTa Ha €IUH WA MOBEYe
JIEKapCTBeHH MPOJIYKTH OT €AWH IMAlMeHT. 3a 3auyuTaHe Ha BaUIAHOCTTa HAa CHOOIICHHETO 3a
HEXelaHa JIEKapCTBEHA pEakIus ca HEOOXOAWMHU MHUHUMYM JIaHHM 33 HWACHTH(UIIMpaHE Ha
choOImUTENS (MHUIMAN WU aapec, WU Mpodecus/CrennaiHocT), Ha NanueHTa (MHUIHAT UITu
BB3pPACT, WIH JaTa Ha pakJaHe, WIH T0JT), Ha HEeXeJaHaTa PeakIilus/ChOMTHE W Ha T0J03UPAHUS
JIEKapCTBEH MPOJIYKT.

75. (U3m. — 1B, 6p. 84 ot 2018 r., B cuia 6 Mecemna ciea myOoJuKyBaHE Ha ChOOIIICHUETO TIO
. 82, maparpad 3 ot Permament (EC) Ne 536/2014) ,,CwinecTBeHa MpoMsiHa B MPOTOKOJIA HA
KJIMHUYHOTO M3MUTBaHE € ChIIECTBEHA MPOMSIHA M0 CMHUCHJIA Ha Wi. 2, maparpad 2, Touka 13 ot
Permament (EC) Ne 536/2014.
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75a. (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ,,ChliecTBEHH TPOMEHH B
MPOTOKOJIA HA HEHMHTEPBEHLMOHATHO IOCTMAPKETHHIOBO MpPOyYBaHe ca MPOMEHH, KOUTO
MOBJIMSIBAT HA 0€30IaCHOCTTA, (pr3ndecKaTa UM ICUXUYECKaTa HEMPUKOCHOBEHOCT Ha MAllUEHTUTE
WJIM Ha PEe3yJTaTUTE OT MPOYYBAHETO M TSAXHATA MHTEPIPETAIHSI.

76. (U3m. - JIB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) ,,Tpera nppkaBa“ e abpkaBa,
KOSITO HE € Jbp)KaBa - wieHKa Ha EBpomeiickus cbi03, WO HE € Jbp)KaBa - CTpaHa IO
Crnopazymenueto 3a EBpornelickoTo HKOHOMHYECKO POCTPAHCTBO.

77. ,,TeproBust Ha enpo’ ca BCUYKU JACHHOCTH MO NMPHI0OUBAaHE, ChXpaHsIBaHE, CHAOISIBAHE,
BHOC WJIM M3HOC Ha JIEKApPCTBEHU MPOAYKTH, C H3KIIOUYEHHE Ha CIydyauTe Ha IMPEJOCTaBsSHE Ha
JICKapCTBEHH MPOAYKTH TUPEKTHO HA HACEIEHUETO.

78. (U3m. — JIB, Op. 84 ot 2018 r., B cuia 6 Mecemna ciea myoJuKyBaHE Ha ChOOIIICHUETO 110
ui1. 82, maparpad 3 ot Permament (EC) Ne 536/2014) ,,Y4acTHHUK® € y9aCTHUK [0 CMHCHJIA HA 9. 2,
naparpad 2, rouka 17 ot Permament (EC) Ne 536/2014.

79. (Otm. — JIB, Op. 84 ot 2018 1., B cmuta 6 mMecena ciiex MyOIMKyBaHe Ha CHOOIICHUETO IO
ui1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

80. ,,dapmakomnes® € cOOpHHUK C YTBBbPJEHHU CHENU(UKAIMU U CHOTBETHU M3UCKBAHUS BbHB
BpB3Ka C MIPOU3BOJICTBOTO, H3MUTBAHETO, ChXPAHIBAHETO U 0003HAYABAHETO HA AKTUBHU BEIIIECTBA,
MIOMOIIIHM BEMIECTBA, JIGKAPCTBEHH (opMH, MaTepuaiud 3a ONAKOBKM M CHCTAaBHU YacTH Ha
JIEKapCTBEHUSI IPOTYKT.

81. ,,dapmakorneiina peuentypa“ € npeAnucaHue 3a JEKapCTBEH MPOAYKT, H3TOTBEH B alTeKa
M0 pelentypa oT JeicTBama (apmakomnes U MpeIHa3HA4YeH 3a MPeNOCTaBsHE Ha MAlMeHTUTE B
chIIaTa anrTeka.

81a. (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m., 6p. 102 ot 2012 1., B cruta
ot 2.01.2013 r.) ,,Ganmudunmpan JIeKapcTBEH NPOAYKT * € BCEKH JIEKAPCTBEH MPOAYKT, IIPH KOUTO
ca MpeACTaBeHU HEBAPHO:

a) HEroBaTa HMJCHTUYHOCT, BKIIOUUTEIHO JAaHHUTE BBHPXY IbPBHYHATA WM BTOpPHYHATA MY
OTaKOBKa, UIMETO MY WJIH ChIbPKAHUETO MO OTHOIIEHHE HA KOATO M J1a € OT HErOBUTE CHhCTABKH,
BKJTIOYMTETHO TIOMOIIHHATE BEIIECTBA, M KOJMYECTBOTO HA aKTUBHOTO BEIIECTBO B JI030BA €INHUIIA,

0) HEroBHUAT W3TOYHMK, BKJIIOYMTETHO MPOU3BOIUTENAT My, Ibp)KaBaTa, B KOSTO €
MIPOU3BEICH, bpP)KaBaTa, B KOSATO € MyCHAT Ha Ta3apa, WIK MPUTEXKATENIIT Ha Pa3pelIeHueTo My 3a
ynoTpeba, uiu

B) XPOHOJIOTHUSATA, BKIIFOYUTEIHO 3alTUCUTE U JOKYMEHTHUTE, CBBP3aHU C U3IM0J3BaHATa BEpHUTa
Ha JIOCTaBKa.

He ce cmsra 3a ¢anmmdunmpan 1eKapcTBeH NPOAYKT TaKbB C HEMPEIHAMEPEHO JIOIyCHATH
OTKJIOHEHHS B KQ4eCTBOTO, KAKTO M JIEKAPCTBEH MPOJYKT, KOUTO € MyCHAT Ha Iaszapa B HapyIleHue
Ha MpaBaTa Ha WHTEJIEKTyaTHaTa COOCTBEHOCT.

82. ,,XO0MeomnaTH4eH JIEKapCTBEH MPOAYKT™ € JeKapCTBEH MPOIYKT, MPUTOTBEH OT BEIIECTBA,
HapHYaHU XOMEOIATHYCH HM3TOYHHK, CHIIIACHO MPOM3BOACTBEHHTE TMpolleaypu Ha EBporeiickara
(dapmakories, a py JIMIICAa HA TAKUBA - ChITIACHO HAIMOHANTHATA (papMakomes Ha IbprKaBa YIeHKa.

83. ,llena, m3uncimena Ha Oa3za pedepeHTHA CTOWHOCT € IleHara, oOpa3yBaHa 3a BCEKHU
JEKapCTBeH TPOAYKT, BKIOUeH B [lo3UTHBHMS JIeKapCTBEH CIUMCHK, HW3YUCIEHA Ha 0aza
orpeneneHaTa peepeHTHa CTOMHOCT 3a JeHUpaHa JHEBHA J103a HITH TePareBTHYEH KYyPC.

84. (Otm. — /1B, 6p. 84 ot 2018 1., B cuia 6 Mecena ciea MyOJUKyBaHe Ha ChOOIIEHUETO IO
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

85. ,,3n0ynorpebda ¢ IeKapCcTBEHH MPOAYKTU™ € MOCTOSHHA WM €MHU30JUYHa MpEeIHaMepeHa
MpeKOMepHa ymoTpeda Ha JICKapCTBCHHW MPOAYKTH, TPUIPYKEHA C BpeAHH (U3HUSCKHA WU
MICUXOJOTHYECKH e(DeKTH.

86. (Homa - /IB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r.) ,,Kppmauera™ ca gema mox 12
Mecela.

87. (Hosa - /1B, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r.) ,,XpaHu 3a KkbpMayeTa ca XpaHu,
MpeHa3HaueH! 3a crenrn(uyHa XpaHUTelIHa ynoTpeba OoT KbpMadeTa B NEpUOJa HA MBPBUTE UM
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Mecell, KOUTO CaMU ca JOCTaThYHH Ja 3aJ0BOJIAT XPAaHUTEIHUTE HYKIU Ha TE3U KbpMadeTa J10
MOMEHTA Ha BbBEXK/IaHE Ha MMOAXOASIIA JON'BJIHUTEIHA XPaHa.

88. (Homa - /IB, Op. 41 ot 2009 r., B cuna ot 2.06.2009 r.) ,IIpexoaHu xpaHu ca XpaHw,
npeJHasHaueHW 3a chenuduyHa XpaHuTenHa ynorpeda OT KbpMadeTa NpH BBBEXKIAHETO HA
MOAXO/IA1Ia TOMBbIIHUTENIHA XpaHa U KOUTO MPEICTaBIsBaT OCHOBHATA T€YHA XpaHa OT MPOTrPECUBHO
YBEIMYABaIIOTO Ce pa3HOOOpa3ue Ha XPaHUTE MPH TE3U KbpMaydeTa.

89. (Homa - JIB, Op. 12 ot 2011 1., B cruta ot 8.02.2011 r.) , ITIpomsra tum [A* e nmpomsiHa ¢
MUHUMATHO BB3JCHCTBHE WM 03 BB3IACHCTBHEC BBHPXY KadyeCTBOTO, OE30MAaCHOCTTA WU
e(UKaCHOCTTa Ha CbOTBETHUS JIEKAPCTBEH MPOAYKT.

90. (Homa - JIB, op. 12 ot 2011 r., B cuna ot 8.02.2011 r.) ,IIpomsna tun Ib*“ e mpomsina,
KosATO He € HuTo Tl [A, HuTo mpomsiHa tum I, HUTO pa3mMpsBaHe Ha 00XBaTa HAa Pa3pEUICHUETO
3a ynotpeoa.

91. (Homa - IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) ,IIpomsiaa Tun 11 e mpomsHa,
KOSITO HE Ce sIBABA pa3lIMpsBaHEe Ha 00XBaTa Ha pa3pelIeHHETO 3a yIoTpeda U KOATO MOXeE J1a UMa
CBILIECTBEHO BB3JICHCTBUE BBHPXY KadyeCTBOTO, OE30MACHOCTTa WMJIM €(UKACHOCTTa Ha ChOTBETHHS
JIEKapCTBEH MPOJYKT.

92. (HoBa - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) ,,Jlenerupan akT* € axT 1O
cmuchbia Ha wi. 290 ot JloroBopa 3a pyHkunoHUpaHeTo Ha EBponeiickus cbio3.

§ 2. HaumenoBanueto Ha MAJI ce u3nucBa Ha JaTWHULA, KaKTO cienBa: ,,Bulgarian Drug
Agency*.

§ 3. MUHHCTEPCKUAT CBHBET OMpeJeNs YCIOBHUITa M pelaa 3a HaOaBsHE, ChbXpaHsBaHE U
O0OHOBSIBaHE Ha JIEKAPCTBEHUTE MPOIYKTH, CbXpaHsIBaHH OT J[bpkaBHa areHIus ,,JlbpikaBeH pe3epB
Y BOGHHOBPEMEHHH 3amnacu‘.

§ 4. (Hom. — JIB, 6p. 18 ot 2014 r.) To3m 3akoH BBBEXaa pasnopenoure Ha JlupekTuBa
2001/83/EO na EBponeiickus nmapinameHT u CbBeTa 3a yTBbpKAaBaHe Ha Kogekc Ha OOIHOCTTa 32
JICKapCTBCHH MPOJMYKTH 3a XyMaHHa ymnorpeba, mocienno u3MeneHa ¢ Jupexrtusa 2004/27/EO Ha
EBponeiickus napiaamenT u CbBeta, u Ha lupextuna 2012/26/EC na EBponeiickus napiamMeHT U Ha
CoBera ot 25 okxtomBpu 2012 r. 3a uzmenenue Ha [upextua 2001/83/EO mo oTHomieHue Ha
¢dapmakonornynata oaurensoct (OB, L 299/1 ot 27 okromspu 2012 r.).

§ 5. CpokoBere 3a 3alUTa Ha JAHHUTE 32 peepeHTHH JEeKapCTBEHU MPOAYKTH C€ IMpujarar
chriacHo pasnopeadure Ha wi. 89 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapiaMeHT U
CsuBera u un. 2 ot {upextusa 2004/27/EO na EBponeiickus napinament u CobBera.

§ 5a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 30.09.2011 r.) (1) (U3m. - IB, 6p. 102 ot 2012
r., B cuma or 1.04.2013 r.,, Op. 85 or 2017 r.) MuHHCTEPCTBOTO Ha 3/paBEOIa3BaHETO,
HarmoHanHusT ChbBET MO IIEHH U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH, M3mbiHuTeHATA
areHIysl 10 JIEKapcTBaTa M PETMOHAJIHHUTE 3[paBHU HWHCIEKIWU OCUTYpSBAT BB3MOXKHOCT 3a
npenocTaBsiHe Ha WHGOpManusg M TpHEMaHe Ha 3asBIEHUS U JIOKYMEHTH TO TO3H 3aKOH IO
€JIEKTPOHEH I'bT IIPU YCJOBUSATA U 10 pea Ha 3aKOHA 3a €JEKTPOHHUS JOKYMEHT U €JIEeKTPOHHUTE
yJIOCTOBEPUTENHH YCIyTH U 3aKOHA 32 €JICKTPOHHOTO YIIPABICHHE.

(2) IpenocraBsHeTo Ha HHpOpPMAIUS W TNPUEMAHETO Ha 3asBJICHHUS U JOKYMEHTH IO
€JIEKTPOHEH ITBT CE€ M3BBPILBAT CJIE]] OCUTYpsIBaHE HA ChOTBETHUTE TEXHUYECKU U OPTaHU3aLMOHHU
YCIIOBHSI, KAKTO W HA ChOTBETHUTE TIPOTPAMHH TTPOTYKTH.

§ 56. (HoB — JIB, Op. 67 ot 2020 r.) 3a HeypeaeHUTE C TO3M 3aKOH CIy4au ce Mpuiarar
pasnopendoure Ha AJIMUHHACTPATUBHOIPOLIECYATHUS KOJIEKC.

MNPEXO/JHU U BAKJTIOYUTEJIHU PA3IIOPE/IBU
§ 6. 3aKOHBT 3a JIeKapCcTBaTa M anTEeKUTEe B XyMaHHaTa MenuuuHa (o0H., [IB, O6p. 36 ot 1995
r.; Op. 61 ot 1996 1. - Pemenne Ne 10 na Koncrutyuuonnus csa ot 1996 r.; usm., 6p. 38 ot 1998
r., 6p. 30 ot 1999 1., 6p. 10 o1 2000 1., 6p. 37 0T 2000 T. - Pemmenne Ne 3 Ha KoHCTUTYIIMOHHUS CH]T
ot 2000 r.; uzm., 6p. 59 ot 2000 r., 6p. 78 ot 2000 r. - Pemenue Ne 7 Ha KOHCTHTYITMOHHUS CBJ OT
2000 r.; u3Mm., 6p. 41 ot 2001 r., 6p. 107 1 120 ot 2002 r.; momp., 6p. 2 ot 2003 r.; U3Mm., O6p. 56, 71
u 112 ot 2003 1., 6p. 70 m 111 ot 2004 1., Op. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75
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u 105 ot 2006 1.) ce oTMeHs, ¢ U3KITI0UEHHE Ha pa3nopendara Ha wi. 10, ajn. 2, KoATo ce mpuiara 3a
CPOK 10 €JHa FOJIMHA OT JACHS Ha BJIM3aHETO B CUJIA HA TO3H 3aKOH.

§ 7. (1) Pa3zpemenusTa 3a ynorpeda Ha JIEKapCTBEHU NMPOAYKTH, U3LAJCHHU 10 BIM3AHETO B
CWJIa Ha TO3M 3aKOH I10 HAallMOHAJIHA IPOLEAYpa, KOUTO Ca Pa3pelleHd U B AbP)KABUTE WICHKH I10
LIEHTpAJIM3MpaHa Mmpoleaypa, ce mpekparsaBar, cuutano ot 1 sayapu 2007 r.

(2) Pa3zpemenusita 3a ynorpeba Ha JIEKapCTBEHU NPOAYKTH, U3aJCHHU JI0 BIM3aHETO B CHJIA
Ha TO3M 3aKOH I10 HALIMOHAJHA MPOLEAYpPa, C€ NPUBEXKIAT B CbOTBETCTBUE C U3UCKBAHUATA My KbM
JlaTaTa Ha MOJHOBSIBAHETO UM.

(3) Pa3pemenusTa 3a ynorpeba Ha JIeKapcTBEHU MPOJIYKTH, KOMTO IONAgaT B oOXBaTa Ha
Permament (EO) Ne 726/2004 na EBpornetickust mapiameHT u ChBeTa U ca pa3pelieHu 3a ynorpebda
[0 peAa Ha OTMEHEHUs 3aKOH 3a JeKapcTBaTa M alTeKUTe B XyMaHHaTa MEIUIMHA KaTo
CBIIECTBEHO TOJOOHHM NPOJIYKTH, HO HE ca pa3peuleHd 3a ynorpeda B EBpomeiickust chro3 1o
LIEHTpaJIN3UpaHa NpoLeaypa, Ce PEeKpaTsIBaT.

(4) JlexkapcTBeHMTE TPOAYKTH, paspemieHH 3a ymnoTpeda B EBpomeiickus cbpio3 10
LEHTpaJIN3UpaHa MpoLeaypa, YAETO HALMOHAIHO pa3pelleHue 3a ynoTpeda e MpekpaTeHo 1o pena
Ha an. 1, moraTt na ObIaT mpojaBaHu Ha TepuTopusTa Ha PemyOiuka bbiarapus B OnakoBKH U C
JMCTOBKU B ChOTBETCTBUE C MPEKPATEHOTO HAIIMOHAIHO pa3pelleHue 3a ynorpeda, 3a Cpok He Io-
IBJIBI OT €IHA FO/IMHA OT JaTara Ha MPEKpaTsIBAaHETO MY.

§ 8. (1) YTBBpAEHUTE MIPECIIHU LIEHU U PETUCTPUPAHUTE LIEHH 110 peia Ha OTMEHEHHs 3aKOH
3a JIeKapcTBaTa M alTEeKUTEe B XyMaHHATa MEIUIMHA Ha JIEKAPCTBEHU NPOAYKTH, pa3pellieHu 3a
ynoTtpe6a B EBponelickus cbio3 1O LEHTpAIM3UpaHa NpoLeypa, YMETO HAMOHAIHO pa3peleHue
3a ynotpeba e mpekpaTeHo mo pena Ha § 7, an. 1, ocTaBar B cuja B CPOK JIO €/1HA TOAMHA OT JaTara
Ha MPEKPaTABAHETO MY.

(2) YTBBpACHUTE NPEACIHN LIEHU U PETUCTPUPAHUTE LIEHU 1O pella Ha OTMEHEHUs 3aKOH 3a
JIeKapcTBaTa M alTeKUTe B XyMaHHATa MEIMIMHA HA JIEKAPCTBEHU MPOAYKTH, U3BBH Te€3H IO ai. 1,
ocraBar B cuiia B cpok 110 31 nexemBpu 2007 r.

§ 9. (1) 3asaBneHusTa 3a paspelieHue 3a ynorpeda, MOJHOBSIBAHE, NPOMSHA Ha H3J1a/IEHO
paspellieHue, NoJaJeHH /10 BIM3AaHETO B CHJIa HA TO3U 3aKOH, C€ pa3IJIekJaT U MPUKIOYBAT IpU
YCIIOBUSATA U 10 pefia, PEIBUIECHHU B HETO.

(2) lloganenuTte 3asABJICHUS] U JOKYMEHTAIIUS 3a pa3pelllaBaHe 3a ynorpeda Ha JIEKapCTBEHH
IPOAYKTH, KOUTO IOMajaT B oOXBaTa Ha mpolexypara mo 4i. 74, CbOTBETHO MO wi. 75, ce
MIPUBEXJIAT B CHOTBETCTBUE C U3MCKBAHMATA HAa TO3U 3aKOH B CPOK JI0 TPU Mecela OT BIU3aHETO MYy
B CHJIA.

(3) Koraro B cpoka mo ain. 2 3asiBJICHHETO M JOKYMEHTAIUATa IO aj. 2 He ca MPUBEICHU B
CBHOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH, MPOLIETypaTa M0 Pa3rieKIaHETO UM CE NPEKpaTsBa.

§ 10. (1) KnuuuyHuTe M3NMTBAaHUS, pa3pellleHd 10 BIM3aHETO B CHJa HAa TO3U 3aKOH, C€
JOBBPIIBAT 110 IOCETALIHUS PE.

(2) 3asBneHusATa 3a NpOBEXJaHE HA KIMHUYHO W3MMTBAHE HA TepuTopusita Ha PemyOiuka
bearapus ce nonasar, pasriiexaaTr U IPUKIIOUBAT IPU YCIOBHATA U MO Pela Ha TO3HU 3aKOH, CIEN
BJIM3aHETO B CWJIA HA HapenOaTa mo 4i. 82, an. 3.

(3) 3asBreHuATa 32 NPOMEHU B pa3pellieHd KIMHUYHM W3MUTBaHMA, MOAACHH 10 BIM3aHE B
CHJIa Ha TO3M 3aKOH, C€ pasriiekaaT U MPUKII0YBAT IIPH YCIOBUATA U 110 pPela, MPEABUICHU B HETO.

§ 11. 3asgBneHus 3a M3aBaHE HA pa3pellIEHUs 3a MPOM3BOACTBO M 3a THProBHUS HA €ApO C
JIEKapCTBEHHU MPOJIYKTH, IMOAAJEHU [0 BIM3aHETO B CHJIa Ha TO3M 3aKOH, CE€ pasMiexaar u
IIPUKJIFOYBAT TP YCIOBUATA U 1O PElIa, MIPEABUACHU B HETO.

§ 12. (1) IlpousBoauTENMTE HA JEKAPCTBA, MOJTYUMIIN pa3pelieHrne 3a MPOU3BOJICTBO MO peia
Ha OTMEHEHMs 3akOHAa 3a JIEKapCcTBaTa W aNTEKUTe B XyMaHHATa MEAMLIMHA, IPUBEXKIAT
MIPOM3BOJICTBEHATAa CU AEMHOCT B ChOTBETCTBHE C M3MCKBAHMATA HA TO3M 3aKOH IO OTHOIIEHHE Ha
KBaJIM(HUIMPAHOTO JIUIE 110 Wwi. 148, T. 2 B CPOK TP Mecella OT BIM3aHETO B CHJIa HA TO3HU 3aKOH.

(2) 3aBapeHuTe KbM BIM3aHETO B CHUJIa HA TO3UM 3aKOH IPOU3BOJUTENN OCBIIECTBSIBAT
JEHOCTTa CH Bb3 OCHOBAa HAa M3JAJCHUTE UM IO pela Ha OTMEHEHHUs 3aKOH 3a JIeKapcTBaTa U
anTEeKUTe B XyMaHHAaTa MEIUIMHA Pa3pEIICHUs.
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§ 13. (1) Jlumara, monayuunu pasperieHre 3a THPTOBHs Ha €po C JIEKapCcTBa MO pela Ha
OTMEHEHHU 3aKOH 3a JICKapCTBaTa U aNTeKUTE B XyMaHHAaTa MEAMLIMHA, IPUBEKAAT JEHHOCTTA CH B
CHOTBETCTBHUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK A0 12 Mecela OT BIM3aHETO MY B CHIIA.

(2) 1o uznaBaHe Ha pa3pellieHue 3a ThProBUS Ha €IpO C JEKAPCTBEHU MPOIYKTH MO peAa Ha
TO3U 3aKOH, HO HE MO-KbCHO OT M3TWYaHE Ha cpoka mo aji. 1, junara mo an. 1 ocbhliecTBsABaT
JIEITHOCTTa CH Bb3 OCHOBA Ha M3/1a/ICHOTO 110 peJja Ha OTMEHEHMsI 3aKOH 3a JIEKapCcTBaTa U alTeKUTE
B XyMaHHaTa MeJIMIIMHA pa3pelIeHue 3a ThProBUs Ha €Ipo C JIEKapCTBa.

(3) C u3gaBaHeTO Ha pa3pellieHUe 3a ThProBUs Ha €IpO C JIEKAPCTBEHU MPOJAYKTH 110 peaa Ha
TO3U 3aKOH, ChOTBETHO C U3THYAHE Ha CPOKa MO aj. 1, u3aIeHOTO M0 peJa Ha OTMEHEHHs 3aKOH 3a
JIeKapcTBaTa U alTeKUTE B XyMaHHAaTa MEIULMHA pa3pellieHue 3a ThPIOBUs Ha €pO C JEKapCTBa ce
MpeKparsBa.

§ 14. (1) Jlumara, monyuunu pasperieHue 3a ThProBHs Ha €po € JIEKapCTBa MO pela Ha
OTMEHEHHUsl 3aKOH 3a JieKapcTBaTa M anTeKUTE B XyMaHHaTa MEAMIIMHA, MOTaT /a OCBIIECTBSIBAT
BHOC Ha JICKApCTBEHH MPOAYKTH Ha TepUTOpuUsATa Ha Pemybnuka beiarapus ot TpeTu qbp)kaBu Bb3
OCHOBA Ha TOBAa pa3pelleHre J0 MoTy4YaBaHe Ha pa3pelleHre 3a BHOC M0 pejia Ha TO3U 3aKOH, HO He
I0-KbCHO OT 12 Mecela OT BIM3aHETO MY B CHJIA.

(2) B egHoMecedeH Cpok OT BJIM3aHETO B CHJIA Ha TO3W 3aKOH JIMIaTa 1o aji. | mojxaBar B
NAJl yBenomiieHHE 3a JIMIIETO, KOCTO MIe M3MBJIHABA (PYHKIIMUTEC HA KBATHU(PUIIUPAHO JIHIE II0
cMmuchaa Ha . 161, an. 2, 1. 1.

§ 15. CpoxbT Ha ACCTBUE HA pa3peIICHUsITA 32 THPrOBUS HA €APO C MEAUIIMHCKU U3CIHUS,
W3JIaJIeHH TI0 pelia Ha OTMEHEHUs 3aKOH 3a JIeKapcTBaTa M alTeKUTe B XyMaHHATa MEAMIIMHA, Ce
yabIbKaBa ciayedHo 10 31 nexemspu 2007 r.

§ 16. (U3m. - JIB, 6p. 19 ot 2008 1., oT™M., Op. 71 oT 2008 r., B cmma ot 12.08.2008 r.).

§ 17. (1) 3aBapeHute 10 BIU3AaHETO B CHJIa HA TO3M 3aKOH JIPOTEPUHU OCHILIECTBIBAT
JEHOCTTa CH Bb3 OCHOBA HA W3/aJCHUTE UM YyJIOCTOBEPEHHS MO pela Ha OTMEHEHHs 3aKoH 3a
JIeKapCcTBaTa U allTeKUTE B XyMaHHATa MEIUIIMHA.

(2) 3asBneHus 3a uW3JaBaHE Ha YJAOCTOBEPEHUS 3a PErHCTpaIUs HA JPOTepUH, MOJAJACHU 10
BJIM3aHETO B CWJIA HA TO3M 3aKOH, CE€ pPas3riexJaT M IMPHUKII0YBAT MpPH YCIOBUSATA U IO peaa,
NIPEBUICHU B HETO.

§ 18. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., 6p. 10 oT 2009 1., B cuna ot
29.01.2009 r.) [To3UTUBHUAT JEKAPCTBEH CMHCHK MO TO3U 3aKOH ce U3padoTBa Mo pena, MpeIBUIeH
B HETO, U Biiu3a B cuiia Ha 31 mapt 2009 r.

(2) (M3m. - [IB, 6p. 71 ot 2008 ., B cuna ot 14.04.2008 r.) /o BIM3aHETO B cujla Ha CIHCHKA
mo an. 1 nmeiicrBamy [lo3uTuBeH JlekapcTBEeH CUCHK € [I03UTUBHUSAT JIEKApCTBEH CIUCHK, MPHET C
Hapenbara 3a ompezensiHe Ha MO3UTUBEH JIEKapCcTBEH crnuchk B PenyOnuka bwarapus (o6H., /B,
op. 113 ot 2003 r.; u3m., Op. 18 ot 2004 r., O6p. 4 0T 2005 . 11 Op. 8, 107 1 112 oT 2007 T.).

(3) (HoBa - /IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., u3m., 6p. 23 ot 2009 r., B cuia ot
30.03.2009 r.) B nBymecedeH CpoK Ciie]l BIM3aHETO B CUJIa HA CMIHMCHKA O all. | U3MBJIHUTENUTE Ha
MeaunuHcka momornn npennucBaT u H3OK 3ammama jekapcTBEHUTE MPOAYKTH CHIIIACHO
nekapctBeHus cnucbk HA H3OK, npuer ¢ Pemmenne Ne PJI-YC-04-127 ot 27 nexemBpu 2007 r. 3a
OTIpesieTisiHe YCIIOBUATA, HA KOUTO TPSOBa Ja OTrOBapAT M3MBIHUTEIUTE HAa MEIUIIMHCKA TTOMOIII,
pella 3a CKJIIF0OYBAHE Ha JOTOBOPHUTE C TAX U APYTH YCIOBUS MO Wwi. 55, ain. 2, T. 2, 4, 6 u 7 oT 3akoHa
3a 3paBHOTO OCUTYpsIBaHE.

§ 19. (1) B cpok 1o Tpu Mecelia oT BIU3aHe B CHJIA HA TO3H 3aKOH:

1. MWUHHCTEpCKHUAT CBBET U3MEHS U JIOMbIBa YCTPOWCTBEHHUS TPABHIHUK Ha
W3meiHUTETHATA areHIHsI 10 JICKApCTBaTa B CbOTBETCTBUE C TO3H 3aKOH;

2. MUHHCTBPBT Ha 37jpaBeolla3BaHeTo U3/aBa HapeabdaTa o wi. 82, an. 3.

(2) B cpok 10 6 Mecena OT BIIM3aHE B CHJIA HA TO3M 3aKOH MUHHCTEPCKUAT ChBET IpUEeMa U
MUHUCTBPBHT Ha 37paBEeONa3BaHETO H3/laBa JAPYTUTE HOPMATHBHU aKTOBE MO MPHIATaHETO Ha
3aKOHa.
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§ 20. Cnen n3T4aHe Ha IBPBUTE JBE TOJMHHU OT MaHJaTa HA YICHOBETE HA KOMUCUUTE IO YI.
103, 107, 259 u 261 mo xpebuii ce ompeaensT MOJOBUHATA OT WICHOBETE, YMWTO MaHIAT Ce
MpeKparsBa.

§ 21. (U3m. - 1B, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) B cpok 1o nBe ToauHU OT
BIIM3aHe B cujia Ha To3M 3akoH MAJI mpenmpuema HEoOXOAUMHUTE NEHCTBHUS 3a aKpeIUTHpaHe Ha
naboparopusitTa cu 3a KOHTPOJI HA JIEKAPCTBEHHU MPOAYKTH M aKTHBHH BelIecTBa OT EBpomeickus
JTUPEKTOPAT 10 Ka4eCTBOTO Ha JIEKapCTBaTa U 3/paBeora3BaHe.

§ 22. (B cuna ot 14.04.2008 r. - /IB, 6p. 31 ot 2007 r.) B 3akoHa 3a 3ApaBHOTO OCUTYpsIBaHE
(o6H., 1B, 6p. 70 ot 1998 1.; u3m., 6p. 93 u 153 ot 1998 r., 6p. 62, 65, 67, 69, 110 u 113 ot 1999
r., 6p. 1, 31 u 64 ot 2000 r., 6p. 41 ot 2001 r., 6p. 1, 54, 74, 107, 112, 119 u 120 ot 2002 r., Op. 8,
50,107 u 114 ot 2003 1., 6p. 28, 38, 49, 70, 85 u 111 ot 2004 r., 6p. 39, 45, 76, 99, 102, 103 u 105
ot 2005 r., 6p. 17, 18, 30, 33, 34, 59, 95 u 105 ot 2006 1., 6p. 11 ot 2007 r., 6p. 26 ot 2007 T. -
Pemenue Ne 3 Ha Koncrurynmonnus cb ot 2007 1.) ce MpaBAT CISTHUTE U3MCHEHUS:

1. B 4. 45:

a) amuHen 4, 5, 6 U 7 ce OTMEHST;

0) anuHes § ce U3MEHS TaKa:

»(8) YcrmoBusiTa U penbT 3a 3aruialiaHe Ha JIEKapCTBEHU MPOAYKTH, BKIIOUeHU B [lo3uTHBHUS
JIEKapCTBEH CIUCHK 10 Wi. 262 oT 3aKOHA 3a JIEKApCTBEHUTE NPOAYKTH B XyMaHHATa MEAUIIMHA, HA
MEIUIMHCKH M3/ETUs M Ha JUETUYHH XpaHU 32 CIECNHUATHU METUIMHCKU IIeNId Ce YpexaarT C
Hapen0a Ha MUHHCTBpa Ha 3/[paBEOMa3BaHETo.

2. B um. 55, an. 2, T. 7 ce u3MeHs Taka:

» /. CIIUCBLIUTE C METUIIMHCKH U3JEIHS U TUETUYHU XPaHU 32 CIICIIUAIHA METUIIMHCKY eI U
uenute, 10 kouto H30K HambiHO WM YaCTHYHO TW 3aIUlalla; YCJIOBHSATA 3a MPEANUCBAHETO U
MOJTy4aBaHETO Ha JIeKapcTBaTa, MEIMIMHCKA W3ACIUA W JUETUYHU XpaHU 3a CHCIHAIHU
MEIUIIMHCKU [enn.

§ 23. B 3akona 3a neueOHUTE 3aBeneHus (00H., JIB, Op. 62 ot 1999 r.; u3m., O6p. 88 m 113 or
1999 r.; momp., 6p. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108 ot 2000 r.; 6p. 51 ot 2001 T. - Pemenue
Ne 11 na Koncruryrmmonnus ¢ba ot 2001 r.; u3Mm., 6p. 28 u 62 ot 2002 1., 6p. 83, 102 u 114 ot 2003
r., 6p. 70 ot 2004 r., Op. 46, 76, 85, 88 u 105 ot 2005 r., 6p. 30, 34, 59 u 105 ot 2006 1.) ce mpaBsT
CJICIHUTE JTOTIBJIHCHHUS:

1. B un. 17 ce cp3naBa ain. 4:

»(4) B HMarHOCTUYHO-KOHCYJITATUBHHS IIEHTHP MOTaT Jia Cc€ MPOBEKIAT KIMHHYHU
W3MHUTBAHUA Ha JIEKApCTBEHUM MPOAYKTH MO pelda Ha 3aKkoHa 3a JIEKApCTBEHUTE MPOAYKTH B
XyMaHHaTa MeIuIuHa.

2. B un. 26 ce cp3nasa an. 4:

»(4) B nucrmancepa moraT na ce NpoBEXIAT KIMHUYHM M3MNUTBAHUS Ha JIEKAPCTBEHU
MPOJYKTH IO peqa Ha 3aKOHA 3a TEKapCTBEeHUTE MPOAYKTH B XyMaHHATa MeIUIIMHA.

§ 24. B § 14 ot npexogHUTe M 3aKIIOYUTEITHUTE pa3nope0n Ha 3aKkoHA 32 U3MEHEHHE Ha
3aKkoHa 3a ChCIOBHUTE OpraHU3allMM Ha Jekapute u ctomatonosute (B, Op. 76 ot 2005 r.) ce
MIPABSAT CICAHUTE U3MEHEHUS U JIOIIBJIHCHUS:

1. loceramHusT TEKCT cTaBa ai. | u ce M3MEeHs Taka:

»(1) HVHmuBHIyamHUTE ©  TPYNOBHTE TPAKTHKHA 332  CTOMATOJOTMYHA  ITOMOIII,
CTOMATOJIOTUYHUTE W MEIUKO-CTOMATOJIIOTUYHUTE IIEHTPOBE, KOWTO Ca PETUCTPUPAHH KaTo
THProBIM MO THProBCKUs 3aKOH MJIM KAaTO KOOMEparuu Mo 3aKoHa 3a KOOIepaluuTe, MPUBEXIaT
HAaUMEHOBAHMSTA CH B CHOTBETCTBHE C § 2 OT TO3HM 3aKOH M BIIMCBAT MPOMSHATa B THPTOBCKUS
peructsp, peructbp bYJICTAT u B cbOTBETHUS PETHOHAJIIEH LEHTHP MO 3/IpAaBEOIAa3BaHE B CPOK 110
31 nexemBpu 2007 .*

2. Cp3maBar ce an. 2, 3 u 4:

»(2) VHauBHIyaHUTEe TMPAKTHKU 32 CTOMATOJIOTMYHA TOMOII, KOUTO HE Ca PETUCTpUpPAHU
KaTo THPTOBIH MO THPTrOBCKHUS 3aKOH, NMPUBEXKIAT HAUMCHOBAHHSATA CH B CHOTBETCTBHUE C § 2 OT
TO3U 3aKOH M BrnucBar npomsiHata B peructbp bYJICTAT u B cbOTBETHHUSI pETMOHAJIEH LIEHTHP 110
3/IpaBeolia3BaHe B CpoKa 1o ai. 1.
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(3) BriucBaneTo Ha mpomsiHaTa HAa HAUMEHOBAHHUETO 32 MIPAKTUKHUTE W IIEHTPOBETE 10 ajl. 1 B
Thprockus peructbp U peructsp BYJICTAT ce u3BbpiIBa, KaKTO CleaBa:

1. mo 1 romu 2007 1. - mo pena Ha THProBcKUs 3aKOH, 3aKOHA 3a KOONEpauuTe U 3aKoHa 3a
peructsp BYJICTAT;

2. ot 1 rvoimu 2007 r. - o penia Ha 3aKOHA 32 ThPTrOBCKHUS PETUCTHP.

(4) dpp>xaBHU Takcu 3a BIIMCBaHE Ha POMEHUTE 110 ai. | U 2 He ce AbJKaT.*

§ 25. B 3akoHa 3a mMaTeHTUTE W pEerucTpanmsaTa Ha moje3Hute moaenu (06H., /1B, 6p. 27 ot
1993 r.; u3m., 83 ot 1996 1., 6p. 11 oT 1998 1., Op. 81 o1 1999 1., 6p. 45 u 66 ot 2002 1., 6p. 17, 30
u 64 oT 2006 T.) B ui. 20 T. 7 ce OTMEHS.

§ 26. B 3akoHa 3a chCIIOBHATA OpTraHU3AIMs HA MarucTbp-papmanesrute (06H., [IB, Op. 75
ot 2006 1.; u3m., 6p. 105 ot 2006 T.) B wi. 5 T. 9 ce u3MeHs Taka:

,»9. JlaBa CTaHOBMIIIA 3a OTKPMBAHE Ha anTeKHU chIylacHo 4wi. 228, ain. 1, T. 9 or 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIIUHA.

§ 27. B § 1, 1. 7 or nombiHUTEIHATa pasnopenda Ha 3aKoHA 3a MHTETpalusi Ha Xxopara C
yBpexxaanus (00H., /1B, Op. 81 ot 2004 r.; u3m., 6p. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30,
33,37, 63,95,97 u 108 ot 2006 r.) u3peueHue BTOPO c€ U3MEHA Taka: ,,MeAUITMHCKUTE U3/CIIUS HE
ca IMOMOIIHU CPEJICTBA, IPUCITIOCOOICHUS U ChOPBKCHHS .

§ 28. B 3akona 3a aknm3uTe W JaHBYHHUTE CKIagoBe (00H., /B, Op. 91 ot 2005 r.; u3m., Op.
105 ot 2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 r.) B un. 22, an. 3, T. 2 Qymure ,,3akoHa 3a
JIeKapCcTBaTa M alTEeKUTE B XyMaHHATa MEIWIIMHA® C€ 3aMEHAT ChC ,,3aKOHA 3a JIEKAPCTBEHUTE
MPOJIYKTH B XyMaHHATa MEIUIIMHA™.

§ 29. B 3akona 3a reneTrHuHO MoauUIMpanu opranuzmu (00H., 1B, 6p. 27 ot 2005 r.; u3Mm.,
op. 88 u 99 ot 2005 r., 6p. 30 ot 2006 r.) B wi. 2, an. 2, T. 3 AyMuUTE ,,3aKOHA 3a JIEKapCTBaTa U
anTEeKUTe B XyMaHHAaTa MEIUIIMHA® c€ 3aMEHAT ChC ,,3aKOHA 3a JICKAPCTBEHUTE MPOJIYKTU B
XyMaHHaTa MeIMIIMHA".

§ 30. B 3akona 3a 3ammra Ha notpedburenure (06H., [AB, O6p. 99 ot 2005 r.; uszm., 6p. 30, 51,
53,59, 105 u 108 ot 2006 r.) B un. 186, an. 2, T. 4 nymure ,,3aKkoHa 3a JeKapcTBaTa M aNTEKUTE B
XyMaHHaTa MEAMIIMHA® Ce 3aMEHST ChC ,,3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MEIULHUHA®.

§ 31. B 3akona 3a 3apaseto (00H., JIB, 6p. 70 ot 2004 1.; u3Mm., Op. 46, 76, 85, 88, 94 u 103 ot
2005 ., 6p. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r.) ce mpaBsAT CIECAHUTE U3MEHEHUS:

1. B un. 4 nymute ,,3akoHa 3a JIEKapcTBaTa U aNTEKUTE B XyMaHHAaTa MEAUIIMHA® C€ 3aMEHST
ChC ,,3aKOHA 32 IEKaPCTBEHHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA",

2. B un. 21, an. 3 gymure ,,3akoHa 3a JieKapcTBaTa U alTeKUTE B XyMaHHAaTa MEIMUIIMHA® Ce
3aMEHSAT ChC ,,3aKOHA 32 JIEKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEAUIIMHA .

§ 32. B 3akoHa 3a KOHTPOJ BBPXY HApPKOTHMYHUTE BEUIECTBA U MpeKypcopute (06H., [IB, Op.
30 ot 1999 r.; usm., 6p. 63 ot 2000 r., 6p. 74, 75 1 120 ot 2002 1., 6p. 56 o1 2003 1., 6p. 76, 79 M
103 ot 2005 1., 6p. 30, 75 1 82 ot 2006 T.) Ce MpaBAT CICTHUTE U3MEHEHUS:

1. B un. 32, an. 3 gymure ,,3aK0Ha 3a JIEKapCcTBaTa U allTEKUTE B XyMaHHaTa MEIULMHA™ Cce
3aMEHSIT ChC ,,3aKOHA 3a JIEKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA .

2. Bun. 33, an. 1, 1. 1 gymure ,,3akoHa 3a JiekapcTBaTa M alTEKUTE B XyMaHHATa MEAUIIMHA
C€ 3aMEHST ChC ,,3aKOHA 3a JIEKAPCTBEHUTE NMPOAYKTH B XyMaHHATa MEIUIINHA .

3. B un. 34 cnen nymara ,,u31aBat® [yMUTE ,,Ha MarucTbp-papmaiieBT™ ce 3annyaBar.

4. B un. 39, an. 2 gymute ,,un. 55, T. 2 oT 3aK0OHa 3a JIEKapcTBaTa U aNTEKUTE B XyMaHHaTa
MeAUIMHA® ce 3aMeHAT C ,,ul. 197, T. 2 or 3akoHa 3a JEKapCTBEHHUTE NPOIYKTH B XyMAaHHATa
MequIMHa .

5. B un. 44a an. 3 ce oT™MeHsl.

6. B un. 446 nymure ,,MarucThp-hapmareBT,” ce 3aIndaBar.

7.B § 1, 1. 14 or nombaHUTENHATA pa3nopeada TyMUTE ,,3aKOHA 3a JIEKapCTBaTa U alTeKUTE B
XyMaHHaTa MEAMIIMHA C€ 3aMEHST ChC ,,3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MeIUIMHA™.
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§ 33. B 3akona 3a KpbBTa, KphBOAApSIBAHETO U KpbBompenuBaHeTo (0OH., JIB, 6p. 102 ot
2003 r.; u3m., 6p. 70 or 2004 r., 6p. 30 m 65 or 2006 r.) B wn. 8, ai. 4 mymuTe ,,3aKoHa 3a
JeKapcTBaTa M anTeKUTe B XyMaHHaTa MEAUIIMHA™ ce 3aMEHST ChC ,,3aKOHA 3a JIEKAPCTBEHHUTE
MPOAYKTH B XyMaHHATa MEIUIIMHA .

§ 34. B 3akoHa 3a orna3BaHe Ha okosHaTa cpea (o6H., JAB, 6p. 91 ot 2002 r.; momp., 6p. 98 ot
2002 r.; u3m., 6p. 86 ot 2003 r., 6p. 70 ot 2004 1., Op. 74, 77, 88, 95 1 105 ot 2005 r., 6p. 30, 65,
82, 99, 102 u 105 or 2006 r.) B un. 140 mymure ,,papmarieBTUYHU MPOAYKTH U MEIUIMHCKH
u3zenus mo cMuchiaa Ha § 1, 1. 40 oT mombIHMUTENHUTE pa3nopendHn Ha 3aKOHA 3a JeKapcTBaTra u
anTeKuTe B XyMaHHaTa MEAMIIMHA Ce 3aMEHST C ,,JIeKapCTBEHU MPOAYKTH, IO CMHCHJIA HA 3aKOHA
3a JIGKQpCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U MEIMLIIUHCKHU U3JEIHS .

§ 35. B 3akona 3a xpanwure (00H., [IB, 6p. 90 ot 1999 1.; usm., 6p. 102 ot 2003 r., 6p. 70 ot
2004 r., 6p. 87, 99 u 105 or 2005 r., 6p. 30, 31, 34, 51, 55 1 96 or 2006 r.) B uwn. 2, an. 3 T. 4 ce
M3MEHS TakKa:

»4. JIeKapCTBEHUTE MPOAYKTH IO CMHUCHJIa Ha 3aKOHa 3a JICKAPCTBEHUTE MPOIAYKTH B
XyMaHHaTa MeIUIIMHA".

§ 36. lo Bim3aHeTO B CHJIa Ha akToBeTe 1Mo § 19 wm3nameHuTe HOPMATUBHU AKTOBE IO
MpUJIATaHETO Ha OTMEHEHHsS 3aKOH 3a JieKapcTBaTa M aNTeKUTe B XyMaHHATa MEAMIIMHA Ce
npujiarar, JOKOJIKOTO HE MPOTUBOPEYAT HA TO3U 3aKOH.

§ 37. 3akoHBT BIM3a B cuja OT JCHS Ha OOHApOABaHETO My B , JIbp)KaBeH BECTHHUK®, ¢
M3KJIIOUeHre Ha § 22, KOMTO BIIKM3a B CHJIA €JHA TOJMHA CJIE]l BIM3aHETO B CHJIAa HA TO3U 3aKOH.

3akonsT e mpuer or 40-to Hapomno cwnbpanme na 30 mapt 2007 r. u e moameyaraH c
odunmanaus nedat Ha HaponHnoto ceOpanue.

IMPEXOAHU 1 3AKJITOUUTEJIHA PA3IIOPEIBU

KbM 3aKOHA 3a U3MEHEHHE U JI0I'bJIHEHUE Ha 3aKOHa

3a JIEKAPCTBEHUTE NMPOJYKTU B XyMaHHATa MEULIMHA

(1B, 6p. 71 ot 2008 1., B cmuta ot 12.08.2008 r.)

§ 65. (1) U3nanenuTe no pefa Ha OTMEHEHHsI 3aKOH 3a JIeKapcTBaTa M allTeKUTe B XyMaHHATa
Menuiunaa (06H., JIB, 6p. 36 ot 1995 r.; uzm., 6p. 61 ot 1996 1., 6p. 38 oT 1998 ., 6p. 30 oT 1999
r., op. 10, 37,59 u 78 ot 2000 r., 6p. 41 ot 2001 1., 6p. 107 1 120 o1 2002 1., Op. 2, 56, 71 1 112 ot
2003 r.,6p. 70 m 111 ot 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 1 105 ot
2006 r.; ot™., Op. 31 ot 2007 r.) pa3pemieHus 3a ynorpebda Ha JEKapCTBEHU MPOAYKTH, KOUTO
nonazat B ooxsara Ha otMeHeHus: Permament (EO) Ne 2309/93 nHa CoBerta ot 22 1omam 1993 1., ¢
KOITO ce ycTaHoBsiBa peabT B OOLIHOCTTA 3a W3/laBaHe pa3peIluTeNHU (JIMLEH3U) U YIpaKHIBaHE
HAJ30p HaJl JIEKAPCTBEHM CPEJCTBA, M3I0JI3BAaHM B XyMaHHATa U BeTEpUHApHATa MEIUIMHA, U CE
cb3gaBa EBpomelicka areHuus 3a OLICHKa Ha JIEKAPCTBEHM CPEACTBA, HO HE Ca PA3pPELICHU 3a
ynotpedba B ApyruTe Abp)KaBH YJIEHKU IO MpOleaypara, yCTaHOBEHa C OTMEHeHaTa JlupekTuBa
87/22/EMO Ha CbBeta oT 22 nekeMBpHu 1986 T. OTHOCHO cOJiMKaBaHE HA HAI[MOHAJIHUTE MEPKH,
CBBpP3aHM C MMYCKAHETO Ha Ma3apa Ha BUCOKOTEXHOJOTHMYHHU JieueOHU MPOAYKTH, CIIEHUAIHO TE3H,
noJtydeHu upe3 onorexnonorus, uinu ¢ Permament (EO) Ne 2309/93, ce npekpartsiBar.

(2) Uzpanenute cien 20 moemBpu 2005 r. mo pena Ha OTMEHEHMsI 3aKOH 3a JieKapcTBaTa U
anTeKuTe B XyMaHHaTa MeIUIMHA pa3pellieHus 3a ynoTpeda Ha JEeKapCTBEHM IMPOJYKTH, KOUTO
nonazat B ooxsara Ha Pernmament (EO) Ne 726/2004 na EBponeiickus napaameHT U Ha CbBeTa, HO
HE Cca pa3pelleH! N0 LEHTpaJu3upaHa poLeaypa, ce IpeKparTsBar.

§ 66. (1) Marucrep-hapmaineBTdy #u TOMOITHUK-(papMaIleBTH, KOUTO ca TMOJIYIHIH
paspelieHre 3a OTKpUBaHE Ha anTeKa KaTo €IHOJUYHU ThProBIM, JeUeOHUTE 3aBEICHUS, KaKTO U
OOLIMHMTE, MOJIYYWJIN pa3pellleHHe 3a OTKpPHBAHE Ha anTeka MO0 peAa Ha OTMEHEHHs 3aKOH 3a
JeKapcTBaTa M anTEeKUTE B XyMaHHaTa MEIWLMHA, OCBUIECTBSBAT JAEWHOCTTa CH Bb3 OCHOBA Ha
U3JIaJICHUTE UM Pa3peLIeHHUS.

(2) Iloganenurte 10 BIM3aHETO B CHUJIa HA TO3U 3aKOH 3asBJICHMS 3a U3/JaBaHE HA pa3pelieHue
3a THProBUs Ha JIpeOHO C JIEKAPCTBEHU MPOAYKTH CE€ PA3MVIEkKAAT MpH YCIOBHUATA U IO peaa,
IIPEIBUJIEHU B HETO.
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(3) U3BbH ciaydaute 1o ajl. | 3aBapeHHWTE KHbM BIIM3AaHETO B CHJa Ha TO3M 3aKOH JIMIIA,
MOJIyUYMJIM pa3pellleHue 3a OTKPUBAHE Ha anTeKa, IPUBEXIAT JEHHOCTTa CU B CHOTBETCTBHE C
M3HUCKBaHUATA My B CPOK 0 €[JHa FOJIMHA OT BIM3aHETO MY B CHJIA.

(4) Jlumara nmo an. 3 momaBar B MUHHCTEPCTBOTO Ha 3/pPABEOINA3BAHETO 3asBIICHUE 3a
MpeperucTpanus, KbM KOeTo Mpuiarar:

1. 3asBiIeHNE 3a U3J]aBaHE HA pa3pelieHHe 3a ThProBUs Ha APEOHO C JIEKapCTBEHH MPOAYKTH
OT JuIara mo wi. 222, an. 1, no odpaselr, yTBbpJeH OT MUHUCTBHPA Ha 3JpaBEONa3BAHETO;

2. aKTyaJlHO YJOCTOBEPEHHUE 3a BIIMCBAHE B THPIOBCKUS PErMCTBHpP, CBOTBETHO JOKYMEHT 3a
aKTyaJIHa PETUCTpalMs Ha JULETO Mo wi. 222, ai. 1;

3. Komue OT W3JAJCHOTO MO peAa Ha OTMEHEHHUs 3aKOH 3a JIeKapcTBaTa M alTEeKUTE B
XyMaHHaTa MeJIMIIMHA pa3pelieHne 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KONME OT TPYJAOBHS JOTOBOP WJIM JOTOBOP 3a BbB3JIaraHe Ha yIpPaBJIEHUE Ha
PBHKOBOJIUTEIS HA aliTeKaTa - B CIy4auTe, KOraTo ce U3UCKBA TaKbB;

5. pexnapanus OT JMuara mo wi. 222, an. 1, ye ca 3ama3eHH YCJIOBUATA, NPU KOUTO €
W3J1aJICHO Pa3pelIeHUETO 3a ThProBUs Ha APeOHO C JIEKApCTBEHU MPOAYKTH Ha JIMIATa 10 all. 2;

6. JOKYMEHT 3a €IHOKpaTHO IulateHa Takca B pazmep 100 iB.

§ 67. Jlunara, moganu 10 BIM3aHETO B CHUJIA HA TO3M 3aKOH 3asIBJICHUS 32 IPEPETUCTpaLIHs IO
pena Ha oTMeHeHMs § 16 OT MPeXOJHUTE U 3aKIIOYUTEIHUTE pa3nopea0u, KOUTO 1€ OChIIECTBABAT
JIeiiHoCTTa CH CchOOpa3HO M3MCKBAaHMSTA HA TO3M 3aKOH, M0AaBaT B MUHHCTEPCTBOTO Ha
3/IpaBeoIIa3BaHETO B CPOK JIO TPU MECELA OT BIM3AHETO MY B CHJIA CIEAHUTE JOKYMEHTH:

1. 3asBnenue mo oOpasen, yTBbpAeH OT MUHUCThPA Ha 3/[PaBEOIa3BaHEeTO;

2. aKTyaJHO YJOCTOBEPEHHUE 3a BIIMCBAHE B THPIOBCKUS PErMCTBHpP, CbOTBETHO JOKYMEHT 3a
aKkTyallHa pEerucTpanusi WIM 3aBepeH Mpemnuc OT CXOJAeH JOKYMEHT IO HAalMOHAIHOTO
3aKOHOJATEJCTBO Ha JbpiKaBa - WiCHKa Ha EBpomeickus cbio3, WIKM M0 3aKOHOJATEJIICTBOTO Ha
Jpyra abpkaBa - cTpana no CropazyMeHHeTo 3a EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO, M0
y. 222, ai. 1;

3. TpyZOB JOrOBOp WJIM JOTOBOP 3a YIpaBICHHE Ha anTeKaTa, CKIIOYEH C MarucTbp-
(hapmaleBT UM MOMOIHUK-(DapMaIieBT.

§ 68. (1) Marucrbp-papmaneBT HIM MNOMOLIHHK-(papMaleBT, MOJYYHJI pa3pelieHue 3a
OTKpPHUBAaHE Ha anTeKa 1o peaa Ha OTMEHEHUs § 16 OT MPEeXOIHUTE U 3aKIIIOUUTEITHUTE pa3nopeaou,
MOJK€ Jia PEXBBPIIA U31aZICHOTO MYy pa3pelIeHue Ha Jinie 1o wi. 222, an. 1.

(2) 3a u3BbBpIIBaHE Ha NPEXBBPJSHETO JMLATa Mo an. 1 mogaBar B MUHHCTEPCTBOTO Ha
3/IpaBEOIa3BaHETO 3asBJICHUE, KbM KOETO IpuUIIarar:

1. 3adBNeHUE 3a W3/1aBaHE Ha pa3pelleHue 3a ThProBusl Ha APEeOHO C JEKAPCTBEHU MPOIAYKTH
OT JMuaTa mo wi. 222, an. 1, mo oOpaseln, yIBbpJeH OT MUHHCTBPA Ha 3/IpaBeoNa3BaHeTo;

2. aKTyaJHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPTOBCKUS PETHCTBHP, CbOTBETHO JOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JIMLETO o wi. 222, an. 1;

3. Komue OT W3JAJCHOTO MO pela Ha OTMEHEHHUs 3aKOH 3a JieKapcTBaTa M alTeKUTe B
XyMaHHaTa MEJIUIMHA pa3pelIeHue 32 OTKPUBAHE Ha alTeKa WM Pa3pelleHHe 3a NMpeperucTpanus
0 pe/la Ha OTMEHEHUS § 16 OT MPEeXOHUTE U 3aKIIIOUUTEITHUTE Pa3nopenou;

4. 3aBepeHO KONHE OT TPYAOBHs JOTOBOP WJIM JAOTOBOP 3a YIPABIECHUE HA PHKOBOJUTEINS HA
anTeKara,

5. gexnapanus OT JMuara no wi. 222, an. 1, 4e ca 3ama3eHW yCJIOBUATA, NPU KOUTO €
W3/1aJICHO Pa3pelIeHUETOo 3a ThProBUs Ha APeOHO C JIEKapCTBEHH MPOIYyKTH Ha JUIaTa 1o ai. 1.

(3) IpexBbpasHeTo 1Mo an. 1 MoXxe Ja ce U3BBPIIM B CPOK JI0 €1HA TOAMHA OT BIM3aHETO B
CHJIa Ha TO3H 3aKOH.

§ 69. 3aBapeHuTe INpU BIM3aHETO B CWJIA Ha TO3M 3aKOH JPOTEpHUM MPOABJDKAaBaT Ja
OCBIIIECTBSIBAT IEHHOCTTA CH Bb3 OCHOBA HA U3/IaZICHUTE UM yJIOCTOBEPEHHMS 3@ pErHCTpaliusl.

§ 70. Omnpenenenata OO0 BIM3aHETO B cuiaa Ha To3u 3akoH Komwmcusa no IlozutuBHUuSA
JIEKapCTBEH CIHCBHK OCBHIIECTBSIBA JAEMHOCTTa CH JO ONpPEIEISIHETO Ha HOBUS M CHCTaB B
CBOTBETCTBHE C 4. 261, ai. 6.
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§ 71. IlponykTuTe, KOMTO TmomagaT B oOxBata Ha wi. 37 - TpaJUIMOHHU PACTUTCITHH
JIEKapCTBEHH MPOAYKTH, U ca IyCHATH Ha Mla3apa B CTpaHaTa KbM JaTaTa Ha BIM3aHE B CUJIa HA TO3HU
3aKOH, C€ NMPUBEKIAT B ChOTBETCTBUE C M3UCKBAHUATA My HE MO-KbCHO OT 30 ampui 2011 r.

§ 72. (1) o 31 mexemBpu 2008 r. mocwero mo wi. 27 3a paspemiaBaHe 3a ynorpeba Ha
JIEKapCTBeH NPOAYKT IO TMpoleaypa IO B3aUMHO TMpPU3HABAHE WM IO JeleHTpaIu3upaHa
mporLeaypa MOXe Jia ce moaasa BB popmar ,,O0I1 TeXHHYECKH JOKYMEHT .

(2) o 31 nexemBpu 2009 . nocuero mo 4wi. 27 3a pa3peliaBane 3a yrnorpeda Ha JIeKapCTBEH
MPOAYKT TO HAIMOHAIHA TPOIeaypa MOXe Ja ce moxaBa BBB (opmar ,,O0I] TEXHHYECKU
JIOKYMEHT".

§ 75. 3akoHBT BAM3a B CHJIa OT JCHS Ha OOHApOABaHETO MYy B ,,JIbpkKaBeH BECTHHUK®, C
M3KJIIOUEHUE Ha pasnopendara Ha § 64, T. 2, kosTo Biau3a B cuia ot 14 ampun 2008 r., u Ha
pasnopenoute Ha § 9, T. 4, § 41, 42 u 43, kouTo BiM3aT B criia oT 26 romu 2008 T.

IMPEXOAHU 1 3AKJIFOUUTEJIHU PA3ITIOPEIBU

KbM 3aKOHA 32 U3MEHEHHE U IOIbJIHEHUE Ha 3aKOHA

3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEIULINHA

(IB, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 1.)

§ 4. JIunara, nmoysy4uau 10 BIM3aHETO B CUJIa HA TO3M 3aKOH pa3pelieHue mo wi. 229, an. 2,
BKJIFOYBAIIO M3BBPIIBAHE HA THPrOBUS C XPAHUTEIHU JOOABKH, MOTAT Jia U3BBPIIBAT M THPrOBUS
Ha JIpeOHO C TUETHYHH XPaHH 32 CHEIHATHA MEIUITUHCKH LIEIIH.

§ 5. B jaBymMecedeH CpOK OT BIM3aHETO B CHJa Ha TO3M 3aKOH MUHHUCTEPCTBOTO Ha
3/IpaBeoria3BaHeTo CiykeOHO wusnpam@a B cbhorBeTHaTa PMOKO3 mo MecroHaxokaeHue Ha
anTeKUTE 32 BIIMCBaHE B pErUCThpa 1o wi. 14, an. 1 oT 3akoHa 3a XpaHUTE KOMUE OT pa3pelieHusTa
mo wi. 229, an. 2, u31aeHu 10 BIIM3aHETO B CHJIa HA TO3H 3aKOH.

I[MPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEZIBU

KbM 3aKOHa 3a U3MEHEHHE U JI0I'bJIHEHUE Ha 3aKOHa 3a 37paBeTo

(B, 6p. 41 o1 2009 1., B cuna ot 2.06.2009 r.)

§ 92. (1) JIuuaTa, mosyywsIv 0 BIM3aHETO B CHJIA HA TO3M 3aKOH pa3pelieHue rno ui. 229, ai.
2 or 3akoHa 3a JIEKApCTBEHHUTE MPOJYKTH B XyMaHHATa MEIMIIMHA, BKJIIOYBAIIO M3BBHPIIBAHE HA
THPrOBUSL C XpaHUTENHU M00aBKH, MOTaT Ja W3BBPIIBAT U THProBHUS Ha JpeOHO C XpaHU 3a
KbpMaueTa ¥ MPEeXOHH XpaHH.

(2) B cpok nBa Mecella OT BIM3aHETO B CHJIa Ha TO3W 3aKOH MUHHUCTEPCTBOTO Ha
3/IpaBeoria3BaHeTo CiIykeOHO wu3npam@a B chorBeTHaTa PUMOKO3 mo MecTtoHaxoxJaeHue Ha
anTeKUTe, KOUTO U3BBPIIBAT U THPTrOBUS HA APEOHO C XpaHU 3a KbpMadeTa U MPEXOIHH XpaHU I10
an. 1, 3a BMcBaHe B perucThbpa mo ui. 14, an. 1 ot 3akoHa 3a XpaHUTE KOIMHE OT pa3pelieHusTa 1mo
. 229, an. 2 ot 3akoHa 3a JEKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEAUIMHA, U3JAJACHU [0
BJIM3aHETO B CHJIa HA TO3U 3aKOH.

IMPEXOAHU 1 3AKJIFOUUTEJIHU PA3ITIOPEIBU

KbM 3aKOHA 32 U3MEHEHHE U IOIbJIHEHUE Ha 3aKOHA

3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIINHA

(B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r.)

§ 4. (1) 3aBapeHuTe o0 BJIM3AHETO B CWJIa HAa TO3M 3aKOH MarucTbp-papManeBTd H
MTOMOITHUK-(apMaIeBTH, KOUTO ca MOJYYHIIN pa3pelieHne 3a OTKPUBAHE Ha anTeKa B HACEICHUTE
MecTa 1o 4i. 228, an. 4 mo pela Ha OTMEHEHMs 3aKOH 3a JIEKapCTBaTa W alTEKUTE B XyMaHHATa
MeaunuHa (06H., [IB, 6p. 36 ot 1995 r.; Pemienne Ne 10 va Koncturymnuonnus ¢ba ot 1996 r. - 6p.
61 ot 1996 r.; u3m., 6p. 38 ot 1998 1., 6p. 30 or 1999 r., 6p. 10 ot 2000 1.; Pemmenue Ne 3 Ha
Koucrurynmonnus ¢csa ot 2000 . - 6p. 37 ot 2000 r.; uzm., 6p. 59 ot 2000 r.; Pemmenne Ne 7 Ha
Koncturynmonnus cva ot 2000 r. - 6p. 78 ot 2000 r.; m3Mm., 6p. 41 ot 2001 r., 6p. 107 m 120 ot
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2002 r., momp., 6p. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 or 2003 ., 6p. 70 1 111 ot 2004 1., 6p. 37,
76, 85, 87,99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r., oT™., Op. 31 oT 2007 1.) U
KOUTO HE ca MOJaJIM 3asBJICHUE 3a IPEepPErucTpanus B cpoka 1o § 66, ain. 3 ot 3akoHa 3a U3MCHECHHE
U JIONbJIHEHUE Ha 3aKOHA 3a JICKapCTBEHHUTE NMPOIYKTH B XyMmMaHHata MmeauuuHa (B, O6p. 71 or
2008 1.), npuBeXAAT IEHHOCTTA CH B CHOTBETCTBHUE C M3UCKBAHUATA HA TO3W 3aKOH B CpPokK a0 31
saayapu 2010 r.

(2) Jlumara mo an. 1 momaBar B MUHHCTEPCTBOTO Ha 37paBEOIA3BAHETO 3asBIICHUE 3a
MpeperucTpanus, KbM KOETO Ipuiarar:

1. 3asBICHUE 3a U3/IJaBaHE Ha Pa3pEIICHHE 32 ThPTOBHs HA APEOHO C JIEKAPCTBEHH MPOIYKTH
oT nurara mo wi. 222, an. 1 mo o6paser, yrBbpJeH OT MUHHCTHPA Ha 3/IPaBEOIa3BAHETO;

2. aKTyaJHO YJIOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKHUS PETUCTHD, CHOTBETHO JOKYMEHT 3a
aKTyaJHa perucTpaius Ha JIMIETO 1o 4. 222, an. 1;

3. Komue OT M3JAJICHOTO IO peJa Ha OTMEHEHHWs 3aKOH 3a JieKapcTBaTa W alTeKUTE B
XyMaHHaTa MEJIMIIMHA pa3pellIeHuEe 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KOMHE OT TPYIOBHUS JOTOBOP WJIM JOTOBOP 3a Bb3JaraHe Ha yIpaBleHUE Ha
PBHKOBOJUTEIS HA allTEKaTa - B CIIy4auTe, KOTaToO CE M3MCKBA TaKbB;

5. mexsapanus OT Juuara mo wi. 222, an. 1, 4ye ca 3ama3eHd yCIOBUSATA, MPH KOUTO €
W3/1aJICHO PAa3pelIeHUETO 32 ThPTOBUsI Ha IPEOHO € JICKApCTBEHU MPOIYKTH HA JIUIaTa 1o aj. 1;

6. TOKYMEHT, U3[1aJIeH OT KMeTa Ha ChbOTBETHATa OOIIMHA, YIOCTOBEPsIBAIl OpOs Ha KUTEIIUTE
Ha ChbOTBETHOTO HACEJICHO MSICTO;

7. IOKYMEHT 3a €IHOKpaTHO Iu1aTeHa Takca B pazmep 100 niB.

§ 5. B cpok g0 Tpu Mecema OT BIM3aHETO B CHJAa Ha TO3M 3aKOH MHUHUCTHPHT Ha
3/IpaBeoIa3BaHETO U3MEHS U JIOMbJIBA Hapeaoara mo wi. 219, ai. 2.

IMPEXOJHN 1 3AKJIFOUUTEJIHA PA3ITOPE/IBA

KbM 3aKOHA 32 H3MCHECHHE U JIONIBJIHEHUE Ha 3aKOHa 3a 37paBeTo

(B, 6p. 98 o1 2010 1., B cuna ot 1.01.2011 1.)

§ 106. B 3akoHa 3a nexkapcTBEHUTE NPOAYKTH B XyMaHHaTa meaunuHa (o6H., /1B, 6p. 31 or
2007 r.; uzm., 6p. 19 ot 2008 r.; Pemenue Ne 5 na Koncturyuronnust cpa ot 2008 r. - Op. 65 ot
2008 r.; u3Mm., Op. 71 ot 2008 T., 6p. 10, 23, 41, 88 1 102 ot 2009 r. u 6p. 59 ot 2010 r.) HABCAKBIE
OYMUTE ,,pETMOHAJIHUTE WHCIEKIHMM 3a/II0 Ola3BaHe U KOHTPOJ Ha OOLIECTBEHOTO 31paBe’’,
,»pETHOHATHATa MHCIEKIUS M0 OMa3BaHe U KOHTPON Ha obOmecTBeHOTO 3apaBe” u ,,PUOKO3* ce

3aMEHAT ChOTBETHO C ,,pETMOHAJIHUTE 3JIpaBHU MHCIEKIUU, ,,pETMOHAIIHATA 3/IpaBHA MHCIEKINA
u , P31,

§ 121. 3akonsT Biam3a B cuia ot 1 anyapu 2011 r. ¢ u3kiroueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35, 42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81,
90,92,96,§ 102,1.3,4,5,7u8,§ 105, 1.1,3u5,§107,1. 1, 2, 3, 4, 6, 6ykBa ,,a“, 1. 7, 10, 11, 13
u 15, Oyksa ,,a“, § 109, 110, 112, 113, § 115, 1. 5, § 116, .41 6,§ 117, 7. 5u7u § 118, 1. 1,
KOHUTO BJIM3AT B CUJIa OT JIeHs Ha OOHApOJIBaHETO HA 3aKOHA B ,,J[bp»aBeH BECTHUK;

MNPEXOIHU 1 3AKJIFOUNUTEJIHU PA3ITOPE/IBA

KbM 3aKOHA 3a U3MEHEHHE U JIOI'bJIHEHUE Ha 3aKOHa

3a JIEKQpCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA

(B, 6p. 12 o1 2011 1., B cuna ot 8.02.2011 r.)

§ 24. llopageHuTe BaJIMIHU 3asiBICHUS M YBEJOMIICHMS 3a MPOMEHU B pa3pelIeHUsTa 3a
ynotpeba mpeiy BIU3aHETO B CHJIA HA TO3H 3aKOH C€ Pa3TiIexk/JIaT Mo JOCErallHus pel.

§ 25. MUHUCTBPBT Ha 37paBeONa3BaHETO MPUBEKIA B ChOTBETCTBHE C TO3U 3aKOH Hapeabara
1o wi. 42 B CPOK JI0 TPU MECELA OT BJIU3AHETO MY B CHJIA.



[MPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEZIBU

KbM 3aKOHA 3a U3MEHEHUE U I0I'bJIHEHUE Ha 3aKOHA

3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIUIIMHA

(B, 6p. 60 ot 2011 1., B cuuta ot 5.08.2011 1.)

§ 66. (1) IlpousBoautenute 1o § 12, an. 2 OT MPEXOTHUTE U 3aKITIOUYNTEITHUTE Pa3Nopeon ce
MIPUBEXK/IAT B CHOTBETCTBUE ¢ M3UCKBaHUATA Ha wi. 148 u Ha J[oOpaTa mMpou3BOICTBEHA MPAKTHKA,
oIpezieNieHH Mo pena Ha wi. 152 B cpok 10 6 Mecena OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

(2) Cnen uztnvaneto Ha cpoka 1o an. | MAJI uzpbpiiBa npoBepka OTHOCHO MPUBEXKIAHETO B
CbOTBETCTBUE C M3UCKBaHUATA Ha 4. 148 u Ha J[oOpaTa mpon3BOACTBEHA MPAKTUKA, ONpEACICHU
o peaa Ha ui. 152.

(3) Koraro cien u3BbpiiBaHeTo Ha mpoBepkata mo ai. 2 MAJl ycrtaHOBH, 4e yCIIOBHsTA 3a
IIPOU3BOJICTBO, KOHTPOJI U ChbXPAaHEHUE HA U3XOAHUTE MATEpUAIM 32 IMPOU3BOACTBO U HA TOTOBUTE
JIEKapCTBEHH TMPOJYKTH HE OTroBapsAT Ha M3UCKBaHMATa Ha TO3M 3akoH u Ha [loOpara
IIPOM3BOJICTBEHA NPAKTHUKA, TS YBEJOMsBA MHUCMEHO CHOTBETHOTO JIMIIE 1O al. | U JaBa MUCMEHU
yKa3aHU4.

(4) B cityuaii ue B cpok 70 60 qHM OT AaraTa Ha YBEJOMSIBAHETO ChOTBETHOTO JIMIIE 1O ajl. |
HE OTCTPaHM KOHCTAaTHUPAHUTE HECHOTBETCTBHS, W3MBIHUTENHUAT aupekrop Ha MAJlL oTtHema
M3/1aJICHOTO 0 pella Ha OTMEHEHHUs 3aKOH 3a JieKapcTBaTa M alTeKUTE B XyMaHHAaTa MeAMIIMHA
(06H., 1B, 6p. 36 ot 1995 r.; Pemenne Ne 10 na Konctutyunonunus cba ot 1996 r. - 6p. 61 ot 1996
r., m3m., op. 38 or 1998 r., 6p. 30 or 1999 r., 6p. 10 or 2000 r.; Pemenne Ne 3 Ha
Koncrutyunonnus cpa ot 2000 . - 6p. 37 ot 2000 r.; uzm., 6p. 59 ot 2000 r.; Pemenne Ne 7 na
Koncturynumonnus cva ot 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 u 120 ot
2002 r.; momp., 6p. 2 ot 2003 r.; u3M., O6p. 56, 71 u 112 oT 2003 ., 6p. 70 1 111 oT 2004 1., 6p. 37,
76, 85, 87, 99 u 105 or 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r.; ot™., Op. 31 ot 2007 r.)
paszpelleHue 3a IpOU3BOACTBO MPH yciIoBUsATa Ha wi. 160a.

(5) Koraro ciien n3BbpIIBaHEeTO HA MPOBEPKATA MO al. 2 C€ YCTAHOBH, Y€ CHOTBETHOTO JIMIIC
no an. | He ce e mpuBENO B CHOTBETCTBHE C M3HMCKBaHMATAa Ha wi. 148 u Ha JloOpara
MIPOM3BOJICTBEHA MpakTuKa 1o wi. 152, MAJI oTHema u3gaseHo pa3pelieHue 3a Ipou3BOJCTBO MpHU
ycioBusTa Ha wiI. 160a.

(6) Koraro ciien m3BbpIIBaHETO HA MPOBEPKATA MO al. 2 C€ YCTAHOBH, Y€ CHOTBETHOTO JIMIIE
mo ain. 1 ce e MpUBENO B CHOTBETCTBUE ¢ M3MCKBaHMsTAa Ha wi. 148 u Ha JloOpata mpou3BoACTBEHA
npaktuka 1mo 4ia. 152, MAJI uznaBa HOBO paspelieHue 3a MPOU3BOJICTBO MO pella Ha TO3U 3aKOH
clen:

1. moyaBaHe Ha 3asiBJIeHUE U JOKyMeHTauus o wi. 150 u 151, u

2. mpencTaBsHE Ha IOKYMEHT 3a IU1aTeHa Takca B pazmep 1500 ms.

(7) Koraro B eqHOMecE€4EH CPOK OT MPHUKIOYBAHETO HA IPOBEPKaTa MO ajl. 2 JUIETO IO ajl. 6
HE € MOJajo 3asBleHHEe M JoKyMeHTauus mo uwi. 150 m 151, uzgageHoro paszpemieHue 3a
IIPOM3BOJICTBO T10 peJja Ha OTMEHEHHU 3aKOH 3a JIEKapcTBaTa U aTeKUTE B XyMaHHaTa MEJUIIMHA Ce
MpeKpaTsBa.

§ 67. (1) OTKkpuUTHTE ¥ HEMPUKIIOYMIIN IO BIU3aHETO B CUJIa HA TO3U 3aKOH IMPOM3BOJICTBA 32
W3/laBaHe WM MPOMEHM Ha Pa3pelIeHHs 3a ThProBHsl Ha IpeOHO C JIEKAPCTBEHH MPOIYKTH Ce
pasriiexaar W JOBBPIIBAT IO JOCEralHus pea 0e3 mpelcTaBsHE Ha MpenokeHue oT Bucmms
CBBET 10 (hapMarius.

(2) B cpox mo nBa mecena OT BIM3aHETO B CHJIa Ha TO3UM 3aKOH MMHHCTEPCTBOTO Ha
3/1paBeOIa3BaHETO MpefocTaBs Ha M3mbJHWTENHAaTa areHuus Mo JieKapcTBaTa C MPUEMHO-
Ipe/iaBaTesieH MPOTOKOJ apXUBa Ha MPUKIIOYMINTE POU3BOCTBA.

(3) B cpox no nBa Mecena OT BIM3aHETO B CHJa Ha TO3M 3aKOH MHUHHUCTEPCTBOTO Ha
3/IpaBeola3BaHeTO MpeAocTaBs Ha M3mbiaHWTENHaTa areHuus IO JIeKapcTBaTa C IMPUEMHO-
npeAaBaTeieH MPOTOKOA BOACHUS OT MUHUCTEPCTBOTO Ha 3ApaBEONa3BaHETO PETUCTbP Ha
W3/1aJICHUTE pa3pelleHus 3a ThproBys Ha ApeOHO C JIEKapCTBEHH MPOIYKTHU B amlTeKa.

(4) Cnen uznaBane Ha paspelieHue no peaa Ha an. | MuHUCTEPCTBOTO Ha 3/paBEONa3BaHETO
u3Mpania B TPUAHEBEH CPOK CIyxeOHO 10 M3mbiHuUTeNHAaTa areHuus Mo JieKapcTBaTa KOIMUEe OT
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HEro 3a BIIMCBAHE B PErMCThpPa Ha U3/AJICHUTE pa3pelIeHus 3a ThbProBUs Ha JPeOHO C JIEKAPCTBEHU
MPOIYKTH.

(5) Cnen 3aBbpiiBaHe Ha NMPOU3BOJCTBATA MO al. | MUHHUCTEPCTBOTO Ha 3/1paBeONa3BaHETO
npenoctaBs Ha V3mbiHUTENHATa areHIMs IO JEKapcTBaTa ¢ MPHUEMHO-TIPEaBaTeNieH MPOTOKOI
TEXHHUS apXMB.

§ 68. (1) 3asBneHudTa 3a U3AaBaHE WJIM IIPOMEHU Ha YJIOCTOBEPEHMS 3a PETUCTpalus Ha
Jporepuu, MOJAJACHU 10 BIM3aHETO B CHJIA HAa TO3M 3aKOH, C€ Pa3[VIekAAT MPH YCIOBUATA U IO
pena, npeBUICHH B HETO.

(2) B cpok 10 equH Mecel OT BIM3aHETO B CUJIA HA TO3M 3aKOH V3MbIHUTENHATA areHIus 10
JeKapcTBaTa MpPEJOCTaBs Ha CHOTBETHATA pErHOHANHA 3JpaBHAa WHCIEKLIUS C TMPHEMHO-
IpeJaBaTeieH IPOTOKOJI 3asBICHUATA U JOKYMEHTUTE, OJa/IEHHU 3a IIPOU3BO/ICTBATA 33 U3/aBaHe
Ha YJIOCTOBEPEHHsS 3a pErucTpauusi Ha JPOrepHH, KaKTO M apXuBa Ha NPUKIIOYHIIHTE
IIPOU3BOJICTBA.

(3) B cpok 10 equH Mecell OT BIM3aHETO B CHJIA HA TO3W 3aKOH V3MbIHUTENIHATA areHIusl 1o
JeKapcTBaTa IpefocTaBs Ha MMHUCTEPCTBOTO Ha 3/paBEONa3BaHETO C IMPHUEMHO-IIpe/laBaTelIeH
npoTokon BojeHus oT WMAJl peructbp Ha H3AaJCHHUTE YAOCTOBEPEHHUS 3a PErucTpanus Ha
Jporepus.

(4) B cpok 10 enuH Mecel] OT MPEJOCTaBIHETO Ha PErUCThpa Mo aji. 3 MUHHUCTEPCTBOTO HA
3/IpaBEONa3BaHETO U3rOTBS U MyOJIMKyBa HAa CTPAHUIATa CH HALIMOHAIHUS PETHCThD Ha U3/1aJJCHUTE
710 BIIM3aHETO B CHJIA HAa TO3H 3aKOH YJOCTOBEPEHUS 32 PErUCTPaLlUs Ha APOTEPUH.

§ 69. (1) B cpok 1m0 Tpu Mecena OT BJIM3aHETO B CHJIa HA TO3M 3aKOH IPOLESYpPHUTE 3a
YTBBP)KJIABAaHETO WMJIM PETUCTPUPAHETO Ha IIEHU HA JICKAPCTBEHHUTE MPOIYKTH C€ M3BBPIIBAT IO
noceramHus peq or Komucusra no neHure Ha JeKapCcTBEHUTE MPOTYKTH.

(2) Cnen uztnuanero Ha cpoka 1o ain. 1 Komucusita no neHure Ha JIeKapCTBEHUTE NPOAYKTH
npenoctaBs Ha Komucusita 1mo LeHHM U peuMOypcupaHe ¢ IpUEMHO-IIpeaaBaTeleH HPOTOKOJI
3asBIICHUATA W JOKYMEHTHTE, NOJAaJeHH 3a TMpoUeAypuTe NO ai. |, KakTo M apxumBa Ha
NPUKIIIOYUIIUTE TPOLEAYPU 3a YTBBbpPXKAAaBaHE WM PETUCTPUpaHE Ha IIEHW Ha JIEKapCTBEHMUTE
TIPOTYKTH.

(3) Cnen nztnyanero Ha cpoka no ain. 1 Komucusara o nieHure Ha JeKapCcTBEHUTE MPOAYKTH
npenoctaBs Ha Kommcusita 1Mo meHM W peuMOypcupaHe ¢ TpPUEMHO-TIpeNaBaTeleH MPOTOKOI
BOJICHUTE OT KOMUCHSATA PETUCTPU Ha U3/1aJICHUTE PEIIeHUs 3a YTBBPKAABaHE WIN PErUCTpalys Ha
[IEHH Ha JIEKAPCTBEHUTE TIPOTYKTH.

§ 70. (1) B cpox mo Tpu Mecena OT BIM3AaHETO B CWJIa Ha TO3M 3aKOH NPOLETYPHUTE IO
BKJIIOYBAHE, U3KIIOYBAHE W/WIIM TIPOMEHHU Ha JICKAPCTBEHH MPOAYKTH OT [103UTHBHUS JIeKapCTBEH
CIHMCBK Ce U3BBPILBAT 110 JoceramHus pes oT Komucusta no no3uTUBHUSA JIEKAPCTBEH CIHCHK.

(2) Cnen uztMuaHeTo Ha cpoka no ain. 1 Komwucusra mo mo3UTHBHMS JIEKAPCTBEH CIHCHK
npenoctaBs Ha Komucusita mo LeHM M peuMOypcupaHe ¢ HpUEMHO-IIpeaaBaTeleH HpPOTOKOJI
3asBIICHUATAa W JIOKYMEHTHTE, TOJaJeHH 3a TpoUeAypuTe TO ai. |, KakTo W apxmBa Ha
MPUKITIOYMIIUTE MPOLEIypH 32 BKIIOUBAaHE, U3KIIIOYBAHE /WM IPOMEHM Ha JIEKapCTBEHH NMPOTYKTH
ot I103UTHBHUS JIEKaPCTBEH CIUCHK.

§ 71. IbpkaBHUTE TaKCH, BHECEHU MO mpoueaypute mo § 69, an. 1 u § 70, an. 1, ce pazxoasar
3a oOe3neuaBaHe Ha CHOTBETHHUTE aJIMHHUCTPATHBHH TPOU3BOJICTBA, KAKTO M 3a JCHHOCTTA Ha
Komucusra no npo3paqHocrt.

§ 72. (1) Lenwure, onpeneneHu mo pena Ha wi. 258, an. 1, Ha JIeKapCTBEHUTE MPOTYKTH, KOUTO
KBM BJIM3aHETO B CHJIA HAa TO3M 3aKOH ca BKJIIOUYEHU B [103UTHBHMS J€KapCTBEH CIUCHK, CE CMATAT U
3a TeXHHM MPEAETHH LIeHU IpU MpoJak0aTa UM Ha ApeOHO chriacHo wi. 258, ai. 3.

(2) B cpok 1o Tpu Mecena OT BIM3aHETO B CHJIa HA TO3M 3aKOH Komucusra mo neHure Ha
JIEKApCTBEHHUTE MPOAYKTH CIIy’)KEOHO 3ajidyaBa OT PETHUCTHPA Ha MPEIEITHUTE IIEHH 00pa3yBaHUTE
NIpEJIeSTHY 1IEeHU Ha JIEKapCTBEHUTE MPOJAYKTH 1O ail. 1.

(3) Ho 31 nexemBpu 2012 r. mpuTexarenuTe Ha paspelleHus 3a ynorpeba He moraT Ja
MIPOMEHST LIeHaTa Ha JIEKAPCTBEH MPOAYKT ¢ M3KIIOUEHHE Ha HAMAISIBAHETO i 3a MPOAYKTH, KOUTO
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KbM BJIM3aHETO B CHJIa Ha TO3M 3aKOH Ca MMalM OIpejaesieHa IieHa, HO HE ca BKJIIOYCHH B
Ilo3uTHBHUS NEKAPCTBEH CIHUCHK.

§ 73. (1) C Bim3aHeTo B CWjJa Ha TO3M 3aKOH OOpasyBaHHWTE NIPEICTHU IICHH Ha
JIEKapCTBEHUTE NPOAYKTH, OTIYCKAHU IO JIEKAPCKO IPEANHMCAHUE, U PETUCTPUPAHUTE LIEHU Ha
JIEKapCTBEHUTE TMPOAYKTH, OTIYCKaHW Oe3 JIeKapCKO NpeanucaHue, ce CMsITaT 3a TEeXHH
perucTpupaHu HeHu no 4ui. 258, an. 2.

(2) U3BbH cinyuyauTe mo an. 1, ¢ BIM3aHETO B CHJIA HAa TO3U 3aKOH OOpa3yBaHUTE IMPEACTHU
LIEHU Ha JIEKAPCTBEHUTE IPOJIYKTH, KOUTO MPUHAMIEKAT KbM MEXKIYHAPOJHO HENATEHTHO
HAaUMEHOBAaHME, KOETO € BKIIOYeHO B [lO3UTHBHHS JE€KapCTBEH CHUCHK, C M3KIIOYEHHE Ha
IIPOAYKTUTE, BKIIIOUEHU B IpUiiokeHue Ne 2 Ha CIIMCHKA, CE CMATAT U 33 TEXHU IPEJEIHU LIEHU IIpU
npojax0aTa UM Ha IpeOHO U HEe Morart Ja ObJaT IPOMEHSHU 10 MpUEeMaHeTo Ha Hapeadara Mo 4.
258, ai. 5.

(3) B cpok 5o Tpu mecena OT BJIM3aHETO B CHJia Ha TO3U 3akoH Komucusta mo 1eHure Ha
JIEKapCTBEHUTE MPOJYKTH U3TOTBS PErUCThpa 1o 4i. 261, an. 3, B KOMTO BIIMCBa LEHUTE 110 all. 1.

§ 74. B cpok 510 Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3U 3aKOH KomucHsTa 1o nmo3uTUBHUS
JIEKapCTBEH CIMCBHK MpuBexAa [103UTUBHMS JIEKAPCTBEH CHUCHK B CHOTBETCTBHE C M3UCKBAHUATA
mo wi. 262, an. 5, 1. 1 - 3.

§ 75. B cpok no Tpu Mecela OT BJIM3AHETO B CHUJIa HA TO3M 3aKOH MUHUCTEPCKHUAT CHBET
ompenens cbcraBa Ha KomucusTa o 1ieau u peuMOypcupaHe.

§ 76. B cpox 10 Tpu Mecena OT BIM3aHETO B CHJIa HA TO3U 3aKOH:

1. MUHHUCTBPBT Ha 37paBeONa3BaHETO M3MEHS M AOIbJIBA Hapeaowurte mo 4i. 82, ai. 3, 4.
219, an. 2 v wi1. 243 B CHOTBETCTBHUE C TO3U 3aKOH.

2. MUHUCTEPCKUAT ChBET MpueMa Hapeaoara mo wi. 258, an. 5 u u3mens tapudara mo wi. 21,
an. 2 1 YcTpolCTBEHUS IPABUJIHUK Ha MUHUCTEPCTBOTO Ha 3[paBEONa3BaHETO B ChOTBETCTBUE C
TO3HU 3aKOH.

§ 84. 3akoHBT BiIM3a B CHJIa OT JIeHS Ha OOHapoABaHETO My B ,,/IbpKaBeH BECTHUK™ C
U3KIII0YeHne Ha § 65, koiito Biu3a B cuia ot 30 centemBpu 2011 .

IMPEXOJHU 1 3AKJIFOUNUTEJIHA PA3ITOPE/IBA

KbM 3aKOHA 32 U3MEHEHHE U JIOMbJIHEHNE Ha 3aKOHA 32 JbPyKaBHUS CITYKUTEI

(B, 6p. 38 o1 2012 1., B cuna ot 1.07.2012 1.)

§ 84. (B cuna or 18.05.2012 r. - IB, O6p. 38 or 2012 r.) B cpok mo eauH mecerr ot
00HapOABaHETO HA TO3M 3aKOH B ,,/Ibp>KaBEH BECTHUK'*:

1. MuHucTepcKHsT chbBeT npuBexaa Knacudpukaropa Ha JTBKHOCTUTE B aJIMUHUCTPAIIHSTA B
CHOTBETCTBHUE C TO3H 3aKOH;

2. KOMIIETEHTHHTE€ OpraHd MPUBEXKIAT YCTPOMCTBEHUTE aKTOBE Ha CBhOTBETHATa
aIMUHUCTpAITUS B ChOTBETCTBHE C TO3HU 3aKOH.

§ 85. (1) IlpaBooTHOIIEHHSITa C NUIaTa OT aAMHUHHUCTPALMUTE MO 3aKoHA 3a PagHoOTO U
TeNeBU3UATA, 3aKOHA 3a He3aBUCUMHS (MHAHCOB OJHUT, 3aKOHA 3a EJICKTPOHHHUTE CHOOIICHHS,
3akona 3a Komucusta 3a ¢ruHaHCOB Ha/30p, 3aKOHA 3a JIOCTHII U pa3KpuBaHEe HA JOKYMEHTHUTE U 3a
0o0sIBSIBAHE Ha NPHUHAMISKHOCT HA OBITapCcKu TpaxaaHd KbM J[bpKaBHA CHUTYpHOCT U
pa3y3HaBaTelHHUTe CiIy>)kOM Ha bbeiarapckata HapogHa apmusi, 3aKOHa 3a OTHEMaHE B IOJ3a Ha
JTbp’KaBaTa Ha HMMYIIECTBO, MPUIOOUTO OT MpECThITHA JIEWHOCT, 3aKOHA 3a MPEJOTBPATSIBAHE U
yCTaHOBsIBaHE Ha KOHGIMKT Ha wHHTepecH, Koaekca 3a colMamHO OCUTYypsiBaHE, 3aKOHA 3a
3IpaBHOTO OCHUTYpsiBaHE, 3aKOHA 3a IMOJIOMaraHe Ha 3€MENICJICKUTE MPOU3BOJANTENN U 3aKOHA 3a
IbTUIIATA C€ YPEXKJAT MPHU YCIOBHUATA U MO pefa Ha § 36 OT MPEXOJHUTE M 3AKITHOYUTEIHHUTE
pasnopeadu Ha 3aKOHA 3a U3MEHEHHE W JOITbJIHEHNEe Ha 3aKOoHa 3a JbpKaBHUS ciayxuren ([IB, Op.
24 ot 2006 1.).

(2) C akTa 3a Ha3HAYAaBAHETO HA JbPIKABHHS CITYKUTEI CE:
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1. mpucwkxkna ompenenenus B Kiacupukaropa Ha ATBKHOCTUTE B aIMUHUCTpaLUATA
MUHHMMAJICH PaHT 32 3a€MaHaTa JUTbKHOCT, OCBEH aKO CIIYKUTEJISIT MPUTEkKABA MTO-BUCOK PaHT;

2. onpenens UHIUBUAYalHa OCHOBHA MECEYHa 3arjiaTa.

(3) omrbIHUTETHO HEOOXOIMMHUTE CPENICTBA 32 OCUTYPUTEIIHA BHOCKH Ha JIUIaTa 10 all. 2 ce
OCUTYpSIBaT B PaMKHUTE Ha Pa3XxOJUTE 3a 3aIliaTH, Bb3HATPAKICHUS U OCUTYPUTEIIHU BHOCKH I10
OFO/PKETUTE Ha ChOTBETHUTE PA3MIOPESIUTENH C OFOPKETHU KPEIUTH.

(4) MuHUCTEpCKUAT CHBET J1a W3BBPUIM HEOOXOJMMHUTE MPOMEHH IO H3BHHOIOKETHATa
cMmeTka Ha [IppxkaBeH GoHI ,,3eMeenne’, MPOU3TUYAIU OT TO3H 3aKOH.

(5) OpranuTe Ha ynpasieHue Ha HanmonanHust ocurypuTeseH HHCTUTYT U Ha Hanmonannata
3IpaBHOOCUTYPHTEITHA Kaca Ja W3BBPIIAT HEOOXOJUMUTE MPOMEHU IO CHOTBETHUTE OOKETH,
MPOU3TUYAIIN OT TO3U 3aKOH.

(6) HewusnonspaHute OTIYCKM [0 TPYAOBUTE IPABOOTHOILEHHUS CE€ 3ama3BaT M HE Ce
KOMITIEHCUPAT C MapUYHU 00€31eTEeHUSI.

§ 86. (1) B enHoMeceueH Cpok OT BIM3aHETO B CHJIa HA TO3W 3aKOH MHAMBHUIyallHaTa OCHOBHA
MeCEeYHa 3aIulaTa Ha CIIy)KUTEJsl ce Ompesens Taka, 4e ChlllaTa, HaMaleHa C ABJDKUMHS JaHbK U
3aIBJDKUTEITHUTE OCUTYPUTEIIHH BHOCKHM 32 CMETKa Ha OCUTYPEHOTO JIUIIE, aKO Ca OWIIM JTBJDKUMH,
Jla He € MO-HHCKa OT MoJlydaBaHaTa JO TO3M MOMEHT OpyTHa MeceuyHa 3aljiaTa, HaMajeHa ¢
JTBIDKUMHUTE 32IbJDKATEITHA OCUTYPUTEITHH BHOCKH 32 CMETKAa Ha OCHTYPEHOTO JIMIIE, aKO ca Own
IBIKUMU, U ABIDKUMUS TaHBK.

(2) B OopyrtHara 3amiara o aji. 1 ce BKiIro4Bar:

1. ocHOBHaTa MeceyHa 3aIuiaTta Wikl OCHOBHOTO MECEYHO Bb3HATPAXKICHHUE;

2. IOMBIHUTEIHN Bb3HATPAXKICHHS, KOUTO C€ U3IUIAIIAT MOCTOSTHHO 3a€/IHO C MoJjiaraiara ce
OCHOBHA MECEYHA 3arliaTa Wi OCHOBHO MECEYHO Bb3HArpakJIEHUE U Ca B 3aBUCUMOCT €IMHCTBEHO
0T OTPabOTEHOTO BpPEME.

§ 87. 3akonbT Biu3a B cuia oT 1 rou 2012 r. ¢ u3kiroyeHue Ha § 84, KOWTO BJIM3a B CUJia OT
JieHs1 Ha 0OHApOABAHETO HA 3aKOHA B ,,JIbpyKaBeH BECTHHK".

3AKOH 3a usMenenue 1 JOOLIHEHNE Ha
3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEUIIMHA
(B, 6p. 102 01 2012 1., B cuna ot 21.12.2012 1.)

JlombIHUTENHA pa3nopeada

§ 118. To3u 3akoH BBBexkga usuckBanuara Ha Jupexktua 2010/84/EC nHa EBpomneiickus
napasamMeHT M Ha CwBera or 15 gexemBpu 2010 r. 3a W3MEHEHME IO OTHOIIEHHE Ha
(dapmakonornunata OnurenHoct Ha JupextuBa 2001/83/EO 3a yTBBpKIaBaHe Ha KOJEKC Ha
OOIHOCTTa OTHOCHO JIEKApCTBEHH MPOAYKTHU 3a XyMaHHa ynorpeba (OB, L 348/74 ot 31 nexemBpu
2010 r.) u upextusa 2011/62/EC na EBponeiickust napaameHT 1 Ha CbBera ot 8 toHu 2011 1. 3a
n3meHenne Ha JlupektuBa 2001/83/EO 3a yTBBpKAaBaHe Ha KoJekc Ha OOIIHOCTTa OTHOCHO
JIEKapCTBEHH NPOAYKTH 3a XyMaHHa ynoTpeba IO OTHOUIEHHE Ha MPelIoTBPAaTSIBAHETO Ha
HaBJIM3aHETO Ha (panmmduimpany JeKapcTBEHN MPOIYKTH B 3aKOHHATa Bepura Ha joctaBka (OB,
L 174/74 ot 1 romm 2011 r.).

[IpexoaHU U 3aKITIOYUTEIHU pa3nopeadu

§ 119. (1) Cnen 2 ssHyapu 2013 r. npou3BOAUTENNTE, BHOCUTEIUTE U THPrOBLUUTE HA €1PO C
akTUBHU BenlecTBa nogasat B MAJI B cpok 110 2 mapt 2013 r. 3asiBI€HUE U JOKYMEHTH 33 BIUCBaHE
1o peaa Ha wi. 1676.

(2) IpousBoauTeNNTE W BHOCUTEIHNTE, KOUTO Ca MPOHM3BEKIATU WU BHACSIN AKTHBHU
BEIIIECTBA Bh3 OCHOBA Ha M3AaJieHUTe UM 10 2 sinyapu 2013 r. paspernieHus 3a mpou3BOACTBO/BHOC,
HE 3arialaT Takca 3a BHUCBAHETO UM B peructbpa no wi. 167r.

(3) o 2 mapt 2013 r. nmuuara mo aj. 2 OChIIECTBIBAT JEHHOCTH IO MTPOU3BOACTBO U BHOC HA
AaKTHUBHU BEIIECTBA Bb3 OCHOBA HA U3JIAJICHUTE UM Pa3pelICHHs 3a MPOU3BOICTBO/BHOC.
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§ 120. Jlumara, KOHTO OCBIIECTBABAT IOCPEIHMYECTBO B 00JIaCTTa HA JICKAPCTBEHUTE
IPOAYKTH W Ca 3allO4yHalIM cBosiTa JeiHocT npeau 2 sHyapu 2013 r., ce perucrtpupar mnpu
yCIIOBHUSITa U 10 pea Ha wi. 212a B cpok 10 2 mapt 2013 1.

§ 121. 3anmoynanuTe A0 BIM3aHETO B CHJIa HAa TO3U 3aKOH MPOLEIYypU 3a pa3pelllaBaHe 3a
ynotpeba ce I0BBbPIIBAT IPH YCIOBUSATA U 110 pefia, IPEABUICHU B HETO.

§ 122. (1) [Iputexxarenure Ha pa3pelieHUs 3a ynoTpeda He MpujlaraT CUCTeMa 3a YIIpaBJICHUE
Ha pucka 1o wi. 192, an. 1, 1. 2 3a JIeKapCTBEHU MPOJIYKTH, HA KOUTO Ca U3/IaJICHU Pa3pelICHUs 3a
ynotpe6a npeau 21 1oxm 2012 r., OCBEH B CilyyauTe 1o ai. 2.

(2) WMsnbiaHuTenHaTta areHIUs IO JIeKapcTBaTa MOXKE Ja HaJoXu 3aJb/DKeHHE Ha
MpUTEXKATEN Ha pa3pelieHue 3a yrnorpeda na ch3laje U Ja Mpuiiara CUCTeMa 3a YIpaBJeHHE Ha
pHUCKa, KOraTo MpereHH, 4e 3a JaJeH JIEKapCTBEH MPOAYKT UMa ONaceHusi, KOUTO MOraT Jja OKaXkat
BIIUSIHUE HAa CHOTHOIIEHHETO Moy3a/puck. B to3m cmyuait MAJI w3uckBa OT mpuTeXaTels Ha
paspeleHueTo 3a ynorpeda aa npeacTaBy U MOAPOOHO ONMMCaHHME Ha CUCTeMarta 3a yIpaBlieHHuE Ha
pHUCKa, KOSITO Bb3HaMepsiBa J1a BbBEE 3a CbOTBETHUS JIEKAPCTBEH MPOIYKT.

(3) B cayuaute mo an. 2 MAJI nmucMeHo yBenoMsiBa MPUTEKATENs] Ha pa3pelIeHHETO 3a
ynotpeba, Karo MmocoYBa MOTHBHTE 33 HAJIATAHETO HA 33bJDKEHHETO M CPOKA 3a MPEJICTaBsIHE Ha
MOIPOOHOTO ONMKCAHUE HA CUCTEMATa 3a YIPaBIEHUE HA PUCKA.

(4) B 30-gHeBeH CpOK OT IMOJy4YyaBaHE Ha YBEIOMJICHHETO MO all. 3 MPUTEKATEISAT Ha
paspeimieHueTo 3a ymorpeba moxe na moucka ot WAJl mpemoctaBsiHe Ha BB3MOXKHOCT 3a
IpeaCcTaBsHEe Ha WH(POpPMANHS OTHOCHO HAJTOXEHOTO 3aIbJDKEHHE IO all. 2.

(5) Cnen monmyuaBane Ha uckaHeTo mo ain. 4 MAJl ompenenst cpok 3a mpeicTaBsHE Ha
nH(OpMANHATA OT IPUTEKATEIIS HA pa3pEIICHUETO 3a YIoTpeoa.

(6) B3 ocHoBa Ha mpencraBeHaTa undopmanus MAJl Moxxe Ja MOTBBPAU HAIOKEHOTO
3aJIbJKEHUE 10 al. 2 UM J1a TO OTMEHHU.

(7) U3nbaHuTENHATA areHuus 1Mo JeKapcTBaTa yBeJOMsIBa MIPUTEkKATEIS 32 B3ETOTO PELICHHE
1o ai. 6.

(8) Koraro MAJI moTBbpau 3aabIKEHUETO, M3MBIHUTEIHUIT TUPEKTOP CIyKeOHO M3/1aBa
MPOMsHAa B pa3pelieHHueTo 3a ynoTpeba, KaTo BKJIKOYBA B HEro Karo YCJIOBHE HAaJOKEHOTO
3aIbJDKEHUE 10 all. 2.

§ 123. Ilputexarenure Ha pa3pelieHHs 3a ynoTrpeda Ha JISKapCTBEHU MPOAYKTH, W3/aJICHU
npeau 21 ronu 2012 r., u3mbAHABAT 3aAbJKEHUETO no wi. 192, an. 1, 1. 1 cunrano ot 21 ronm 2015
I. WIK OT JlaTaTa Ha MOJHOBSIBAaHE Ha pa3pelIeHHETO 3a YNoTpeda Ha ChOTBETHHUS JIEKApCTBEH
MPOAYKT B 3aBUCUMOCT OT TOBA, KOS OT JABETE JATH 1€ HACTHIIU MO-PAHO.

§ 124. 3anoynanuTe 10 BIM3aHETO B CHJIa HA TO3HM 3aKOH HEHHTEPBEHIIMOHAIHU MPOYYBAHUS
Ce JIOBbPUIBAT MO JIOCETAIIHUS PEI.

§ 125. (1) Jo HacThIBaHE Ha YCIOBUATA U cpoka 1o ui. 2, T. 3 ot Jupextuna 2010/84/EC
MIPUTEKATENIUTE Ha pa3pelieHus 3a ymorpeda u3mpamar ChOoOIIEHUATA 3a CEPUO3HH HEeXellaH!
JIEKapCTBEHM PpEaKlMM, HACTBhIWIM Ha Teputopusta Ha PenyOnuka bwvarapus, no UAJI u no
EBponeiickara areHius o JiekapcrBaTa B CpoK 10 15 AHM OT mOly4aBaHETO HM.

(2) U3npaHuTenHaTa areHuus Mo jeKapcTBara MpoBepsiBa U3IMBJIIHEHUETO Ha 3aJbHKEHUETO
o ai. 1.

(3) Koraro cphoOmeHneTo ce OTHAacsS 3a CEepUO3HA HEeXelaHa JIEKapCTBEHA pPeakIus,
HACTHIIMJIA Ha TEPUTOPHUATA HA TpeTa AbpiKaBa, MPHUTEKATEIUTE Ha pa3pellieHHs 3a ymorpeda B
cpoka 1o ai. 1 ysenomsBar EBporneiickaTta areHIus 1o JekapcTBara.

§ 126. (1) Ilputexarenure Ha paspemieHus 3a ymnorpeba mogaBar B MAJl mepuoguuHu
aKTyaJU3upaHu TOKIaAN 32 0€30MaCHOCT B CHOTBETCTBUE C BPEMEBUTE MHTEPBAIH MO Wi. 194Kk, ai.
3 3a eKapcTBEHUTE MPOAYKTH, HA KOUTO Ca M3JaJCHU pa3pelieHus 3a ymnoTrpeda mpenu 21 romm
2012 r. 1 3a KOUTO YeCTOTaTa U JATUTE HA MOJABAHE HA MEPUOJIUYHUTE aKTyaJIu3upaHu JTOKJIAIN 32
0€30IacHOCT He ca BIIUCAHU KaTO YCJIOBHUS B pa3pelIeHUETO 3a ynoTpeoa.

(2) Pazmopenbara Ha an. 1 ce mpuiiara 10 OnpeAeisiHe Ha Jpyra 4ecTOTa WM Ha JIPYTH JaTh
Ha M0JIaBaHe Ha JOKIAIUTE B pa3pelIeHHETO 3a yrnoTpeda Uil 0 OMpeAeSTHETO Ha JaTH M YeCTOTa
ChIIAcHO 4il. 1941 - 194H.

146



§ 127. (1) IlpurexarenuTe Ha paspemieHUs 3a yrnoTpedba NPemoCcTaBAT TEPUOIUYHU
aKTyaJIM3UpaHu JI0KJIaau 3a Oe3omacHOCT 1o wi. 1943, an. 1 B peructbpa no wi. 1943, an. 3 cien
u3ThyaHe Ha 12 Mecena oT jgarara, Ha KosTo EBponeiickata areHIs 1o JieKapcTBaTa OMOBECTH
(YHKIMOHUPAHETO MY.

(2) Jo nHacTplBaHe Ha CpoKa IO aj. 1 mpurexaTenuTe Ha paspelleHus 3a yrnorpeda
MPEJCTABAT NMEPUOJANYHNUTE aKTyaTH3UpaHH J0KIaau 3a 6e3onacHocT Ha MAJI u Ha perymnaTtopHHUTe
OpraHd Ha JPYTUTE IbP>KAaBU WIEHKH, B KOUTO CHOTBETHUST JIEKAPCTBEH IMPOJYKT € pa3pelieH 3a
ynoTpeba.

§ 128. IlpurexarenuTe Ha paspeliecHUe/ya0CTOBEPEHUE 3a TBHProBus Ha JpeOHO ¢
JIEKApCTBEHH MPOJYKTU B alTeKa Wiau Jporepust mo 4i. 234, an. 5 momMecTBaT HA HHTEPHET
CTpaHuIaTa JIOTOTO 1Mo wi. 234, an. 6 B CPOK J10 eJHa TOAMHA OT JlaTaTa Ha MyOJUKyBaHE Ha aKTa 1o
ui1. 858, maparpad 3 ot Jupexrusa 2001/83/EO.

§ 129. M3npnHuTeNnHAaTa areHuus 0 JIeKapcTBaTa U3BbPIIBA IIbPBUS OAUT HA CHCTEMATA IO
wi. 183, an. 1 u u3npaiua Ha EBpornelickata KoMHCHs 10KJIaJ C PE3yJITaTUTE OT HETO Hal-KbCHO J10
21 centemBpu 2013 1.

§ 130. (1) Mo 20 mapt 2013 r. 3anouHanuTe U HENPUKIIOYWIN Tpoueaypu npen Komucusra
IO LIEHU U peuMOypcUpaHe ce JOBBPIIBAT OT Hesl 110 JOCETalTHUS pef.

(2) Cnen 1 anpun 2013 r. Hempuxmounnaute npoueaypu npen Komucusta mo neHu u
peumOypcupaHe ce JoBbpHIBAT OT HalmoHanHMS CbBET MO I[EHM W peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOLYKTH IIPHU YCIOBUSITA U IO Pella Ha TO3U 3aKOH.

(3) B cpok mgo 31 mapr 2013 r. Komucusra mno neHu u peuMOypcupaHe MpeAaocTaBs Ha
Hanmonanuusi chBeT HO LIEHM U peuMOypcHpaHE Ha JIEKQpCTBEHUTE NPOAYKTH C MPUEMHO-
Mpe/laBaTesIeH MPOTOKOJ 3asBICHUITA U JIOKYMEHTUTE, MOAA/IEHH 3a MPOLEAYpHUTe Mo ai. 1, KakTo
U apXuBa Ha MPUKIIOYHINTE MPOLEYPH.

(4) B cpok go 31 mapr 2013 r. Komucusra mno neHu u peuMOypcupaHe MpeAaocTaBs Ha
Hanuonanuusi chBeT HO LIEHM U peuMOypcHpaHE Ha JIEKQpCTBEHUTE NPOAYKTH C MPUEMHO-
IIpelaBaTelIeH IPOTOKOJI BOACHUTE OT KOMUCHSATA PETUCTPH.

§ 131. (1) Ho 20 mapt 2013 r. TakcuTe 3a MojaBaHE Ha 3asBJICHUS 32 YTBbpXKIaBaHE Ha
LEHU/TIPEIe]IHA  LIEHW, PETUCTPUpAaHe Ha LEHW Ha JICKapCTBEHH MPOJYKTH, 3a BKIIOYBAHE,
M3KJIIOYBAHE WM IPOMEHM Ha JIEKApCTBEHU NPOAYKTH B IIO3UTHBHMS JIeKapCTBEH CHUCHK Ce
cbOupaT oT MUHHCTEPCTBOTO Ha 37paBEOINa3BaHETO B pa3MepuTe, ONpeJiesieHd B TapudaTa mo .
21, an. 2.

(2) Cpopanute 10 20 mapt 2013 1. huHaHCOBU cpeacTBa Mo al. 1 ce pa3xojaBar 3a JelHoCTTa
Ha Komucusra o uenu u penMmOypcupase u Ha Komucusita mo npo3padyHocT.

§ 132. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIA HA TO3HM 3aKOH MUHUCTEPCKUAT CHBET 11O
MpeIo’KeHNEe Ha MUHUCThPA Ha 3]paBE0Na3BaHETO:

1. onpenens npexacenarens U wieHoBeTe Ha HanmoHanHus chBeT MO LIEHU U peuMOypcHupaHe
Ha JIEKapCTBEHUTE MPOAYKTH;

2. mpuema yCTpOWCTBEH MPaBWJIHUK Ha HalmoHamHUsS CHBET MO IIEHH U peuMOypcHpaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

§ 133. (1) B cpok nBa Mecera OT BIM3aHETO B CHJIa Ha TO3HW 3aKOH MUHHCTEPCKUAT CHBET
n3MeHs Tapudarta mno ui. 21, an. 2.

(2) B cpok g0 1 anpun 2013 r. MUHUCTEPCKUAT CHBET ITpUeMa Hapendarta mo ui. 261a, ai. 5.

§ 134. 3agpipkenusaTa mo wi. 159, am. 4, 4. 168, an. 8, un. 168a u 16806 3amouBaT ma ce
W3MBIHSABAT TPU TOAMHU CIEJ JaraTa Ha MyOJMKyBaHE Ha JIEJeTHPAHHUTE aKTOBE MO Wi. 54a oT
Hupextusa 2001/83/EO B ,,Odunnanen BecTHUK Ha EBponeiickus cbio3.

§ 138. 3akoHbT BiAM3a B cuja OT JeHS Ha OOHAapoaABaHETO My B ,,JIbpaBeH BECTHUK C
U3KJIIOYEHHUE Ha:

1. maparpad 9, 1. 1, Oyksa ,,a*“, § 29 - 36, § 38 - 43, § 44 orHocHO wi. 167a, 1676, 1678, 167,
167m, an. 167e,an. 1 mwan. 2, 1. 1 mun. 1673, § 65-76,§ 98, 1. 1 u 2, § 101, 1. 1, OykBu ,,a*“ u ,,06%,
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§ 102, 103, 106 - 108, 111, 116, § 117, 1. 1, OykBH ,,a%, ,,e*, , )k U ,, 0, KOUTO BIM3aT B CUJIA OT 2
aayapu 2013 r.;

2. maparpadu 20 u 117, 1. 2, kouto Biu3ar B cuia ot 1 ampwr 2013 1.

3. maparpad 44 otHocHO wi. 167e, an. 2, 1. 2 u an. 3 u 4. 167k, KOWTO BIU3a B cuiia OT 2
roim 2013 r.

I[MPEXO/IHU U 3AKJIFOUYUTEJIHU PA3ITIOPE/ZIBA

KbM 3aKOHA 32 U3MEHEHHE U JIOI'bJIHEHUE Ha 3aKOHa 3a 37PaBeTo

(B, 6p. 1 oT 2014 1., B cuna ot 3.01.2014 1.)

§ 17. B cpok 10 eauH Mecell OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MHUHHUCTBPBT Ha
3/IpaBeolla3BaHeTO U3/aBa HapeaOuTe 1mo:

1. unen 37, an. 8, . 52 u un. 114a, ain. 2;

2. unien 80e, an. 4 oT 3aKoHa 3a 3JpaBHOTO OCUT'YPSIBAHE.

§ 18. B cpok o eauH Mecell OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MHUHHUCTBPBT Ha
3/IpaBeoIa3BaHETO MPHUBEXKAAa B CHOTBETCTBHE C HEro Hapenbarta mo wi. 221, an. 1 ot 3akonHa 3a
JIEKapCTBEHHUTE MPOIYKTH B XyMaHHATa MEIUIIIHA.

IMPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEIBU

KbM 3aKOHA 32 U3MEHEHHE U IOIbIIHEHUE Ha 3aKOHA 3a 3/[paBHOTO OCUTYPSIBaHE

([IB, 6p. 48 oT 2015 1.)

§ 40. (1) MuHUCTBPBT Ha 3/IpaBEOIA3BAHETO OIPEACIs KpUTEpUUTe 1o 4. 45, ai. 3 B CpoK
710 TP Mecela OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

(2) Hapzopuust ceBetr Ha H30K yTtBBpKAaBa crinchbka 1o ui. 45, an. 4 B CpoK 10 TpU Mecela
clieq] ornpeessiHe Ha KpuTepuuTe 1o ai. 1.

(3) B cpok no enuH mecelr OT BIM3aHETO B CHJIA Ha CHMCHKA 1o wi. 45, an. 4 Hanponanuusr
CbBET MO IIEHM M peuMOypCcHUpaHe Ha JIEKapCTBEHUTE MPOIAYKTH CIIy>)KEOHO U3KIIOYBAa OT
[To3uTHUBHUS JIEKAPCTBEH CIUCHK JICKAPCTBEHUTE MPOIYKTH, TMPEIHA3HAYCHW 3a JICUCHUE Ha
3a00IIIBaHUsI, KOUTO HE Ca BKIIFOUYEHHU B CITUCHKA.

(4) HamumonamHata 3ApaBHOOCHTYpPUTEIHA Kaca 3arjiania JIEKapCTBEHUTE TPOIYKTH,
MEIUIIMHCKUTE U3JEIHs U AUETUYHUTE XPaHU 3a CIEIUATHA MEAWIIMHCKH ETH 3a 3a00JsIBaHUATA
1o HapendaTa Mo Joceramuus 4i. 45, an. 3, KOUTO ca MPeaNUCaHy O U3THYAHE Ha CPOKa TTo all. 3.

(5) OGxanBaHero Ha akToBeTe M JeicTBUsATa Ha HanuoHamHus cbBET MO IEHH U
peuMOypcHupaHe Ha JICKapCTBEHUTE IPOAYKTH IO aJl. 3 HE CIUpa U3ITBJIHEHUETO UM.

§ 41. Jlo onpenensiHe Ha OCHOBEH U JOIBJIHUTENIEH MaKeT Mo peAa Ha 4il. 45, an. 2 ce mpuiara
OCHOBHUST TTAKET, IEHCTBAIIl KbM BJIM3aHETO B CHJIA HA TO3H 3aKOH.

§ 42. (1) 3a nekapcTBeHUTE NMPOAYKTH 1O wi. 45, an. 10, 13 u 19, Bkmtouenu B [lozutuBHUS
JISKapCTBEH CITMCHK, 32 KOUTO HE Ca JOTOBOPSHH OTCTBIIKH, CE JIOTOBAPST OTCTHIIKK B CPOK JIO 6
Mecella OT BIM3aHEeTO B CHJIa HA TO3H 3aKOH.

(2) B cpok 110 eMH Mecell OT H3THYaHeTO Ha cpoka 1o an. | HalmoHaTHUAT ChBET IO IICHH |
peuMOypcupaHe Ha JIEKapCTBEHUTE MPOAYKTH CIIy)KeOHO H3KI04YBa OT [103UTHUBHUS JEKapCTBEH
CIIUCHK JICKAPCTBEHUTE MPOJTYKTH, 32 KOUTO HE Ca JJOTOBOPCHH OTCTHITKH.

(3) OOGxkanmBaHeTo Ha akToBeTe W JeicTBHiATa Ha HanuoHamHus CbBET MO IEHH U
peuMOypcHupaHe Ha JICKapCTBEHUTE MIPOAYKTH I10 ajl. 2 He CIUpa U3ITBJIHEHUETO UM.

§ 43. Tlo moroBopu Mexay JeUeOHUTE 3aBEeICHHUS U JOCTABUYMIIA Ha JICKAPCTBEHU MPOIAYKTH 3a
JIeYeHUE Ha 3JIOKAYECTBEHU 3a00JISIBAaHUS B YCIOBHUATA Ha OomHMyHaTa MeaunuHcka momon] H30K
3amamna CTOMHOCTTAa Ha JICKapCTBEHHUTE MPOJYKTH, HE3aBUCHMO Jalld 3a TIX ca JIOTOBOPEHU
OTCTBIIKH, JIO H3THYAHETO HA YTOBOPECHHS B JOTOBOPHUTE CPOK KBM MOMEHTA Ha BJIM3aHETO B CHJIA
Ha TO3W 3aKOH, HO HE TTOBeYe OT 6 Mecela.

§ 44. (1) HammoHanmHWTE paMKOBH JOTOBOPH, OOEMHUTE M IICHUTE HAa MEIUIIMHCKUTE W Ha
JCHTATHUTE JEHHOCTH, METOIUKHUTE 32 OCTOMHOCTSIBAHE M 3aIljlalllaHe Ha MEAWIIMHCKATa TOMOII U
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pemeHusTa Mo wi. 54, an. 8§ u/wm 9, KOUTO MEHCTBAT KbM MOMEHTA Ha BIIM3aHETO B CHJIA HA TO3H
3aKOH, C€ MpUJjIarar 0 NPUEeMaHEeTO Ha HOBU HAIlMOHAIHU PAaMKOBH JIOTOBOPH.

(2) o mpuemMaHeTo Ha HOBH HaIlMOHATHU paMkoBH goropopu H3OK 3ammamnia meaumuHckara
oMoy o wi. 55, an. 2, T. 2 B paMKuTe Ha 00eMUTE, JCHCTBAIIM KbM MOMEHTA Ha BIIM3aHETO B
CHJIa HA TO3H 3aKOH.

§ 45. (1) Jdo mpuemaHero Ha HOBM HalMOHAJIHU PaMKOBH JOroBopu mo uwi. 53, am. 1
MIPOBEPKUTE OT (PMHAHCOBHUTE HWHCIEKTOPH, JIEKAPUTE-KOHTPOJIBOPU M JIEKapUTe IO JICHTAaJIHA
MEIWIIMHA — KOHTPOJHOPH, HAJIATAHETO HA CAHKIUU M TAXHOTO OO0XKalBaHE CE W3BBPIIBAT IO
JOCETallHus pel.

(2) Mposepkure mo am. 1, HajmaraHeTo Ha CAHKIMU M TAXHOTO OOXKalBaHE, KOWUTO ca
3aroyYHaly /10 IpUeMaHe Ha HOBU HAI[MOHAJIHHU PaMKOBHU JOTOBOPH IO Wi. 53, an. 1, ce mpuKiIo4Bar
I10 JIOCETAIIHUS pe.

§ 46. (1) B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIA HA TO3HM 3aKOH MEIUIIMHCKUTE HAYYHU
Jpy>KeCTBa MpencTaBsIT Ha HamumoHanHus ChbBET MO IIEHU U peuMOypcHpaHe Ha JIEKAPCTBEHUTE
MPOAYKTH PBKOBOJACTBATa M aiaroputmute nmo uia. 259, an. 1, T. 4 or 3akoHa 3a JIEKAPCTBEHUTE
MPOJYKTHU B XyMaHHATa MEIUIMHA.

(2) Koraro B cpoka mo an. | MEIUIMHCKUTE HAYYHH JpY>KECTBAa HE MPEICTaBSIT
PBKOBOJICTBATA U airoputMute no 4i. 259, an. 1, 1. 4 or 3akoHa 3a JE€KapCTBEHUTE NMPOJIYKTH B
XyMaHHaTa MeIulMHa, HalnuoHalIHUAT CBHBET MO IIEHHM U peruMOypcHpaHe Ha JIEKapCTBEHUTE
MPOAYKTH OpraHu3upa TAXHOTO H3rOTBSHE OT HAUMOHATHUTE KOHCYJITAHTH WIH OT JPYTH
MEIUIIMHCKH CTIEUAINCTH, KOUTO UMAT OMUT B ChOTBETHATa 00JIacT.

(3) HaunonanHuAT cbBET MO ILEHM U peuMOypcHpaHE Ha JIEKQpCTBEHUTE MPOIYKTH
YTBBbPXK/AaBa PHKOBOJACTBATA U AIrOPUTMUTE o wi. 259, an. 1, T. 4 ot 3aKkoHa 3a JEKaPCTBEHUTE
MPOAYKTH B XyMaHHATa MEIUIIMHA B CPOK JI0 TPH MEceIla OT U3TUYAHETO Ha CPOKa 1o ai. 1.

§ 47. (1) B cpok mo Tpu Mecera OT BIM3aHETO B CHJIa Ha TO3W 3aKOH MUHHUCTBHPBHT Ha
3[[paBEONa3BaHETO M3/aBa HapeadaTa mo wi. 262, ain. 4 ot 3aKoHa 3a JIEKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa MEIUIMHA.

(2) B cpok n0 6 Mecena OT BIM3aHETO B CWJIa Ha TO3M 3aKOH B [l03UTHBHMS JieKapCTBEH
COUCBK MOraT Ja C€ BKJIIOUBAT JIEKAPCTBEHU MPOAYKTH C HOBU MEXAYHAPOJHH HEMATEHTHU
HaMMEHOBaHMs, 0€3 /1a € U3BBPIICHA OIlEHKA Ha 3IPAaBHUTE TEXHOJIOTHH.

MMPEXOHU 1 3AKJIFOUNUTEJIHA PA3ITIOPE/IBA

KbM 3aKOHA 3a U3MEHEHUE U JOMbJIHEHHUE Ha 3aKOHa

3a JIEKQpCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA

(B, 6p. 84 o1 2018 ., B cma ot 12.10.2018 1.)

§ 70. PaspemieHuTe 10 BJIM3aHETO B CWJIA Ha TO3M 3aKOH KIMHUYHU M3MHUTBaHUS C
JIEKApCTBEHH TPOAYKTH, CHIbPXKAIA HAPKOTUYHU BEIIECTBA, CE€ TPOBEXKIAT B JICYCOHHTE
3aBeJCHUS, 32 KOMTO Ca IMOJYYEHU pa3pellieHHs] 3a MPOBEXKJAAHE Ha CHOTBETHHUTE KIMHUYHU
M3MUTBAHUSA 110 JOCETAITHUS PE/I.

§ 71. (1) MUHHCTBPBT Ha 3paBEOIa3BaHETO ONpPEAEs ChCTaBa HAa KOMUCHUATA 1o wi. 103, a.
1 B CpoOK 10 TpU Mecela OT BJIM3aHETO B CHJIa Ha TO3H 3aKOH.

(2) Komucusra mo un. 103, an. 1 e npaBonmpuemHuk Ha Komucusta mo eruka 3a
MHOTOIICHTPOBU W3MUTBAHUS.

(3) Komucusita mo wi. 103, an. 1 naBa cTaHOBHINA U TIO HEMPUKITIOUMIUTE TPOU3BOJICTBA TP
KOMHCHHTE 110 €TUKA, Ch3/1aJIeHN KbM JIeYeOHUTE 3aBEJICHUS, TIO IOCETAIIHUS PE].

(4) Ho ompenensine Ha cbcTaBa Ha komucuata mo wi. 103, an. 1 Komucusta mo eruka 3a
MHOTOIIEHTPOBHY MU3MHUTBAHUS MPOIBIDKABA /1a OCHIIECTBSIBA JEHHOCTTA CH 1O JOCETAITHUS PEI.

§ 72. (1) LlenTpanHarta KOMHUCHS IO €TUKA MPEKpaTsIBa ACHHOCTTA CH CIe/] MPUKIIOYBAHETO
Ha BCUYKH MPOU3BOICTBA, 00Opa3yBaHU Mpe Hesl.
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(2) Ipencemarenar ©Ha IleHTpasiHata KOMHUCHS 10 €THKA TIpedaBa C IpUEMaTETHO-
IIpelaBaTesIeH IPOTOKOJI apxuBa Ha LleHTpanHaTa KOMUCHUS IO €THKA HA ONPEAEIEHO ChC 3all0BE]
Ha MUHUCTBpA Ha 3[[paBeOIa3BaHETO JIBKHOCTHO JUIle OT MUHUCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO
B CPOK JI0 €IUH MECELl OT IIPEKPaTSIBaHETO Ha JIeHHOCTTa Ha LleHTpasiHaTa KOMHUCHS 110 €THKA.

§ 73. (1) PpkoBomuTenuTe Ha JICYCOHUTE 3aBEICHUS, B KOWTO C€ W3BBPIIBAT KIMHUYHU
M3MUTBAHUA IO Pella Ha TO3U 3aKOH, ONPEAEIAT JIMIE 32 KOHTAKT B CbOTBETCTBUE C U3UCKBAHUATA
Ha 4wi1. 107a B cpok J10 TpU Mecella OT BJIM3aHETO B cuia Ha wi. 107a.

(2) Komucuure mo erWka, Ch3JaJCHH KbM JIEYCOHUTE 3aBEACHUS IO JOCETAIlllHUS pefl,
MIPOIBJKABAT /1a OCHILIECTBABAT JEHHOCTTA CH 10 OMpEEIIIHE Ha JIHIle 32 KOHTAKT mo wi. 107a, an.
1.

(3) Cnen onpenensiHe Ha JIMIE 3a KOHTAKT 1o wi. 107a, an. 1 GyHKIMUTE HA KOMHUCUUTE 110
€THKa, Ch3/IaICHU KbM JICUeOHUTE 3aBeJICHHs 1O JOCETAIIHUS pell, C€ OCHIIECTBABAT OT JIMIIETO 32
koHTakT 1o 4. 107a, am. 1, ¢ U3KIIOUEHHME Ha JaBaHETO Ha CTAHOBMIIE IO WiI. 83, KOSTO ce
U3BbpLIBA OT KomucHsTa 1o wi. 103, axn. 1.

(4) ApxuBHTE HAa KOMHCHUUTE IO €THKAa, CH3JAJCHH KbM JIe4eOHUTE 3aBEelCHUS IIO
JIOCEralllHus pell, Ce MPEaBaT U CbXpaHsIBaT B CbOTBETHOTO JIEUEOHO 3aBe/ICHUE.

§ 74. B cpok mo 6 mecena ot myOJIMKYBaHETO Ha ChOOIIeHHETO Mo wi. 82, maparpad 3 ot
Permament (EC) Ne 536/2014 xnMHUYHWTE W3MUTBAHHUSA C€ pas3pemiaBaT U MPOBEXKIAT MpPH
JIOCETaIllHUTE YCIOBUS U pell, OCBEH B ciydaute 1o 4wi. 98 ot Permament (EC) Ne 536/2014.

§ 75. (1) U3mpaHuTenHaTa areHIus 1O JieKapcTBaTa Ch3/laBa CIelMaIu3upaHarTa eJIeKTpOHHA
cuctema 1o wi. 21706, an. 1 B cbOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK 70 4 Mecela OT
BJIM3aHETO MY B CHJIA.

(2) IIbpBuar Cnuchk Ha JIEKapCTBEHUTE MPOAYKTU, BKItOUeHU B [l03UTHBHMS NEKapCTBEH
CIIMCBHK, 32 KOUTO € YCTAHOBEH HEJAOCTUT Ha Teputopusita Ha PenyOiuka bbarapus, ce U3rorss npu
Cria3BaHe Ha W3HMCKBaHUATA Ha wi. 217B, KaTo HEAOCTUI'BT HA JIEKAPCTBEHU NPOAYKTH CE
YCTaHOBSIBA BH3 OCHOBAa Ha HEOOXOOUMHTE KOJIMYECTBA 3a 33/0BOJISIBAHE Ha 3ApaBHUTE
NOoTpeOHOCTH Ha HACEJIeHHWeTO 3a MepHoj, OT €AMH Mecell, M3YUCIEHH Bb3 OCHOBAa Ha
CPEIHOMECEUHOTO NMOTPeOJIeHNe Ha ChOTBETHHUS JIEKApPCTBEH NPOAYKT 3a MPEIXOJHHUTE 6 Mecena
ype3 clieluain3upanarta eleKTpoOHHa CUCTeMa To peaa Ha 4. 2176.

(3) 3a u3roTBsiHE HA MBPBUSI CIUCHK 10 Wi. 2178, an. 1 ungopmanusTa o wi. 2176, an. 3, 1.
1 — 3 ce mpexocraBs 3a NpeaxoJHUTE 6 Mecela OT JEHS Ha Ch3/IaBAHETO Ha ClelHaIu3UpaHaTa
€JIEKTPOHHA CHCTEMa M0 aj. 1, KOMTO MyOJIMYHO ce OMOBECTSABA HAa MHTEpHET cTpaHuuara Ha MAJL
Nudopmanuara ce mpemaocTaBs B CPOK JI0 J1Ba Mecella OT Ch3JaBaHETO Ha CIelHaIu3upaHara
€JIEKTPOHHA cUCTeMa T10 ail. 1.

(4) CriucwkbT 1o an. 2 ce u3npama ot MAJI v Ha Arennus ,,MUTHULIE® TIO CITy)eOeH pell.

(5) MunucTepcTBOTO Ha 3/IpaBeona3BaHeTo oka3Ba chiaericTeue Ha MAJI npu ch3naBaHeTo HA
crieManu3upaHara eJeKTpoHHa cucreMa no wi. 2176, an. 1.

§ 76. Ilon3akoHOBUTE HOPMATHBHM AKTOBE I10 IMPWJIAraHETO HAa TO3M 3aKOH C€ IpHemar,
ChOTBETHO M3/1aBaT M MPHUBEXKJAT B ChOTBETCTBUE C M3UCKBAHUSATA HA TO3U 3aKOH B CPOK J0O TPHU
Mecela OT BIM3aHEeTO My B CHJIA.

§ 77. llomameHuTte 10 BIM3aHETO B CUJIa HAa TO3M 3aKOH YBEAOMJIEHHS 3a HM3HOC Ha
JIEKAPCTBEHW MNPOAYKTH, BKIIOUEHH B [IO3UTHMBHHA JIEKapCTBEH CNMCHK IO 4. 262, am. 1, oT
Teputopusita Ha PenmyOmuka bbiarapus ce pasriexxaar u JOBBPIIBAT IO TOCETAIIHUS PEI.

§ 78. 3akoHBT BiIM3a B CHJIa OT JIEHA Ha OOHapoaABaHETO My B , JIbp>KaBeH BECTHHK™ C
m3kimoyeHne Ha § 5, § 7—12,§ 14 -21,§27-30,§ 31, 1.2, 8§ 32,§39-41,§ 56,§ 60 u § 66, 1. 1
- 8,10, 12, 15 - 17, 19 — 22, xouto Bim3aT B cuia 6 mMecerna ciej myoJIMKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014.

[MPEXOIHU 1 3AKJIFOUNUTEJIHU PA3ITOPE/IBA
KbM 3aKkoOHa 3a W3MEHEHHE U [ONBJIHEHME Ha 3aKkoHa 3a JIEKapCTBEHHUTE IPOLYKTH B

XyMaHHaTa MEJUIMHA
(1B, 6p. 67 or 2020 1.)
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§ 68. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIa HA TO3M 3aKOH M3MbIHUTEIHATA areHIus
[0 JIeKapCcTBaTa BIMCBa B perucrbpa mno wi. 19, an. 1, T. 3 paspemenure 3a ymnorpeda 1o
LEHTpaIM3MpaHa Mpoleaypa JeKapcTBEH! MPOoayKTH 1o pena Ha Permament (EO) Ne 726/2004 na
EBpornelickus napiameHT 1 Ha CbBera.

§ 69. (1) B cpok mo Tpu Mecena OT BIM3aHETO B CWjla Ha TO3M 3aKOH M3mbJIHHUTETHATA
areHIUs T0 JIEKapCTBaTa BIIMCBA HALIMOHAJIEH HOMEp 3a uaeHTUduKanus 1mo wi. 19, an. 3 Ha BCUYKU
JIGKapCTBEHU MPOJIYKTH, BIIUCAHU B perucrobpa mo wi. 19, an. 1, 1. 3.

(2) 3a nekapcTBEHUTE MPOAYKTH, KOUTO ca BKIHOYEHU B [103UTUBHUS JIEKapCTBEH CIHCHK, B
perucTbpa Ha TMpenelHUTe IEHM W B PErucTbpa Ha MaKCUMaJHUTE MPOJAKHU IICHH
WM3nbinutennara areHIus MO JieKapcTBaTa BOMCBA B perucrbpa mo wi. 19, am. 1, 1. 3 kato
HaI[MOHAJICH HOMEp 3a WACHTU(UKALMS Ha JIGKAPCTBEHUS MPOAYKT HACHTU(UKALIMOHHUS HOMED,
MIOCOYEH B CHOTBETHHS PErHCTBp, BOJCH OT HanuoHamHus ChBET MO IIEHU U peuMOypcHUpaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

(3) B cpox 10 18 mecerna oT U3TUHYAHETO HA CPOKa MO ajl. | mpuTekaTeIUTe HA pa3penieHus 3a
ynotpeba OCUTypsiBaT BbBEXKJAHETO HA YHUKATHHS HAIMOHAJICH HOMEP 3a MACHTU(UKALMS 0 YII.
19, an. 3 3a BcekH CBOIl JIeKapCTBEH MPOAYKT KAaTO 4acT OT MHAMBUAYATHHS HISHTH()UKAIMOHEH
oener o uwi. 68a.

§ 70. (1) 3aBapeHuTe A0 BJIM3aHETO B CWJa HA TO3M 3aKOH JIMIA, KOUTO MPHUTEKABAT
€IHOBPEMEHHO pa3pellieHHe 3a THProBUS HA €IpO U pa3pelieHHe 3a ThProBUs Ha JpeOHO C
JIEKApCTBEHH MPOIYKTH B anTeKa, MPUBEXK/IAT JEHHOCTTa CH B ChOTBETCTBUE C M3UCKBAHUSITA HA YJI.
195a u 222a B cpok 10 6 Mecela OT BIM3aHETO B CHJIA HAa TO3M 3aKOH.

(2) Korato B cpoka mo an. | JuIEeTO HE € NpPUBENO JEHHOCTTa CH B CHOTBETCTBHE,
M3MBIHUTENHUAT AupekTop Ha MAJl oTHeMa pa3pelieHueTo, KOeTo € M3JaJleHO C MO-KbCHa JaTa.
Korato BTOopara mo BuA HAEWHOCT € TBHProBHs Ha JApeOHO C JICKAPCTBEHHU MPOAYKTH,
M3MBIHUTENHUAT nupektop Ha MAJl oTHema paspemieHusaTa, M3JaJeHH Ha JUIETO, 32 BCUYKHU
anTeKH.

(3) U3uckBanusTa Ha 4. 195a u 222a ce mpunarar u 3a NOJaJCHUTE 10 BIM3aHETO B CUJjia Ha
TO3H 3aKOH 3asBJICHUS 32 THPTrOBUs HA €O W/WUJTU Ha APEOHO C JIEKAPCTBEHU MPOTYKTH.

§ 71. (1) B cpok m0 12 mecemna oT BIM3aHETO B CHUJIa HA TO3U 3aKOH HallMOHATHUSAT CHBET MO
1IeHH U peMMOypCUpaHe Ha JIeKapCTBEHUTE NPOAyKTH BOMCBA MH(OpMaluaTa o wi. 262!, an. 2 3a
JIEKApCTBEHUTE MPOAYKTH, KOUTO ca BKJIIOUEHH B [103UTHBHMS JIEKapCTBEH CIUCHK.

(2) U3nbaHuTenHaTa areHuys 1o JIeKapcTBaTa MpenocTaBs HeoOxoaumaTa nHpopMalus Ha
Harmonanuus chbBeT 1O 1IEHU U peuMOypCcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH 1O aji. 1 B cpok 70 6
Mecela OT BIM3aHeTO B CUJIa Ha TO3H 3aKOH.

§ 72. (1) Metonukara mo ui. 2270, an. 5 ce uzznasa B Cpok 10 6 Mecella OT BIM3aHETO B CHJIa
Ha TO3U 3aKOH.

(2) Hanmonannara anteuHa kapTa mo 4i. 227a, an. 1 ce mpueMa B CpOK JI0 €HA TOAMHA OT
BJIM3aHETO B CHUJIA HA TO3U 3aKOH.

§ 73. B cpok A0 Tpu Mecela OT BJIM3aHETO B CWJa HAa TO3M 3aKOH YINPABUTENAT Ha
Hanmonannata 31paBHOOCHTYpHUTEIHA Kaca MOXKE E€IHOKPATHO Jla OMpenelid HOB pa3Mep Ha
WHJIMBHUyaTHUTE  OCHOBHM  MECEYHM  3alylaTd  Ha  JUPEKTOpPUTE Ha  pailloHHHTE
3IPaBHOOCUTYPUTETHH Kacu, 0e3 Ja HaJAXBbpJs MaKCUMaJTHHUS pa3Mep Ha OCHOBHATa MeECEYHa
3amiaTa 3a CbOTBETHOTO HUBO W CTEIEH, B paMKHUTE Ha Pa3XOAMTE 3a MepcoHan Mo OrokeTa Ha
H3O0K 3a cphorBeTHaTa roguMHa, HE3aBUCUMO OT W3BBPIICHHUTE WU NPEACTOSLIM YBEJIWYEHHs HA
MECEUHUTE 3aIlIaTh NIPe3 ChOTBETHATA rOANHA.

§ 78. (1) IlogzakoHOBUTE HOPMATHUBHU aKTOBE MO MPWJIATAaHETO HA TO3M 3aKOH, 3aKOHa 3a
3IpaBHOTO OCUTYpPsIBaHE, 3aKOHA 32 MEAUIIMHCKHUTE M3/ U Ha 3aKOHA 3a XOpaTa C yBPEKIaHUS
ce Impuemar, CbOTBETHO U3/1aBaT U MPUBEXKIAT B CbOTBETCTBUE, B CPOK JI0 TPU MECeIla OT BIU3AHETO
B CHJIa HA TO3U 3aKOH.
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(2) Mo mnpuemaHeTro, CHOTBETHO W3/IaBaHETO, U MPHUBEXKIAHETO B CHOTBETCTBHE Ha
MOJ3aKOHOBUTE HOPMATUBHU aKTOBE 110 al. | ce mpuiiaraT AeMCTBAIIUTE MO3aKOHOBU HOPMATUBHU
aKTOBE, TOKOJIKOTO HE MPOTHUBOPEYAT HA CHOTBETHHS 3aKOH.

I[MPEXO/IHU U 3AKJIFOYUTEJIHU PA3IIOPE/IBA

KbM 3akoHa 3a Oropkera Ha HanmonanmnaTa 31paBHOOCHTypUTETHA Kaca 3a 2021 T.

(B, 6p. 103 oT 2020 1., B cuna ot 1.01.2021 1.)

§ 20. (1) B cpok nmo Tpu Mecena OT BIM3aHETO B CWja Ha TO3M 3akoH M3mbiHUTENTHATA
areHuus o JieKapcTBaTa IpenocTaBs Ha HaluoHanHus cbBeT MO LIEHW M peuMOypcHpaHe Ha
JIEKapCTBEHHUTE MPOIYKTU B €JIEKTPOHEH (popmart, mo oOpasell, yTBbPACH OT HEro, HH(OpMaIHs 3a
paspelieHuTe 3a ynorpeda U PEerucTpUpaHuTe JIEKApCTBEHM HPOAYKTH Ha TEPUTOpUATA Ha
PenyGnuka bearapus u 3a paspemeHure 3a ynorpeda mo neHTpaiu3upaHa nporeaypa JeKapcTBeHN
npoayktu 1o pena Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHT u Ha ChBeTa OT
31 mapt 2004 r. 3a ycraHoBsiBaHe Ha mporeaypu Ha Cpro3a 3a paspeliaBaHe M KOHTPOJ Ha
JIEKapCTBEHM NPOJYKTH 3a XyMaHHa W BETEpHHApHA ymnoTpeda M 3a cb3laBaHe Ha EBpormeiicka
areHuus 1o JeKapcTnara.

(2) HauuoHnanmHusT CbBET IO LEHM M pPeUMOypcUpaHe Ha JICKapCTBEHUTE IPOIYKTU
yTBBpKAaBa oOpasena 1o aji. 1 B 7-AHEBEH CPOK OT BIM3AHETO B CUJIA HA TO3H 3aKOH.

§ 21. (1) WneHtudukanyoHHUTE HOMEpa Ha JEKapCTBEHUTE MPOAYKTH, BIHCAHU B
[lo3uTUBHUS JIEKapCTBEH CHUCHK, B pErucTbpa Ha IMpPENETHUTE II€HU U B pPETUCTbpa Ha
MaKCUMaJHUTE NPOJAKHU IIEHH, C€ CMATAT 3a HALMOHAJIEH HOMEp 3a WJCHTU(UKALUS Ha
JleKapCTBEHHUs TIPOAYKT MO CMHChIa Ha ul. 259!, an. 1 or 3akoHa 3a JeKapCTBEHUTE MPOLYKTH B
XyMaHHaTa MEIUIMHA.

(2) B cpok o 6 Mecena ot npegocraBsineTo Ha nHdopmanusra o § 20, an. 1 Harmonanuust
CbBET IO LEHM M peuMOypcHpaHe Ha JIEKapCTBEHHUTE NPOIYKTH IyOJIMKYyBa HA HWHTEPHET
CTpaHulaTa CU peructbpa no wi. 259, an. 2, T. 4 or 3akoHa 3a JIEKAPCTBEHUTE IMPOIYKTH B
XyMaHHaTa MEIUIMHA.

(3) B cpox n0 Tpu Mecema OT BIM3aHETO B CHJIa HAa TO3M 3aKOH MPUTEKATEIUTE HA
paspelieHus 3a ynorpeda/y10CTOBEpEHUE 3a PErUCTpalts Ha JIEKapCTBEH MPOAYKT MPEJOCTaBAT Ha
W3nbaHuTenHaTa areHIus IO JIeKapcTBaTa 3a BCHYKHM JIEKAPCTBEHU MPOAYKTH, MOIYUWIN
paspelieHre 3a ynorpe0a/yJoCTOBEPEHHE 3a PEerucTpalus Ha TEpUTOpUATAa Ha CTpaHaTa upes
crienragu3upaHaTa eJeKTpoHHa cucTema 1o wi. 2170, an. 1 ot 3akoHa 3a IeKapCTBEHUTE MPOTyKTH
B XyMaHHaTa MeJMIIMHA, MHpOpMaLus 3a KoJa Ha MpOAyKTa MO CMHUCHIA Ha ui. 4, Oyksa 0),
noarouka 1) ot Jenerupan perinament (EC) 2016/161 na Komucusara ot 2 oxromBpu 2015 r. 3a
nonbiBaHe Ha Jlupektua 2001/83/EO na EBponeiickuss mnapiameHT u Ha CbBera upe3
YCTaHOBSIBAHE Ha MOJAPOOHM NpaBWJa 3a IOKAa3aTeJUTe 3a OE30MacHOCT, IOCTaBEHH BbPXY
OIaKOBKaTa Ha JIEKapCTBEHHUTE MPOJIYKTH 3a XyMaHHa ynotpeda (OB, L 32/1 ot 9 despyapu 2016
r.), Hapu4aH Mo-HataTbK ,Jlenerupan pernament (EC) 2016/161, 3a nexkapcTBeHUTE MPOIYKTH,
omnpenenenu B [lenerupan pernament (EC) 2016/161.

(4) B cpox no Tpu Mecena OT BIM3aHETO B CWJIa Ha TO3M 3aKOH MpPHUTEXKATEIUTE Ha
paspelleHuss 3a mapajejeH BHOC Ha JIEKapCTBEH MPOAYKT MpeNocTaBAT Ha M3mbiHUTENHaTa
areHuus 1o JIeKapcTBaTa 3a BCUUKH JIEKAPCTBEHH MPOAYKTH, MOJYUYMIN pa3pelieHne 3a rnapajieiaeH
BHOC Ha TEPUTOPUsATA HA CTpaHaTa uype3 ClelualIn3upaHara eJeKTpoHHa cucrtema o wi. 2176, an. 1
0T 3akoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeAMIIMHA, MH(pOpMalusg 3a KojJa Ha
MPOAYKTa O CMUCHIA Ha wil. 4, OykBa 0), moarouka 1) ot [enerupan pernament (EC) 2016/161 3a
JIEKapCTBEHUTE MPOIYKTH, OIPEIEIIEHU B HETO.

S3AKJIIFOUUTEJIHU PA3IIOPEJIBU
KBbM 3aKoHa 32 U3MEHEHUE U IOITBIHEHNUE HA 3aK0OHA

3a JIGKQpCTBEHUTE MPOAYKTH B XyMaHHATAa MEIUIIMHA
(B, 6p. 16 ot 2024 1., B cmta ot 23.02.2024 1.)
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§ 14. Tlputexarenure Ha pa3pelieHHEe 3a YINOTpebda Ha JEKapCTBEH MPOAYKT U
IIPUTEKATEIINTE HA pa3pellieHUe 3a IapajesieH BHOC, KOUTO /10 BIM3aHETO B CHJIa HAa TO3U 3aKOH He
ca npenocTtaBuian Ha M3mbiHUTETHATA areHIus o JieKapcTBaTa HHpopMmanusaTa mo wi. 68, an. 1, T.
11 u un. 217, 1. 6, ca JUILXHU Ja MPEAOCTaBAT Ta3u WHQPOpPMAIHS B CPOK JO €AWH MECel OT
BJIM3aHETO B CHJIA HA TO3U 3aKOH.

§ 15. bearapckara opranu3aius 3a Bepuukaiys Ha JeKapcTBaTa OCUTypsiBa JOCTHIIA MO Y.
2726, an. 3 Ha HaMOHATHUTE KOMIETEHTHU OpraHu mo wi. 2720, all. 3 B CPOK J0 €IUH Mecel] OT
BJIM3aHETO B CUJIa HAa TO3U 3aKOH.

§ 16. MUHUCTBPBT Ha 3/pABEOINA3BAHETO NpPHBEXAAa Hapeabara mo 4. 2176, am. 9 u
Hapezabara mo wi. 28r, aji. 6 oT 3aKoHa 3a 37PABETO B CHOTBETCTBUE C U3UCKBAHUATA HA TO3H 3aKOH
B CPOK JI0 TPU Mecella OT BIM3aHETO B CHJIa Ha TO3M 3aKOH.

§ 17. MEHHCTBHPBT Ha 3/JpaBeona3BaHeTo nMpuBexaa Harmonanxara 3apaBHOMHGOPMAIIMOHHA
cucTtema 1o wi. 28r, ain. 1 oT 3akoHa 3a 37paBeToO B ChOTBETCTBUE C M3UCKBAHUATA HA TO3U 3aKOH B
CpOK 710 6 Mecella OT BJIM3aHETO B CUJIa HAa TO3U 3aKOH.

§ 18. MB3OBJIHUTENHUAT TUPEKTOp Ha V3MbJIHUTENHATA areHIMs MO JIeKapcTBaTa MPHUBEXIA
crienuaau3upaHara eJeKTpoHHa cucTema 1mo 4wi. 2170, an. 1 B chbOTBETCTBHE C M3MCKBAHUSTA Ha
TO31 3aKOH U Ha 3aKOHa 3a €JIEKTPOHHOTO YIpaBJICHHUE B CPOK J0 6 Mecela OT BIM3aHETO B CUJIa Ha
TO3HU 3aKOH.

§ 19. Ilpencenarenst Ha HanuoHanHus ChBET MO LIEHU U peUMOypCUpaHe Ha JIEKapCTBEHUTE
MPOAYKTH HPUBEXKAA perucrbpa no uwi. 259, an. 2, 1. 4 B CbOTBETCTBHE C U3UCKBAHMSITA HA TO3U
3aKOH B CPOK J10 6 Mecela OT BIM3aHETO B CHUJIa HAa TO3U 3aKOH.

§ 20. VYopaBurenst Ha HanuonanHata 31paBHOOCUTYpUTENHA Kaca IPUBEXKIA
nH(popMalMOHHATA cucTeMa Mo wi. 63, an. 1 oT 3akoHa 3a 3paBHOTO OCUTYpPsSIBAHE B CbOTBETCTBUE
C U3UCKBAHUATA HA TO3U 3aKOH B CPOK JI0 6 Mecela OT BIM3aHETO B CHJIa HAa TO3U 3aKOH.

§ 21. B 6-meceueH CpoK OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHUCTEPCTBOTO Ha
3/lpaBeolia3BaHeTo, M3mbIHUTEIHATA areHIus 10 JeKapcTBara, HalMoHalIHUAT ChbBET IO LEHU U
peuMmOypcupaHe Ha JEKapCTBEHHUTE TMPOAYKTH, HaruoHanHata 3ApaBHOOCHUTYpPHUTENIHA Kaca,
bearapckara opranuzanus 3a Bepu(pHUKalus Ha JeKapcTBaTa, MPUTEKATEIUTE Ha pa3pelieHue 3a
THProBUSl Ha €IpO C JIEKAPCTBEHHM NPOAYKTH, NMPUTEKATEIUTE Ha pa3pellieHUuEe 3a ThProBHs Ha
IpeOHO C JEKapCTBEHU MPOIYKTH, JIEYCOHUTE 3aBeAeHUS 1Mo wi. 222, an. 4, T. 1 u 2, IEHTpOBETE U
xocnucure mo ui. 222, an. 4, T. 3 u 4 u nedyeOHMUTE 3aBefeHUs NO wi. 222, an. 6 ocurypssar
orepaTHBHATa ChbBMECTHMOCT M CBBHP3aHOCTTA 3a aBTOMAaTH3MpaH OOMEH Ha JaHHM B MAalIMHHO
4eTuM (GopMar B peasiHo Bpeme 1o . 272B.

§ 23. 3akoHBT BIM3a B CWJIa OT JIeHd Ha OOHApoJABaHETO My B ,,JIbp)kaBeH BECTHHK', C
M3KJTIOUeHre Ha § 7 OTHOCHO wWiI. 262, an. 20 u § 22, KOUTO BIU3AT B CHJIa 6 Mecela Clie/l BIU3aHETO
B CHJIa HA TO3M 3aKOH.
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