3AKOH 3a nexapcTBeHUTe NPOAYKTH B XyMaHHATA MeIUIIUHA

O6n., IB, 6p. 31 o1 13.04.2007 1., B cmma ot 13.04.2007 r., u3Mm., Op. 19 o1 22.02.2008 T.; Pemenue
Ne 5 va Koncrurynmonnust ¢u1 Ha PB ot 10.07.2008 r. - 6p. 65 ot 22.07.2008 r.; u3m. u morm., 6p. 71 ot
12.08.2008 r., B cuma ot 12.08.2008 1., n3Mm., 6p. 10 o1 6.02.2009 1., B cra ot 29.01.2009 r., u3Mm. u gorr., 6p.
23 ot 27.03.2009 1., B crma ot 30.03.2009 r., 6p. 41 ot 2.06.2009 T., B cmma ot 2.06.2009 r., mom., O6p. 88 or
6.11.2009 1., B cuma ot 6.11.2009 r., u3m. u nom., 6p. 102 ot 22.12.2009 r., B cuna ot 22.12.2009 r., u3m., op.
59 ot 31.07.2010 r., B cmna ot 31.07.2010 r., 6p. 98 or 14.12.2010 r., B cuna ot 1.01.2011 r., Op. 9 ot
28.01.2011 r., u3m. u gom., 6p. 12 ot 8.02.2011 r., B cuia ot 8.02.2011 r., 6p. 60 ot 5.08.2011 r., B cuna ot
5.08.2011 1., m3m., 6p. 61 071 9.08.2011 1., Bcuma or 10.11.2011 1., 6p. 38 o1 18.05.2012 1., B crma ot 1.07.2012
r., 101, op. 60 ot 7.08.2012 r., B cuna ot 7.08.2012 r., u3m. u gom., O6p. 102 ot 21.12.2012 r., B cwia ot
21.12.2012 r., u3m., 6p. 15 ot 15.02.2013 1., B cuma ot 1.01.2014 1., mom., 6p. 1 ot 3.01.2014 1., B cua ot
3.01.2014 r., w3M. u mor., 6p. 18 ot 4.03.2014 1.; n3m. ¢ Pemenne Ne 1 Ha KC ma Pb o1 29.01.2015 1. - 6p. 12
ot 13.02.2015 r.; u3m. u jgom., 6p. 48 ot 27.06.2015 1., u3m., 6p. 43 ot 7.06.2016 r., 6p. 85 o1 24.10.2017 1.,
nor., op. 103 or 28.12.2017 r., B cuna ot 1.01.2018 r., uam. u gom., 6p. 84 or 12.10.2018 r., B cuna ot
12.10.2018 r., mom., 6p. 91 ot 2.11.2018 ., u3m. u mom., 6p. 102 or 11.12.2018 r., B cmra ot 1.01.2019 r.,
u3M., op. 17 ot 26.02.2019 r., u3m. u for., 6p. 64 ot 13.08.2019 r., u3m., 6p. 17 ot 25.02.2020 r., Op. 52 oT
9.06.2020 1., B cuiia ot 9.06.2020 1., u3M. u jgor., op. 67 ot 28.07.2020 ., 6p. 103 ot 4.12.2020 r., B cua OT
1.01.2021 r., 6p. 105 ot 11.12.2020 t., B cuna ot 11.12.2020 r., gom., 6p. 62 ot 5.08.2022 r., B cuia ot
5.08.2022 r., u3m., 6p. 84 ot 6.10.2023 r., B cmma ot 6.10.2023 r., mom., Op. 88 ot 20.10.2023 r., B cuna ot
20.10.2023 1., u3Mm. u gor., op. 16 ot 23.02.2024 r., B cuna ot 23.02.2024 r., uzm., 6p. 39 ot 1.05.2024 ., B
cuima ot 1.05.2024 r.

I'naBa nbpBa
ObLIHX NOJOXKEHUS

Pazpen I
OO0uu paznopenou

Y. 1. To3u 3aK0H ypexaa yclIOBUATA U pelia 3a:
1. pa3pemaBane ynotpedaTta Win perucTpanyara Ha IPOMHIIUIEHO IPOU3BEICHH HIIH IPOU3BEIEHH M0 METO/,
BKJIFOYBAII] POMUIIIEH MPOLIEC, IEKAPCTBEHU MPOAYKTH, IIpeIHa3HAaYeHN 32 XyMaHHATa MEIUIIMHA;
2. (m3wm. - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) pa3pemaBaHe MPOU3BOACTBOTO M BHOCA Ha
JIEKapCTBEHU NPOIYKTH;
2a. (noBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mpou3BOACTBOTO, BHOCA U THPTOBHUSATA HA €O C
AKTUBHU BEILIECTBA;
3. paspenaBaHe ¥ IPOBEKAAHE HA KIMHUYHHU U3ITUTBAHUS;
4. TBPTrOBHATA HA €IPO M HA JPEOHO C JIEKAPCTBEHH HPOIYKTH;
5. maparesneH BHOC Ha JIEKapCTBEHU MPOIYKTH;
Sa. (HoBa - /IB, 6p. 102 ot 2012 1., B cmuma ot 21.12.2012 T1.) mocpeHU4ECTBO B 00JIaCTTa HA JIEKAPCTBEHUTE
MPOAYKTH;
56. (moBa — /IB, Op. 18 ot 2014 r.) M3HOC HAa JIEKAPCTBEHU NPOAYKTH 10 pe/ia Ha riaBa jesera "0";
6. pexjaMaTa Ha JISKapCTBEHHU NPOIYKTH;
7. mpociensBaHe 0€30IaCHOCTTA Ha ITyCHATHUTE Ha a3apa JeKapCTBEHHU MPOAYKTH;
8. KIacuduKkanuaTa 32 Ha4YMHA Ha TIPENUCBAHE U OTITyCKaHe Ha JIEKapCTBEHUTE MPOIYKTH;
9. KOHTpOJIa Ha MPOU3BOICTBOTO M BHOCA, HA THPTOBHATA HAa €IpO M ApeOHO, MPOBEKIAHETO HA KIMHIHYHU
W3MUTBaHUS, Ha peKiaMaTa M Ha cHUCTeMaTa 3a IpocielsBaHe Oe30macHOCTTa Ha MyCHATHUTE Ha maszapa
JIEKapCTBEHU NIPOAYKTH;
10. menooOpa3yBaHETO Ha JIEKAPCTBEHUTE MPOTYKTH;
11. U3rOTBSIHETO HA MO3UTHUBEH JIEKAPCTBEH CIHUCHK;
12. (moBa — JIB, Op. 67 ot 2020 r.) npociieasgsBaHe Ha eeKTa OT TepauiTa ¢ JISKaPCTBEHU POAYKTH.

Y. 2. To3u 3aKOH MMa 3a el Ja Ch3/ae YCIOBHs, KOUTO OCHIYpsBAT MyCKaHe Ha rasapa Ha
JICKApCTBEHHU TPOJIYKTH, KOUTO OTTOBAPST HA U3UCKBAHUATA 32 KAYECTBO, O€30MaCHOCT U e(hUKACHOCT.



Ya. 3. (1) (U3m. - JIB, Op. 71 or 2008 r., B crma ot 12.08.2008 r.) JlekapcTBeH MPOAYKT B
XyMaHHaTa MEIUINHA €:
1. BCSIKO BeIeCTBO MJIM KOMOWHAIMS OT BEIIECTBa, MPEACTABEHU KaToO MPUTEKaBAIM CBOWCTBA 3a JiCUeHHe
nuu npoduIaKTUKa Ha 3a00JIIBaHUSI TPU XOpa, WIH
2. BCAKO BEMIECTBO WIIM KOMOWHAIMS OT BEIIECTBA, KOUTO MOTaT Ja OBbJaT M3MON3BaHU WM MPUIaraHu Ha
Xopa c Ie:
a) BB3CTAHOBSABAaHE, KOPUTHpaHE WJIM MPOMSHA Ha (PU3MONOTMYHM (QYHKIMH upe3 (apMakoJIOTHUHO,
MMYHOJIOTHYHO WJIA MeTaOOIMTHO ACHCTBUE, FITH
0) rmocTaBsiHe HAa MEAUITMHCKA AMArHO3a.
(2) BemiecTBo e Bcsika MaTepHs, YHHTO MPOU3XOA MOXKeE Ja Obje:
1. JoBemky (YOBEIIKa KPbB, YOBEIIKH KPBBHU MPOAYKTH U APYTH);
2. )KUBOTUHCKH (MUKPOOPTAHU3MH, )KUBOTHHCKH OPTaHH, €eKCTPAKTH, CEKPETH, TOKCHHH, KPHBHU MPOIYKTH U
pyTH);
3. pacTuTeneH (MUKPOOPraHU3MH, PACTEHHS, YACTH OT PACTEHUS], PACTUTEIHN €KCTPAKTH, CEKPETU U APYTH);
4. XuUMHYECKH (EIeMEHTH, IPUPOTHU XUMHUYHN MaTEepPHaN, CHHTETUIHH WIIA TIOJYCHHTETHYHH BEIIeCTBa U

IpyTH).

Ya. 4. Korato eauH NMpoayKT OTroBaps €JHOBPEMEHHO Ha XapaKTEPUCTHKUTE Ha JIEKapCTBEH
MPOAYKT U HA MPOAYKT, YPEICH C APYT 3aKOH, Ce MpUiIaraT M3UCKBaHUATA HA TO3H 3aKOH.

Y. 5. JlekapCTBEHUTE TIPOMYKTH Ce KIacu(UIMPAT ChIIIACHO aHATOMO-TEPANECBTHYHO-XUMHYHA
KJIacU(pUKAIUI B ChOTBETCTBUE C M3MCKBaHMsITa Ha CBeTOBHATA 3ApaBHa opranuzaius (C30).

Y. 6. To3u 3aKk0oH HE ce mpuiara 3a:
1. XepMeTHYECKH 3aTBOPEHH PAAHOHYKITHII;
2. KpbB, IJIa3Ma WU KPBbBHU KJIETKU OT YOBEIIKH MPOU3XOJI, C U3KIIOYCHUE Ha MJIa3Ma, KOATO € MOJIydeHa 1Mo
METO/, BKJIFOYBAII POMHUIILICH MPOIIEC.

Y. 7. (1) Pa3pemasaT ce mpon3BOACTBOTO, BHOCHT, THPrOBUATA HA €IPO | JIpeOHO, peKiiaMara 1
JIeYEHHETO, MPO(UIAKTUKATA M IUATHOCTHKATAa CaMO C JIEKAPCTBEHH INPOIYKTH, KOHTO Ca IOJIyYHIIH
paspeleHue 3a ynorpeda o pesia Ha:

1. TO3M 3aKOH, WK

2. Permament (EO) Ne 726/2004 na EBpomnetickus mapmameHT u CbBeTa.

(2) 3a0pansiBaT ce BHOCBHT, THPrOBHATA, JICYCHUETO, MPO(UIAKTHKATa M JAMATHOCTUKATA C JICKAPCTBEHH
MPOJYKTH C U3TEKBJ CPOK HA TOIHOCT.

(3) IlputexaBaHeTo Ha pas3pelleHHME WM YAOCTOBEpEHHE 3a YHorpeba, NMPOU3BOJICTBO W KIMHUYHU
W3MUTBAHUS Ha JIEKapCTBEHH IPOILYKTH, M3/aJICHH 110 PeJja Ha TO3U 3aKOH, HE € OCHOBAaHHE 32 OCBOOOXKIaBaHe
OT OTTOBOPHOCT CBIVIACHO AEHCTBAIIOTO 3aKOHOAATEIICTBO.

Y. 8. He ce usucksa pasperieHue 3a ynorpeba 1o peja Ha TO3U 3aKOH 3a:
1. lekapcTBEH MPOAYKT, MPUTOTBEH M0 MarHCTPAIHA PEIeNnTypa B anTeKa;
2. IeKapCTBEH MPOAYKT, IPUTOTBEH IO (papMakoreiiHa perenTypa B anTeka;
3. MEXIMHHU NPOJYKTH, MPEAHA3HAUCHH 3a IPOU3BOJICTBEHA 00Pa0OTKa OT JIMIIE, MOIYYHUIIO Pa3pelicHUe 3a
MPOM3BOJICTBO IO PeJia Ha TO3U 3aKOH;
4. akTMBHU U ITOMOIIHU BEIIECTBA;
5. IeKapCTBEHU MPOJYKTH B IIPOIEC HA Pa3pa00TBaHE U/UIH M3IIUTBAHE;
6. JIeKapCTBEHH MPOIYKTH, MPETHAZHAUCHH 32 U3HOC;
7. (soBa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B cmma ot 21.12.2012 1.)
JICKAPCTBEH MPOAYKT 32 MOJCPHA TEpalus, KOMTO C€ WU3rOTBS 32 KOHKPETCH MAI[MEHT M0 MHIUBUIYaJTHO
JICKapCKO MPENUCcaHie ChoOpa3HO CeU(pUYHN CTAHJAPTH 32 KAYECTBO U CE MpHJIara B JICUeOHO 3aBE/ICHHE
Ha U3KITIOYUTETHATA TPOPECHOHAIIHA OTTOBOPHOCT Ha JieKapsl.

Ya. 8a. (Hos - IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) [Ipr npou3BoACTBOTO Ha
JIEKapCTBEHU TIPOYKTH, NIPETHA3HAYCHN eIMHCTBEHO 32 U3HOC, HA MEXIMHHH MIPOIYKTH, aKTHBHH BEI[ECTBA
1 Ha TIOMOILIHH BEILECTBA CE MPUjIaraT CbOTBETHUTE pa3nopeI0n Ha IlaBa IeTa.

Ya. 9. (1) JledueHne Ha KOHKPETEH MAIMEHT MOXeE JIa ce IpuJjlara ¢ JeKapCTBEH MPOIYKT, KOWTO HE
€ pa3pelIeH o peJia Ha TJ1aBa TPETa, Mo CIIeIMalIHa TIOPhUKa Ha JIe4eOHO 3aBe/ieHHe 3a OOTHIYHA TOMOLI TIPH
YCIIOBHS U IO PEJl, OTPENIENICHH ¢ Hapenda Ha MUHUCTBPa Ha 3ApaBeona3BaHeTo.

(2) PproBoauTENAT HA JIEYEOHOTO 3aBelleHHE HOCH OTTOBOPHOCT 3a MPUJIAraHeTO Ha JIGYSHUETO 1o ajl. 1.



(3) (HoBa — JIB, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r.) JledeHneTo ¢ JEKapCTBEH MPOAYKT 3a
chCTpajaarelHa ynorpeda cbritacHo 4wi. 83 ot Pernmament (EO) Ne 726/2004 na Eppomneiickust mapjaMeHT U Ha
CpBeTa ce u3BbPIIBA MIPU YCIOBHS U 110 pell, ONpeAeiIeHH ¢ Hapeadara o ai. 1.

Yn. 10. (1) MuHHCTBPBT Ha 3/PABEONA3BAHETO 110 MOTHBHUPAHO MPEIUIOKCHUE HA TJIABHUS
JbPKABEH 3JIPaBEH MHCIIEKTOP, ChIIIACYBaHO C M3MBJIHUTEIHHS JUPEKTOp Ha M3MbIHHUTEHATA areHIUs 110
nekapctBara (MAJT), Moxke chC 3amoBe]] 1a pa3pely JeUueHHe 3a ONMPENeNieH CPOK C JICKapCTBEH MPOIYKT,
KOWTO HE € pa3pellcH 0 pe/ia Ha IJiaBa TPeTa, KoraTo B cTpaHaTa uMa OOsIBEHA EMUACMUs, IPUIMHCHA OT
MaTOreHHN MUKPOOPTAaHW3MH WIJIM TOKCUHH, WM UMa MPEJIIoIaraeMo WiH MOTBBPACHO pa3npocTpaHeHHE Ha
XMMHUYECKU areHTH WITH SpeHa pajuanus 1 HaMa MOXO IS pa3pelleH 3a yrnorpeda JIeKapCTBeH MPOIYKT.
(2) B cayyante no an. 1 mpuTekaTeNuTe Ha pa3pellieHUe 3a yrnoTpeda, MPOU3BOJAUTEINTE U MEAUIIMHCKUTE
CICIMATTUCTH HE HOCAT IPaXkIaHCKa WM aIMUHUCTPATHBHOHAKA3aTEIHA OTTOBOPHOCT 32 MOCIIC/ICTBUATA PU
yrnoTpeda Ha Hepas3pemieHo MOKa3aHWue Ha JICKapCTBEH MPOJYKT WM Ha JIEKapCTBEH MPOJYKT, KOWTO HE €
paspellieH 1o pesia Ha TaBa TpeTa.
(3) Pasnopenbara Ha ain. 2 He U3KJIIOYBA OTTOBOPHOCTTA 32 A€(DEKTHU CTOKH CHITIACHO 3aKOHA 3a 3allluTa Ha
MTOTpeOUTETUTE.

Y. 11. (1) MEHECTBPBT Ha 3paBEOITa3BaHETO MOJKE TI0 IPUIMHH, CBBP3aHHU ChC 3aITUTa 3IPABETO
Ha HaCEJIEHHETO, ChC 3aI0Be/I Jia Pa3opean Ha U3NbJIHUTENHUS aupektop Ha MAJI na pazpemu 3a ynorpeba
JIEKapCTBEH MPOAYKT, KOHTO HE € pa3pelleH 3a ynorpeda Ha Teputopusita Ha PenyOnnka brirapus u 3a Koito
HSIMa MOJa/ICHO 3asBJICHHUE 32 U34aBaHE Ha pa3pelIeHue, HO € pa3pellieH B Apyra IbpKaBa YICHKA.
(2) B ciryyauTe 1o ain. 1 u3mbIHUTETHUAT JupekTop Ha MAJI unu ymbJIHOMOIIIEHO OT HETo JIHIIE:
1. uadopMHUpa mpUTEKATEIsI HA Pa3pelIeHUETO 3a yrnoTrpeda Ha JIEKapCTBEHUS! MPOAYKT 3a 3allo4BaHE Ha
Ipoleaypa Mo pa3pelaBaHeTo Ha MIPOAYKTa 3a yrnorpeoa;
2. BOHMCBA KaTO MPUTEXKATEN B U3/1aJCHOTO pa3pelleHue JUIETO 1o T. 1;
3. U3UCKBa OT PETyJaTOPHUS OpraH Ha JbpKaBaTa WICHKA, U3ajia pa3pelieHUueTo 3a ynorpeda, Komue oT
OLIEHBbYHHMS AOKJIA] U KOIHE OT pa3pelIeHUeTo 3a yrnorpeoa.
(3) (Jom. - IB, 6p. 102 ot 2012 1., B crma ot 21.12.2012 r.) M3npaHUTENHATa areHIUs 10 JIEKapcTBaTa €
OJIBbXHA Oa OCUT'ypHu CHOTBETCTBHMC HAa €TUKETA, JIMCTOBKATAa 3a IMAIMUCHTA, KHaCI/I(l)I/IKa]_[I/IﬂTa, pCKiiamaTta "
MpociieIIBaHeTo Ha 0€30MacHOCTTa Ha IyCHATHS Ha Ma3apa JIGKapcTBEH MPOAYKT Mo all. 1 ¢ U3UCKBaHMATA HA
TO3M 3aKoH. MH(opManusTa BbpXy ONAKOBKAaTa W B JHMCTOBKATa Ha JIEKAPCTBEHUS MPOAYKT 1O al. | He e
3aJ/bJDKUTEITHO J1a ObJie Ha OBITapCKH €3HK.
(4) Uzmpmaurennust aupekrop Ha MAJI nndopmupa EBponeiickata koMucHst 3a U31aICHUTE pa3pelICHUS 110
an. 1, 3a UMETO W ajpeca Ha NpUTEXKATes] Ha pa3pelleHHeTo, KaKTO M 3a JaraTa Ha IpeKpaTsBaHe Ha
BaJIMJHOCTTA UM.

Y. 12. (1) Odunmanna papmaxornes B Penyonuka bearapus e EBponetickara dpapmakorest.
(2) O¢punmannara papmakornes Moxe Aa ObAe AONbIBaHA C H3NCKBAaHUATA Ha bbirapckara gpapmakomnes.
(3) MUHUCTBPBT Ha 3IpaBEONa3BaHETO ONPE/EIs ChC 3alOBEJ JaTUTE Ha BIM3aHE B CHJIa HAa aKTyaJHOTO
n3Janue Ha oupanHara gapmakornes U Ha JIOIBIHEHUATA KbM HETO.
(4) 3anoBenra mo an. 3 ce obHapoaBa B "JlbpkaBeH BeCTHUK" M ce MyOJMKyBa Ha cTpanmiara Ha MAJI B
MHTEpPHET.

Y. 13. (1) Monorpaduute Ha EBpornetickara (hapmakories ca 33 IbJKUTSTHH 32 BCHYKH BEIIECTBA,
mpenapaT U JIeKapcTBeHH (OpPMH, KOUTO CEe ChABPKAT B Hesl. B ciydaute, 3a KOUTO HsIMa MOHOrpaduu B
EBpomeiickata apmaxories, ce mpuiaraT W3UCKBAaHHMATA HA aKTyalHUTE W3JaHWs Ha (papmakornenTte Ha
nepxasute wieHnkn, CAIll u SmoHus, ako ca B CHOTBETCTBHE C OOIIMTEe TpaBuia Ha EBpomeiickara
(dhapmakories.

(2) Koraro cnemudukanusra, chabpkaiia ce B MoHorpadus Ha EBponeiickara gapmakonest wid B apyra
HaI[MOHAIHA (papMaKkoIes, € HeJIOCTaTh4YHA 32 OCHTYPSIBaHE KaueCTBOTO Ha BEIIECTBOTO WJIM JIEKApCTBEHATA
¢dbopma, MAJI Mosxe J1a M3UCKa JOMTbJIBAHE HA CHCIM(UKALMITA OT 3asSBUTEIIS/IPUTEKATE/IS Ha pa3pEIICHUETO
3a ymoTpeoa.
I'maBa BTOpa
OPI'AHU HA YIIPABJIEHUE U ®PUHAHCUPAHE

Pazpen I
Opranm Ha ynpaBJjieHue



Ya. 14. (1) JlekapcTBeHaTa MOJIMTHKA € YaCT OT Ibp)KaBHATA 3[paBHA MOJMTHKA B Permybmmka
Bwarapus u ce ochlecTBsIBa OT MUHHUCTBPA Ha 3/IPaBEOIa3BaHETo.
(2) MUHHCTBPBT Ha 37paBEONa3BaHETO:
1. e HaIMOHAJIEH KOOPIUHATOP IO MPOOJIIEMUTE HA JICKAPCTBEHUTE MPOAYKTH;
2. ydyacTBa B MEXIYHApOJIHH OpraHA W OpraHW3alliH, OCBIIECTBSIBAIM JEHHOCTH B oOJacTra Ha
JIEKApCTBEHUTE MPOTYKTH;
3. (otm. - IB, Op. 60 ot 2011 1., B cuna ot 5.08.2011 r., HOBa, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.)
OpraHu3upa NpeA0CTaBIHETO Ha MyOIUYHA HH(DOPMAIHS Ha MAIMEHTCKUTE OPTaHU3aIH U Ha OPTaHU3AI[IHTE
Ha MOTPEOUTEIUTE OTHOCHO JICHCTBUATA, IPEATIPHETH Cpelly GalmpUIIMPAHETO HA ISKAPCTBEHU MPOIYKTH;
4. OCBIIECTBSIBA IPYTH JCHHOCTH, TOCOUYCHHU B 3aKOH.
(3) (Orm. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.).

Ya. 15. (1) Kem MuHHCTBpa Ha 3IpaBeola3BaHETO ce Cch3gaBa PapMmakorneeH KOMHTET KaTo
KOHCYJITATHBEH OpTraH MO BBIIPOCUTE Ha JeHcTBaara GpapmMaxornesl.
(2) MUHUCTBPBT Ha 3[paBEONa3BaHETO MO MPEIOKEHNE Ha 3MTBJIHUTENHUS AupekTop Ha UAJI onpenens cbe
3anoBes cbeTaBa Ha MapMakoNeHUs KOMUTET U Ha EKCIIEPTHUTE TPYNIH KbM HETO U YTBBPK/1aBa IPaBUIIHUKA
3a JEHOCTTA UM.
(3) Hefinoctra Ha dapmakomelHHS KOMUTET ce (QuHaHCHpa OT OroKeTa Ha MUHHCTEPCTBOTO Ha
3/IpaBEOIa3BAHETO.

Ya. 16. (1) (Hom. — B, 6p. 91 or 2018 1., u3m., 6p. 67 or 2020 r.) KeM MuHHUCTBEpa Ha
3paBeoNa3BaHETO C€ Ch3laBa Bucim cbBeT 1o Qapmanus, KOWTO BKIIOYBAa IETHMa IMPEICTaBUTEIH,
oIpeieNieHH OT MUHUCTBPa Ha 3/IpaBeola3BaHeTo, MEeTHMa MPeICTaBUTeNn Ha bearapckus dapmareBTHieH
CbHI03, €IMH NPEeACTaBUTEN Ha bbarapckara aconnanys Ha MOMOIIHUK-(papMaleBTHTE, 1BaMa MPeICTaBUTENN
Ha Hanwmonannata 3apaBHoocurypurenna kaca (H30K) u no eamn npencraButen Ha (apmaneBTHYHHUTE
(dakynTeTH Ha BUCIIUTE Y4UWiIniia. MUHHCTBDPBT Ha 3IPaBEONa3BaHETO € MpelcenaTes Ha ChBeTa 0e3 mpaBo
Ha rJac.

(2) BucmmsT cbBet 1o (hapManus € KOHCYJITaTHBEH OpraH, KOHTO 00CHK/a U JaBa CTAHOBHIIIA T10:

1. OCHOBHUTE HACOKHM M IPUOPHUTETH B 00JIACTTA HA (hapMalusiTa,

. €THYHH TIpo0JIeMu Ha apManusITa;

. IPOEKTH Ha HOPMATUBHH aKTOBE, CBBP3aHU C (hapMalyaiTa;

. HAY4YHHUTE MIPUOPUTETH B 001acTTa Ha (hapManusTa;

. IpOTpaMH 3a OpTraHH3MpaHe Ha OOIIECTBEHHW 0Opa3oBaTeHM KaMIIaHWU B OOJNAcTTa Ha JIGKAPCTBEHHTE
MPOAYKTH.

(3) (Orm. - 1B, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 1.).

(4) OpranuzanusaTta U JAeHHOCTTa Ha Buciims cbBeT 1o (apmainms ce ypexaaT ¢ NPaBHIHHUK, U3JAJCH OT
MUHHCTBpPA Ha 3/IpaBeola3BaHeTo 0 NpeaiokeHue Ha Bucms cbBet o Gpapmarusi.

[V I SRS I\ )

Y. 17. (1) UsnbiHuTenHaTa areHUys 10 JeKapcTBaTta € ClieUalIn3upad OpraH KbM MHUHHUCTBpPa
Ha 3/IpaBeoa3BaHEeTO 3a HaA30p BHPXY Ka4eCTBOTO, 0€30MacHOCTTa 1 e(hUKACHOCTTA Ha JICKapCTBAaTa.
(2) (U3m. - B, 6p. 15 ot 2013 r., B cuna ot 1.01.2014 r.) U3nbenHuTeNHAaTa areHUus MO JeKapcTBaTa €
IOPUIIMYECKO JIMIle Ha OmropKeTHa M3IpBXKa cbc ceganuimie B rp. Codus KbM MHHUCTBpPAa Ha
3/IpaBeOIa3BaHETO.
(3) UzmbnHuTENHATA areHIys 1o JeKapcTBaTa ce PhKOBOJAU W MPEJCTAaBIABA OT M3MBJIHUTENIEH JUPEKTOP,
KOITO ce Ha3Ha4aBa o peaa Ha 3aKoHa 33 aIMUHHUCTPALUITA.
(4) Crpykrypara, GyHKUMUTE U OpraHu3anusaTa Ha padora Ha IAJI ce onpenensiT B yCTpOWCTBEH NPAaBUIIHUK,
npueT oT MUHHCTEPCKUS ChBET.
(5) UsmrbniHuTENHATA areHIMs 110 JIeKapCcTBaTa:
1. m31aBa paspeuieHus 3a NPOU3BOACTBO Ha JIEKAPCTBEHH POLYKTH;
2. M3/1aBa pa3pemieHus 3a yrnoTpeda v yI0CTOBEpEHHS 3a PErHCTpanys Ha JIEKapCTBEHU MPOAYKTH;
3. (mom. - JIB, 6p. 71 ot 2008 1., B crma ot 12.08.2008 1.) M3maBa pa3penieHus ¥ yA0CTOBEPESHHUS 3a ThPTOBHS
Ha €/Ipo C JIEKAPCTBEHH MPOAYKTH;
4. 3nmaBa pa3penieHys 3a mapaieieH BHOC Ha JEKapCTBEHH MPOTyKTH;
5. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) u3naBa, oTKa3Ba WM MpEKpaTsIBa pa3penieHus 3a
TBHProOBUS Ha IpeOHO C JIEKAPCTBEHHU NMPOAYKTH;
Sa. (noBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) BOucBa NpOU3BOAUTENUTE, BHOCUTEIUTE U
THPTOBIUTE Ha €IPO C AKTHBHU BEIIECTBA;
56. (noBa - IB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 1.) BOAU PErvCThP Ha JIMIATA, OCHIIECTBSIBAIIU
MOCPETHUYECTBO B 00JIACTTA HA JIEKAPCTBEHUTE NPOIYKTH;
6. M31aBa paspelieHus 3a MPoBeKJaHe Ha KIMHUYHY N3MTUTBAHUS HA JIEKapPCTBEHHU MPOIYKTH;



7. U3BBPIIIBA OLIEHKA HA KAYECTBOTO, €(PUKACHOCTTA 1 OE30ITaCHOCTTA Ha JIEKAPCTBEHUTE MMPOIYKTH BHB BPH3Ka
C paspeliaBaHeTo UM 3a yroTpeoa;

8. M3maBa pa3pelieHus 3a pekjiaMma Ha JIEKapCTBEHHU MPOAYKTH;

9. ochbliecTBsBAa KOHTPOJI BBPXY MPOU3BOJACTBOTO, BHOCA, CHbXPAaHEHHETO, ThProBUsiITa HAa €IpO U IpeOHO,
KIIMHUYHUTE M3MUTBaHMs, 0€30MacCHOCTTa U peKiiaMaTa Ha JIEKAPCTBEHHUTE TPOIYKTH;

10. m3BBpImIBA JTAOOPATOPEH aHAIHM3 IPH CHMHEHHE 3a OTKJIOHEHHWE B KadeCTBOTO, e(HKacHOCTTa H
0e30macHOCTTa Ha JISKApCTBEHUTE MPOAYKTH U MpeanpueMa IpeIBUACHUTE B 3aKOHA MEPKU;

10a. (moBa - /IB, 6p. 102 0T 2012 1., B cmima o1 21.12.2012 1.) ochimecTBsBa pyHKINUTE HA KOMIIETEHTEH OpPTraH
3a MpocIeasBaHe Ha JeKapCcTBeHaTa 0e301MacHOCT;

11. (u3m. - IB, O6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) opraHu3upa ¥ TOJAbPKA CHCTEMa 3a
mpociieisBaHe Ha JISKapCTBEHATa 0e30MacHOCT;

12. u3naBa cepTuduKaTH ChriaacHo cepTudukaraara cxema Ha C30;

12a. (moBa — /IB, Op. 18 ot 2014 r.) u3nara ceprudukaru 3a JloOpa 1ucTpudOyTOpCKa MPAKTHKA,

13. m3naBa ceprudukaru 3a JJoOpa npous3BoCTBEHA MTPAKTHKA,

14. (m3m. — 1B, 6p. 18 ot 2014 r.) KOHCYATHpPA UHBECTUIIMOHHATE TIPOEKTH 33 CTPOUTEIICTBO HAa HOBH H/HITH
MPEYCTPOICTBO Ha CBHINECTBYBAIIN OOEKTH, CBBP3aHA C TPOW3BOJCTBOTO HA JIEKAPCTBEHH MPOAYKTH, B
CBHOTBETCTBHE C ITpaBuiaTa Ha JJoOpaTa Mpou3BOICTBEHA MIPAKTHKA;

15. u3mbiiHABa PYHKIMUTE HA KOOPAWHATOP M KOHCYJITATUBEH OPTaH I10 TPOOJIEMUTE, CBhP3aHH C KAYECTBOTO,
edukacHOCTTa B OE30ITaCHOCTTA HA JIEKAPCTBEHUTE MTPOIAYKTH;

16. ocwblecTBsIBa KOHCYJITaHTCKa, Hay4yHa, WH(OpMAalMOHHA W H3JaTelcKa AEHHOCT B obnacTra Ha
JIEKapCTBEHUS CEKTOP;

17. xoopauHHpa U y4acTBa B NeHHOCTH, CBBp3aHu ¢ EBpormefickata dapmakores u ¢ pa3paboTBaHETO Ha
Bwarapckara dapmakornes;

18. yuacTBa B IeHHOCTH B 00JIaCTTa Ha JIEKAPCTBEHUTE MPOJYKTH, CBHP3aHu ¢ paboraTa Ha EBpomelickaTa
areHIus 10 JIeKapcTBaTa, EBpomneiickus TupeKTopar Mo KavyecTBOTO Ha JIeKapcTBaTa W 37paBeora3BaHe, Ha
MEXITYHApOJHU OPTaHW M OPTraHU3aINH, KAKTO ¥ C M3ITBIHCHHETO Ha MEXAYHAPOJHH JOTOBOPH, IO KOUTO
PenyOnvka beirapus e ctpana;

18a. (noBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) yyacTBa B MeXIyHapoIHATa XapMOHU3AIUSI U
CTaHAPTHU3ANHA Ha TEXHHYECKUTE MEPKH, OTHACAIIH Ce JI0 MPOCIEIIBaHeTO Ha JIeKapCTBeHATa 0€30MacHOCT,
oJ, KoopAMHanMsITa Ha EBpornelickaTta areHuus 1o JIEKapcTBara;

186. (HoBa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ch3aaBa ¥ MOJIbPIKA HAIIMOHAJICH HHTEPHET
MOPTAaJ 32 JEKapCTBEHH MPOTYKTH;

19. ochluecTBsABa APYrU NIEUHOCTH, IOCOUYEHU B 3aKOH.

(6) (U3m. — IB, 6p. 67 ot 2020 r.) U3meaHUTENTHATA areHIIHS TI0 JIEKapCTBaTa KOOPAUHUPA JEHHOCTHUTE B
o0JyacTTa Ha KOHTPOJIAa BBPXY JEKAPCTBEHUTE MPOAYKTH CHBMECTHO C PETHMOHAIHUTE 3[paBHU HHCIEKIIUU
(P31).

(7) (Homa - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) V3nbIHEHHETO HA MEPKUTE IO TO3U 3aKOH,
CBBp3aHH C MPEAOTBpATsIBAHE HAa HABIM3aHETO W Pa3MpPOCTPaHECHHETO Ha (QalUpHUIMPaHU JIEKAPCTBEHU
MPOJYKTH, C€ OCBHIIECTBSIBA B ChTPYyAHNYECTBO MexX 1y AJl 1 MUTHUYECKUTE OpraHu.

(8) (HoBa — ZIB, 6p. 84 or 2018 1., B cma ot 12.10.2018 r.) M3mbaHUTENHATA arSHIIHS 110 JIEKapCTBaTa MOXKE
Jla W3BBPIIBA CHBMECTHU MpoBepku ¢ HarmmoHamnata areHims 3a mpuxoaute, AreHius "MwutHunm",
Hammonannara 3xppaBHOOCHTYpUTENTHA Kaca, MUHICTEPCTBOTO Ha 37paBeona3BaHeTo W HarmoHamHus ChBET
IO [IeHH U peuMOypCUpaHe Ha JIEKAPCTBEHUTE MPOYKTH IPU OCHIIECTBIBAHE HA CBOUTE (DYHKITMH B 00JIaCTTa
Ha KOHTPOJIa BHPXY JIEKAPCTBEHHUTE MPOIYKTH.

Y. 17a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Pernonannure 31paBHA HHCTIEKITUH
M3/IaBaT YAOCTOBEPEHUS 32 PETUCTPAIUs Ha IPOTEPHH.

Ya. 176. (Hos — /JIB, 6p. 18 ot 2014 1.) (1) (M3m. u mom. — JIB, Op. 67 ot 2020 r.) KpM
n3nbIHUTENHUS aupektop Ha MAJI ce ch3naBa ExcriepTeH chBeT 1Mo THProBusi Ha JAPeOHO C JIEKAPCTBEHU
MPOAYKTH, KOWTO BKJIIOYBA TPUMA MpeICcTaBUTENN HA bpirapckus papManeBTH4eH Cbi03, €AMH MIPEACTaBUTEI
Ha Bearapckara acornuanus Ha TTOMOUTHHK-(apMaIleBTUTE, TI0 €IUH MpeJCcTaBUTeN Ha (papmalleBTHUHHTE
(bakynTeTH Ha BUCHINTE YUHIUINA 1 yeTupuma npencraButenu Ha MAJL. ChcTaBbT Ha ChBETA C€ OMPEENs ChC
3aroBe/ Ha U3NBJIHUTENHUS 1upekTop Ha MAJL, chrilacyBaHa ¢ MUHHCTBpa Ha 3/1paBEOIa3BaHETO.

(2) CeBerbT 1O aJ1. 1 € KOHCYNITaTUBHO 3BEHO, KOETO:

1. m3rots ctaHoBuIIa 110 IofaneHuTe B MAJI 3asBenus u JOKyMeHTH 110 9. 228, ai. 1 u 5, KOUTO mpeACcTaBs
Ha M3MBJIHUTENHUS aupexTop Ha MAJL;

2. IpaBM MOTHUBHPAHH NPEUI0KEHNS 10 MUHUCTHPA Ha 3paBEOIa3BaHeTO Ype3 U3IIBIHUTEIHNAA AUPEKTOP HA
NAJI 3a momobpsiBaHe Ha JOCTHIIA HA HACEICHUETO JI0 JIEKAPCTBEHH MPOTYyKTH.



(3) Opraams3amusaTa ¥ ACHHOCTTAa Ha EKCIIEPTHHUS CHBET MO all. 1 ce ypekmaT ¢ MPaBWIIHHUK, M3JAJACH OT
W3MBIHUTENHUS nupektop Ha MAJI mo mpeuiokeHne Ha ChBeTa.

(4) UneHoBeTe Ha SKCIIEPTHUS CHBET IO all. | HEe MOJIy4YaBaT Bh3HAIPAXICHUS 3a y4acTHE B 3acelaHus Ha
ChBeTa.

(5) 3a cBosTa HmEWHOCT EKCIEPTHHUAT CHBET MO ajd. 1 ce OTYMTAa CEXKErogHO TIpe] MHUHHCTBpa Ha
3/[paBeOIa3BaHETo.

Ya. 178. (Hos — /1B, 6p. 18 ot 2014 1.) He mMorar ga ObaT 4ICHOBE Ha €KCIIEPTHHUS CHBET I10 YJI.

176, an. 1 auia, KOUTO ca:
1. coOCTBEeHHUIIN, WICHOBE Ha YNPABUTEIHN U KOHTPOJIHH OPTaHW Ha THPTOBCKHU JPY>KECTBA WM €THOIUIHU
TBPrOBIM C MPEAMET Ha JCHHOCT MPOM3BOJCTBO, BHOC, THPTOBHS Ha €IPO WU IPEOHO C JICKAPCTBCHH
MPOIYKTH;
2. CHAPYXHHIIM WIIN aKIFMOHEpH, KOUTO TPUTEKABAT HAJl 5 Ha CTO OT KalnTala Ha THPTOBCKH JPYKECTBA C
MpeIMET Ha JCHHOCT MPOM3BOJCTBO, BHOC, ThPrOBHSA Ha €IpO WIK IPEOHO C JIEKAPCTBEHU MPOIYKTH WU
paboTAT Ha TPYIOB JOTOBOP B TE€3H JIPYKECTBA.

Pazpen 11

Perucrpu

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

Yu. 19. (1) UsmenauUTENHATA areHIM 110 JIeKapcTBaTa MOIbPKa U BOJU PETUCTPU Ha!
1. (m3m. - [IB, 6p. 102 o7 2012 1., B cuta ot 21.12.2012 1.) IpOM3BOAMTEINTE U BHOCHTEINTE HA JICKAPCTBEHU
MPOAYKTH Ha TepuTopusaTa Ha PemyOnuka bearapus u Ha xBanuunupanute Juna mo wi. 148, 1. 2 u no .
161, am. 2, 1. 1;
2. (m3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) Mpon3BOAUTENNTE, BHOCUTENNUTE W THPTOBIUTE Ha
€/IpO C aKTUBHH BEIICCTBA;
3. (mom. — JIB, Op. 67 ot 2020 T.) pa3pemeHnuTe 3a ynotpeda u perucTpupaHuTe JEKApCTBEHU MPOAYKTH Ha
Teputopuara Ha PemyOnmka bearapus w paspemeHuTe 3a ynorpeda MO IeHTpalM3WpaHa IMpouenaypa
JIeKapCTBEHU NPOAYKTH 10 pena Ha Permament (EO) Ne 726/2004 na EBponetickust napiaMeHT U Ha ChbBeTa;
4. TBPTOBLHUTE HA €O C JIEKAPCTBEHH NPOJYKTH Ha TepuTOpusiTa Ha PemyOnvka benrapus;
4a. (moBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r1.) mocpenaunmre B 00JIacTTa HA JIEKAPCTBECHHUTE
MPOIYKTH;
5. (m3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) u3ganeHure paspemieHns 3a ThproBus Ha JpeOHO ¢
JIEKapCTBEHU TIPOTYKTH;
6. pa3peleHnTe KITMHNYHA U3TTATBAHUS;
7. M3aJicHUTE pa3peleHus 3a apalesieH BHOC
8. (moBa — /IB, 6p. 18 ot 2014 r., oTM., Op. 84 0T 2018 ., B crta ot 12.10.2018 1.).
(2) (U3m. — IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) HanauTe oT peructpure mo ain. 1, . 1 — 7 ce
my0uKyBat B 14-1HEBEH CPOK OT M3/1aBaHEe Ha ChOTBETHOTO pa3pelieHne Ha crpannnata Ha UAJI B nHTepHET.
(3) (Hora — JIB, 6p. 67 ot 2020 r., ot™., Op. 103 ot 2020 r., B cmita ot 1.01.2021 1.).
(4) (HoBa — JIB, 6p. 67 ot 2020 1., u3Mm., 6p. 103 o1 2020 1., B cuma ot 1.01.2021 r.) M3mpmHUTETHATA areHITUS
10 JIEKaPCTBaTa CBHP3Ba HALMOHAIHUS HOMED 3a uaeHTHuKamus mo 4. 259, an. 1 ¢ koja Ha IPOAyKTa 110
cmuchia Ha wi. 4, OykBa 0), moarouka i) ot [enerupan pernmament (EC) 2016/161 na Komucusara ot 2
okToMBpH 2015 T. 3a gombiaBane Ha Jupextusa 2001/83/EO na EBponeiickus napiaament u Ha ChBeTa upe3
YCTaHOBsIBaHE Ha MOAPOOHU TMpaBHJIa 3a TOKa3aTeluTe 3a 0e30MacHOCT, MOCTABEHW BBHPXY OMAaKOBKaTa Ha
JISKapCTBEHUTE MPOAYKTH 3a XymanHa ynorpebda (OB, L 32/1 ot 9 deBpyapu 2016 r.), HapruaH Mo-HaTaTHK
"lenerupan pernament (EC) 2016/161", 3a nekapCTBEHUTE POYKTH, OTIpeAeicHH B Jlenerupan perimaMeHT
(EC) 2016/161, mpemoctaBen no wi. 68, an. 1, T. 11 wum. 217, T. 6.
(5) (HoBa — /IB, 6p. 67 ot 2020 1., 0T™M., O6p. 103 0T 2020 1., B cmna ot 1.01.2021 1., HOBA, Op. 16 oT 2024 1., B
cuia ot 23.02.2024 r.) 3mbaHUTEIHATA areHIT|s 110 JISKapCcTBaTa eXXKeIHEBHO IpenocTaBs Ha Hammonamams
CBBET I10 LIEH! U peUMOYpCcUpaHe Ha JIEKapCTBEHUTE MPOAYKTH CBbP3aHH KO Ha IPOAYKTa 110 ajl. 4 3a LienuTe
Ha 3arJamane Ha JeKapCTBEHH MPOAYKTH C IyOJIMYHH CPEACTBA.
(6) (Hoa — JIB, 6p. 67 or 2020 r.) Peructpure mo an. 1 mopabpkaT ONepaTHBHA ChbBMECTUMOCT H
aBTOMATHU3UPaH HHTepdeiic, MpeJoCcTaBsI HHPOPMAIHITa B MAITMHHOYETHM (opMar, uype3 KOUTO MOXKE Ja
ObJaT U3MOI3BAHU OT IPYTd HHOOPMAILIMOHHU CHCTEMHU.
(7) (Ipequmaa an. 3 — JIB, 6p. 67 ot 2020 r.) U3mpaHuTeIHATA areHITHS 110 JISKapCTBaTa MOIBPKa CUCTEMHU
3a eJIEKTPOHEH OOMEH Ha JJaHHW C PEryJaTOpHUTE OpraHH Ha JPYyruTe JbpiKaBH wWieHKH, EBpomneiickarta
komucus u EBpornelickara areHuus 1o JiekapcTBara.



Ya. 19a. (Hos - /IB, 6p. 60 ot 2011 1., B cmma ot 5.08.2011 1.) (1) CrorBeTHUTE P3U BOAAT M
MOAIBPKAT MyOTMYHN PETUCTPH 33 N3JAJACHUTE OT TSIX YAOCTOBEPEHHS 32 PETHCTPans Ha IPOTepHH.
(2) B 7-mHeBeH CpOK OT M3AaBaHETO Ha YJOCTOBEPEHHE 3a PETMCTpalvs Ha Aporepusi chorBeTHaTa P3U
u3Mnpaina 10 MHUHUCTEPCTBOTO HA 3/IpaBeoIa3BaHETO HH(MOPMAITHS 32 U3IaJICHHS aKT.
(3) MuHHCTEpCTBOTO Ha 3paBEONa3BAHETO BOAW W IMOAIbpPKA HA MHTEPHET CTPAHUIATA CH ITyOJIHMYeH
HaI[MOHAJICH PETUCTHP HA W3Ja/ICHUTE YAOCTOBEPEHHS 32 PETUCTPAIIUS Ha IPOTEPHSL.

Pazpgen 111
DuHaHCHpPaHe

Y. 20. (1) Hetinoctra Ha MAJI ce dhuHancupa oT OI0HKETHH CPEACTBA M IPUXOIN OT COOCTBEHA
JEUHOCT.
(2) (U3m. - IB, 6p. 15 o1 2013 1., B cuma ot 1.01.2014 1.) BromkeTHuTe CpeacTBa ce OCUTYPABAT OT CYOCHIUS
OT Obp KaBHHA OFOKET upe3 Oro/keTa Ha MUHUCTEPCTBOTO HA 37paBeONa3BaHETO.

Ya. 21. (1) UsnbiaHuTeNHATa areHIMs IO JISKApCTBaTa € aJIMHHHCTPATOp HA MPUXOJHUTE OT
coOcTBeHa JeHOCT, KOUTO ce (OopMHPAT OT:
1. xumHKo-apManeBTUUHHI EKCIICPTH3H;
2. m1abopaToOpHH aHATIM3H U U3IMUTBAHHUS;
3. olleHKa Ha JIOKyMEHTALWs ¥ U3[]aBaHe Ha pa3pelleHus], CepTU(PHUKATH, IOCTOBEPEHUS U IPYTH TOKYMEHTH,
MIOCOYEHH B TO3HU 3aKOH;
4. oleHKa IpHU MOAHOBSIBaHE, IPOMSHA U 3aJMYaBaHE Ha Pa3pelICHUETO 3a YyHoTpeda U yIOCTOBEpPEHHUE 3a
perucTpanys Ha JeKapcTBEH MPOIYKT;
5. mopmbpKaHe Ha paspelleHusATa 3a yHnoTpeda WM YAOCTOBEpEHMATA 3a PETHCTpauus Ha JIEKapCTBEH
TPOJYKT;
6. r100M ¥ UMYIIECTBEHN CAHKIMH, HAIOKEHH C HaKa3aTEeIHU TIOCTAHOBIICHHS, U3/IaJICHH 32 HapyIICHUS O
TO3H 3aKOH;
7. KOHCYNTAaHTCKa, U3AATEJICKA 1 HAYYHOM3CIIeI0BATENICKa IEHHOCT B 00JIaCTTa HA JIEKAPCTBEHUSI CEKTOD;
8. cprimacyBaHe Ha WHBECTUIMOHHHTE TMPOEKTH 334 CTPOWTEICTBO HA HOBH W/WIIM TPEYCTPOHCTBO Ha
CBIIECTBYBAIIA O0EKTH, CBbP3aHH C MPOU3BOJICTBOTO HA JIEKAPCTBEHH MTPOIYKTH;
9. U3BBpIIBAaHE HA MHCIEKIUH BbB BPB3Ka C OLIEHKA 32 CHOTBETCTBUETO HA YCIOBHSTA HA MPOHU3BOACTBO C
n3ucKBaHusATa Ha JloOpara Mpon3BOICTBEHA IPAKTHKA;
10. (noBa — 1B, Op. 84 ot 2018 1., B cmina ot 12.10.2018 r.) M3BBpIIBAHE HAa WHCICKIIUU HA pa3pellIcHU 3a
MPOBEKIAHE KIMHUYHHI U3ITUTBAHUS;
11. (moBa — /IB, Op. 84 o 2018 ., B cmma ot 12.10.2018 r.) u3BbpuIBaHe Ha HHCIIEKIINN, CBEP3aHH C H3/IaBaHE
Ha ceprudukar 3a JJoOpa npou3BoAcTBEHA MTPaKTHUKA WK 3a JoOpa aucTpudyTopcKa mpakTHKa 10 UCKaHe Ha
WHCTIEKTUPAHOTO JIUIIE;
12. (mpemumaa T. 10 - /1B, 6p. 84 o1 2018 1., B crma ot 12.10.2018 1.) Mpyret UI3TOYHUITH.
(2) (M3m. — IB, Op. 84 ot 2018 1., B cumma ot 12.10.2018 r.) IIpu ocwiecTBsBaHe Ha AEHHOCTUTE TIO all. 1, T.
1-5u7-11 UAJI cebupa Takcu B pazmep, onpeeneH B Tapuda, mpuera oT MUHUCTEPCKHS CHBET.
(3) (Hosa - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) B Tapudara mo an. 2 ce onpenensT NO-HUCKU U
Pa3IMYHMU 110 Pa3Mep TaKCH 3a OCHIIECCTBSIBAHE HA MPOLIEAYPHUTE TI0 pa3pelIaBaHe 3a ynoTpeda, Ipou3BOICTBO
W BHOC Ha JIEKAPCTBEHU NPOJYKTH 332 MAaJKH M 32 CPEJHH MPEANPHUITHS BHB (apMaIleBTUUHUS CEKTOP IO
CMHCHJIA Ha 3aKOHA 32 MaJIKUTE U CPETHUTE TPEIIPUATHS.

Y. 22. (1) OunancoBuTe cpeacTsa mo €wi. 21 ce pasxomasar 3a:
1. konTponHaTa faeitHocT Ha MAJL;
2. 3amianiane Ha aeiHoctd 1mo wi. 21, an. 1, 1. 1 u 2, B ciaydauTe, KOTaTo U3BBPIIBAHETO UM € BB3JIOKEHO OT
HAIJI mo toroBop Ha APYyTH JINLA;
3. (or™. - /IB, 6p. 38 or 2012 1., B cmima ot 1.07.2012 1.);
4. cp3MaBaHe, MOANBPIKAHE U BOJACHE HA pEeTHCTpUTE 1o Wi. 19, ai. 1;
5. moaIbpKaHe Ha CHCTEMH 3a €JICKTPOHEH OOMEH Ha JIaHHU C PEeTyJaTOPHHUTE OpraHH Ha JPYTHUTE ITbPIKABU
wiieHkH, ¢ EBporetickata komucus u ¢ EBpornelickaTta areHmus o JeKapcrBara;
6. (mom. - IB, 6p. 102 o1 2012 1., B crma ot 21.12.2012 r.) uadopMaroHHa u U3aTencka JeHHOCT, CBbp3aHa
C KayeCcTBOTO, C(PEKTUBHOCTTA M OE30MAaCHOCTTa Ha JIEKAPCTBEHHUTE NPOJYKTH M MPOCICAsIBaHE Ha
JIieKapcTBeHaTa 0€30MacHOCT;
7. (nom. — 1B, Op. 84 ot 2018 r., B cuita 6 Mecena cien myOIMKyBaHe Ha ChOOIIEHUETO o wi. 82, naparpad
3 ot Pernament (EC) Ne 536/2014) oOe3neuaBane AeHHOCTTA Ha CIICHUAIM3UPAHUTE KOMUCUH 110 WI. 47, aJl.
1 u 2, xomucusTa 1mo wi. 103, an. 1 1 Ha cbBeTa no wi. 251, ain. 3;
8. (ot™. - /IB, 6p. 38 o1 2012 1., B cuia ot 1.07.2012 1.);



9. ydacTusi B MEXyHAPOTHH U HAITMOHAITHN MEXyl1a00paTOpHH U3IMTUTBAHUS;
10. (m3m. - 1B, 6p. 60 ot 2011 1., B cmma ot 5.08.2011 ., oT™., Op. 38 0T 2012 1., B cmuma ot 1.07.2012 1.).
(2) (dom. - 1B, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r., u3m. u gor., 6p. 12 or 2011 r., B cuna ot 8.02.2011
r., u3M., 0p. 60 ot 2011 1., B cua ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1., 6p. 84 o1 2018
., B cWia 6 Mecema ciiei myOnuKyBaHe Ha cboOmeHnero mo wi. 82, maparpad 3 ot Permament (EC) Ne
536/2014) ®dunaHCOBUTE CpeACTBa O WI. 259, ai. 5 ce pa3xoaBar 3a:
1. (ot™. - /IB, 6p. 60 ot 2011 r., B cua ot 5.08.2011 1.);
2. netiHocTH Ha PapMaKONEHHUSI KOMUTET;
3. (m3m. - IB, 6p. 60 ot 2011 1., B cwmma ot 5.08.2011 1., 6p. 102 o7 2012 1., B crmma ot 21.12.2012 1., 6p. 84 oT
2018 r., B cuyia 6 Meceria cien myOiIrKyBaHe Ha ChoOIeHueTo o wi. 82, maparpad 3 ot Permament (EC) Ne
536/2014) neinoctn Ha Komucusta mo mpo3payHocT;
4. (ot™. - IB, 6p. 38 or 2012 1., B cmma ot 1.07.2012 1.);
5. (mom. - JIB, 6p. 71 ot 2008 1., B criia ot 12.08.2008 r., u3m., 6p. 12 ot 2011 r., B cua ot 8.02.2011 r., Op.
60 or 2011 r., B cuna ot 5.08.2011 r., ot™m., Op. 38 or 2012 1., B cua ot 1.07.2012 1.).
I'naBa Tpera
ITYCKAHE HA ITA3APA HA JIEKAPCTBEHU ITPOAYKTHU

Paznen I
OO01IM MoJ10KeHus

Y. 23. (1) (U3m. - [IB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [IpomunuieHo npousBenecH
JIEKapCTBEH MPOJYKT WJIHU JIEKAPCTBEH MPOJIYKT, MOJTY4YEH [0 METOM, KOWTO BKIIOYBA NMPOMUIIEH IpOIIeC,
MoyKe 1a ObJie ITyCcHAT Ha Ias3apa caMo cjell IoJdy4aBaHe Ha pa3peleHue 3a ynoTpeda win cliesl ojlydaBaHe
Ha YJIOCTOBEpEHHE 3a PETUCTpaIus, U3aJeHO TI0 pela Ha TO3W 3aKOH Wi 1o peaa Ha Permament (EO) Ne
726/2004 na EBpomnetickus napiamenT 1 Ha ChbBeTa, U NpU crazBaHe u3nckBaHusTa Ha Permament (EO) Ne
1901/2006 na EBpomneiickust mapmameHT U Ha CbBera oT 12 mexemBpu 2006 T'. OTHOCHO II€KapCTBEHUTE
MPOAYKTH 3a TemuaTpudyHa ynorpeba u 3a m3meHeHune Ha Permament (EMO) Ne 1768/92, mpektuBa
2001/20/EO, Aupextua 2001/83/EO u Pernament (EO) Ne 726/2004, napuyan no-Hatarsk "Pernament (EO)
Ne 1901/2006", n na Pernament (EO) Ne 1394/2007 na EBpomnetickus napiaameHT 1 Ha ChBeTa oT 13 HoeMBpH
2007 r. OTHOCHO JIEKapCTBEHUTE MPOIYKTH 32 MOJIEpHA Teparus 1 3a n3MeHeHue Ha [{upextusa 2001/83/EO
u "Ha Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 nexemBpu 2007 r.).

(2) Paspemienne 3a ymorpeba MO CMHUChIa Ha al. | ce W3MCKBAa M 3a DPaJMOHYKIHMICH T'€HEeparop,
PanuOHYKIIMAEH NPEKypcop H 3a KUT.

(3) Buposere npoueaypu 1mo cMuchiia Ha an. 1 ca:

1. meHTpanu3upana;

2. mpoueaypa o B3aUMHO [TPU3HABaHe/ IeIeHTPAIN3UPaHa;

3. HallMOHAJIHA.

(4) (Hoga - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ha Tepuropusita Ha Penyoinka bbirapust morat
na OpAaT IMycKaHW Ha Ta3apa caMo JIEKapCTBEHH MPOAYKTH, YMHTO MpHUTEXaTel Ha pa3pelieHHeTo 3a
ynoTpeba/y10cTOBEpEHUE 3a PETUCTPALUs € YCTAHOBEH Ha TEPUTOPHATA HA IbPXKaBa WICHKA.

Y. 24. (1) (U3m. - IB, Op. 71 or 2008 r., B cuiia ot 12.08.2008 r.) Paspenienue 3a ynorpeda He
ce U3UCKBA 3a pannodapMaleBTHIU, TPUTOTBEHH HEMOCPEICTBEHO MPEr yrnorpedara UM OT pa3pelleHt 3a
ynorpeba pamvoOHYKIMIHA TEHEePATOpH, PAaJWOHYKIHIHUA IPEKYypCOPH HIIM KHTOBE B CHOTBETCTBHE C
YKa3aHUATA Ha TPOU3BOAUTENS UM.

(2) Mpoaykrute no an. 1 ce MPUTOTBAT OT KBaTH(DUIIMPAHH JIUIIA B JTA0OPATOPHU WIIM UHCTUTYTH, TIOTYUHITH
paspelieHue 3a U3BBPIIBAHE Ha TakaBa AEHHOCT MO pena Ha 3aKoHa 3a 0€30MacHO M3MOJI3BaHE Ha SApeHaTa
EHeprusl.

(3) IlpuroTBsHEeTO, W3MON3BAHETO M TPWIATAHETO HA MPOMYKTUTE MO al. 1 ce W3BBPIIBA CHITACHO
MEIUIIMHCKHSI CTAaHAAPT 10 HyKJIeapHa MEIUIINHA.

Ya. 25. (1) Kputepuure 3a onpexaensiHe Ha JEKapcTBEH NMPOAYKT, NMpelHa3HAYeH 3a JICUCHHE,
Mpo(UIaKTUKA WIA TUATHOCTHKA Ha pefKu 3a0oisBaHus, ce ypexxaar B Permament (EO) Ne 141/2000 Ha
EBpomneiickus napiament u CbBera.

(2) YcnoBusiTa u penbT 3a M3aBaHE Ha pa3pelIeHUe 3a YyHoTpeda Ha JIEKapCTBEHUTE MPOAYKTH 1o ajl. 1 ce
ompenensat B Pernament (EO) Ne 726/2004 na EBponeiickus mapnament u ChBeTa.

Y. 26. (1) (U3m. - 1B, Op. 71 ot 2008 r., B crita ot 12.08.2008 r.) Pa3peiienue 3a ynorpedba Ha
JIEKapCTBEH MPOJIYKT, YAOCTOBEPEHHE 32 PETUCTpAIlHs Ha XOMEONaTHYeH JIEKAPCTBEH MPOIYKT MO Wi. 35 miu
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YAOCTOBEPEHHE 32 PETUCTPALIMS Ha TPAAUIIMOHEH PACTHTEJICH JIEKAPCTBEH MPOAYKT IO WI. 37 Ha TEPUTOPHUITA
Ha PemyOnuka brarapus ce u3maBa oT M3MBIHUTETHUS aupekTop Ha MAJl Ha Qu3ndecko Wil IOPUIAIECKO
JIUIE, KOETO € YCTAHOBEHO Ha TEPUTOPHUATA HA AbprKaBa WICHKA.
(2) Koraro nuriero o ai. 1 He € yCTaHOBEHO Ha TepuTOpuUATa Ha PemyOnuka bbirapus, To onpenens cBoi
MpeICTaBUTEI.
(3) IpurexarensaT Ha pa3peIEHUETO 3a YIIOTpeda HOCH OTTOBOPHOCT 3a IYCHATHTE Ha IMa3apa JeKapCTBEHU
npoaykT. ONpeaensHeTo Ha JIUIIE 10 ajl. 2 He 0CBOOO0KAaBa NMPUTEKATENs Ha Pa3pelIeHUETO 3a ynoTpeda oT
OTTOBOPHOCT CBITIACHO AeHcTBAmoTOo B PermyOnmka bearapus 3aKkoHOAATENICTBO.
Pazpen 11
HN3uckBanns KbM TOKYMEHTALMSATA 32 U31aBaHe HA pa3pellleHne 32 ynoTpeda

Ya. 27. (1) (U3m. - [IB, 6p. 71 ot 2008 ., B crina ot 12.08.2008 r.) 3a n3naBaHe Ha pa3pericHue
3a ymotpeba Ha JEKapCTBEH MPOAYKT JHUIETO Mo wi. 26, an. 1 momaBa B MAJI 3asBienne mo oOpasert,
NpUAPYKEHO ¢ AocKue BB popmaT "EnekTpoHeH 0011 TEXHUYECKH JOKYMEHT', KOETO ChIAbpIKa!

1. uMe U azpec Ha yIpaBICHUE/TIOCTOSHEH aJipec Ha 3asgBUTENS U Ha MPEACTABUTENS 1O 4. 26, ajl. 2; Korato
3afBUTENAT € JIMLE, Pa3IMYHO OT NPOM3BOAMTENS WM IPOM3BOAMTENINTE - aapec Ha OOEKTUTE 3a
MPOU3BOJICTBO;

2. HaMEHOBaHME Ha JICKAPCTBEHUS MPOAYKT;

3. IaHHM 3a Ka4yeCTBEHMS M KOJIMYECTBCHUS CBHCTAB Ha JIEKAPCTBEHMS NPOAYKT, KAaTo Ce II0COYBa
MEXIYHapOIHOTO HENMAaTeHTHO HauMeHOBaHHe, mpenopbuaHo oT C30, mpu HamuMuue Ha TaKOBa, HIU
CBHOTBETHOTO XMMHUYECKO HAIMEHOBAHHUE;

4. TepanleBTUYHU MTOKa3aHMs, IPOTUBOMIOKA3aHUS U HEXKEJIAHH JICKAPCTBEHHU PEAKLINY;

5. (mwm. - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) mo3mpoBKa, JiekapcTBeHa ¢opMa, HAYMH Ha
MPWIOKEHUE U ITBT Ha BbBEX/IaHE U NPEATIOKEH CPOK Ha TOJHOCT;

6. mpennazHu MEPKM M MEpPKU 3a 0E30MacHOCT MpH ChXpaHsIBaHE HA MPOJYKTA, NPU MpHIaraHeTo My Ha
MAlMEHTHUTE U NP YHUIIO)KAaBaHE HA OTHAIbLUTE OT MPOAYKTA, IPUAPYKEHH C YKa3aHUS 3a IOTCHLIUATTHUTE
PHUCKOBE OT JICKAPCTBEHUS MPOAYKT 32 OKOJHATA CPEJia;

7. onUcaHWe HAa HaYMHA Ha TIPOU3BOACTBO;

8. onucaHue Ha KOHTPOJIHUTE METOAM, U3IIOJI3BAHU OT IIPOU3BOJUTEIIS;

8a. (moBa - /IB, 6p. 102 o1 2012 1., B cmma ot 2.01.2013 r.) mexnapanus, 9e pe3yiTaTuTe OT oauTa 1Mo wi. 160,
all. 2, IPOBEJICH OT MPOM3BOJAMTENS Ha JIEKAPCTBEHUS MPOIYKT, OTBBPXKIABAT, Y€ aKTHBHOTO BELIECTBO €
MIPOM3BEIEHO B CHOTBETCTBUE C NPUHLIMIIUTE U PHKOBOJACTBaTa 3a [loOpa mpow3BOACTBEHA NPaKTHKA; B
JeKJIapalysTa ce MocoyBa JaTara, Ha KOSTO € IPOBEAEH OANTDT;

9. olleHKa Ha MOTEHIMAIHUS PUCK OT JIEKAPCTBEHUs IPOJIYKT 32 OKOJHATA CpeJia 32 BCEKH OTJCIICH CTydai u
MEPKH, TPEIBUCHH 32 OTPaHUYaBAHETO MY

10. pe3yaTaTu OT:

a) papmarneBTnuHUTE (PUINKO-XUMUYHU, ONOJIOTUYHU I MUKPOOUOIOTHYHH ) U3ITUTBAHUS;

0) NpeAKITMHUYHATE (TOKCUKOJIOTHYHH U (PapMaKOJIOTUYHH ) H3TUTBAHUS;

B) KJIIMHUYHH U3IIUTBAHUS;

11. nexnaparusi, 4e Ipu KIMHAYHATE U3IUTBAHUS, IPOBEICHU U3BBH TEPUTOPHATA HA IbPKABUTE WICHKH, Ca
CMa3eHU ETUYHUTE MPUHIMITY Ha JJoOpaTa KIMHUYHA TIPAKTHKA,

12. (u3m. - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) pe3roMe Ha cUCTeMaTa 3a MPOCIIEIBaHEe Ha
JIeKapcTBeHaTa 0€30M1aCHOCT, KOETO BKIIIOYBA CICTHUTE €JIEMEHTH:

a) UMe Ha KBaIU(QUIMPaHOTO juiie 1o wi. 191, aBroduorpadus - oOpa3zoBaHue, IpUA0OUT NPOhEeCHOHATICH
omuT B 00NacTTa Ha MpoCieasBaHe Ha JIeKapCTBEHaTa O€30MaCHOCT M KBATU(HKANWS 32 M3IIBJIHEHHE Ha
3abJDKEHUSITA MY 110 pelia Ha IJ1aBa 0CMa;

0) BCsiKa eJJHa AbprKaBa WICHKA, B KOSITO KBATM(PULIUPAHOTO JIMIE U3ITBIIHABA 3aIbJDKEHUSTA CH;

B) azpec, TenedoH, hakc, apec Ha eIEKTPOHHATA T10Ia Ha JIMIETO 10 OykBa "a";

) ajJpec, Ha KOMTO ce ChbXpaHsABa OCHOBHUST JOKYMEHT Ha CHCTeMaTa 3a Ipoclie/iiBaHe Ha JIeKapCTBEHATa
0e30IMacHOCT;

12a. (moma - /IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) nexnapanus OT 3agBUTEIA, Y€ pas3mojiara ¢
HEOOXOJIMMHTE CPENICTBA Ja U3IBIHSIBA 33 IbJDKCHHATA T10 TJIaBa OCMA;

13. (m3m. - [IB, 6p. 102 ot 2012 r., B cuiia ot 21.12.2012 r.) mnax 3a ynpasieHHE HA PHCKA C ONMHCAaHUE Ha
crcremMara 3a yrpaBlicHHE Ha PUCKA, KOSITO 3asBUTEIST IIe BbBENE 32 CHOTBETHHSI JIEKAPCTBEH MPOJYKT,
3aeIHO C pe3foMe Ha IUIaHa;

14. xpaTka XxapakTEpUCTUKA Ha IPOIYKTA ChIIAcHO uil. 34;



15. MakeT Ha TbPBUYHATA U BTOPUYHATA OMIAKOBKA HAa POAYKTA U TPEUIOKESHUE 3 JINCTOBKA B ChOTBETCTBUE
C M3UCKBAHUSTA HA IJIaBa IIECTa;

16. Komue OT pa3pelIeHneTo 3a IPOU3BOACTBO, N3aCHO OT PEryIaTOPHHS OpraH Ha Ibp)KaBaTa, B KOSITO CE
W3BBPLIBA MPOM3BOJCTBOTO, NPUAPYXKEHO Chc cepTHdukar 3a [oOpa Mpou3BOACTBEHA MPAKTHKA MU
cepTuduKaT, yIOCTOBEPSBAIL, Y€ MMPOM3BOICTBOTO HA JICKAPCTBEHMS MPOIYKT W Ha aKTHBHHUTE BEIECTBA,
BIM3AIIM B CBhCTAaBa My, € H3BBPIICHO B CHOTBETCTBHE CHC CTAHIAPTH, HAl-MaJKO EGKBHBAJICHTHH Ha
crangapTute Ha JloOpaTta Mpon3BOJCTBEHA MPAKTHUKA;

17. xomme OT JTOKYMEHT, ¢ KOMTO JICKApCTBEHHAT MPOIYKT € ONpEeAeNeH 3a JedeHHe, Mpo(uIakTHKa Win
JMAaTHOCTHKA Ha PeIKU 3a00IIBaHMs, IPUAPYKEH ¢ KOIME OT CTAaHOBHIIETO Ha EBpomelickara areHIus 1o
JIeKapCcTBaTa;

18. Komust OT BCHYKH pa3pelieHus 3a ynorpeba, U3gajiceHu B Apyra AbpiKaBa WieHKa WK B TPETa IbpKaBa, 3a
JIEKapCTBEHUS MPOIYKT, 32 KOWTO C€ MCKa pa3penieHue 3a yrnorpeoda;

18a. (moBa - /IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) xomue ot 00oOIIeHHE HA JAaHHUTE 3a
0e30MacHOCT, BKJIIOUMTENIHO IaHHUTE, CBHABPKAIIM Ce B HNEPUOAMYHHUTE aKTyalH3UPaHW JOKIaad 3a
0€301acHOCT, U KOTaTO TaKMBa Ca HAJHIIE, CHOOIICHUATA 3a MTOJJ03UPAHH HEXKEIaH! JIEKAPCTBEHH PEaKIHy;
19. cinchKk Ha TBpXKABHUTE WICHKH, B KOUTO € MOJIaJICHO 3asBICHHE 3a N3IaBaHe Ha pa3penieHue 3a ynorpeda
Ha JICKapCTBEH NPOIYKT;

20. (m3m. - [1B, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 r.) KOTHEe OT KpaTKaTa XapaKTepPUCTHUKA Ha MPOIYKTa,
IpeIoKEHa OT JIMLETO M0 WI. 26, aj. 1, Wi KOIie OT KpaTKaTa XapaKTepHCTHKA Ha MPOAYKTa, 0100peHa OT
perynaTtopeH opraH Ha AbpiKaBa WICHKa/IbpKaBH WICHKH, Beue M3/IAJIM pa3pelieHue 3a ynorpeoa;

21. xomue OT OTKa3a 3a M3JaBaHE Ha pa3pelieHue 3a ynotpeda B IbpiKaBa WICHKAa WM B TpeTa AbpKaBa,
NPUIPYKEHO ¢ MOTHBH; MH(pOpPMAIMs 32 BPEMEHHO CIHpaHE WIN 3a IPEeKpaTsBaHe Ha JCHCTBHETO Ha
pas3pelIeHueTo 3a yrnorpeoa;

22. xomue OT Mpe/IoKeHaTa JIMCTOBKA 3a MAIeHTa, IPUIPYKEHO 0T 00001IeHre Ha Pe3yITaTHTE OT OIICHKATa
Ha HUBOTO Ha pa30MpaeMOCT Ha CHIBPKAHUETO Ha JIMCTOBKATa OT M30paHa OT 3asBUTENS LeNieBa TPyma OT
MAalMeHTH, WIX KONHE OT JIMCTOBKA, 000peHa OT peryjaTopeH OpraH Ha Ibp)kaBa WICHKA, Bede HM3al
paspelienue 3a yrnorpeoa;

23. IOKYMEHT 3a IUIaTeHa TaKkca B pa3Mep, olpeiesieH B Tapudata mo wi. 21, an. 2;

24. (soBa - /IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) nokymenture no wi. 7 ot Permament (EO) Ne
1901/2006.

(2) (Hom. — IB, 6p. 18 ot 2014 r.) HokymeHnTute 1o ai. 1, T. 18 u 18a mo oTHOLICHNE HA IBPKABUTE YICHKH,
CBOTBETHO IO T. 19, ce mogaBaT camo B npouenypure mno paszaen VIL

(3) 3a panuMOHYKIIMAHM TE€HEPAaTOPH KbM JAaHHUTE MO aj. 1 ce MpencTaBAT IONBJIHUTENIHO CIICAHUTE
JOKYMEHTH:

1. onrcaHue Ha cHCTeMara 3aeJHO ¢ OAPOOHO ONMMCaHUe Ha KOMIIOHEHTHUTE i, KOUTO MOTAT Ja MOBJIUSAT Ha
CHCTaBa WIM Ha KAYECTBOTO Ha JBIIEPHUTE PATUOHYKIIH/IH;

2. Ka4eCTBEHH M KOJIMYECTBEHH 0COOCHOCTH Ha eiyarta Wik cyonumara.

(4) HdoxymeHTHTE W JaHHUTE OT (hapMalEBTUYHUTE, MPEIKIMHUYHUTE W KIMHUYHUTE H3MHUTBAHHS CE
HpUIpY’KaBat ¢ 0000IIEHN JOKIaI1, U3TOTBEHH OT €KCIIEPTH ¢ He00X0JMMaTa TeXHUYecKa 1 npodecroHaiHa
kBanmudukanus. KeM nqoknanute ce mpuiara aBToonorpaduyHa crpaBka Ha eKCIepTHTE, M3TOTBUIIN JTOKIIA 1A,
(5) Hocuero Ha iekapCTBEHHS MPOAYKT CE MPEACTaBS Ha OBJITApPCKH W/WIIA HA aHTJIMHACKU €3UK.

(6) (Hosa - IB, 6p. 102 o1 2012 ., B cuna ot 21.12.2012 r.) Cucremara 3a ynpasiieHHE Ha pycKa 1o ai. 1, T.
13 TpsOBa 1a e MpONOpLUUOHATIHA HAa UICHTU(PHUIMPAHUTE U HA TOTEHIIMAITHUTE PHCKOBE OT JIEKAPCTBEHUS
MPOAYKT U Ha HEOOXOJMMOCTTa OT ChOMpaHe Ha IJaHHHU 32 0€30MacHOCT OT HOCTMAPKETUHTOBH MTPOYYBAHUSI.
(7) (Hosa - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) [IpurekarensT Ha pa3pemieHHeTo 3a yrnorpeda
aKTyaJlIn3upa JaHHUTE OT J0CUeTOo Mo al. 1. 3a Beska MpoMsHa B JOCHETO C€ Ipuiiara pebT Ha IJ1aBa TpeTa,
paszen VI, koraTo e npHiI0XKuMo.

Ya. 28. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 1.) Jlumero mo 4. 26, am. 1,
JIOKOJIKOTO HE HapylllaBa IpaBaTa Ha MHAYCTPUAIHA M THPTOBCKa cOOCTBEHOCT, He npencTass B MAJI nanaute
mo wi. 27, aim. 1, 1. 10, 6yksu "6" u "B", ako MOXe Ja JOKaxe, 4e JIEKAPCTBEHUAT MPOAYKT, MMOCOUYCH B
3asIBJICHUETO, € TeHEpHUCH Ha pe)epeHTEH JIEKapCTBEH MPOIYKT, KOMTO € pa3pelleH Wik € Ouil pa3pelieH 3a
ynorpeba B IbpKkaBa WieHKA, MPEIN HE MMO-MaJKO OT 8 TOAHMHU.

(2) IlpuTexaTenar Ha pa3pelIeHUeTo 3a YIoTpeda Ha TeHEPUYHUS MPOJYKT 10 all. 1 He MOXKe J]a ro IyCHE Ha
nasapa, npeau ja u3rekar 10 roaMHu OT JaTaTta Ha IBPBOTO paspelieHre 3a ynorpebda Ha pedepeHTHUs
JIEKapCTBEH MPOJIYKT.

(3) JIunero mo . 26, an. 1 mpu cria3BaHe Ha yclioBUATa 1o ain. 1 u 2 Mmoxe na nojazae B MAJI 3asBnenue 3a
pasperenue 3a ynorpeba Ha TeHEpUUYeH Ha pedepeHTEH JIGKApCTBEH MPOIYKT M KOraTo pedepeHTHHST
MIPOJIYKT HE € MMAaJT U3/1aJICHO pa3pelleHre 3a yroTpeda Ha Tepuropusita Ha Perrybnvka beirapus.

10



(4) B cimygaunTe 1o ai. 3 maureTo mo wi. 26, ain. 1 mocodysa B 3asABICHUETO 0 WiI. 27, ait. 1 abprkaBara WICHKa,
B KOSITO pPeEPEHTHHAT MPOIYKT € pa3pelicH WIH ¢ O pa3pelieH 3a ynorpeoa.

(5) B cinydaute mo an. 3 MAJl u3uckBa OT peryiaropHUsi OpraH Ha JIbpKaBaTa 4WICHKA, MOCOYCHA B
3asIBIICHUETO IO WI. 27, an. 1, mOTBBpK/cHHE HA MHPOpMaIMATa 10 al. 4, KOJIUYSCTBCHUS U Ka4eCTBEHUS
ChCTaB Ha peePEHTHUS MPOAYKT U aKO € HEOOXOAMMO, JOTBIHUTEIHA JOKYMEHTAIIUSI.

(6) M3mpHATETHATA aTSHIMS 110 JIEKapCTBATA MPEIOCTaBs IPH MOUCKBAHE OT PEryJIaATOPECH OPraH Ha JbpiKaBa
YJICHKA, B KOSTO € TOJAJICHO 3asBJICHUETO 332 T'CHEPUUEH Ha pe)epeHTEH JICKAPCTBEH IPOJYKT, KOHTO €
paspemieH win € OWi paspelreH 3a ymorpeba Ha TepuTopusitTa Ha PemyOnmuka beirapus, meobxommmara
WHQPOPMAITUS 10 al. 5 B CPOK JI0 €IMH MECeIl OT JIaTaTa Ha IOUCKBaHeE.

(7) deceTrogummHusT NEPUON MO al. 2 MOXe Na ObJie yABDKEH HAall-MHOTO C €Ha TOAWMHA 10 MCKaHEe Ha
MPUTEKATEIST HA Pa3pelICHUETO 3a ynoTpeda Ha pedepeHTHHS JICKAPCTBEH MPOIYKT, aKO Mpe3 MbPBUTE 8
TOJIMHU OT WU3/IaBaHe Ha pa3pelIeHUeTo 3a yIoTpeda Ha ped)epeHTHHUS JICKAPCTBEH MPOAYKT MPUTEKATEIISAT My
MOJIyYH 3a CHINUS MPOAYKT Pa3pelicHUe 32 HOBO TEPANCBTUYHO MOKAa3aHUE, YUUTO 3HAUYUTEITHU KIMHUYHU
MPEIMMCTBA MPEJT ChIIESCTBYBANTUTE JICUSOHN Bh3MOKHOCTH Ca HAYYHO OOOCHOBAHH.

(8) (Hosa - JIB, 6p. 12 ot 2011 r., B cuma ot 8.02.2011 r.) Koraro 3a nexkapcTBeH MPOIYKT € M3IaJACHO
MbPBOHAYATIHO pa3pelieHre 3a yrnorpeda B ChOTBETCTBUE C WI. 23, 32 BCsAKa MPOMSHA B KOJMYECTBOTO HA
AKTUBHOTO BEIIECTBO, B JICKAPCTBeHAaTa (DOpMa, B KOJIMYSCTBOTO B OMAKOBKA, B ITbTSA Ha BBHBEXKJAHE Ha
JICKapCTBEHUS MPOJYKT, KAKTO M 332 BCHYKHW JIPYTU IPOMEHH WM pas3NiupsiBaHe Ha 00XBaTa Ha pa3pelicHueTo
3a ynotpeba ChIIO ce M3llaBa pa3pelliecHre ChITACHO U3WCKBAHWATA HA TO3HM 3aKOH WM MIBPBOHAYATHOTO
paspelienue 3a yrnorpeda ce MombJiBa. BCHUKM Te3W pa3peleHus ce CMITaT KaTo MPUHAUIekKAIH KbM €THO
rI1o0alTHO pa3peleHne 3a YIoTpeda Ha JIeKapCTBEHUs MPOAYKT 3a LEUTE Ha MTpUIarane Ha TO3U YJICH.

Yu. 29. (1) Jlumero mo um. 26, am. 1 mpenctass B MAJl pesyntarure oT HEOOXOAMMHTE
MPEIKINHUYHN W/WIU KIMHUYHUA M3NUTBAHHUS B CIIy4aWTe, KOraTo JISKAPCTBEHHUAT MPOJYKT, MOCOYCH B
3asIBIEHUETO:

1. HE MOXe J1a ce OmpeIeN KaTo TeHepUIeH, WK

2. I3MATBaHUATA 32 OMOHAJIMYHOCT HE JIOKa3BaT OMOEKBUBAJICHTHOCT, WIIH

3. (mom. - /IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 1.) vMa MpoMsiHa B aKTHBHOTO BEILECTBO WJIM BEIIECTBA
B KOJIMYECTBOTO Ha aKTUBHOTO BEIIECTBO WJIM BEUIECTBA B /1030Ba €AMHHUIIA, HA TEPANIeBTUYHUTE MOKAa3aHUA,
Ha JIeKapcTBeHaTa ¢opMa, Ha HauWHA Ha MPIIIOKEHUE CIIPSIMO peepeHTHHUS JIEKapCTBEH MPOTYKT;

4. (ot™m. - IB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.).

(2) KoraTo OuosoruyeH eKkapCcTBeH NPOIYKT, TIOCOUEH B 3asIBIICHHETO, M0100eH Ha pedepeHTeH OHOOTHYeH
JIEKapCTBEH MPOJIYKT, HE OTrOBapsi Ha YCIOBHUSATA, 32 1a Ob/Ie ONpeieieH KaTO TeHEPUYEH JIEKapCTBEH MPOTyKT
MOpajyl pa3IUdeH HAYMH Ha MTPOU3BOACTBO WM Pa3IMyHHU U3XOIHH MAaTEpPHAaIN B CpaBHEHHUE C pedepeHTHHS
WJIM TI0 APYTHU NPUYUKHY, 3asiBUTEAT npenctans B UAJI pe3yaratute OT HeOOXOJUMHTE TPEAKITMHUYHY U/ UIH
KIIMHUYHU U3MUTBAHUS, CBBP3aHH C TE3U YCIIOBUSI.

(3) B ciryuauTe 1o an. 1 u 2 ce mpecTaBs 1 JOKYMEHTAIMATA, ONpe/ielieHa B HapenOaTa 1mo 4. 42,

Ya. 30. (1) Jlunero no un. 26, an. 1, ZOKOJKOTO HE HapyllaBa IpaBaTa Ha WHAYCTpHAIHA U
TBProBCcKa COOCTBEHOCT, He npezctaBs B UAJI nanuute mo wi. 27, an. 1, 1. 10, Oyksu "6" miu "B", ako MOXe
Jla JIOKaxxe, MPU yCIIOBHS, OTPEJIeNIEHU B Hapeoara 1o 4. 42, ue akTUBHOTO BEIIECTBO, BIIM3AII0 B ChCTaBa
Ha TIpejJiaraHus 3a pas3pelleHue 3a ynoTpeda JeKapcTBeH NPOIYKT, € ¢ Jo0pe ycraHoBeHa ymorpeba B
MEJMIIMHCKATa MTPAKTHKA, UMa NpU3HATa e(hUKACHOCT U MPUEMIIMBO HUBO Ha Oe3oracHocT. B Te3u ciydau
pe3yNTaTUTE OT UMUTBAHUATA U TECTOBETE MOTAT JIa CE 3aMEHSIT ChC ChOTBETHUTE HAYYHH ITyOIUKAIIH.

(2) Jlunero mo an. 1 mpencrass pe3ynTaTUTe OT HEOOXOIUMUTE MPEIKINHIYHN U KIIMHUYHU M3IHTBAaHUS B
CITy4ail Ha JIKQpCTBEH MPOIYKT, ChAbPKAILl aKTUBHH BEIIECTBA, C TOOpE ycTaHOBEHA ynoTpeba, KOUTO HE ca
OWTM WBIIOJI3BAaHM B TpeljiaraHaTa KOMOWHAIWS 32 TEepareBTUYHH IeNd. B To3n ciydail He ce mpenacTaBs
JIOKYMEHTAIIHS 10 OTHOIIEHHE Ha BCSIKO OTJIETHO AKTHBHO BEIIECTBO.

(3) KoraTo akTHBHO BEIIECTBO IO CMHCHJIA Ha al. | MMa JToKa3aHO HOBO TEPAINEBTUYHO MOKa3aHUe Ha O6a3aTa
Ha 3HAYUMHU NPCAKIMHUYHU WIW KIIMHAYHU JaHHH, CBbP3aHU C HOBOTO IMOKa3aHUE, €AHOKPATHO 3a CPOK OT
€/IHa TOJIMHA CII/BAIIl 3asBUTENI HE MOXE Jla C€ TI030BaBa Ha JaHHHWTE 332 HOBOTO IOKa3aHWE Ha aKTUBHOTO
BEIIECTRBO.

Yna. 31. B cmydaif, Korato JIeKapCTBeH MPOAYKT CHIBbpPKA AaKTUBHHU BEIIECTBA, M3IOJ3BAHU B
cbCTaBa Ha pa3pelIeHH 3a yroTpeda JeKapCTBEHU MPOAYKTH, HO HEU3IOJI3BaHH B MpeAsiaraHaTa KOMOMHALHS
3a TeparneBTHUYHH LIENH, JIMLETO 10 Wil. 26, al. | mpeacTaBs pe3yaTaTUTe OT NIPEAKIMHUIHNATE U OT KITMHUYHHUTE
W3MATBaHUS, CBBP3aHHU C Ta3u KOMOWHAIM. B TO3u cirydail 3asiBUTENAT HE MPECTaBs JOKYMEHTAIINS OTHOCHO
0e30MacHOCTTa M €PUKACHOCTTA Ha BCSIKO OT/IEITHO AKTHBHO BEILIECTBO.
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Y. 32. [IpurexxatensaT Ha pa3pellieHne 3a yrnorpeda Ha JIEKapcTBEH MPOIYKT MOXKE JIa pa3perin
W3MON3BaHEeTO Ha (hapMalleBTUYHATA, MPEIKIMHAYHATA ¥ KIMHWYHATA JOKYMEHTAIUS, ChIbpKalla ce B
JIOCHUETO Ha JICKapCTBEHUS MPOJYKT, MPH OICHIBAHE HA MOCIEABAIIN 3asSBJICHUS HA JICKAPCTBEHU MPOIYKTH
ChC CBINUA KAYSCTBCH M KOJMYECTBEH CHCTAB 0 OTHOIICHHE HA AKTHUBHUTE BEIICCTBA U ChC ChINaTa
JiekapcTBeHa hopma.

Ya. 33. TlpoBexnaHeTo Ha HEOOXOJAWMHUTE TPOYYBAHMS W HM3MUTBAHUSA C IEJI U3TOTBSIHE Ha
JOKYMEHTAIIMS 33 pa3pelicHue 3a yrnoTpeda M TOCICIBalIUTe MPAKTHUYSCKU H3UCKBAaHUS BHB BpPB3Ka C
paspemaBaHeTo 3a yrnorpe0da Ha JeKapCTBEHH MPOAYKTH 1O Wwi. 28 u 29 He e HapylIeHne Ha MaTeHTa WiIH Ha
cepTudHKaTa 3a JOMBIHUTEIIHA 3aKPUIIa Ha JIEKAPCTBEH MPOYKT.

Y. 34. (1) Kparkara xapakTepucTrKa Ha MPOLYKTa ChIbPKa clieHaTa HHPOPMALIHSL:
1. HauMEHOBaHHE Ha JIEKAPCTBEHMS MPOJYKT, KOJUYECTBO HAa aKTMBHOTO BEUIECTBO 3a JJ030BAa €IUHMIIA,
JekapcTBeHa hopma;
2. KOJMYECTBEH M KAYECTBEH CHCTAB 10 OTHOUIEHWE HAa aKTUBHMUTE BEIIECTBA M HAa TE3UW OT IOMOIIHUTE
BellecTBa, MH(pOpMaNuATa 32 KOUTO € CHUIECCTBEHA 32 MPAaBWJIHOTO MpHJIaraHe Ha MPOJYKTa; U3ION3Ba Ce
OO0IIONPHETOTO UME WM XUMUYHOTO OIIUCAHUE;
3. nexapcTBeHa Ghopma;
4. KINHUYHYU JaHHH:
a) TepareBTUYHH MTOKa3aHUS;
0) 103UpPOBKa M HAYMH Ha MPUIOKEHHUE [IPU BB3PACTHU U NIPU JIELa;
B) IIPOTUBOITOKA3aHUS;
') CIEUaHU TPENyNpeKACHUs] U MpPEANa3Hd MEpKH NpH yrnorpeda; 3a MMYHOJIOTHYHHUTE JIEKapCTBEHU
MPOAYKTH - HPEANa3Hu MEpPKU 3a JIMLATa, KOUTO paboTAT ¢ TSIX M TM HpUIaraT Ha MAaLUEeHTH, KakTo U
Mpea3Hd MEPKHU, KOUTO TPIOBa Jla ce TpeANprueMar OT IMallueHTa;
1) B3aUMOJICHCTBHSI C IPYTH JIEKAPCTBEHH MPOILYKTH WU IPpYyTry (OPMHU Ha B3aUMOJCHCTBHUS,
e) ynorpeba npu OpeMEeHHOCT WA KbPMEHE;
) BB3JIEHCTBHE BHPXY CIIOCOOHOCTTA 32 Mo rpane U paboTa ¢ MaIlIlHU;
3) HEeXKeJlaH! JIEKapCTBEHH PEaKIIny;
1) TIpeo3upaHe (CUMIITOMH, aHTHIOTH, CIICIITHA MEPKH);
5. (hapMaKOIOTHYHU TaHHU:
a) (hapMaKoIMHAMUYHHU CBOMCTBA;
0) papMaKOKMHETHYHN CBOWCTBA;
B) MPEIKIMHUYHHU JaHHM 32 0€3011acHOCT;
6. papmaneBTHUHH JaHHU:
a) CIIMCHK Ha MMOMOIIIHNUTE BEIIECTBA;
0) OCHOBHU HECHbBMECTHMOCTH;
B) CPOK Ha TOIHOCT; CPOK Ha TOJTHOCT cJie]l pa3TBapsiHE Ha JEKapCTBEHUS MPOAYKT (IIpH HEOOXOIUMOCT) HIIN
CJIeJl OTBapsiHE Ha MbPBUYHATA OMAKOBKA 32 IbPBU ITbT;
T) CIIEIMATHU YKa3aHHA 32 ChXPaHEHHE;
1) BUJ U ChCTaB Ha OIIAKOBKUTE;
€) CIeHUaIHM YKa3aHWS 332 M3XBBPJSHE Ha OcTaThka OT JIEKAPCTBEHHS NPOAYKT HJIM Ha OTHAJAbYHHUTE
MaTepuaiy OT Hero;
7. IpUTEXaTeN Ha pa3pelleHreTo 3a ynorpeoa;
8. perucTpanMoHeH HOMep;
9. nata Ha MHPBO pa3pelIeHue 3a yrnorpeda WK Ha MOJHOBSIBAHE HA pa3pelIeHHETo 3a yrnorpeoa;
10. nara, Ha KOATO € U3BBPILICHA IPOMSIHA B ChABPKAHUETO HAa KpaTKaTa XapaKTePUCTUKA Ha IPOIYKTa,;
11. 3a paguodapmaneBTUIM - H34epraTesHa HHGOpMaLus 3a BbTPEIIHATA PaJHalliOHHa JO3UMETPHS;
12. 3a pannodapManeBTHIN - TOAPOOHN HHCTPYKIIMH 33 €KCTEMIIOPATHO MPUTOTBSIHE U KAYECTBEH KOHTPOI U
KOTaTo € MPUIOKUMO, MAaKCHMATHOTO BpEME Ha ChXpaHEHHE, MPe3 KOETO ChOTBETHUSAT MEXAWHEH MPOIYKT
KaTo eJIyaT MM FOTOB 3a ynorpeba (hapMaleBTHK ChbOTBETCTBA Ha ClICU(UKALUITA CH.
(2) B xpaTkara xapakTepHCTHKa Ha JIEKapCTBEHUTE MPOIYKTH 1O WI. 28 - 33 MoraT /1a He ce BKJIFOUBAT YaCTHUTE
OT KpaTKaTa XapaKTepHCTHKa Ha pedepeHTHHUs JIEKapCTBEH MPOAYKT, OTHACSIINA CE€ [0 TOKa3aHusi U
JIeKapcTBeHU (pOpMH, KOUTO ca OWJIM IO/ TaTEHTHA 3aKpHJIa [0 BPEMETO, KOraTO FTeHEPUYHHSAT MIPOAYKT € OHl
Ha rasapa.
(3) Uzuckpanusra kbM GopMaTa ¥ ChIP)KAHUETO HA KpaTKaTa XapaKTepUCTHUKA Ha MPOJYKTa CE ONPEICIIST B
HapezabaTa o . 42.
(4) (Homa - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KpaTkaTa XxapakTepucTuKa Ha JEKapCTBEHUTE
MPOJIYKTH, BKIIFOYCHHU B criuchka 1o wi. 23 ot Pernmament (EO) Ne 726/2004 na EBponelickus nmapiaMeHT u
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CoBerta, chabpxka HHOOPMAIHS ChC cleTHHS TeKCT: "To31 IekapCcTBEeH MPOAYKT HOAJIEKH Ha JOIBIHUTEIHO
Habmoaenue". [Ipen TekcTa ce mocTaBs 3HAK B YEPEH MBAT ChriacHo wi. 23, maparpad 5 ot Permament (EO)
Ne 726/2004 na EBponetickus napaameHT u CbBeTa, IPUAPYKEH OT 00SCHUTEIIHA OeNeKKa.
(5) (Homa - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) KpaTkaTta XapakTepucTUKa Ha JEKapCTBEHUTE
MPOAYKTH ChIbP)Ka CTAHAAPTEH TEKCT, KOWTO MOOLIPSABAa MEAULMHCKUTE CIEMAINCTH Aa JAOKIAABaT BCSIKa
ITOJ03MpaHa HeXeIaHa JeKapCTBEHA PEeaKITusl ChIIacHO obpasmure 1mo wi. 185, an. 2, 1. 4.
Paszpen 111
CrneuudnyHu U3MCKBAHMS 32 XOMEONIATHYHM JIEKAPCTBEHH NPOAYKTH

Y. 35. (1) YaocToBepeHne 3a perucTparnus Ha XOMEeOoNmaTH4IeH JeKapCTBEH MPOAYKT ce U3/aBa 1o
OIIPOCTEHA MPOLEeypa, aKO OTTOBAPS Ha CIETHHUTE YCIOBHS:
1. mpuara ce IepopaiHO WJIH BBHIITHO;
2. BBpXY OIIAaKOBKAaTa My WM B Apyra MH(pOpMamus, CBbp3aHa C HEro, HE ca MOCOYEHH CIeIH(UIHH
TepaneBTUYHU TIOKa3aHUs;
3. pa3pelneH € B JOCTaThuHa CTEICH, 3a J1a TapaHTHpa 0e30MacHOCTTa Ha MPOAYKTa, U HE ChIbpiKa MOBEYE OT
eHa JeCeTOXMIAAHA YacT OT THMHKTypaTa MaiKa WM IOBe4Ye OT €QHA CTOTHA 4acT OT Hai-MaskaTa J03a,
H3M0JI3BaHa B aJIOIIATUATA, HA AaKTUBHUTC BCUICCTBA, YUCTO HAJIMYMEC B AJIONMATUYCH JICKAPCTBCH NPOAYKT BOAU
710 33IBJDKUTEITHO JIEKApCKO MpPEANYCaHue.
(2) 3a n3maBaHe HA yJOCTOBEPEHUE 32 PETHCTPALUS HA XOMEOIIATHYCH JICKAPCTBEH MPOIYKT JIUIETO 10 WII.
26, an. 1 momaBa B MAJI 3asBieHne mo oOpaselr, B KOETO MOTaT J1a OBbJaT MOCOYCHH CepHUsl OT JIEKapCTBEHU
MMPOAYKTH, IMOJIYUCHHU OT €AUH U ChI] XOMCONIAaTUYCH U3TOYHUK MUJIM OT €AHU U CbIIW U3TOYHULIU.
(3) 3a noka3Bane Ha (hapMaLEBTUYHO KaYeCTBO M XOMOTCHHOCT Ha IMapTUIUTE HA JEKaPCTBEHUS IPOIYKT KbM
3asBJIICHHETO I10 aJI. 2 ce MpuJIara cieaHaTa JOKYMEeHTAIU:
1. (u3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) HAay4yHO HAMMEHOBaHUE WIN (apMaKONEHHO
HaMMCHOBAHUC Ha XOMCOIMAaTUYHUA U3TOYHUK HUJIM U3TOYHUIHU 3a€OHO C PA3JIMYHUTC IbTUIIA HAa BbBCKIAHC,
JIeKapcTBeHU (POPMH U CTETICH Ha pa3pexkIaHe;
2. J0CHEC, B KOCTO CC ONMCBAa HAYUMHBT HA IMOJTYyYaBaHC M HA KOHTPOJI HAa XOMCEOIIATUYHHA HU3TOUYHHK HIIN
W3TOYHHMIIH, OKa3BaIl0 XOMEOoNaTHyHaTa ynorpeda Ha 6a3ara Ha Mmoaxoasiia oudmuorpadus;
3. mocue Ha METOIUTE Ha IMPOU3BOACTBO M KOHTPOI 3a BCSKA JIEKAPCTBEHA ()OpMa U ONMCAHHE Ha METOAUTE
Ha pa3pexaHe v NOTCHIMPAHE;
4. pa3pelieHue 3a MPOU3BOJICTBO, IPUAPYKEHO ChC cepTUdHKAT 3a J]oOpa Mpon3BOICTBEHA MPAKTHUKA UITH ChC
cepTudUKart, T0Ka3Ball, 4e MPOIYKTHT € MPOU3BE/ICH IPH YCIOBUS, EKBUBAJICHTHH Ha M3UCKBaHMATA 3a JloOpa
MPOM3BOJICTBEHA NPAKTHKA;
5. KOTIMS OT PETUCTpAIM WU pa3pelieHns 3a yrnoTpeda, MOIy4eH! 3a ChITUTE MPOIYKTH B JPYTH IbPKABU
YIICHKH;
6. MakeT Ha MbPBUYHATA M/WJIM BTOPHYHATA OTIAKOBKA HA TPOAYKTA;
7. naHHY 3a CTaOMIIHOCTTA HA MPOIYKTA.
(4) UznuckBanusiTa KbM JaHHUTE TIO all. 3 ce ONpeAeTAT B Hapenoara mo wi. 42.

Y. 36. (1) 3a xoMeonaTu4HU JIEKAPCTBEHH NMPOIYKTH, PA3IMYHU OT MOCOYEHHUTE B Wi 35, ai. 1,
ce mpuiarar panopenoure Ha 4wi. 27 - 32.
(2) 3a xomeomnaTHYHU JEKAPCTBEHHU MPOAYKTHU 10 an. 1 Jumero mo 4ui. 26, an. 1 He mpeacTaBs pe3yiTaTtd OT
MPEIKIMHUYHN U KJIMHUYHU M3MUTBaHUS, KOraTo MOXeE Ja JIoOKaxe ¢ OMOauorpad)Cky JaHHM OT Hay4HAaTa
JUTEpaTypa, Y€ XOMeolaTHyHaTa ynorpeda Ha JIEKapCTBEHUsS] NPOAYKT MM XOMEOHNATUYHUTE M3TOUHUIIH,
KOHUTO BITU3aT B ChCTaBa My, Ca C YCTaHOBEHa 0€301acHOCT.
(3) B ciiyuauTe 1o an. 2 ot OubsimorpadckuTe qaHHHM TPsIOBa Ja ca YCTaHOBEHHU:
1. XOMEOmaTHUHUAT XapaKTep Ha U3MOI3BAHUTE CYpPOBHUHH U TAXHATA TPAJUIMOHHA YIOTpeOa IpH 3asiBEHOTO
MOKa3aHue;
2. 6e3BpeHOCTTa HA XOMEOATUYHUS JICKAPCTBEH MPOJIYKT 110 OTHOIIICHHE HA CTENIEHTa Ha pa3pexiaHe Ha
BCSIKa OT ChCTABKHTE.

Pazpen IV
CneuuduyHu U3MCKBAHUS 32 TPAAUIHOHHH PACTUTETHH JE€KAPCTBEHH MPOAYKTH

Y. 37. (1) YaocToBepeHHe 3a perucTpanys Ha TpaJulMOHEH PaCTUTENICH JIEKApCTBEH NPOIYKT ce
M3]1aBa 10 ONPOCTEHA MPOLEAYypa, aKO OTIOBapsl HA CICAHUTE YCIOBHS:

13



1. UMa TepameBTUYHU MOKa3aHWs, NPUCHIIM Ha yIIOTpedaTa Ha TPATUIIMOHHUTE PACTUTEITHH JICKAPCTBEHU
MIPOJIYKTH, U CIIOPEJT ChCTaBa U IIeNITa 3a yoTpeda e nperHazHaueH 3a ynorpeba 6e3 ekapcKko Ipeanicanme
1 HaOJIOICHKE;

2. mpuJiara ce eIMHCTBEHO B OMPE/ICIICHO KOJIMYECTBO HA JICKAPCTBEHOTO BEIIECTBO B J030Ba SAMHUIIA U IIPU
orpeseNieHa JJO3UPOBKa;

3. mpuyara ce mepopaiiHO, Upe3 BAUIIBaHE (MHXAJAIM) WIH € TIpeJHa3HaueH 3a BhHIIHA yIoTpeoa;

4. meproABT Ha TPAIUIIMOHHA yIoTpeda chriacHo wi. 38, ai. 1, T. 5 e U3TeKbI;

5. JlaHHWTE 3a TPaJMIMOHHATA YIOTpeOa Ha JIEKAPCTBEHHs MPOJYKT JIOKAa3BaT, 4e HE € BPEACH IpH
OTIpe/IeTICHUTE YCIOBH Ha ymorpeba M (hapMakoJOTHIHUAT ePeKT WiH ePUKACHOCTTa Ha JIEKapCTBEHUS
MPOJYKT Ca YCTAaHOBEHU Ype3 JABJITOTOIUIIIHATA MY YITOTpeOa U HATPYIaHus OIUT.

(2) M3nbiHUTEIHATA areHIIMS 10 JICKApCTBaTa MOXKE Jla TIPUIIOKH MPOIeAyparTa Mo ai. 1 crpsMo pacTUTelieH
JICKApCTBEH MPOJAYKT, KOHTO ChIbpKAa BUTAMUHH WJIA MHUHEPAM, YHUATO OE30MacHOCT € J0Ka3aHa
JIOKYMEHTAITHO M YUETO JCUCTBUE CIPSIMO PACTUTCIHHUTE JICKAPCTBEHHU BEIECTBA B IPOAYKTA MO OTHOIICHUE
Ha crielu(pUUHUTE My ITOKA3aHUS € CITIOMAraTelTHO.

Yn. 38. (1) 3a m3gaBane Ha yHOCTOBEpPEHHE 3a PETHCTpAlHA HA TPATUIMOHEH pPacTUTENeH
JIEKapCTBEH MPOAYKT Numero mo w@wi. 26, an. 1 momaBa B MAJl 3asBneHme, mpuapyKeHO ChC cieaHaTa
JIOKYMEHTAIIHS
1. naraUTE, Mocodyern B wi. 27, an. 1, T. 1 -9 u 1. 10, OykBa "a";

2. (m3wm. - [IB, 6p. 71 ot 2008 1., B cuya ot 12.08.2008 1.) KpaTKa XapaKTepHCTHKA Ha MPOIYKTA, C U3KITIOUCHHE
Ha JaHHMTE 110 Wwi. 34, ain. 1, T. 5;

3. B cimyuail Ha pacTUTENICH JIEKAPCTBEH MPOAYKT IO CMUCHJIA Ha WiI. 37, ai. 2 Wik Ha KOMOMHUPAH PacTUTEIICH
JIEKapCTBEH MPOMYKT - nH(popMarumsaTa mo wi. 37, an. 1, 1. 5 3a KOMOMHANMATA; KOTATO OTAEITHUTE aKTHBHH
BEIICCTBA Ha KOM6I/IHI/IpaHI/I}1 IMPOAYKT HE Ca JOCTATHbYHO IMO3HATH, CC MPEACTABAT AaHHU 3a TpaaulMOHHATa
yrnoTtpeba Ha BCAKO OT THX;

4. Komue OT pa3pelieHne 3a yrnorpeda WM YIOCTOBEpEHHE 3a PETHUCTpAIlsl Ha PACTUTETHHS JIEKapCTBEH
MPOIYKT, U3JaJCHH OT JbpiKaBa WIEHKAa WJIH OT TpeTa JAbpiKaBa, /WM KOMHE OT OTKa3, HMPUAPYKEHO C
MOTHBHTE 32 PEIICHUETO;

5. (u3m. - IB, 6p. 71 ot 2008 r., B cmuta ot 12.08.2008 1.) 6ubauorpad)Cku JaHHU WU €KCIIEPTHH CTAHOBUIIIA,
KOUTO JOKa3BaT, Y€ PACTUTEIHHUAT JIEKAPCTBEH MPOAYKT, 32 KOWTO € MOJaJCHO 3asiBIICHNE 32 PeruCTpaIns,
WIM ChOTBETCTBAIll Ha HEro MPOAYKT MMa Hak-Manko 30-roauinHa ynorpeba B CBETOBHATA MEIAMIIMHCKA
MPaKTHKa, OT KOUTO MOHE 15 roauam ynorpeda Ha TEPUTOPHITA HA AbprKaBa YICHKA JI0 laTaTa Ha MoJIaBaHe
Ha 3asBJICHUETO 32 PETUCTPALINS;

6. obubnvorpad)ckv JaHHW OTHOCHO 0€30MacHOCTTA Ha MPOJIYKTa, IPUIPYKEHH C eKCIIEPTEH TOKIIA];

7. KOHE OT Pa3pelIeHHeTO 3a MPOHM3BOACTBO, MPUAPYKEHO Che cepTHdukaTt 3a JoOpa mpowms3BoacTBEeHA
MPaKTHKa WM ChC CEPTUPHKAT, AOKA3Balll, Y€ MPOAYKTHT € MPOU3BENCH MPH yCIOBUsI, €KBUBAJCHTHU Ha
M3ucKBaHusTa 3a J[00pa MpOU3BOJICTBEHA MMPAKTHKA.

(2) UsnbiauTENHATA areHIMS TI0 JIeKapCcTBaTa MOXKE J1a M3MCKa OT 3asBUTENS JOMBIHUTEIHA HHPOpMAIIUS 32
OlleHKa Ha 0€30MacHOCTTa Ha JIEKapCTBEHUS MPOAYKT 10 al. 1.

(3) UzmrpnHATENHATA areHIUs MO JIeKapcTBaTa MOXeE Jla IMOMCKa cTaHoBuile oT KomuTera mo pactuTenHu
JISKapCTBEHU MPOIYKTH KbM EBporielickara areHius 1o JIekapcTBaTa OTHOCHO JJOCTOBEPHOCTTA HA JTAHHUTE
mo ajn. 1, T. 5, kaTo My IpeaoCTaBu HEOOXOAUMHUTE YACTH OT JOCUETO Ha JIEKAPCTBEHUS IIPOAYKT.

(4) IlpencraBennte maHHM 1O aji. 1, T. 5 ca BaNWAHM U B CIlydauTe, KOraTo B mepuoja Ha 30-roaumiHara
ynorpe0a B MEIUITUHCKATA TTPAKTHKA:

1. ChOTBETCTBAIIMST JISKAPCTBEH MPOIYKT Ha MPOJAYKTA, 3a KOHTO € MMOAaJICHO 3asBIICHUE 33 PETUCTpAIlus, €
0w Ha rma3zapa 0e3 pa3pelleHne WM PerucTpalys 3a ynorpeda, wiu

2. KOraTo OposT Ha ChCTABKHUTE B JIEKAPCTBEHHS MTPOAYKT, 32 KOUTO € TI0J[a/ICHO 3asBIICHHUE 32 PETUCTPAIHS, €
HaMaJIeH WM ¢ HaMaJIeHO KOJMYECTBOTO MM B JI030Ba ¢IMHUIIA.

Y. 39. (1) Korato pacTUTEIHUAT JISKAPCTBEH MPOAYKT € 0wl Ha maszapa Ha OOIIHOCTTA O-MaJIKO
oT 15 ronuHu, HO OTroBaps Ha ycioBusaTa Ha wi. 37, an. 1, MAJI mpenocTaBs 3a CTaHOBUIIE TOKYMEHTALUATA
mo 4i. 38, an. 1 nma KomuTera mo pacTuTenHu JeKapCTBEHH MPOAYKTH KbM EBpomeiickata areHOms mo
JIeKapCcTBaTa.

(2) W3mbiHWTENHATA areHIMs 1O JIeKapcTBaTa B3eMa OKOHYATEIHO pElICHHE Clie]] MyOJIMKyBaHETO Ha
MOHOTpadus OT KOMHTETa MO ajl. | 3a ChOTBETCTBHETO Ha MPOJIYKTa C KPUTEPUHUTE 32 PETUCTpAIUS 3a
TpaJULIMOHHA yIIoTpeoa.

(3) B cmyuante o an. 1 cpoksT 1o wi. 44 crimpa na Tede.

Y. 40. VznenHATEHATA areHIUs TI0 JISKapCTBaTa MOXKE J1a U3UCKA OT 3asBUTEIIS HA PACTUTEIICH
JIEKapCTBEH MPOIYKT Ja MOAaAe JOKyMEHTAMs Mo Wi. 27 - 32 wiu 1o 4. 35.
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Ya. 41. (1) (U3wm. - JIB, 6p. 71 ot 2008 1., B cuya ot 12.08.2008 1.) U3mbaHUTEIHATA areHITUS 110
JieKapcTBaTa MyOJMKyBa Ha CTPAHHUIIATA CHM B MHTEPHET CIIMCHK HA PACTUTEITHUTE BEIIECTBA, MIPENapaTy WiH
KOMOMHAIIUK OT TAX, W3MOJ3BaHU B TPAJAMIMOHHHUTE PACTHUTEIHM JICKAPCTBEHU NPOIYKTH, U3TOTBEH OT
KomuTtera 1o pacTuTellHu JISKapCTBEHU MPOAYKTH KbM EBpomneiickaTta areHuus mno JiekapcrBara. CIUCHKBT
CHIBPIKA 32 BCIKO PACTUTEITHO BEIIECTBO TEPANEeBTUYHHU MMOKA3aHUsA, ChAbP)KaHNE HAa aKTHBHATA ChCTAaBKa B
J030Ba €IWHHIIA W JO3WPOBKA, IIBT Ha BBbBEXIaHEe M JApyra MHpopmarws, HeoOxoauma 3a 0e301macHOTO
M3M0JI3BaHE Ha PACTUTEIHOTO BEIIECTBO KATO TPAIUIIUOHEH JIEKAPCTBEH MPOAYKT.

(2) Koraro mpeanmoxeHUST B 3asBJICHHETO MPOAYKT 3a PErHCTpanus 3a TPAAWIMOHHA YIIOTpeda ChIbpiKa
PACTHTETHO BEIIECTBO, MperapaT WiId KOMOWHAIS OT TSIX, BKIIOYCHH B CITUCHKA IO all. |, 3asgBUTENAT HE
MpEeNCTaBs JaHHUTE, Toco4eHH B wi. 38, ai. 1, 1. 4 - 6.
(3) Koraro pactuTenHOTO BEIIECTBO, MPENapaThT WIM KOMOMHAIUATA OT TSIX OBJAT U3KIIFOUCHU OT CIIMCHKA
0 aJl. 1, MpUTEXATENAT Ha yIOCTOBEPEHHUETO 32 PETUCTPAIIHSI Ha PaCTUTETHHS JIEKapCTBEH MPOAYKT TpsiOBa
na npencrasu B MAJI mpiaHata qokyMeHTanus o wi. 38 B CPOK JI0 TPU Mecelia OT MpoMsHaTa.
(4) B ciryuait 4e mpuTEXKATENAT HAa YAOCTOBEPEHHUETO 3a PETUCTPAIIUS HA PACTHTEIIHUS JICKAPCTBEH MPOIYKT
HE M3BJIHU 33AbJDKeHneTo 10 an. 3, MAJI mpekpaTsiBa yIOCTOBEpEHHETO 32 PETHCTPALIKS Ha MIPOTYKTa.
Pazngen V
Ipouenypa 3a n3naBaHe HA pa3penIeHUe 32 yNIOTPeda HA JJeKAPCTBEHH NMPOJAYKTH U PerucTpanus Ha
XOMeONATHYHH U TPATUIMOHHU PACTUTETHH MPOAYKTH

Y. 42. M3nuckBaHusITa KbM JaHHUTE U TOKYMEHTUTE OT JOCHETO IO wi. 27 - 32, . 35, an. 3, u.
36, an. 2 u o 4. 38 ce onpeessT B Hapeada Ha MEHUCTHPA Ha 3[paBeolla3BaHeTo.

Ya. 43. (1) (M3m. — B, 6p. 67 ot 2020 r.) B cpok g0 15 gum oT matata Ha momaBaHe Ha
JOKyMeHTanusaTa no wi. 27 - 32, yn. 35, an. 3 wiu no un. 38 MAJI npoBepsiBa MbJIHOTATa HA YAaCTUTE Ha
JIOCHETO, IPUIPYKABAIIM 3asBICHUETO, U CHOTBETCTBUETO UM C M3UCKBAHUATA 32 U3/1aBaHE Ha Pa3pEIICHUETO
3a yrorpeda Wi Ha yIOCTOBEPEHUETO 32 PETUCTPALIUS 110 TO3H 3aKOH.

(2) Koraro He ycTaHOBM HEBJIHOTH WJIM HECHOTBETCTBHA B MofaneHaTa mokymeHrarus, MAJl yBemomsisa
MMCMEHO 3asBUTEJIA, B CpOKa 110 ajl. 1, ye JOKyMEeHTaluATa € BajJuaHa. B yBegoMieHneTo ce mocoysa jaraTta,
OT KOSITO 3aIl0YBa Jia Te4e CPOKBT MO Wi. 44,

(3) Koraro ycTaHOBM HENMBIHOTH W/ HECHOTBETCTBHS B JOKyMeHTammaAta mo ai. 1, MAJl yBemomsiBa
MUCMEHO 3asiBUTEJIS a MPEJCTaBU JOIBJIHUTENHA HH(POpMaUs W/WIK Ja NPEeICTaBU YCTHO WM IMCMEHO
00sICHEHUE 110 KOHCTAaTUPAHUTE HEITBITHOTH M HECHOTBETCTBHUS B CPOK 110 14 THM OT JaTrarta Ha yBeIOMIICHHUETO.
(4) Koraro m3uckBaHusATa TO ajl. 3 He ca W3MBIHEHH B ycTaHOBeHWs Cpok, MAJl mmcMeHo yBemomsBa
3asBUTEJS, Y€ 3asBJICHUETO HE € BanuaHo. B To3u ciayuait UAJI Bpbiua nojmageHata JOKyMeHTauus B 14-
JTHEBEH CPOK U BH3CTAaHOBSABA 75 Ha CTO OT IJIaT€HATa OT 3asBUTEJIA TaKca.

(5) Koraro usuckBanusTa 1o ai. 3 ca U3MBIHEHU B yCTaHOBeHUs cpok, MAJI yBetoMsiBa MUCMEHO 3asBUTENA,
4e JOKYMEHTALUsTa € BUINAHA, KaTO B YBEJOMJICHUETO [TOCOUYBA J]aTaTa, OT KOSTO 3a1l04Ba JIa Teue CPOKbBT I10
ui. 44.

Y. 44. TIponenypara 1mo u3gaBaHe Ha pa3pelieHue 3a yrnoTpeda Wil perucTpaiys Ha JIEKapCTBeH
MPOJYKT 3aloyBa OT AaTara, IOCOYEHA B YBEJOMIICHHETO IO 4i. 43, an. 2, ChOTBETHO IO 4i. 43, an. 5, u
MPUKJIIIOYBA B CPOK 110 210 nHU.

Y. 45. (1) Koraro B MAJI e mosazicHo 3asiBJICHHUE 3a Pa3pelICHUE 3a YIIOTpeOa UiTH 3a PErucTpaIus
Ha JICKapCTBEH MPOAYKT, 32 KOWTO B ChOTBETCTBHE C JaHHMUTE 1O Wwi. 27, ai. 1, T. 18 uma undopmanus, 4e B
IbprKaBa YJIeHKa UMa M3IaJIEHO pa3pelleHue 3a yrmoTpeda Ha ChIus jJekapcTBeH npoaykt, MAJl yBegomsiBa
MMMCMEHO 3asBUTEJIS 3a MPUIarane Ha poueaypara mno wi. 74.
(2) Koraro B MAJI e nmomaneHo 3asBICHUE 32 pa3pelIeHUe 3a YIOTpeOa WK 3a perucTpaliys Ha JeKapCTBEH
MPOJYKT, 332 KOWTO B ChOTBETCTBHUE C JJAHHUTE 110 Wwi. 27, ain. 1, T. 19 uma uadopmarus, ue B IbprKaBa WICHKA
JIOCHETO Ha ChIUS JICKAPCTBEH MPOJYKT € B Mpollec Ha oreHsaBaHe, UAJl He pa3riex/aa JOKyMEHTaIUsITa 110
. 27 - 32 wm uin. 35, an. 3, wim 1o wi. 38 1 yBeIoMsIBa MMCMEHO 3asBHUTEIIS 3a MPUIarane Ha Ipoleaypara
o ui. 75.
(3) 3a mpuarane Ha pasnopeaduTe Ha all. 1 ¥ 2 IeKapCcTBEH MPOIYKT CE OMPE/IEIIs KaTO €AVH H ChIII, pa3pelieH
B JIpyra IbprkaBa 4jeHKa, MJIM KaTo MPOIYKT, KOWTO € B MPOIIEC Ha OlICHSIBAHE Ha IOCHETO B Jpyra JbprKaBa
YJIEHKa, KOTaTO J[BaTa JEKapCTBEHH MPOIyKTa:
1. UMaT eTHaKbB Ka4eCTBEH M KOJIMYECTBEH ChCTaB 110 OTHOIICHHE Ha aKTUBHOTO BEIIECTBO/BEIIECTBA U CE
mpejiaraT B €Ha U Chllla JiekapcTBeHa (opmMa, KaTo c¢a JA0MYCTUMHU Pa3jvMKU B MOMOIIHHUTE BEIECTBA, aKO
TOBA HE BJIUse Ha 0€30MacHOCTTa M e()UKACHOCTTA, M KOTI'aTo
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2. TpuHAICKAT HA €AHO APYKECTBO, WIM 3asBJICHHC 3a JICKAPCTBCHHUTE IIPOMYKTH TII0JaBaT JIWIIA,
MPUHAUICKAIIN KbM €IHO U CHIIO0 APYKECTBO MIIM 00CIUHEHHS Ha IPYKECTBA, MM KOI'aTo 3a JICKAPCTBCHUTE
MPOIYKTU TI0/IaBaT 3asIBJICHUE JIUIA, KOUTO Ca CKIFOUMIN JUIEH3UOHEH WIH APYT JOTOBOP WM HU3BBPIIBAT
CHBMECTHHU JICUCTBUS, CBBbP3aHU C MMyCKaHE Ha Ia3apa Ha ChbOTBETHHUSA JICKAPCTBEH MPOAYKT B PA3IUUHUTE
IbPKaBH YJICHKH.

Y. 46. (1) [Ipu onensiBane Ha moxkymeHTtausita UAJL:
1. MO>Ke Jja M3BBPILIY U3NUTBAHE Ha KpalHHUS MPOIYKT, Ha MEXIWHHUSA MPOAYKT WM HA U3XOJHUTE MaTepUau
3a JIGKapCTBEHUS TPOAYKT, KaKTO M Ja TH H3MPaTH 3a HM3MUTBaHE B JIa0OpaTopus OT CHCTeMara Ha
o(uIMATHITE KOHTPOIIHH JICKapCTBEHH JIAOOPATOPHH B AbpKaBa WICHKA, 3a J]a YCTAHOBHU AT KOHTPOJIHUTE
METOAHM 32 aHAIN3, U3TMOI3BAHU OT MPOU3BOIUTENS U OMTUCAHU B TOCUETO, OTTOBAPAT HA N3UCKBAHHATA;
2. MOTBBPXKAABa ClIeA MPOBEpKa Ha MSCTO WJIM MO AOKYMEHTH JaJId MPOM3BOAMTEINTE Ha JEKAPCTBEHHU
HPOIYKTH OT TPETHU IbP’KaBH U3BBPIIBAT MPOU3BOJCTBOTO B CHOTBETCTBHE C JAHHNUTE, OMMCAHM B WI. 27, ail.
1, T. 7, WMy U3BBPUIBAT KOHTPOJIA B ChOTBETCTBUE C METOIUTE, ONUCAHU B il 27, an. 1, T. §;
3. mpoBepsiBa IOCOYCHUS B 3asBJICHUETO OOEKT Ha MPOU3BOICTBO, KOT'aTO MPOU3BOAUTENISAT/ IPOU3BOAUTEIINTE
Ha JICKApCTBEHH INPOAYKTH OT TPETH TBPKaBH IO M3KIIOUEHHE Ca BB3JIOXKWIN Ha JIPYT MPOU3BOIUTEN Ja
M3BBPILBA ONPEETICHH €TAH OT IPOU3BOACTBOTO MJIM KOHTPOJIA HA JIGKAPCTBEHHS IIPOIYKT.
(2) Korato MAJI u3BbpIIBa IpoBEpKa Ha MSCTO Ha 00EKT 3a MPOM3BOACTBO, CPOKBT MO Wil. 44 cimpa 1a Teue
JI0 M3TOTBSIHE HA JIOKJIA]] C pE3YJITaTUTE OT IPOBEepKara.
(3) B cirygamnTe 1o an. 1, T. 2 1 3 mpou3BOAMTENHTE 3aIUTaNIaT Takca B pa3Mep, OonpezesieH B Tapudara mo 4.
21, am. 2.

Ya. 47. (1) KeM usnbnautennus aupexktop Ha MAJl kaTo KOHCYITaTUBHU OpPraHU ce Ch3JlaBaT
CJIEAHUTE CHEUHANN3UPaHU KOMUCHU!
1. Komucus 3a nexkapcTBEHU MPOTYKTH;
2. KoMucus 3a UMyHOJIOTHYHH JIEKAPCTBEHU MPOIAYKTH;
3. Komucus 32 XOMEONaTUYHU JIE€KAPCTBEHU MPOLYKTH;
4. Komucus 3a paCTUTEIHU JIEKAPCTBEHH MPOIYKTH;
5. Komucust 3a paguodapmaneBTHIIN;
6. (Hosa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) Komucust 3a nekapcTBEHN IPOAYKTH C IPUIIOKEHUE
B IIeIMATPHITA;
7. (Hosa - JIB, 6p. 71 ot 2008 r., B cma ot 12.08.2008 r., u3m., 6p. 102 ot 2012 1., B cma ot 21.12.2012 1.)
Komucus 3a nekapcTBeHH IPOAYKTH 3a MOJAECPHH Teparuu;
8. (Homa - /IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) Komucust 3a orieHKa Ha prCKa MpH MPOCIEIBaHe
Ha JIeKapCTBeHaTa 0e30M1acHOCT.
(2) Ilpu HEOOXOAMMOCT W3MIBIHUTENHUAT nAupekTop Ha MAJI Moxke na ch3laBa W JAPYyrd CleUaTU3UpaHH
KOMHCHH U3BBH IIOCOYECHHUTE B ail. 1.
(3) B cneumanusupaHuTe KOMHUCHM C€ BKJIIOUBAT CHEIHMAINCTH, KOUTO HMMAaT HAyYHH IOCTIDKEHHS H
MPaKTUYECKH OIMUT B ChOTBETHHUTE cpepr Ha MPHUIIOKEHUE HA JICKAPCTBEHUTE MPOTYKTH.
(4) KpM MOCTOSHHUS ChCTaB Ha KOMHCHHUTE MOTaT Jia Ce€ MPHUBJIMYAT W BBHHIIHU CIEHUANINCTH C HAyYHHU
MO3HAHUS ¥ NPAKTUYECKH ONHUT B 00J1acTTa Ha crielu(uiHaTa JEeKapCTBEHa IpyTa.
(5) U3npnautenuusaT qupektop Ha MAJI onpesens cbe 3amoBe]] ChcTaBa HA KOMUCHUTE 33 CPOK TP TOJAMHH,
pa3Mepa Ha Bb3HArpakJIeHUETO UM U YTBBPXKAaBa MIPABUITHUK 32 YCIOBUATA U pesia Ha paboTaTa um.
(6) Jo 30 sHyapu Bcsika roJHA WU3ITBIHATENHUAT nupektop Ha MAJl yTBBpKIaBa CIUCHIN HA EKCIIEPTHTE
W3BBH ChCTABA HA KOMUCHHTE 110 ajl. | ciex onoOpeHue 0T MUHHCTBPA Ha 3/IpaBEOIa3BaHeTo.
(7) U3nbauutenuust qupekrop Ha MAJI Moxe a ocBoOOAM MPEICPOYHO WICH Ha ClielHaIn3upaHa KOMUCHS
0 HeroBa Moyi0a TpPU HEM3NBIHEHHE Ha 3aJBJDKCHUSATA MY 3a IOBEYEe OT TPU Mecela WM IpU
HEe00pPOCHBECTHO OCHIUIECTBSIBAHE HA (DYHKIIMUTE MY.
(8) CrcTaBbT Ha KOMHUCHHUTE U CIUCHKHT HA €KCIIEPTHTE MO all. 6 ce oOsBsBaT Ha crpanunara Ha MAJl B
WHTEpHET.

Y. 48. (1) UneHoBere Ha cienHaIn3upaHuTe KOMHUCUU 110 Wwi. 47, an. 1 u excriepTute 1o 4. 47,
an. 4 moAmMcBaT JeKJapaIys, ¢ KOsTO ce 3aIbDKaBaT Ja He:
1. pasrnacsBaT JaHHU W OOCTOSITENCTBA, CTAHAIM WM HW3BECTHU IPH WM TI0 MOBOJ OCHIIECTBIBaHE Ha
JICHHOCTTA UM;
2. y4acTBar B J€WHOCTH, CBBP3aHU C POU3BOACTBOTO MJIM THPIOBUATA HA €APO U Ha APeOHO ¢ JeKapCTBEHU
MPOITYKTH.
(2) B cayyaii ye nunata mo an. 1 ca yJacTBajM B HSKOW OT €TamuTe Ha MOATOTOBKA HAa JOKYMEHTAIHATA,
Heo0XoIMMa 3a pa3pellaBaHe 3a yrnoTpeda Ha JeKapCTBEHHsI IPOIYKT, Te HE MOT'aT Aa y4acTBaT B 3aceJaHusATa
Ha ChOTBETHATA CTIEIHATM3NPAHA KOMHUCHS 110 WiI. 47.
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(3) Jlumata 1o anm. 1 He TIAacyBaT IPHW B3EMaHE Ha PEMICHUS IO BBIIPOCH, IO KOUTO TE WIIM YICHOBETE Ha
CEeMEHCTBOTO UM UMAT ThPTrOBCKH, QUHAHCOBH WJIH APYTH HHTEPECH.

Y. 49. (1) (U3m. - [IB, 6p. 102 o1 2012 1., B crma ot 21.12.2012 1.) B cpok no 200 gum ot garara
Ha TOCTHIIBaHE Ha BanuaHa JokyMeHTaums MAJl chbBMECTHO ChC CHOTBETHATa KOMHUCHs 1o wi. 47, an. 1
OIIEHsIBa KA4E€CTBOTO, O€30MIaCHOCTTA U e()MKACHOCTTA Ha JIEKAPCTBEHUS MTPOAYKT U H3TOTBS OIICHBYCH JIOKIIA]]
C KOMEHTapHu Ha Pe3yNTaTUTe OT (apMaleBTUIHNTE U MPEAKITHHIIHATE TeCTOBE, KIMHUYHUTE M3MUTBAHUSA,
Ha cUcTeMara 3a YIpaBJCHHWE Ha PHUCKA M HA CHUCTeMara 3a MpocieqsBaHe 0e30MacHOCTTa HA ChOTBETHHS
JIEKapCTBEH MPOAYKT. M3roTBEHUAT OIIEHbYEH JOKIIA Ce TPEICTaBs Ha M3MBIHUTENHUS nupekTop Ha MAJL
(2) (Homa - 1B, 6p. 102 o7 2012 1., B cuma ot 21.12.2012 1.) JJoxmangst mo ain. 1 ce akTyanusupa npu HaIHIue
Ha HOBa MH(pOpMalus, Ba)KHA 3a OLICHKAaTa Ha Ka4eCTBOTO, 0€30acCHOCTTA U €(pUKAacCHOCTTa Ha JIEKapCTBEHUS
MPOAYKT.
(3) (IIpepumaa an. 2 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro nekapcTBeHUAT TPOIYKT
ChIBpKa TEHETUYHO MonudHuurpanu oprann3mu, MAJl npegoctaBs Ha MUHHCTEPCTBOTO Ha OKOJIHATA cpeaa
W BOAMTE HE0OX0AUMaTa TOKYMEHTAIHS OT IOCHETO Ha JIEKAPCTBEHUS IPOIYKT M U3UCKBA CTAHOBHILE B CPOK
60 1HYU 10 OTHOIIIEHNE Ha TIOTEHITMATHUS PUCK 32 OKONTHAaTa cpena. lllecTaeceTnHEBHUAT CPOK € B pAMKHUTE Ha
cpoka o ain. 1.
(4) (Ilpepumina an. 3 - /1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) B cayvante Ha paguodapManeBTULH
HUAJl mpenocraBs HeoOXoaumara ITOKYMEHTAIlMsl OT JIOCHETO Ha JIEKapCTBEHUS MPOAYKT W HW3HUCKBa
cTaHoBuile B cpok 60 mAHM OT AreHIHATa 3a SAPEHO PETYIHMpaHe MO OTHONIEHHE Ha KadeCTBOTO U
6e3onacHocTTa Ha poaykTa. [llecTaeceTAHEBHUAT CPOK € B paMKHUTE Ha CpOKa 1Mo ai. 1.
(5) (Ilpequmna an. 4, usm. - 1B, 6p. 102 ot 2012 1., B cuya ot 21.12.2012 r.) Korato MUHHCTEPCTBOTO Ha
OKOJTHATa cpeJla M BOJUTE U ATEHIIUATA 32 SAPEHO PEeryIrpaHe He ce MPOU3HecaT B YCTAHOBEHUTE T10 all. 3 U
4 cpokoBe, ce MpueMa, 4e CTAaHOBUIIIETO UM € TIOJIOKUTEITHO.

Y. 50. (1) Koraro MAJI ycTraHOBH HECHOTBETCTBHUS B IOCHUETO C M3MCKBAHUATA 32 M3J]aBaHE HA
paspelieHue 3a ynorpeba Ui yJ0CTOBEPEHUE 3a PETHCTPAIHS 10 TO3H 3aKOH, YBEJOMSIBA ITMCMEHO 3asBUTEIIS
Jla TIPE/ICTAaBU NOMBIHUTEHA HH(OpMAITHs, CBhp3aHa ¢ JOKyMeHTanuATa 1mo wi. 27 - 32 v no wi. 35, an. 3,
Wik 1o wi. 38, W/uiaM Ja NpeJoCTaBU YCTHO WM MHUCMEHO OOSCHEHHE MO KOHCTATHPAaHUTE HEIBIHOTH H
HECHLOTBETCTBUS B Cpok 180 qHU OT JaTaTta Ha yBEAOMSIBAHETO.

(2) B coygante 1o an. 1 cpoxbT 1o 4. 44 ciimpa ga Tede OT Jarara Ha yBEJOMSIBAHETO JI0 IPEJOCTaBsHE Ha
MCKaHaTa HH(OpManus.

(3) Usmpaaurenuusat gupektop Ha MAJI mpekpatsaBa mpolieaypara 1o u3aBaHe Ha pa3pelieHue 3a ynorpeda
WIH YIIOCTOBEPEHHUE 32 PETUCTPAIHs Ha JICKAPCTBEH MPOYKT, KOTaTo:

1. 3a9BUTEISIT HE MPEIOCTaBU UH(POPMAIHATA 110 ajl. | B TOCOYCHHUS CPOK;

2. nunara no 4i. 26, an. 1 mouckaT NMCMEHO MPEeKpaTsIBaHETO .

Y. 51. B cpok 10 1HU OT U3rOTBSHETO HA OLUEHBYHUA AOKIAL M0 Wi. 49, an. 1 u3NbIHUTEIHUST
mupektop Ha MAJl m3naBa paspernenne 3a ynotpeba/ yIOCTOBEpEHHE 3a PerucTpalysi Ha JEeKapCTBEHUS
MIPOIYKT WJIM MPAaBU MOTUBUpPAH OTKa3.

Ya. 52. (1) (U3m. - AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cpok 5 auu oT Aarata Ha
W3JlaBaHEe Ha Pa3pelIeHUETOo 3a ynoTpeda/yA0CTOBEPEHUETO 3a perucTpauus B perucrbpa no wi. 19, am. 1, T.
3 ce BNIMCBAT CIEJAHUTE JJAHHU 32 Pa3pelIeHHET0/yI0CTOBEPEHHETO:
1. perucTpanuoHeH HOMED;
2. HOMEp U J1aTa Ha pa3pelIeHUeTo 3a yoTpeda/yJOCTOBEPEHUETO 3a PErUCTPALUs Ha JICKAPCTBEHHUS IIPOAYKT;
3. HAaMMEHOBaHME Ha JIEKAPCTBEHUSI IPOIYKT;
4. MeXIyHapOIHO HEMTATeHTHO HAMMEHOBAHNE Ha BCSIKO aKTUBHO BEIIECTBO;
5. M€ ¥ aJpec Ha MpHUTEXaTells Ha pa3peleHNeTo 3a ynoTpeda/y10CTOBEPEHUETO 3a PErucTpanus;
Sa. (moBa - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) ycnoBusra no 4i. 55a, 56 u 56a, Bnucanu B
pa3peleHreTo 3a yrnoTpeda/y10CTOBEPEHUETO 32 PETUCTPAIHS;
6. 1aTa Ha U3BBPILEHA IPOMSHA B Pa3pelIeHUETO 3a ynoTpeda/ya0CTOBEPEHUETO 32 PErUCTPAIIHATA;
7. nata Ha MpeKpaTsIBaHE Ha Pa3peIICHUETO 3a YHOTpeOa/y10CTOBEPEHHUETO 3a PETUCTPALIUATA;
8. IpyTu naHHU.
(2) Paszpemienuero 3a ynotpeda/y10CTOBEPEHUETO 32 PETUCTPAIIMS HA JISKAPCTBEHUS MPOJYKT Ce BPhUBa HA
JIMLETO 10 4. 26, as1. 1 ¥ BIM3a B CUJIa OT JaTaTa Ha BIMCBAHETO My B perucThpa 1o wi. 19, an. 1, 1. 3.

Y. 53. (Uzm. - /IB, 6p. 102 ot 2012 1., B crma ot 21.12.2012 1.) (1) M3npnHUTETHATA areHIUs 110
JIeKapcTBaTa MyOJIMKyBa HA UHTEPHET CTPAHUIATA CH B CPOK JIO 14 JIHM OT W3/]aBaHETO Ha pa3pelieHUueTo 3a
ynoTpeba/yIocTOBEpEHUE 32 perucTpanys JaHHuTe 1o Wi. 52, aj. 1, omoOpeHara KpaTka XapaKTepHCTHKA Ha
MPOAYKTa U IaHHHUTE OT JIMCTOBKATA.
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(2) M3rbaHMTEIHATA aTeHITUS T10 JIEKapCTBaTa MMyOIMKyBa HA UHTEPHET CTPAHHUIIATA CH OICHBYHUS JTOKJIAJ 110
qi1. 49, an. 1 ¢ MOTHBHTE 32 B3€TOTO PEIICHHE, KaTO 3aInvaBa JaHHUTE, MPEJICTABIISBAIIN ThProOBCKa TaliHa.
(3) HoxnambT Mo an. 2 ce mpuapykaBa OT pe3loMe Ha pa3dupacM 3a OOIIECTBEHOCTTa €3UK. Pesromero
ChIbPIKA pa3/iel, CBbP3aH C YCIOBUsATA 3a yHoTpeOa Ha JISKapCTBEHUS IIPOAYKT.

Ya.54. (1) (U3m. - 1B, 6p. 12 o1 2011 1., B cmmma o1 8.02.2011 1.) IIpuTexaTensr Ha pa3pemieHHeTo
3a yrmoTpeda/yJ0CTOBEpPEHUETO 32 PETHCTPANKS Ha JIEKapCTBEH MPOAYKT mucMeHo yBenomsiBa MAJI 3a natara
Ha JICWCTBUTEITHOTO IyCKaHE Ha Ma3apa Ha JIEKAPCTBEHUS IPOAYKT B PenyOiinka buarapust.

(2) U3m. — OB, Op. 18 or 2014 r.) IIpuTexaTensT Ha pa3pelIeHHETO 3a yMOTpeda/ya0CTOBEPEHHETO 3a
perucTpauys Ha JIEKapCTBEH NPOAYKT YyBenomsiBa nucMeHo MAJl nHail-manko 1Ba Mecena Ipenu
MpeycTaHOBSBaHE Ha MPOAAXKOUTE Ha JIEKAPCTBEH MPOIYKT, HE3aBUCHUMO 1AM € BPEMEHHO, HITH MOCTOSHHO.
(3) (U3m. — B, Op. 18 or 2014 r.) [IputexaTensT Ha pa3pelICHUETO 33 yMOTpeOda/ya0CTOBEPEHUETO 3a
perucTpanys Ha JEKapCTBEH IPOAYKT MOCOYBA NPHYMHHUTE 32 TPEYCTAaHOBSIBAHE Ha MPOJAXKOUTE B
CBHOTBETCTBHE ¢ Wi. 68, an. 1, T. 6 U AeKknapupa Aajau NPEANPUETUTE OT HETro JEHCTBHS IO ajl. 2 ce AbJDKAT Ha
HAKOE OT OCHOBaHUATA MO Wwi. 276 wiu mo wi. 277.

(4) (U3m. — 1B, 6p. 18 ot 2014 r.) IIpm mpeycraHoBsiBaHE Ha MPOJAKOUTE HA JEKAPCTBEHUS MPOAYKT B
pe3ynTaT Ha HENPEABUANMHU OOCTOATENICTBA IPUTEXKATEIST HA pa3peIIeHUETO 3a YIIOTpeOa/yA0CTOBEPEHHETO
3a PErUCTpalvs Ha JIEKAPCTBEH MPOJYKT yBeaomsiBa nmucMeno MAJL B cpok 10 7 IHU OT ycTaHOBSIBaHE Ha
oOcTosTencTpara.

Y. 54a. (Hos - /IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 1.) (1) (U3m. — [IB, 6p. 18 oT 2014 1.)
[Ipu monmyyaBane Ha curHan B M3mbiIHUTENHATA areHIMS 110 JIeKapcTBaTa 3a MPEyCTAaHOBSIBAaHE MPOJaKOUTE
Ha JIEKapCTBCH MPOAYKT, C M3KIIOUEHUE Ha CITydauTe 1o Wi. 54, an. 2 u 4, areH1usaTa u3BhpIlBa IPOBEpKa B
cpok 30 IHU OT MOJTY4YaBaHETO HA CUTHAJA.
(2) lpu m3BbpHIBaHE Ha mpoBepkara mo an. | MAJl moxe na m3ucka mHpOpManms OT MpUTEXATeNs Ha
pa3peleHUeTo 3a ynorpeda u/uiy OT JIMLETO 1Mo Wi. 26, aJl. 2 OTHOCHO NPEYCTaHOBSIBAHETO HA MIPOAKOUTE
Ha KOHKPETHUS JIEKAPCTBEH MPOAYKT, KAKTO M OT THPrOBLUTE HA €IPO C JIEKAPCTBEHH MPOAYKTH OTHOCHO
HINYHUTE KOJIMYECTBA OT NPOLYKTA.
(3) UsnenHuTenHaTa areHuus Io JekapcTBaTa MyOJIMKyBa Ha CTpaHMIIATa CH B MHTEPHET pe3yiITaTUTE OT
M3BBpIlIEHATA TPOBEPKA.

Y. 55. (1) Pazpermennero 3a ynorpeda/yI0CTOBEPSHHETO 32 PETUCTPAITHS Ha JIEKAPCTBEH MPOIYKT
ce M3/1aBa OT U3MBJIHUTENHUS AupekTop Ha MAJI 3a cpok 5 ronuHu.
(2) (Jom. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Cien n3TuvaHe Ha CpoKa 1O al. 1 pa3peinieHUeTo
3a yrnoTpe6a/yA0CTOBEPEHHUETO 3a PErrCTpaiys Ha JIEKapCTBEHHSI IPOAYKT MOXe Aa Obje mogHoBeHo oT MAJI
Ha 0a3ara Ha OIleHKa Ha ChOTHOIIEHUETO MOJI3a/PUCK, TI0 peja Ha WI. 59a.
(3) (U3m. - JIB, 6p. 71 ot 2008 1., B cryta ot 12.08.2008 r.) Pa3peirenuero 3a ynorpeda/ya10CTOBEPEHHUETO 3a
perucrpanys Moxe 1a ObJie MPeKpaTeHo U Npear N3THYaHe Ha CPOKa I10 ajl. 1, ako MPUTEKATENAT My TTOUCKA
MMMCMEHO TOBA OT M3ITRJIHUTENHUS AupekTop Ha MAJI, kaTo mocouyn mpuanHUTE.
(4) (Jom. - 1B, 6p. 71 ot 2008 r., B cuyta ot 12.08.2008 r.) Pa3pemienuero 3a ynorpeda/y10CTOBEPSHHUETO 3a
peructpanus craBa 0€3CpOYHO ClIe/ MOJHOBSBAHETO MY, OCBEH B CIIydauTe 10 all. 5.
(5) (M3m. - 1B, 6p. 71 ot 2008 T., B cmuma ot 12.08.2008 r., O6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Ipu
HaJINYMe Ha OCHOBATEIHH IIPUYHHH, CBEP3aHH C IPOCIIe/IIBaHE Ha JIeKapcTBeHaTa 0e30MacHOCT, BKIFOUUTEITHO
MOpajf €KCTIO3UITUS Ha JIEKapCTBEHUS MPOAYKT BbpXY HelocTaThueH Opoil manmentu, MAJI moxe na usncka
OT TIPUTEKATENS Ha Pa3pellIeHneTo 3a yrnorpeda J1a moaajie 3asBiIieHUe 3a TIOJJHOBIBAHETO MY 3a OIIe 5 TOIMHU
o pena Ha 4i. 59a.
(6) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) IIpn n3THuaHe HA CpOKA HA PA3PEIICHUETO 3a
ynotpe0a/y10CTOBEPEHHUETO 332 PETUCTPAITUS I TIPH MTPEKPATABAHETO UM JIEKAPCTBEHHUAT MPOAYKT MOXKE Ja
ObJIe TPOaBaH JI0 M3UEpIIBaHE HA HAJTMYHUTE KOIMYECTBA B CTPAaHATa, HO HE MTOBeYe OT €/IHA FOJINHA, CAUTAHO
OT JaTaTa Ha U3TUYAHETO, CbOTBETHO HA NPEKPATABAHETO, C U3KIIFOUCHHUE HA CIIYJauTC, KOTaTO IMPUYINHUTE 3a
MPEKpaTIBaHETO ca CBbP3aHU C OE30MACHOCTTA Ha JIEKAPCTBEHHS TIPOJTYKT.
(7) U3nennutennusat aupekrop Ha MAJl oTHeMa chbC 3amoBe]] pa3pereHneTo 3a ynorpeda/y10cToBepeHHETO
3a perucTpaiys Ha JIEKapCTBEH MPOJYKT, KOTaTo:
1. mpuTeXXaTesIT My HE € IyCHAJ JIEKapCTBEHUS MPOAYKT Ha Ma3apa 10 TP TOAWHU OT JlaTaTa Ha M3[jaBaHe Ha
pas3pelIeHneTo 3a ynorpeda, win
2. mpoaaxOuTe Ha JIEKApCTBEHHUS IPOIYKT ca IIPEyCTaHOBEHH 32 IEPHOA OT TP NOCIECAOBATEITHU TOJUHH CIIE]
MyCKaHETO MY Ha Ia3apa.
(8) 3anoBenTa mo ain. 7 mouiexKu Ha 00)KaJIBaHe 1Mo peAa Ha AJIMUHUCTPATUBHOIIPOLIECYaTHHS KOJEKC.
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(9) o u3kIOYCHHME ¥ B HHTEPEC HA OOIECTBESHOTO 3[paBe pa3nopeadara Ha ajl. 7 MOXeE Ja He ce IpuJjara,
aKo TPUTEKATENAT Ha pa3peliecHUeTo 3a YIOoTpeda Ha ICKapCTBEHHUS MPOAYKT ITOCOYN OCHOBATEITHU MIPHYHHU.
B Te3u cnydan u3anbIHUTENHUAT qupekTop Ha MAJI MOTHBHpaA PEIICHUETO CH.

(10) ITputekarensat Ha pazpelIcHUe 3a yroTpeda exeroJHO 3arJala Takca B pa3Mep, onpezesieH B Tapudara
mo 4. 21, an. 2, 3a moaappKaHe Ha M3/IaJIeHOTO pa3pelleHne 3a ynoTpeoda.

Y. 55a. (Hos - /IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 1.) (1) M3OBIHATETHUAT TUPEKTOP
Ha MAJI moxe n1a u3naje paspelieHue 3a ynotpeda/y10cToBepeHre 3a PerucTpalysi Ha JeKapCTBEH NPOIYKT,
B KOETO Jja ObJaT BKIFOUYEHH €IHO WM [IOBEYE OT CICAHUTE yCIOBUS:
1. na ce mpeanpueMart onpeesIeH MEPKH 3a TapaHTHpaHe Oe3omacHara ynoTpeda Ha JIeKapCTBEHUS IPOAYKT,
KOUTO J1a ObJIaT BKIIOYEHH B CHCTEMAaTa 3a YIpaBJIeHUE Ha PUCKa;
2. Aa ce MpOBEKIAAT NOCTMAPKETHHTOBH MIPOYYBAHUS 32 0€30MAaCHOCT;
3. 1a ce cmas3BaT MO-CTPOTH OT IOCOYCHUTE B IJIaBa OCMa 3aIbJDKEHUS 3a PETUCTPUPAHE WM TOKJIAABaHE Ha
MOJIO3UPAHUTE HEXKETaHH JICKAPCTBEHU PEaKIH;
4. na ce cna3Bat BCSKAaKBU APYTH YCIOBHS WM OTpaHUUEHHS ¢ oryiel Oe3omacHara u eukacHa ynotpeda Ha
JICKapCTBEHUS IIPOIYKT;
5. HaJIM4HUe Ha aJeKBaTHA CHCTEMa 3a IPOCIIEAsIBaHEe Ha JIeKapcTBeHaTa 0€30IacHOCT;
6. 1a ce M3BHPIIBAT MOCTMAPKETHHTOBH MPOYYBaHUS 32 €HUKACHOCT, KOTaTO MMa OIACEHHs], CBHP3aHU C
eUKacCHOCTTA Ha JICKAPCTBEHUS MPOIYKT, KOUTO MOXKeE Aa ObIAT pa3pelIeHn caMo CiIe KaTo JeKapCTBEHUAT
MPOAYKT ObJie MyCHAT Ha masapa.
(2) B pazpemenneTo 3a ynotpe6a/y10CTOBEPEHUETO 32 PETHCTPALUs Ce IOCOYBAT CPOKOBE 32 U3ITBbIHEHUE HA
yCIIOBUSATA MO all. 1, KOraTo € MPHIIOKUMO.
(3) OcHoBaHwmsATa 32 HaaraHe HA YCIOBHETO IO aji. 1, T. 6 ce OmpeneNnar C JelerupaH akT mo wWwieH 220 oT
Hupextusa 2001/83/EO, kato ce 0TYMUTAT HAYYHUTE HACOKH, Pa3pa00TeHH B PHKOBOACTBOTO 10 Wi. 194a.
(4) N3uckBaHmsaTa 3a MPOBEXKJAaHE HA MOCTMAPKETHHTOBH MPOYYBAaHHUS 32 €QHUKACHOCT C€ OMPENENAT B
PBKOBOJICTBO, M31aieHO OT EBporeiickara areHuus 1o JeKapcTaara.

Ya. 56. (U3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilo u3kmoueHue ciex
KOHCYJITAIMS ChC 3asIBUTEIS M3ITBIHUTSTHUAT AupekTop Ha MAJI Moxe 1a usnanae paspelieHue 3a ynorpeoa/
YIOCTOBEPCHUE 3a PETUCTPAIUS II0J YCIOBUE, KOraTo 3asBHTEIIIT MOXE Ja JOKaXKe, Y€ He € MPEICTaBHII
M3YepraTeHN JaHHH OTHOCHO e(PMKAaCHOCTTa W 0E30MacHOCTTA HA JICKAPCTBEHUS MPOJYKT MPH HOPMAITHH
YCIIOBHS Ha yIoTpeda Mmopajy eiHa OT CJSIHUTE MPUIHHU:

1. mokaszaHusATa, 3a KOMTO € NpeJHA3HAYCH JICKAPCTBEHUAT IMPOJYKT, Ca TOJIKOBA PSAKO CpEIIaHH, ue
3asBUTEIAT HE MOXKE JIa TIPE/ICTABH MBJICH JOKA3aTeJICTBEH MaTEpUal, HITH

2. ChCTOSIHMETO HA HAYYHHUTE MO3HAHHS KbM MOMEHTA € TAaKOBa, Y€ HE MOXKE Ja Ce MPECTABIT BCEOOXBATHH
JaHHU, UJIN

3. ceOupaHeTo Ha MOIOOHH JaHHH MPOTHBOPEYH Ha OOIIONPHETUTE MPUHIIUITA HA JIEKAPCKATa €THKA.

(2) PaspemienneTo 3a ynotpeba/y10CTOBEPEHUETO 3a PETUCTPAIINsS 10 all. 1 ce u3/1aBa mpu €THO OT CIICTHUTE
YCIIOBHSI:

1. 3aABUTENAT/IPUTEIKATEIIAT Ja U3IIBJIHABA MPOrpPaMa OT MPOYYBAHHUS 33 CPOKaA I10 all. 3, KaTO Pe3yJTaTUTe
OT TE3H MPOYYBAHUS CIYKAT 3a MPEOIICHKA Ha ChOTHOIICHUETO MOJ3a-PUCK;

2. JIEKapCTBEHUSAT MPOJYKT € ¢ PEKUM Ha OTIyCKaHE caMo IO JICKAPCKO IMPEANUcaHue, KaTo B ONPEIEICHN
cllydan MOXe JIa e yrmoTpeOsiBa camo Mo CTPUKTEH JICKApCKU KOHTPOJI B JIEYEOHO 3aBeicHHE 3a OOTHIYHA
MOMOIII, & B CIy4ail Ha paarodapMaIieBTHK - CaMO 1101 KOHTPOJIA Ha ONPABOMOIIICHO JIHIIE;

3. B JINCTOBKATa, KAKTO M BHB BCAKA MEIUIIMHCKA WH(DOPMAIHS, MPUIPYKABAIA JICKAPCTBCHUS MPOAYKT,
clieqBa Jia € MPEJBUICH TEKCT, C KOUTO ce 00pbIlla BHUMaHHE Ha MEIUIIUHCKUTE CICIIMATUCTH, Ye HIKOHU OT
HAJIMYHUTE JIAHHU 32 JICKAPCTBEHUSI MTPOIAYKT MOJUICKAT HA TIOCIICBAIIN TPOYYBAHUS.

(3) PaspemenneTo 3a ynoTpeda/y10CTOBEPESHUETO 3a PErUCcTpanus 1o aj. 1 ce u3asa 3a CpoK eJ1Ha FOJIMHA 1
3a BCsIKa CJIeJ[Ballla FOJHA MOXKe J1a ObJIe yAbDKaBaHo Ha 0a3aTa Ha OIIEHKa Ha U3ITBJIHEHUETO Ha YCIOBHATA
1o ai. 2.

Ya. 56a. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnex u3naBaHe Ha
paspemeHneTo 3a ymnorpebda/ynocroBepenuero 3a peructpamus MAJI Moxe na 3abJDKH NMPUTEXATENS Ha
pa3peneHneTo/yI0CTOBEPEHNETO 2 IIPOBEJIE:

1. mOCTMapKETHHIOBO MPOYyYBaHE 3a 0OE30MACHOCT, aKO ca HaJHIEe ONACEHHUs 3a MACHTU(GHULHMPAHU HIIH
MOTEHIIMATHN PUCKOBE WIIM JIMTICBA HH(POPMALUs, CBbp3aHa ¢ MPOCiesBaHe Ha JIEKapCTBEHAaTa 0€30IacHOCT
3a ChOTBETHHS JIEKAPCTBEH MPOJIYKT; KOTATO CHIUTE PUCKOBE CE€ OTHACAT U 32 APYTH JIEKAPCTBEHH POTYKTH,
cnen KoHcyITamu ¢ Komurera 3a orjeHka Ha prcka B 001acTTa Ha (papMakoJIornyHaTa OJUTeHOCT, Ch3/1a/IeH
1o pena Ha wieH 56, naparpad 1, 6yksa "aa" ot Pernament (EO) Ne 726/2004 na EBporneiickust mapiaMeHT U
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Ha CwBera, MAJI mpemophyBa Ha CHOTBETHHS MPUTEKATE HA pa3pelieHre 3a ymoTpeda ma IpoBeme
CBHBMECTHO MPOYyYBaHe 3a 0€30MacHOCT ¢ JIPYTHTE 3aCETHATH MTPUTEKATEIN Ha pa3pelleHue;

2. MOCTMapKETHHTOBO MpOYyYBaHE 3a €(PHUKAaCHOCT, KOTaTO MO3HAHHETO 3a OOJNecTTa WM H3MOJ3BaHaTa
KIMHUYHA METO/IOJIOTHS IaBa OCHOBaHME 32 PEBU3UpPAHE Ha OLEHKHUTE 32 ePUKACHOCT, H3BOAMTE 32 KOUTO ca
HaIpaBeHU KbM JIaTaTa Ha M3JaBaHe Ha pa3pelIeHueTo.

(2) UsmpiaauTeNHATA areHIMA MO JIEKAPCTBaTa MHCMEHO YBEIOMSBA MPHUTEXKATeNs Ha pa3pelieHHueTo 3a
ynotpe0a/yJOCTOBEPEHUETO 3a PErucTpalus 3a 3aJb/DKEHHETo Mo an. 1, kato 000CHOBaBa MPUYMHUTE U
ITOCOYBA LIEJNTE Ha MMPOYIBAHETO U CPOKOBETE 33 MIPOBEKIAHETO MY.

(3) B 30-mHeBeH cpok OT MOJy4yaBaHE Ha yBEIOMIIEHHETO MO al. 2 MPHUTEXATENSAT Ha pa3peuieHHeTo 3a
ynotpe0a/yJOCTOBEPEHUETO 3a peructpauusi Moxke na noucka ot MAJI mpenocraBsiHe Ha BB3MOXKHOCT 3a
npeacTaBsHe Ha HH(OpMaIUs OTHOCHO 3aIbJDKCHUSTA 1O all. 1.

(4) Cnen monmyuaBaHe Ha uckaHeto mo aji. 3 MAJI onpenens cpok 3a mpencrtaBsHe Ha MHPOpMAIHATa OT
MPUTEKATEIS Ha pa3pelICHUETO 3a YIoTpeOa/y1I0CTOBEPEHUETO 3a PErUCTPaLHsl.

(5) UsmrbauTenHATa areHIysl Mo JIeKapcTBaTa ciie]] aHallu3 Ha HHPOpMausTa o aj. 3 Moxe:

1. ma MOTBBpAM 33 IBIDKEHHUETO T10 ajl. 1, hin

2. 1a TO OTMEHH.

(6) UsmrbHUTENHATA areHIHsI [0 JIeKapcTBaTa yBEJOMSBA MMPUTEXKATEIS 32 B3€TOTO pEIIEHHUE 10 all. 5.

(7) B citygamnTe o an. 5, 1. 1 m3meaaATeTHEAT nupekTop Ha MAJI cimyxebHO n3MeHs H31aJeHOTO pa3pelieHne
3a yrnoTtpeba/y10CTOBEpEeHHUE 32 PETUCTPAIUS Ha JIEKAPCTBEHUS MPOIYKT, KATO BKJIFOYBA B HETO KaTO YCIOBHE
3aJIBIDKEHUETO 110 all. 1.

(8) OcHoBaHusATa 3a HANaraHe Ha 3aIBJDKCHUATA 110 all. 1, T. 2 ce ompenessT ¢ Aeierupan akT mo wi. 226 ot
Hupextusa 2001/83/EO.

Ya. 566. (Hos - JIB, 6p. 102 or 2012 r., B cunma ot 21.12.2012 r.) (1) [purtexarensat Ha
pa3pelIeHneTo 3a ynorpeda/yJOCTOBEPEHUETO 3a PETUCTPaLlUsl BKIIOUBA B CBOSITA CUCTEMA 3a yIIPaBJIeHHUE Ha
pHUCKa BCUYKH YCIOBHS 1O wi. 55a, 56 u 56a.

(2) B caygante mo an. 1 mpuTexarensT Ha pa3pelieHHETo 3a ymoTpeda/yI0CTOBEPEHUETO 33 PETUCTPAITHS
nozaasa 10 MAJI yBeomieHue 3a IpoMsHA B CUCTEMATa 3a yIpaBJIeHUE Ha PUCKa.

Y. 56B. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nbJIHUTEIHATA areHIUS 10
JieKapcTBaTa uamnparia nHpopmMaius 10 EBponeiickata areHmuys o JekapcTBara 3a U3IaJCHUTE pa3penieHus
mo 4. 55a, 56 u 56a.

Y. 57. (1) Usnenautenauat qupextop Ha MAJL oTka3Ba u3gaBaHe Ha paspelieHne 3a ynorpeda
WM YIOCTOBEPEHHE 32 PETHCTPAIHs Ha JIEKAPCTBEH MPOAYKT, KOTaTo ClIe OIIeHKa Ha JIOCHETO 1Mo wi. 27 - 32
C€ YCTaHOBH, Ye:
1. CHOTHOIIIEHHETO TOJI3a/PHUCK € HEOIArONPHUSITHO, UITH
2. ehUKacHOCTTA Ha JIEKAPCTBEHUS MPOIYKT HE € 3aIIUTEeHa YOS IUTEIHO OT 3asBUTEIS, HITH
3. KOIIMYECTBEHUSAT M KAYECTBEHUSAT ChCTaB Ha JICKAPCTBEHHUS MTPOAYKT HE OTTOBAPAT HA OTIMCAHUS B JOCUETO.
(2) (dom. - AB, Op. 71 ot 2008 1., B cuia ot 12.08.2008 r.) M3nbauurenuust qupekrop Ha MAJI orkasea
M3JlaBaHE Ha pa3pelleHue 3a yrnoTpeda Wiu yJ0CTOBEPEHHE 3a PErHCTpaliys Ha JEKapCTBEH MPOIYKT, KOraTo
HSIKOH OT JIaHHUTE B JOCUETO HE ChOTBETCTBAT HAa M3MCKBaHMATA Ha Wi. 27 - 32 win Ha HapenOaTa 1mo 4. 42,
(3) Msnpaaurennusat aupexkrop Ha MAJl oTka3Ba perucrpanus Ha TpaJWIIMOHEH PACTHTEJECH JIEKapCTBEH
MIPOJIYKT, KOTATO CIie OIlCHKA Ha IOKYMEHTAITUATA C€ YCTAHOBH, Y€ MIPOIYKTHT HE OTTOBApsI Ha YCIIOBUSTA 110
i1. 37, an. 1, TaHHUTE B JIOCUETO HE CHOTBETCTBAT HA UJI. 38 HIIH:
1. KONMMYECTBEHHAT U KAYECTBEHUST ChCTAB HE OTTOBAPSAT HA OMHCAHUTE B JOCHUETO;
2. IEKapCTBEHUAT MPOIYKT MOXE J1a ObJIc BPEICH IIPH MIPaBHIIHA YIIOTPeOa;
3. IaHHWTE 3a TPaTUIMOHHATa yIoTpeda ca HeJOCTaThYHH, 0COOCHO KOraTo (hapMaKOJIOTUYHUTE CBOWCTBA
i eUKaCHOCTTa He ca JI0Ka3aH! Bb3 OCHOBA HA ABJTOTOAMIIHA YyIOTpeOa 1 HATPYIIaH OIIHT;
4. papMareBTUIHOTO KA4eCTBO HA JICKAPCTBEHIS MPOAYKT HE € JOCTaTHhYHO 000CHOBAHO.

Ya. 58. IlpurexarensaT Ha pa3perieHHeTo 3a ymoTpeda HOCH OTTOBOPHOCT 3a ITBIIHOTATa H
JIOCTOBEPHOCTTA HA JAHHUTE B IOCUETO.

Ya. 59. (1) Orka3pT Ha M3NBIHUTENHUSA AupekTop Ha WMAJl 3a m3maBaHe Ha paspeuieHue 3a
ynotpe6a/y10CTOBEpeHNE 3a PErHCTpalysl Ha JIKApCTBEH NMPOAYKT MOKe Aa Obae oOKajlBaH IO pesla Ha
A TMUHUCTPATUBHOIIPOLIECYATHUS KOAEKC.

(2) OTka3bT Ha U3NBIHUTENHUS qupekTop Ha MAJl 1 MOTUBHTE 3a HEro ce myONMKyBaT Ha CTpaHHWLaTa Ha
arcHuusATa B UHTCPHET.
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Ya. 59a. (Hos - IB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 1.) (1) (M3m. - JIB, 6p. 102 ot 2012
r., B cmia ot 21.12.2012 r.) B ciywawnre o wi. 55, ain. 2 u 5, HO He MO-KBCHO OT 9 Mecera Ipeau H3THIaHETO
Ha CpOKa Ha pa3pelIeHUETO 3a yoTpeOa/yI0CTOBEPEHUETO 32 PErUCTPAIIHS, PUTESIKATENAT My TtojiaBa B MAJI
3asIBJICHUEC 32 TIOTHOBSIBAHE, MIPHUJIPYKECHO C 00O0OIIIEHO IOCHE 110 OTHOIIIEHUE Ha KAYeCTBOTO, OE€30MaCHOCTTA
1 e(hUKacHOCTTA, BKIIOYUTEIHO OIIEHKA Ha TaHHWUTE, ChIBPIKAIIN C€ B JOKIAINTE 32 TIOJO3UPAHH HEXKEIaH!
JIEKapCTBEHU PEAKINH U MIEPUOIMYHUTE aKTyaIM3UPaHu JOKIIAIH 3a 0€301MacHOCT, IOJJaBaH! B ChOTBETCTBHUE
C IJ1aBa OCMa, ¥ BCUYKHU OJ00pEHU MPOMEHHU CJIS/ U3JaBaHe Ha pa3pellieHUeTO 3a ynoTpeda/yJ0CTOBEPEHUETO
3a perucTparus.
(2) M3uckBanusATa KbM JAHHATE M JOKYMEHTHTE OT JOCHETO TT0 aj. 1 ce ompenerst B Hapendarta mo wi. 42.
(3) B cpok 710 120 qaM OT MOCTHITBAHE HA 3asBJICHUETO U JOKyMeHTanusATa 1o ait. 1 MAJI oneHsBa ka4ecTBOTO,
0e30macHOCTTa U €(PUKACHOCTTA HA JICKAPCTBCHHUSI IPOIYKT U M3TOTBS OIICHBYCH JIOKJIaJI, KOWTO MPECTaBs Ha
M3IBIHATETHUS qupekTop Ha MAJL
(4) Koraro ycraHOBHM HENBIHOTH W/WIA HECHOTBETCTBHSI B IPEJCTaBeHATa JOKyMeHTarus mo an. 1, MAJI
YBEIOMSIBA TUCMEHO MPUTEXKATEI Ha pa3pelIcHUETO 3a yIoTpeOa/yI0CTOBEPEHUETO 33 PETUCTPAIlHS U 1aBa
yKa3aHHs 32 OTCTpaHsBaHEeTO WM. [lpurexarensT Ha paspelieHneTo 3a yHoTpeda/yaoCTOBEpPEHHETO 3a
perucTpanys OTCTpaHsIBa HEITBIHOTHTE W/WIH HECHOTBETCTBHUATA B JOKYMEHTAausTa B cpok no 30 mHU OT
JlaTaTa Ha IoJiydaBaHe Ha YBEJIOMIICHUETO.
(5) B cpoxk 10 gam oT momy4aBaHe Ha ONEHBYHUS TOKJIA] IO all. 3 M3MBbIHUTETHHUIT tupekTop Ha MAJI n3masa
paspelieHue 3a TOAHOBSBAaHE Ha pa3pemIeHHeTo 3a ynoTpe0a/yIOCTOBEPEHHETO 3a pEeTHUCTpalus Ha
JICKApCTBCHUS NPOAYKT UJIM MOTUBUPAH OTKA3.

Y. 596. (Hos - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) (1) M3bIHUTETHHAT AUPEKTOP
Ha MAJl oTka3Ba MOOHOBSBaHE Ha Pa3peLICHHETO 3a YHNOTpeOa/yZOCTOBEPEHHETO 3a PErucTpauus Ha
JIEKapCTBEHHUS IPOAYKT, KOraTo CJIe]] OLIeHKa Ha JOCUeTOo o wi. 59a, an. 1 ce ycTaHoBH, ye:
1. nekapcTBEHUAT MPOYKT € BpelieH MPH MPaBUIIHA YIOTpeda, 1T
2. TUMIICBa TE€PAaNeBTUYHA €PUKACHOCT, UIIH
3. ChOTHOIIEHHUETO TT0JI3a/PUCK € HEOIArONPHATHO TPH MPABUITHA YIIOTpeda, WiTH
4. KONMUYECTBEHUAT M KAUE€CTBEHUAT ChCTaB Ha JIEKapCTBEHU MIPOJYKT HE OTTOBApAT Ha OMMCAHUS B TJOCHUETO,
1301071
5. JaHHUTE B AOCUETO MO Wi. 59a, an. 1 ca HeBepHU, WK
6. KOHTPOI'BT Ha JIEKAPCTBEHHS POTYKT U/WIIN HA CHCTABKUTE U HA MEKIMHHUTE €Taru OT MPOU3BOCTBEHUS
MIpOLIEC HE € U3BBPILIBAH WIHM HE € U3IBJIHABAHO JIPYro U3HCKBAHE, PH KOETO € U3/IaJIeHO pa3pelIeHneTo 3a
MIPOM3BOJCTBO, WIN
7. HAKOU OT IaHHUTE B JOCUETO HE OTrOBAPAT HA U3UCKBaHUATA HA WiI. 59a, an. 1 u 2.
(2) Orkazpr Ha wu3NBIAHUTENHHS JupekTop Ha WAJI 3a monHOBsIBaHE Ha paspelieHrne 3a
ynoTpeba/y10cTOBEpEHNE 3a PErUCTpalys Ha JIEKapCTBEH NMPOAYKT MOXKE Ja ObJe oOKaiBaH IO peaa Ha
AIMMHUCTPaTHBHOIIPOLIECYATTHUS KOJIEKC.
(3) Orka3pt Ha W3NBIHUTENHUS qupekTop Ha MAJl u MoTuBHUTE ce myOnuKyBaT Ha cTpaHunarta Ha MAJI B
WHTEPHET.

Y. 598. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1., B cuna ot
1.04.2013 r.) M3neaHuTENHAaTa areHOUS 1O JIEKapcTBaTa yBeIOMsBa HarmoHalHWS CHBET MO IIEHH U
peuMOypcUpaHe Ha JICKApCTBEHUTE MPOJAYKTHU 33 MPEKPATEHUTE M OTHETUTE pa3pellieHus 3a ynorpeda, KakTo
Y 3a HANPaBEHUTE OTKA3H 3a MOHOBABAHE HA U3[a/ICHH pPa3pelleHus 3a yroTpeda Ha JISKapCTBEHU MPOYKTH
B 7-JIHEBEH CPOK OT M3/IaBAaHETO HA ChOTBETHHUS aKT.
Pasznen VI
IIpomeHnu B U31aieHO pa3pelieHHe 3a ynorpeda

Y. 60. (1) (M3wm. - IB, 6p. 12 o1 2011 1., B cuita ot 8.02.2011 r.) [IpuTexarensrt Ha pa3pelieHne
3a yrorpeba Ha JIEKapCTBEH MPOJYKT € JIIbKeH Ja yBeqoMu MAJI 3a Bcsika IPOMSIHA B YCIIOBUSATA, TIPH KOUTO
€ M3J1/ICHO Pa3pEIICHUETO.

(2) (U3m. - IB, 6p. 12 o1 2011 1., B crna ot 8.02.2011 r.) [Ipomenute morat fa 6paat ot tut 1A, tun Ib, Tun
I, pasmmpsiBane Ha oOxBaTa Ha pa3pelIeHHEeTO 3a YNOTpeda W CHENIHH OTPaHUYUTEIHH MEPKH 3a
0€30MacHOCT.

(3) (M3m. - 1B, Op. 12 ot 2011 1., B cuna ot 8.02.2011 r.) YcnoBusita u KpuTepuure 3a Kiacu(ukamus Ha
MPOMEHHUTE Ce ONPEIENAT C HapeabaTa mo wi. 42.

(4) (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r.) [IpoMsaHa, KOATO HE ce SIBSIBA pa3lIMpsABaHE Ha
o0xBaTa W YMATO Kiacu(uKalMsg OCTaBa HEONpeAeseHa ciel MpujlaraHe Ha YCIOBHATA U KPUTEPUHUTE IO
Hapexabata no ui. 42, ce cMiTa 3a npoMsaHa ot tun 1b mo nmoxpasoupane.
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(5) (Homa - JIB, 6p. 12 ot 2011 1., B crma ot 8.02.2011 r.) Kato u3kimouenne oT al. 4 mpoMsHa, KOsATO HE ce
SIBSIBa pa3lIUpsIBaHEe HA 00XBATa U YMATO KIacu(UKaIHs OCTaBa HeOTpeIesieHa Clie/T IpUIaraHe Ha YCIOBUSITa
Y KPUTEPUUTE HA HapeaOaTa mo wi. 42, ce cMsTa 3a poMsiHa ot Tuil 1l B ciieqauTe conyvau:

1. o KckaHe Ha MpUTEXAaTeNs Ha pa3pelleHHeTo 3a ynorpeda, OTpa3eHo B 3asBICHUETO 32 IPOMSIHA;

2. xorato MAJI ciesi olieHKa Ha BAIMAHOCTTA HA YBEIOMIICHHUETO TI0 WI. 63 MpPEIeHH, e MPOMSIHATa MOXKE J1a
UMa ChIIECTBEHO BBH3JCHCTBHEC BBHPXY KadeCTBOTO, OE30MACHOCTTA WM e()UKACHOCTTAa Ha JIEKapCTBEHUS
MPOJYKT.

Ya. 61. (U3m. - JIB, 6p. 12 ot 2011 1., B cmma ot 8.02.2011 r.) (1) 3a Bcsaka npomsiHa oT THI 1A,
tut 1B, Tun Il nunn pasmmpsBane Ha 00XBaTa MIPUTEXKATEIAT Ha Pa3pEIICHUETO 3a yIIoTpeda Ha JISKapCTBEHHS
npoaykT nonaasa B MAJI oTnenHo yBeoMIIeHHE, CbOTBETHO 3asIBIICHUE.

(2) Koraro majena mpomMsiHa BOAM IO NIPOMSHA B JaHHUTE OT KpaTKaTa XapaKTEPHUCTUKA Ha MPOIYKTa, HA
OITaKOBKATa W/WJIN B JIICTOBKATA, TE3W IIPOMEHH C€ MTPHEeMaT KaTo YacT OT 3asiBeHaTa IpOoMsHA U 3a TAX HE Ce
[10/1aBa OTJIEJIHO 3asIBICHUE.

(3) [IpurexxaTensaT Ha pa3pelIeHUETO 3a ynoTpeda MoKe 1a TpyHHupa MPOMEHUTE, KOTaTo:

1. yBenoMsBa e THOBPEMEHHO 3a €THU 1 CHIIY IIPOMEHH TUTI |A B yCIOBHATA HA €THO WITH ITOBEYE pa3peIICHUs
3a ymotpeoa;

2. 3asBsiBa THOBPEMEHHO HIKOJKO IPOMEHH B YCIIOBHUSATA Ha pa3pelICHUs 3a YIIOTpeOa, IPpUHAISKAIIH KbM
rII00aTHOTO paspelieHre 3a ymoTpeba mo wi. 28, al. 8 Ha JEeKapCTBEHUS MPOAYKT, MPH YCIOBUE 4e
CHOTBETHHUTE MTPOMEHH ITOTIAIAT B €IUH OT CIIETHUTE CITydyau:

a) e/lHa OT MPOMEHHUTE B TpyIiaTa € pa3iupsiBaHe Ha 00XBaTa Ha pa3pelIeHUeTo 3a yrnorpeda;

0) eaHa OT MPOMEHUTE B TpylaTta € mpoMsiHa Tuil 1l, a BCHUKM OCTaHAIM MPOMEHH B Tpyrara ca MPOMEHH,
KOUTO ca CIEACTBUE OT IMpoMsiHaTa Tull II;

B) €Ha OT MPOMEHUTE B rpymnara ¢ npomsHa tum Ib, a BCHUKK OocTaHaIu MPOMEHH B rpyliata ca MpOMEHH,
KOHUTO Ca CIEACTBUE OT IpoMsHara tutl Ib;

I') BCHYKH TIPOMEHH B Tpylara ce OTHACAT camo [0 MPOMEHH OT aJMHHHCTPATHBEH XapaKTep B KpaTKaTa
XapaKTEepPUCTHKA Ha MPOIYKTa, JIUCTOBKATA 32 MallMeHTa WIH OTIAKOBKATa;

J1) BCHYKU IIPOMEHH B I'pyIaTa ca IpOMEHU B OCHOBHATA JJOKYMEHTAIIMS HA aKTUBHOTO BEIIIECTBO, OCHOBHATA
JIOKyMEHTAIIU Ha BAKCHHHUS aHTUTEH WJIM OCHOBHATA JOKYMEHTAIIHSI 32 TIa3MaTa;

€) BCHYKY IIPOMEHH B TpyTIaTa ca BbB BPB3Ka C TIPOCKT, IPETHA3HAYCH J]a YChBBPIICHCTBA IIPOU3BOICTBEHUS
MPOIIEC M KauyeCTBOTO HAa CHOTBETHHS JICKAPCTBEH NPOAYKT MM HETOBOTO/HETOBUTE aKTHMBHO/aKTUBHU
BEIIIECTBO/BEILECTBA;

’K) BCHYKH MPOMEHHU B TpylaTa ca IMPOMEHH, KOMUTO 3aciraT Ka4eCTBOTO Ha TAaHJEMHUYHA MPOTHBOTPHUITHA
BaKCHHA;

3) BCHUKHM MPOMEHH B TpyIara ca MpOMEHH B CUCTEMAra 3a JISKapCTBeHa 0€301acHOCT 110 TJIaBa OCMa;

1) BCUYKH ITPOMEHH B TpyTarTa ca CleJACTBHE OT ONPEIeeHa CIelIHa MsIpKa 3a 0e3011acHOCT U ca MOJIaJICHH B
CBOTBETCTBHE C 4iI. 60;

K) BCUYKH IIPOMEHHM B rpyIliaTa ca CBbp3aHU ¢ BKJIIOUBaHE Ha MH(OpMaIus 3a qajieH (hapMaKko-TepareBTHIYCH
KJ1ac;

J1) BCHYKH TIPOMEHH B TPyIIaTa ca CIeICTBUE OT OllEHKaTa Ha IEPUOANYCH JJOKIIA 32 0€301MacHOCT;

M) BCHYKHU IIPOMEHH B TpyIara ca CJIJACTBUE OT MPOYYBaHE cjie]] MoJy4aBaHe Ha paspelleHre 3a ynoTpeoa,
MPOBEIEHO IO/ HA/I30pa Ha TIPUTEkKATENS Ha pa3pelIeHNeTo 3a yrnorpeoa;

H) BCHYKHU IIPOMEHU B TpymaTa ca CJeICTBUE OT U3ITBIHEHNETO Ha YCIIOBHE B pa3pelIeHre 3a yrnorpeda 1mo .
56;

3. 3asBEHHTE MPOMEHH B YCIIOBHATA Ha €JJHO U CHILO pa3pelIeHue 3a yrnoTpeda He Momnajar B CIrydaure o T.
2, ipu ycnoBue ue MAJI ce chriacu fa Mpuitoky KbM TE€3H IMTPOMEHH €THA U ChINa IPOoIleTypa.

(4) Ilpu rpynupaHe Ha MPOMEHU I10 ai. 3, T. 2 U 3 TPHUTEXKATENAT HA pa3pelIieHHeTo 3a yrnoTpeda moaasa B
NAJIL:

1. eqMHHO YBEIOMIJICHHE, KOTAaTO TIOHE €HA OT mpoMeHuTe € Tull Ib 1 Bcuuku octananu ca tum A wim Tam
1B;

2. eIWHHO 3asBJICHHWE, KOTaTO OCHOBHATa TMpomsHa € Tuml Il m HUTO emHa OT ApPyruTe NMPOMEHH HE €
pasuIMpsiBaHe Ha 00XBaTa Ha Pa3peIICHUETO 3a yoTpeoa;

3. eIMHHO 3asBJICHHE, KOTaTO OCHOBHATA IPOMSIHA € Pa3IIMpsiBaHe Ha 00XBaTa Ha pa3peIIeHUETO 3a yIoTpeoa.
(5) 3aemHO ChC 3aABICHUETO, CHOTBETHO YBEIOMIICHUETO 10 all. 1 Win 4, IPUTEXKATENST HA pa3peIIeHUETO 3a
ynorpeba mojasa:

1. moxymeHTaIms, CBbp3aHa ¢ MPOMEHHTE, OTIPEISIICHa ¢ HapeaoaTa mo 1. 42;

2. TOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpezelieH ¢ Tapudara mo 4. 21, ai. 2.

(6) Uznbnuutenuuat aupektop Ha MAJ] yrBbpkaaBa 00pa3luTe Ha 3asBJICHHUE, CbOTBETHO YBEIOMIICHHUE 110
an. 1 u 4, xouro ce myONIUKyBaT Ha HHTEPHET cTpanuara Ha MAJL.
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Ya. 62. (U3m. - JIB, 6p. 12 01 2011 1., B cmima ot 8.02.2011 1.) (1) IIpurexaTenar Ha pa3pemieHUETo
3a yrmorpeda Moxe Ja mojane yBeAoOMJICHHE 3a MpoMeHH THIl A B cpok 12 Mecela ciiell MPUIaraHeTo UM ¢
W3KITIOYEHUE Ha TPOMEHUTE, KOUTO N3MCKBAT HE3a0aBHO yBEJJOMIICHHE.

(2) lIpomenuTte Tun IA, KOUTO N3UCKBAT HE3a0aBHO YBEJOMJICHHUE, CE OTIPENEIAT ¢ HapeadaTa 1o wi. 42.

(3) B cirygamnTe 1o ain. 2 mpuTeKaTENAT Ha pa3pelIeHNeTo 3a yroTpeda mogaBa yBeJOMIICHHE 3a MPOMSHATA
T [A He3abaBHO clte IpUIaraHeTo .

(4) B 30-nmHeBeH CpOK OT IMOJIy4aBaHE Ha YBEJOMJICHHETO MO al. 1, chorBeTHO 1o ain. 3, MAJl yBenomsBa
MIPUTEXATEIS Ha pa3penieHneTo 3a ynorpeoa:

1. jmamm mpomsHaTa/IPOMEHUTE ce MpHeMa/mpueMaT WM He, KOoraTo NpOMsSHAaTa/IPOMEHUTE HE Ce
npuemMa/mpreMar, ce ocoYBaT MOTUBUTE 32 TOBA, U

2. nanu IpoMsIHATa/IPOMEHUTE BOIH/BOST 10 MPOMSIHA Ha TAHHUTE B M3/1aCHOTO pa3peleHHe 3a yrnoTpeoa;
KOTaTo ce Haylara MpoMsHa B M3/IaJIEHOTO pa3pelieHne 3a ymoTpeda, ce mpuiara 9. 64a.

(5) IlpurexarensT Ha pa3pelIeHHETO 3a yHmoTpeda MpeycTaHOBsiBa He3a0aBHO MpHUJIaraHeTo Ha
CHOTBETHATA/CHOTBETHUTE MPOMsIHA/IpoMeHU THM [A cien monydaBaHe Ha yBeJomiieHue mo an. 4, T. 1 3a
HenpHueMaHe.

Ya. 63. (U3m. - IIB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) (1) Koraro yBengomnenuero 3a
npomsiaa tun Ib oTroBapst Ha m3KckBanusaTa Ha wi. 61, IAJI yBegomsiBa npuTeKateist Ha pa3pelieHUeTo 3a
ynorpe0a, ue YBeJOMICHHETO € BaJIMIHO U MTOCOYBA J]aTaTa, OT KOSITO CPOKBT IO all. 2 3a1o4Ba Jja Tede.

(2) B 30-gaeBen cpok oT moTydaBaHe Ha BaTuAHO yBenomieHne MAJI oneHsBa moganeHaTa JOKYMEHTAAA U
yBEJIOMSIBA IIPUTEXKATENS HAa Pa3pelIeHUETO 3a yrnorpeda:

1. manu omoOpsiBa MpOMSIHATA WITH HE; KOTaTo MPOMsIHATa He ce 0JJ00psBa, ce IOCOYBAaT MOTHBHUTE 33 TOBA, H
2. many mpoMsiHaTa BOJAHM JI0 IPOMSTHA Ha JAHHUTE B M3/1aJICHOTO pa3pelieHue 3a yrnoTpeda; KoraTo ce Hajiara
MPOMsIHA B M3/IaJICHOTO pa3pelieHue 3a yrnoTpeda, ce mpuiara 4wi. 64a.

(3) Korato B cpoxka mo an. 2 MAJI yctaHOBHM HECHOTBETCTBHUS B MOAa/ICHATA TOKYMEHTAIUS C U3UCKBAHUATA
Ha 3aKOHa M Hapenbara 1o wi. 42, TS yBeIOMSIBa IPUTEXKATENSI HAa Pa3peIICHUETO 3a yIoTpeoa.

(4) B 30-mHeBeH CpoK OT MONy4yaBaHE HAa yBEIOMIICHHETO MO ajl. 3 MPUTEkKATEISAT Ha pa3pelieHHeTo 3a
yrnoTpebda MOXe J1a MPOMEHH WU JOIBJIHU TOKYMEHTAIHSITA.

(5) KoraTo B cpoka 1o ai. 4 mpurexareisT Ha pa3pelliecHUeTo 3a ynotpeda He Mpe/CTaBy MPOMEHEHa MU
norreiHeHa nmokyMmeHTarwisi, MAJL mpekparsBa mporemypaTta W yBeAOMsBa 3a TOBa MPHUTEXKATENs Ha
pas3pelieHneTo 3a ynorpeoa.

(6) B 30-gHeBeH cpoK OT IOJIyd4aBaHe HA MPOMEHEHATa JoKyMeHTanus 1o ai. 4 MAJI yBegoMsiBa mpUTeKaTes
Ha pa3pelIeHrneTo 3a yrmoTpeoda:

1. mamu ogoOpsiBa MpOMsIHATA UITH HE; KOTAaTO MPOMSHATA HE Ce 0f00psBa, Ce IMOCOYBAT MOTHBHTE 3a TOBA, U
2. Aany MpoMsIHaTa BOJIM JIO IPOMSIHA Ha JAaHHUTE B U3aJICHOTO pa3pelieHue 3a ynorpeba; Korato ce Hajgara
MpOMSIHA B M3/1aJICHOTO pa3pelieHue 3a ynoTpeda, ce mpuiara wi. 64a.

(7) llputexaTensat Ha pa3pelIeHneTo 3a ynorpeba npuiara onodpeHara npomsiHa tun 1b cies momydaBaHe Ha
yBEAOMJIEHHE TI0 all. 2, T. 1, chOTBETHO 10 aj. 6, T. 1 3a ogo0psABaHe HA MPOMSIHATA.

Y. 64. (13m. - 1B, 6p. 12 o1 2011 1., B cuma ot 8.02.2011 1.) (1) Koraro 3asiBnenuero 3a mpomsiHa
tut Il oTroBaps Ha u3nckBanusaTa Ha wi. 61, MAJ] yBemomsBa mpuTexaTens Ha pa3pelieHneTo 3a yrnorpeoa,
Ye 3asBJICHUETO € BAJINIHO, KaTO II0COYBA JaTaTa, OT KOATO CPOKBT IO aJl. 2 3a1io4Ba Ja Tede.

(2) B 60-gHeBeH cpok OT mosTyyaBaHe Ha BanuaHO 3asBieHne MAJI u3roTss olleHbYeH JOKIA] 3a MPOMSHATA.
(3) CpoxsT 1o ain. 2 moxe na 6b1e:

1. HamaJieH IpH CHELIHHU CIy4au, KOUTO ca CBhP3aHu ¢ Oe3omacHaTa ynorpeda Ha JIEKapCTBEHUS IPOAYKT, HITH
2. yabibkeH 10 90 THU pH POMSIHA, C KOSITO ¢€ M3MEHS HITH JI00aBsi TEparieBTUYHO MTOKa3aHHe.

(4) Koraro MAJI ycTaHOBM HECHOTBETCTBHA B NOZaJeHATa JOKYMEHTALUsl C W3UCKBAaHMATA HAa 3aKOHA U
HapeaOaTa mo wi. 42, T yBeAOMsBa NPHUTEXKaTeNlsl Ha paspelIeHUeTo 3a yHoTpeba W ompenesns CPoK 3a
MpeOCTaBsIHE Ha JOTBIHUTETHATa HHQOPMAIIHS U IOKYMECHTAIIHS.

(5) B ciiyyauTe 110 ajn. 4 CpoKbT 110 al. 2 crupa Ja Tede 10 MPEACTaBIHETO Ha JOMbIHUTEIHATA MH(DOpMaLIKs
U TOKyMEHTAIHSL.

(6) B cpok mo 15 mau OT U3roTBSIHE HA OIIEHBYHUS JOKJIA U3TBIHUTSITHIST TupekTop Ha MAJL:

1. onoOpsiBa MpoMsiHATA WITH TIPAaBH MOTHBHPAH OTKa3 M YBEJIOMIBA 32 TOBA MPUTEXKATENS HA Pa3pelieHHETO
3a ynotpeoa;

2. yBeOMsIBa IIPUTEKATENsI HAa Pa3pelieHUeTo 3a yrnorpeda fanyd ogoo0peHara mpoMsHa BOJIH 10 MIPOMsIHA Ha
TAaHHWUTE B U3J]AICHOTO pa3pelleHne 3a ynoTpeda; KoraTo ce Hajara IpoMsHa B U3JaJCHOTO pa3pemieHne 3a
ynorpe0a, ce mpuiara 4. 64a.

(7) llputexxaTensaT Ha pa3pelIeHHeTo 3a ynorpeda Moxe Jja MpUiIoku ofgodpenara npomsiHa tui Il camo ciex
M3/ITaBaHETO Ha pa3pelieHne 3a MpoMsHa 10 4. 64a.
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Ya. 64a. (Hos - /IB, 6p. 12 ot 2011 r., B cruma ot 8.02.2011 1.) U3IBIHATETHUAT AUPEKTOP HA
HAJI n3naBa pa3penieHne 3a MpoMsHa B pa3pernieHueTo 3a yrmoTpeda B CpokK:
1. TpugeceT AHU OT M3/1aBaHE HA YBEIOMJICHHETO IO Wi. 62, ain. 4, T. 2, wi. 63, an. 2, T. 2, CbOTBETHO 4JI. 63,
an. 6, T. 2 winu . 64, an. 6, T. 2, KOraro crOTBETHATa IPOMSIHA BOJIU 0 yAbIDKaBaHEe ¢ 6 Mecela Ha CpoKa,
rocoueH B wieH 13, maparpadu 1 u 2 ot Permament Ne 1768/92 na Creera (EMO) ot 18 roru 1992 r. oTHOCHO
CH37ABAHETO Ha JOMBIHUTENEH CepTU(UKAT 3a 3aKpIiia Ha JEKapCTBEHUTE MPOIYKTH, B CHOTBETCTBHE C HII.
36 or Pernament (EO) Ne 1901/2006;
2. IecTAeceT NHU OT M3/IaBaHe Ha yBEJOMIIEHHETO 1Mo wi. 62, ain. 4, T. 2 - npu npoMenu Tum [A, KouTo He
M3HUCKBAT He3a0aBHO yBEIOMSIBAHE;
3. mIeCTAECeT THU OT U3/1aBaHE Ha YBEAOMIICHUETO Mo uil. 64, ain. 6, T. 2 - 3a npomenu tumn 11;
4. cTO M 0OCEMJICCET JHU - BbB BCUYKU OCTaHAU CIIy4aw.

Y. 646. (Hos - /IB, 6p. 12 ot 2011 1., B cmma ot 8.02.2011 1.) (1) Ilpn mpoMeHH, OTHACSIITN CE IO
MPOMEHU B aKTHBHOTO BELIECTBO 3a LIEIUTE HA €KEroJHaTa akTyalu3alus Ha MPOTUBOIPUIIHUTE BaKCHHH,
MPUTEKATEIAT Ha pa3pelieHueTo 3a ynotpeda momaBa B MAJI 3asBneHue, NpuapyKeHO C AOKyMEHTaLus,
ompeneneHa ¢ Hapembata mo wi. 42. B 7-mHeBen cpok MAJl mpomepsBa IBIHOTaTa Ha IomajeHaTa
JIOKYMEHTAITHSL.
(2) Korato 3asBneHueTo OTroBapsi Ha H3McKBaHusiTa Ha an. 1, MAJl yBemomsBa mnpuTexarens Ha
paspelieHneTo 3a yrnoTpeda, ue 3asBICHUETO € BAMIHO, KaTO MOCOYBA JIaTaTa, OT KOSATO CPOKBT IO ail. 3
3armovBa ja Teye.
(3) B 45-nHeBeH cpok OT mojiilyuaBaHe Ha BanuaHO 3asBiieHue MAJL omeHsBa TOKyMEHTAIUATA U H3TOTBS
OLIEHBYEH JOKJIa/I.
(4) V3mpnHuUTENHATA areHIWs MO JIEKapCTBaTa MOXKE N1a M3UCKa OT MPHUTEXaTels Ha pa3pelieHHueTo 3a
yrnorpeba Aa MpeacTaBu KIMHUYHUTE JAaHHM W JaHHUTE 3a CTaOWJIHOCTTa Ha JIEKapCTBEHHs MPOIYKT.
[MpurexaTensat Ha paspemieHrero 3a ynorpeda npezacraBs B MAJl u3nckaHuTe AaHHU B CPOK 12 JHU OT
M3THUYaHETO Ha CPOKa 1o aj. 3.
(5) U3mpaHUTENHATA areHIMS TI0 JIEKApCTBAaTa OIICHSBA TOKYMEHTAIUATA U B3eMa OKOHUYATEITHO PEIIeHHEe B
cpok 10 aHU OT MosTyyaBaHETO Ha JaHHUTE MO all. 4, KaTO U3/aBa pa3pellieHUe 3a MPOMIHA HITH OTKa3.

Yu. 65. (1) Korato nputexarensar Ha pa3pelIeHHEeTO 3a YIOTpeda YCTaHOBH PUCK 3a 3[PaBETO MPH
ynoTtpebata Ha JIEKapCTBEHHsI MPOIYKT, TOW NpeanpueMa CHELUIHH OTPaHWYMTE]HM MEPKH M He3a0aBHO
yBenomsiBa nucMmeno MAJL
(2) M3npnHUTENTHATA areHLus 10 JIeKapcTBaTa ce Mpou3Hacs 1o MEpKUTE B CPOK 24 yaca OT yBEIOMIICHHUETO.
(3) Korato MAJI He ce mpou3Hece B CpoKa Io ajl. 2, CMsTa ce, 1Y€ MEPKHUTE ca O00peHH .

(4) Koraro MAJI ycranoBH, 4ue MMa PUCK 3a 3IpaBeTO HA XOpara OT ynoTpebarta Ha JIEKapCTBEHUS MIPOAYKT,
pasmopexia Ha NMpUTEeXKaTeNss Ha pa3pelIeHHeTo 3a yrnoTrpedba Aa mpeanprueMe He3a0aBHO OTPaHUYUTETHH
MEPKH.

(5) B cayuante mo an. 1 u 4 mpuTexaTensAT Ha pa3pelICHUETO 3a YHoTpeda Ha JIEKapCTBEHHS MPOAYKT
cbriacyBa ¢ MAJI HaunHa U CPOKOBETE 3a BHBEXK/IaHE Ha NPEAIPUETUTE MEPKH.

(6) IlpurexatensaT Ha pa3pelIeHUETO 3a YIoTpeda Ha JEKAPCTBEHHUS MPOAYKT MOJaBa 0 W3MbIHUTCITHHSI
nupektop Ha UAJI 3asBrneHue 3a mpoMsiHa Mo pelna Ha wi. 64 He Mo-KbCHO OT 15 NIHU ciex narata Ha
MpenrprueMaHe Ha MEPKHTE.

Y. 66. (1) (M3m. - [IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., 6p. 12 ot 2011 r., B cuiia oT
8.02.2011 r.) [lpurexkarensT Ha pa3pelIeHUe 3a yrmoTpeda Ha JIEKapCTBEHUS MPOAYKT IMOJaBa 3asBICHUE 3a
pasimmpsiBaHe Ha 00XBaTa Ha M34a/ICHOTO Pa3peleHne 3a yrnoTpeda npu:
1. mpoMsiHA Ha aKTHBHOTO/aKTHBHUTE BEIIECTBO/BEIIECTBA:
a) 3aMsHA Ha XMMHYECKH aKTHBHO BEILECTBO C PA3JIMU€H KOMIUIEKC/IEPHBAT, BKJIIOYBAI COJI/ECTEP, ChC
chlllaTa TEpaleBTHYHA YacT, NPHU KOETO XapaKTEPUCTHKUTE Ha e(pUKACHOCTTa/0e30macHOCTTa HE ce
pa3nryaBaT ChIIECTBEHO;
0) 3aMsiHa C pa3IM4eH U30Mep, Pa3liniHa CMeC OT U30MEPH, 3aMsHa Ha CMeC ¢ U30JIUpaH u3oMep (HarmpuMep
Ha pauemar C ¢IMHUYEH €HaHTHOMEp), IPH KOETO XapaKTEPUCTUKUTE Ha e(heKTUBHOCTTA/0e30acHOCTTa He
C€ pa3IM4aBaT ChIIECTBEHO;
B) 3aMsHa Ha OMOJIOTMYHO AKTHMBHO BEIIECTBO C TAaKOBa, KOETO MMa MAJKO IMO-Pa3iiYHa MOJEKYJsSpHA
CTPYKTypa, IIPHU KOETO XapaKTEePUCTUKUTE Ha e(PeKTUBHOCTTA/0e3011aCHOCTTAa HE CE Pa3InvyaBaT ChIIECTBEHO,
C M3KIIOYEHHE Ha NPOMEHM B AKTHBHOTO BEIIECTBO HA CE30HHA, NpEANaHAEMUYHA WIM NaHIeMHYHa
MIPOTUBOTPHUITHA BAKCHHA 32 YOBEIIKA yIIOTpeOa;
T') IPOMSIHA Ha BEKTOPA, M3IOI3BAH 3a MPOM3BOACTBOTO HA AHTUTE€HA W U3XOAHHUSA MaTepHall, BKIFOYUTEITHO
HOBa OCHOBHAa KJeThbYHa ©OaHKa OT JApYr H3TOYHHMK, IHPU KOETO XapaKTEepUCTUKUTE Ha
e eKTHBHOCTTA/0e3BPEIHOCTTA HE CE pa3IMuaBaT ChIIECTBEHO;
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J) HOB JIMTaHI WM CBBP3BAll MEXaHU3bM 3a pagrodapMarieBTUK, MPH KOWTO XapaKTEPUCTUKUTE Ha
e(heKTHBHOCTTA/0€30MMaCHOCTTA HE CE¢ pa3INyaBaT ChIICCTBEHO;

€) MPOMsIHA B EKCTpPaxXupailus Pa3TBOPHUTEI WM B CHOTHOIICHHUETO DPACTUTEIHO BEUICCTBO/PACTUTEIICH
npemnapar, Ipy KOETO XapaKTePUCTHKHUTE Ha eUKacCHOCTTa/0e3BpEAHOCTTA HE CE pa3nyaBaTr ChLUICCTBEHO;

2. IpOMSIHA B KOJJMYECTBOTO HA aKTUBHOTO BEIIIECTBO, JIEKApCTBeHATA (hOpMa U ITBTS HA BbBEXKIAaHE:

a) MpoMsHa B OMOHATUNIHOCTTA,;

0) mpoMsiHa BBB (papMaKOKMHETHUKATA, HAPUMED NIPOMSIHA B CKOPOCTTA HA OCBOOOXKIaBaHE;

B) MPOMSTHA WIJTH 100aBsHE HA HOBO KOJIMYECTBO Ha aKTHBHOTO BENIECTBO/aKTUBHOCT;

T') mpoMsHa WK 100aBsHEe Ha HOBA JICKapCcTBeHa GopMa;

1) IPOMSIHA WJI JT00ABSIHE HA HOB BT HA BHBEXKIAHE - IPU NMAPEHTEPATHO NPUIIOKCHHUE € HEOOXO0IMMO Jia Ce
MpaBy pa3rpaHUYCHUE MEXKAY HWHTpaapTEPHUATCH, WHTPABCHO3CH, WHTPAMYCKYJICH, MOIKOXKEH W JPYrd
M'BTUIIA HA BHBEXK/IAHE.

(2) 3asBnenueTo 1o an. 1 ce mojaaBa 3aefHo ¢ JOKyMeHTanusATa 1o wi. 27, an. 1, 1. 10, cBbp3aHa ¢ IPOMEHHTE
o ain. 1.

(3) UzuckBanusaTa KbM JOKYMEHTALIMATA 110 aJI. 2 C€ ONpEeeNaT B HapeabaTa mo 4. 42.

(4) HammeHoBaHMETO Ha JIEKAPCTBEHUS MPOAYKT B M3IaJCHOTO pa3pelieHue 3a pa3InupsiBaHe Ha 00XBaTa Ha
I'bPBOHAYATIHOTO pa3pelieHue 3a ynorpeda He ce mpoOMeHsI.

(5) M3znaBaneTo Ha paspelieHHE 3a pasmIMpsiBaHe 00XBaTa Ha BeYe M3IAJCHO pa3pelicHUe 3a yrmorpeda Ha
JICKapCTBEH NPOJIYKT CE U3BBHPIIBA MPH YCIOBUATA U 1O pena Ha wi. 49 - 51.

Y. 67. (1) Ilpurexarenat Ha pa3pelIeHHETO 3a ynoTpeba Ha JIeKapcTBEHUsI MPOIYKT MOJaBa
3asBJICHME 3a U3/1aBaHE Ha HOBO pa3pelleHue 3a ynotpeda mpu:
1. noOaBsiHE WM IpEeMaxBaHe Ha €THO MJIM II0BEYE AKTUBHU BEIECTBA, BKIIFOUUTEIHO aHTUT€HHN KOMITIOHEHTH
3a BAKCUHHTE;
2. MpoMsiHa B KAa4eCTBOTO HA AKTHBHOTO BEHIECTBO, MOCOYCHA B JIOCHUETO, KOSATO NMPOMEHS CHIICCTBEHO
XapaKTEePUCTUKHUTE 3a OE30MaCHOCT M €PUKACHOCT Ha JICKApCTBEHHS MPOIYKT, M IIPOMEHEHOTO BELIECTBO CE
OIIpe/ieNsi KaTo HOBO;
3. nobaBsgHE Ha HOBO WJIM INPOMSHA HAa CBHIIECTBYBALIOTO IOKAa3aHUE 3a JIeUCHUE, NPO(MIAKTHKA HIIH
JMarHOCTHKA B Ipyra TeparneBTHYHa 001acT.
(2) (Homa - 1B, 6p. 71 ot 2008 ., B cuma ot 12.08.2008 r.) [IpurexaTensaT Ha pa3penIeHHETo 3a yroTpeda Ha
JIeKapCTBEHUs] NMPOAYKT IMOJaBa 3asBICHUE 3a H3JaBaHE HAa HOBO paspelleHHe 3a ynorpeba, Korato
3asBJICHUETO 3a IOJAHOBABAHE HA Pa3pelIeHUEeTOo 3a yIoTpeda He € MO/aIeHO B Cpoka 1o . 59a, ai. 1.
(3) (IIpegumrHa an. 2 - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3asBIeHUETO ce MpHUApPYKaBa OT
JTOKyMEHTAIIUs, OllpeieieHa B Hapeabara 1mo €. 42.
(4) (IIpenumna an. 3, mom. - JAB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B caywyaure no an. 1 u 2 ce
mpuiiara mporeaypara mo wi. 49 - 51.

Y. 68. (U3m. - [IB, 6p. 102 012012 1., B cuma ot 21.12.2012 1.) (1) [Ipurexkarenst Ha pa3penieHue
3a yrnorpe0a/yI0CTOBEPEHUETO 3a PErUCTPalys Ha JICKAPCTBEH MPOIYKT € JUThXKEH Ja:
1. OTYMTa NOCTHIKEHUSATA HA HAYYHO-TEXHHUECKHS MPOTPEC | JIa BHBEXK/IA BCHYKH HEOOXOAMMHU ITPOMEHH B
JOKyMEHTauusTa o 4wi. 27, an. 1, T. 7 u 8 ¢ uen JIeKkapcTBEHUAT NPOAYKT J1a C€ MPOU3BEXAa U KOHTPOIHUpa
CHIJIACHO OOIIONPUETHTE HAYYHH METOIU; IIPOMEHHUTE CE€ M3BBPIIBAT IO pPeJia Ha IJIaBU TPETa U IeTa;
2. moxaBa He3abaBHO B MAJI Bcsika HOBa MH(pOpMaIus, KOSTO MOXKE Ja HAJIOXKH MPOMsIHA B JIAHHUTE U
JOKYMEHTHTE 110 Wil. 27 - 32 1 B KpaTKaTa XapakTEepUCTUKA HA MPOJIYKTa;
3. uapopmupa Begnara MAJI 3a Bcska 3a0paHa win orpaHHYEHHE, HAJIOKEHO OT PEryJIaTOPHU OpraHu Ha
IpyTH IbP’KaBH, B KOUTO JIEKAPCTBEHUAT MPOAYKT € IyCHAT Ha Tas3apa, 3a MPUYHHHUTE, MOPaaAu KOHUTO ca
HAJIO’KEHH TE3U MEPKH, KaKTO U 3a BCsIKa Apyra HoBa MH(OpMaIHKs, KOATO MOXKe J1a OBJIMsIC Ha OLIEHKATa Ha
MOJI3UTE ¥ PUCKOBETE Ha CHOTBETHUS JIEKAPCTBEH NPOIYKT; HH(OpMAIMATA BKIIIOYBA KAKTO MTOJIOKHUTEIHUTE,
TaKa U OTPULIATEIHUTE PE3YATATH OT KIMHUYHUTE U3MUTBAHUS WIH JPYTH MPOYIBAHHS HA BCHYKH TTOKA3aHHS
Y TIOITYJIallii, He3aBUCHMO JIajli ca BKIIFOUEHH B pa3pelieHUETOo 3a yrnoTpeda, KakTo U JIaHHH 3a ynoTpedaTta
Ha JISKapCTBEHUS MPOAYKT, KOraTo Ta3M yrnoTpeda e n3BbH yCIOBUATA HA Pa3pelIeHUeTo 3a yrnoTpeoa;
4. cpXpaHsiBa M aKTyanu3upa WHGOpMAIMATA 33 JIEKAPCTBEHUS MPOJAYKT C TEKYIIUTE HAYYHH MO3HAHUS,
BKITIOUHTEITHO 3aKJIFOUEHHATA OT OICHSBAHETO W IMPENOpbKHUTE, MyONnKyBaHW Ha EBpONEHCKUs WHTEpHET
MOpTAaJT 32 JICKAPCTBEHH MPOJYKTH, Ch3/IaJICH B ChOTBeTCTBUE ¢ WieH 26 ot Permament (EO) Ne 726/2004 nHa
EBpomneiickus napnaMeHT 1 Ha ChbBeTa;
5. pa3mpocTpaHsaBa JEKapCTBEHUS MPOAYKT C IMOCIETHO 0A00peHaTa KpaTka XapaKTepUCTHKa Ha TPOIyKTa U
JIUCTOBKA 3a MAIUEeHTA;
6. (moBa — /1B, Op. 18 ot 2014 r.) nuadopmupa MAJI 3a Bcsiko mpeAnpHETO OT HEro AEHCTBHE, CBHP3aHO C
BPEMEHHO CIHpaHe MpeAjiaraHeTo Ha Ta3apa Ha OIMpEe/eNieH JEKapCTBEH MPOIYKT, 3TETIIIHE OT Mma3zapa Ha
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OTIpe/ieNieH JIEKapCTBEH MPOAYKT, MCKaHE 3a IMpeKpaTsABaHE Ha paspelieHre 3a yrmoTpeda WU 3asBEHO
HaMepeHHe 32 HEMOTHOBSIBaHE Ha pa3pelIeHUeTo 3a ynoTpeda, KakTo | Ja MOCOYH IPUIHHNATE, TOPATH KOUTO
€ TPENPUESTO TOBA JCHCTBHE; B TE€3U CIIy4ad MIPUTEKATEIAT HAa Pa3pelIcCHUETO 3a yrnorpeda AeKiapupa Jamu
MPENIPUETUTE OT HETO JACHCTBUS CE IbJDKAT Ha HIKOE OT OCHOBaHUATA 110 Wi. 276 viu 1o ui. 277,

7. (moa — JIB, 6p. 18 ot 2014 r.) nadopmupa MAJI, ako AeicTBUATA TIO T. 6 ca MIPEANPUETH B TPETA AbPKaBa
M ce ABJDKAT Ha HIKOE OT OCHOBAaHHUATA 1O WiI. 276 wu 1o wi. 277,

8. (moBa— JIB, Op. 18 ot 2014 r.) unopmupa EBpornelickata areHuus 1o jeKapcTBara, KOrato JeHCTBHATA 110
T. 6 ¥ 7 ca mpeanpueTH Ha OCHOBaHME Wi. 276 u 277,

9. (moBa — JIB, 6p. 18 ot 2014 r.) ocurypsiBa IOCTaThYHM KOJIUYECTBA OT JIEKAPCTBEHUS MPOAYKT 3a
3aJI0BOJISIBAHE HA 3/[paBHUTE MOTPEOHOCTH HA HacelleHueTo Ha PermyOmuka bbirapus;

10. (moBa — /IB, Op. 84 ot 2018 r., B cuia ot 12.10.2018 r.) nmpenocrapst Ha MAJI, exxecemMUIHO WU TIPU
MIpoMsIHa Ha 00CTOATENICTBATA, Upe3 CIIeUaIn3upaHaTa eJIeKTPOHHA CHcTeMa 1o Wi. 2170, an. 1 uadopMartis
3a:

a) IOCTaBEHUTE Ha TepuTopusaTa Ha PenmyOnuka bbiarapus koaudecTBa, MOCOYCHHU 110 JICKAPCTBEHU MPOIYKTH,
BKuTIOUeHH B [103MTHBHUS IEKapCTBEH CIUCHK, HA KOUTO € IPUTEXATE Ha Pa3pelIeHneTo 3a yroTpeoa;

0) THPrOBIIUTE HA €1PO, HA KOUTO Ca JIOCTABEHU KOJIMYECTBATA JIKAPCTBEHH MPOAYKTH 10 OykBa "a'";

B) JlaTaTa, Ha KOSTO ca M3BBPLICHHU TOCTaBKUTE 1o OykBH "a" u "0";

T') HATUYHUTE B CKJIAIOBETE KOJIUYECTBA, TIOCOUYEHU MO JIEKAPCTBEHU MPOAYKTH, BKIOYeHH B llo3uTBHUS
JIEKapCTBEH CIUCHK, HA KOWTO € MIPUTEXATel Ha Pa3pelIeHneTo 3a ynorpeoa;

11. (moBa — IB, Op. 103 ot 2020 1., B cuita ot 1.01.2021 r., gom., O6p. 16 ot 2024 r., B cuna ot 23.02.2024 1.)
npenoctast Ha MAJl 3a BCHUKM JIGKapCTBEHHM MPOJYKTH, pa3pellieHd 3a ynorpeda Ha TEPUTOpHUATA Ha
CTpaHaTa, BKIFOYATETHO MTPH MPOMIHA Ha 00CTOATENICTBATA, YPE3 CIICIIUAIM3UpaHaTa eIEKTPOHHA CUCTEMA 110
1. 2176, an. 1 uadopMalus 3a Koja Ha IPOAYKTa 10 CMUCHIA Ha Wi, 4, OykBa 0), moATouka i) ot Jlenerupan
pernament (EC) 2016/161 3a nexapCTBEHHTE MNPOIYKTH, ONPEICICHM B HEro B CPOK A0 14 aHM OT
MyOJIMKYBaHETO Ha JICKAPCTBEHHS MPOAYKT B [I03UTHBHMS TeKapCTBEH CIUCHK, CHOTBETHO OT HACTHIIBaHE HA
MpOMsIHATa Ha 0OCTOATEIICTBATA.

(2) TlpuTtexarenar Ha pa3pelIeHUETO 3a YMOTPeOa/yIAOCTOBEPCHHETO 3a PETUCTPAllUsA € JUThKEH IpH
noucksane oT MAJI na mpencrasu:

1. maHHM B TIOJIKpeTIa Ha TOJOKHUTEITHOTO ChOTHOIIICHHE TI03a/PHCK 32 JIEKAPCTBEHUS TIPOAYKT;

2. (u3m. — [IB, 6p. 18 o1 2014 r.) nanHu 3a 00eMa Ha MPOJaKOUTE Ha JICKAPCTBEHMSI IIPOIYKT U BCIKAKBa pyra
nHpOpPMALUS, C KOSITO MPUTESKATEISAT Ha pa3pelieHHeTo 3a yrnorpeba pasmojiara, OTHOCHO obeMa Ha
JIEKapCKUTE MPEIITUCAHNS 32 TIPOAYKTA;

3. Kome OT OCHOBHATA JIOKyMEHTAIIVsI Ha CUCTeMaTa 3a IMpocie/isBaHe Ha JieKapcTBeHaTa 0€301acHOCT.

(3) IpurexarensaT Ha pa3pelIeHUETO 3a yrnoTpeda npeaoctass Ha MAJI nokymenraiusaTa o ajin. 2, 1. 3 B 7-
JTHEBEH CPOK OT IOJTy9aBaHe Ha UCKAHETO.

Y. 68a. (Hos — 1B, 6p. 67 ot 2020 r.) IlpuTexaTtensat Ha pa3pelieHue 3a yrnoTpeda ocurypssa
BBBEXKIAHETO HA MHAMBHIYaTHUS MICHTHU(HUKAIMOHEH Oener mo wi. 168, an. 8, T. 1 Ha BCsAKa OMaKoBKa B
crcremMara OT peructpu B cborBercTBre ¢ [lenerupan pernament (EC) 2016/161.

Y. 69. (1) (U3m. — IB, 6p. 67 ot 2020 r.) IlpuTexxaTenar Ha pa3pelieHue 3a yrnorpeda Ha BaKCHHA
WIM Ha UMYHOJIOTUYEH JICKAPCTBEH MPOAYKT, NMpeJAHA3HAUYCH 32 MMYHH3allUs, IPEAH ITyCKaHEeTO Ha BCsKa
nmapTyja OT MpoyKTa Ha ma3apa € JUTbKeH Jia npeacrasu B MAJI:
1. 3asBneHME 110 0Opa3el, yTBbPJCH OT H3MBIHUTEIHUS JupekTop Ha MAJL;
2. MOCTpPH OT KpalHUsI IPOAYKT W/WIM MOCTPU OT MPOJYKTA B HACUIIHO ChCTOSHUE/HEPA3JIAT NPOLYKT, /U
MOCTPU OT MEKIMHHU W U3XOJHU MPOAYKTH B KOJIMYECTBA, IOCOYCHU B PHKOBOJICTBOTO 32 0CBOOOXK/IaBaHe
Ha MapTUIa JEKapCTBEH MPOAYKT OT O(QHUIMAIEeH KOHTPOJIEH OpraH, u3laaeHo oT EBpomneiickus aupekropat
M0 Ka4eCTBOTO Ha JICKAPCTBEHUTE MIPOAYKTH U 3/IpaBEOIa3BaHEe;
3. IPOTOKOJIH 32 MPOU3BOJICTBOTO M KAYECTBEHHUSI KOHTPOJI HA APTHIATA, U3/IQ/ICHH OT IPOU3BOMTEIIS, KOUTO
ca chbOOpa3eHH KaTo MUHUMYM C JIAaHHHTE, IOCOYSHH B oOpasera OT aJIMUHHCTpaTHBHATA MpoIeaypa Ha
EBpomnelickust aupeKkropat 1o KauecTBOTO Ha JIeKapcTBaTa M 3[paBeola3BaHe 3a OCBOOOXKIaBaHe Ha IMapTHIa
oT o(hUIMaTIeH KOHTPOJIEH OpTaH.
(2) MpuTexkaTensaT Ha pa3penIeHHETo 32 yrnoTpeda Ha HOBH MMYHOJIOTUYHH JICKAPCTBEHU MPOJYKTH MM Ha
WMYHOJIOTMYHH JIEKAPCTBEHH NPOAYKTH, TMPOW3BEACHH C HOBM MJIM HPOMEHEHM TEXHOJOTUH WM C
TEXHOJIOTHH, HOBH 3a OTJEJIEH MPOW3BOAUTEN, U3IIBJIHABA 3aIbJDKEHUATA 10 all. | 32 KOHKPETHUS MEPHOJ,
MIOCOYEH B Pa3pelIeHHeTo 3a yrnorpeoda.
(3) (don. — IB, 0p. 67 o1 2020 1.) B cpok 60 1Hu 0T 1aTaTa Ha MPEIOCTABSIHE HA IIBJIHUSA KOMIUIEKT JIOKYMEHTH
WAJI u3BbpIIBa OLEHKAa Ha MPOTOKOJIMTE OT MPOM3BOACTBOTO M KaueCTBEHHUs] KOHTPOJ Ha KUBH BAKCHHH,
WMYHOJIOTHYHH ¥ HOBU WMYHOJIOTHYHH JIEKAPCTBEHH MPOJIYKTH W M3IUTBAHE HA MPEIOCTABEHUTE MOCTPH B
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aKpequTUpaHa J1adopaTopusl WM Jpyra oQuIMaHa J1adopaTopusi 32 KOHTPOJI, 3a Ja YCTaHOBH Jaju
JIEKApCTBEHUTE TIPOIYKTH 110 ajl. 1 1 2 ca IpON3BENCHH B CHOTBETCTBHUE C OJOOPEHUTE CIICTIH(PUKAITNH.

(4) (Uzm. — 1B, 6p. 67 ot 2020 r.) [Ipn monoxxuTeneH pe3yiraT oT OleHKaTa U H3NUTBaHeTo 1o ai. 3 MAJI
n3JaBa cepTU(HKAT 32 OCBOOOKIaBaHE HA MAPTHIATA.

(5) (U3m. — 1B, 6p. 67 ot 2020 1.) CepTrdHUKaT 32 0OCBOOOKIaBaHE Ha MMAPTHAA CE U3/IaBa OT U3IBIIHUTCITHUS
mupektop Ha MAJ] unm oT onmpaBOMOIIIEHO OT HETO JUTHKHOCTHO JIUIIE W TPEAr MyCKaHeTO Ha MapTHaaTa OT
JIEKapCTBEHUS MPOAYKT Ha Mas3apa B JAPYTH IbpKaBU — MO MCKaHE Ha MPHUTEXKaTelNsl Ha pa3pelieHHeTo 3a
ynorpeba Ha JeKapCTBEHUS MPOAYKT. KbM 3asBIE€HHETO ce MPEACTaBsIT MOCTPH TI0 ajl. 1, T. 2 ¥ MPOTOKOIH 3a
MIPOM3BOACTBOTO M KAYECTBEHHUSI KOHTPOJ Ha MapTHAATA, U3aIeHN OT IPON3BOIUTEIS, KOUTO ca ChOOpa3eHH
Karo MUHMMYM C JaHHUTE, MOcouYeHH B PbkoBoACTBOTO Ha CBeTOBHAaTa 3/ApaBHAa OpraHU3alus 3a
0cBOOOKAaBaHe HA MAPTUAM OT HALIMOHAJEH PETyIaTOpeH OpraH.

(6) (M3m. — JIB, 6p. 67 or 2020 r.) Koraro orenkara M M3MUTBAHETO 110 ajll. 3 3a CHOTBETHATA MapTHIA
JIEKapCTBEHU MPOAYKTH ca U3BBPIICHU OT OPHIHaIHA JabopaTopus 3a KOHTPOJ Ha JIEKAPCTBEHU MPOIYKTH B
Ipyra AbpXKaBa WIEHKa TpeAd MyCKaHeTO Ha MapTuAaTa Ha Ma3apa B CTpaHara, NPUTEXATENIAT Ha
paspemenuero 3a ynorpeda mpencrass B MAJI ceprudukara 3a ocBoOOKIaBaHe Ha MapTHIATA JIEKAPCTBEHH
MPOAYKTH, U3aJeH OT PETYJIIATOPHUS OpraH Ha Abp)KaBaTa WICHKA, KaKTO ¥ WHPOpMaIoHeH GopMyIIsip 3a
npoaax0a mo obpasel, yTBbPACH OT U3IIBJIHUTENHUS TupekTop Ha MAJL.

(7) B crygauTe 1o an. 6 MAJI He n3pbpmiBa neitHocTHTE TI0 at. 3 u 4.

Ya. 70. (1) (Uzm. — [IB, Op. 67 ot 2020 r.) IlpuTexkarensar Ha pa3pemieHHe 3a ynorpeda Ha
JIEKapCTBEH MPOAYKT, OIY4EH OT YOBEUIKa KPhB MM YOBEIIKA M1a3Ma, TPEIU IyCKaHEeTO Ha BCsKa MapTHIa
OT MPOAYKTa Ha Ma3apa e JIkKeH Aa mpencrasu B MAJIL:

1. 3asBneHme M0 0Opasell, yTBbPJACH OT H3MBIHUTEIHIA JupekTop Ha MAJL;

2. MOCTpPH OT KpalHUsI MPOAYKT H/WIH MOCTPHU OT MPOJYKTA B HACUITHO ChCTOSHHE/HEPA3JIAT MPOIYKT, H/HITH
MOCTPU OT MEKIMHHHU W U3XOAHU MPOAYKTH B KOJIMYECTBA, IOCOYCHN B PHKOBOJICTBOTO 32 OCBOOOXKJaBaHE
Ha TapTU/a JEKapCTBEH MPOIYKT OT O(HIIHaIeH KOHTPOJICH OpraH, H3JaeH0 OT EBponelcKus TupeKTopar
10 Ka4eCTBOTO Ha JIEKapCTBATA M 3[JpaBeOIIa3BaHe;

3. IPOTOKOJIH 32 MPOM3BOJCTBOTO M KAYECTBEHHUSI KOHTPOJI HA MAPTHAATA, U3/IaICHH OT IPOU3BOAMTEIIS, KOUTO
ca cboOpa3eHH KaTo MUHUMYM C JIaHHHUTE, IOCOYEHH B oOpaszela OT aJMHHUCTpaTHBHATA NpoLeAypa Ha
EBpomneiickus TupeKTopar o KauecTBOTO Ha JIEKapcTBaTa M 3[paBeolia3BaHe 3a OCBOOOXKIaBaHE Ha MapTHIA
OT O(pUIIMAJICH KOHTPOJICH OPT'aH.

(2) (domn. — AB, 6p. 67 o1 2020 1.) B cpok 60 nHU OT AaTaTa Ha MPEAOCTABSHE HA ITBJIHUS KOMIUIEKT JOKYMEHTH
WAJI u3BbpmIBa OLEHKAa Ha TPOTOKOJHUTE OT IPOHM3BOJACTBOTO W KAYECTBEHUS] KOHTPOJ Ha JIEKAPCTBEHHS
HPOJYKT, HOJIYyYeH OT YOBENIKa KPhB HMJIM YOBEIIKA IUIa3Ma, M W3MHTBAaHE HA NMPEIOCTAaBEHUTE MOCTPU B
aKpeIuTUpaHa J1IadopaTopus WK Jpyra oQuIiMaiHa JadopaTopusi 3a KOHTPOJ, 3a Ja YCTAaHOBH Jalld
JIEKapCTBEHUSAT POJYKT 110 ail. | e Mpou3BeeH B CbOTBETCTBHE C OJI0OOPEHUTE CIICIH(DUKALINH.

(3) (U3m. — JIB, Op. 67 ot 2020 r.) Ilpu momoxxuTeneH pe3yaTar OT OIlEHKaTa U U3MUTBaHeTo 1o ai. 2 MAJI
n3JaBa cepTU(HKAT 32 OCBOOOKIaBaHE HA APTHIATA.

(4) (Ot™m. — [IB, 6p. 67 ot 2020 1.).

(5) (U3m. — JIB, 6p. 67 ot 2020 r.) Koraro omeHkara u M3MWTBAHETO IO aj. 2 3a ChOTBETHATAa MapTHJA
JIEKapCTBEHU MPOYKTH ca U3BBPIICHU OT OQuIInaIHa JabopaTopus 3a KOHTPOJI Ha JIEKAPCTBEHH POLYKTH B
Jpyra JabpKaBa WIEHKa TpeArd MyCKaHeTO Ha MapTujaTa Ha Ia3apa B CTpaHara, NPUTEXKATENIAT Ha
paspemenuero 3a yrnorpebda npezactass B MAJI ceprudukaTa 3a 0cBOOOXKJaBaHe HA MAPTUIATA JEKaPCTBEHU
NPOJIYKTH, U3aJICH OT PETYJIATOPHHS OpraH Ha Jbp)KaBaTa WICHKA, KaKTO M MH(POPMAIMOHEH (OpMYIIsp 3a
npoaax0a 1mo obpaselr, yTBbP/ICH OT U3IIBIHUTEIHUS TupekTop Ha MAJL.

(6) B cirygauTe 1o an. 5 MAJI He uzpbpiBa geitHOCTHTE TI0 at. 2 U 3.

Ya. 70a. (HoB — B, 6p. 67 ot 2020 r.) M3mpaHUTETHATA areHIMs IO JIEKapCcTBaTa MOXE Jia
W3BBPIIN AOMBIHUTETHN U3MIUTBAHUS HA MOCTPH OT JIEKAPCTBEH MPOAYKT 1o 1wi. 69 u 70 B ciieqHuUTE Cirydau:
1. 3HaUMTEIIHA MPOMSIHA B ITPOIIEca Ha ITPOM3BOACTBO, KjIacH(PHUIIMPpaHa 0 pejl, OMPE/IesieH B Hapeadara 1o 4.
42;
. IPOMsIHA Ha MSCTOTO Ha IPOM3BOJICTBO;
. HeXxeJtaHo chOuTHe 1o § 1, T. 40 OT AOIBJIHUTEIIHUTE Pa3NopPeaoH;
. BHAYUTEITHU OTKJIOHEHUS B IPOU3BOJICTBEHHS ITPOIIEC;
. IPOMEHU B MPOLEAYPHUTE 32 UIUTBAHE HA TPOU3BOIUTEIIS,
. HeOYaKBaHa MPOMEHJIMBOCT B PE3YJITATUTE OT M3MMTBAHUATA 110 KOHTPOJIA Ha KA4e€CTBOTO, 3BBPIICHU OT
MPOU3BOAMTES U OT O(QUIIHAIHUSA KOHTPOJICH OpraH;
7. KpUTHYEH JIOKJIA]] OT U3BbPIIECHA NHCIICKIUS Ha TPOU3BOUTEI.

AN D AW N
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Ya. 706. (Hos — JIB, 6p. 67 ot 2020 r.) (1) 3a m3naBane Ha cepTUhUKAT 32 OCBOOOXKAABAaHE HA
nmapTya MPUTEXATENAT Ha pa3pelieHure 3a ynorpeda npeacrassa B MAJl nokyMeHT 3a IutaTeHa Takca B pa3Mep,
ompenelneH B Tapudara mo wi. 21, ain. 2.

(2) Pazxoaure 3a M3BBpLIBAHE HA W3NUTBaHUATA MO Wi. 69 W 70, KaKTO M Pa3XoOUTE 3a JOMBIHUTEIHH
m3nrTBaHuUs 1o wi. 70a ca 3a cMeTKa Ha 3asSBUTEIIS.

(3) CeprudukarsT 32 0CBOOOKIABaHE HA MAPTHIA CE M3/1aBa HA OBJITAPCKU €3MK Ha MMETO Ha IIPHUTEKATEIT
Ha pa3pelIeHueTo 3a ynorpeda Ha JIeKapCTBEHHUS NPOIYKT, a IO HETOBO HCKaHE — M Ha aHTIIMICKU €3HK.

(4) Koraro B cimyuyante mo wi. 69 u 70 maptuaara Ha JeKapCTBEH MPOAYKT HE € B ChOTBETCTBHUE C 0JI00peHNTE
cnenu(puKayy, U3TBIHATEHUAT AupekTop Ha MAJI ninm onpaBoMOIIEHO OT HETO JUTHKHOCTHO JIUIIE TTPaBU
MOTHBHUPAH OTKa3 3a U3JaBaHe Ha CEpTHU(HKAT 32 OCBOOOKIaBaHEe Ha MapTHIATA.

(5) WsnpianuTenHata areHUMsA IO JieKapcTBaTa HM3Mpalia JaHHU 3a OTKaza Mo ajn. 4 B cucTemara Ha
opumHMaTHUTE KOHTPOJHH JIeKapCcTBeHW JabopaTopuui Ha AbpkaBuTe wWwieHKH W Ha Konudbeneparms
[IBeiiapus.

(6) OTka3bT 1O all. 4 MoAJIeKH Ha 0OKallBaHe Mo peJa Ha AJIMHUHUCTPATUBHOIIPOLECYaTHHS KOJIEKC.

Ya. 71. (1) [purexarensT Ha paspelieHre 3a ymnorpeba € JIbKeH Ia MOJabp)ka CHcTeMa 3a
OJOKMpaHe W M3TETJITHE OT Ma3apa Ha JEKApCTBEHH NPOIYKTH, KOMTO HE OTTOBAapsAT HAa M3MCKBAHUATA 32
KayecTBO, 0€30MaCHOCT U €PUKACHOCT.

(2) [IpurexxarensaT Ha pa3pelIeHue 3a yrnoTpeda € ITbKeH Aa OJOKHpa M U3TETIIH JIEKapCTBEHUTE MPOAYKTH,
MOKa3aJIi HEeChOTBETCTBHE C M3UCKBAHMATA 332 Ka4eCTBO, €PUKACHOCT U 0€30MacHOCT, MO pea Ha HapendaTa
mo ui. 274, ai. 1.

Y. 72. (Otwm. - [IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.).

Yua. 73. (1) IlputexkaTenar Ha pa3pemieHHETO 3a yImoTpeda MOXKe Ja MPEeXBBPIN MpaBaTa BbPXY
paspelieHreTo 3a yrnorpeda Ha JEKapCTBEHUS! MPOMYKT Ha APYro IOPUIUYECKO JIHMIE WM HAa OOCIWHEHUS,
KOUTO HE Ca IOPUAUYCCKH JIUIA, YCTAHOBCHH HA TCPUTOPUATA HA IbPKABUTE YWICHKHU.

(2) IlpurexarenstT Ha pasperneHneTro 3a ymnorpeda momaBa B WAJl 3asBneHne, KbM KOETO IMpHiara
JOKYMEHTAIIHS, OTIpe/ie]ieHa B HapeadaTa 1o wi. 42, KaTo MocovBa IMPeIIoKeHHE 3a JaTa Ha MPEXBHPIISTHETO.
(3) IIpu ycranoBsiBaHE HA HEMBIHOTH B HOKyMeHTaIus 1o ai. 2 MAJI yBegoMsiBa MUCMEHO IIPUTEKATENS Ha
paszpeleHueTo 3a ymnorpeba Ja mpencTaBu HeoOXomumara IOINBIHUTENHAa WHpopMmauus B cpok 30 gHH.
CpokbT 1o an. 5 criupa Ja Tede OT JaTrara Ha YBeJIOMIIGHHETO J0 PeJ0CTaBsHEe Ha NCKaHaTa HH(OpMAITusl.
(4) Axo B cpoka 1o aj. 3 MPUTEKATEIAT Ha pa3pelIcHUETO 3a YrmoTpeda He JMOMBIHM JOKYMEHTAIIMATA,
npolieypara 1Mo NPexXBbPIISIHE Ha pa3pelIeHUETO 3a YIoTpeda Ha JIeKapCTBEHHS POIYKT Ce MPEKpaTsBa.
(5) B cpok 30 mHuM OT maraTa Ha MOAaBaHE Ha 3asBIECHHETO MO al. 2 M3MBIHUTETHUAT nupektop Ha MAJL
M3/laBa pa3pelieHue 3a MPOMsHA, C KOETO Ce 0l00psaBa MpexXBBHPISHETO. B paspernennero 3a mpomMsHa ce
MOCOYBA | J]aTaTa Ha MPEXBBPIISIHE HA pa3pellieHueTo 3a ynorpeoda.
(6) HoBusT mpuTexaTenl Ha pa3pelieHHeTo 3a yrnoTpeba moeMa H3ISIO MpaBaTa M 3adb/DKCHHsATA Ha
MIPEIUIITHAS TPUTEKATEI Ha Pa3peIIeHHETo 3a yrnoTpeoda.
(7) TIpu mpexBHPIISHETO HA pa3pelIeHUETo 3a YIOoTpeda Ha JISKapCTBEH MPOIYKT MO peaa Ha ai. 1 - 6 CpoKbT
My HE C€ MPOMEHSI.
Paszpnen VII
IIponenypa no B3aMMHO NPU3HABaHE M AeHeHTPAIM3MPaAHA NMPOLeAypa

Yua. 74. (1) Koraro nunero mo wi. 26, an. 1 mMa u3ganeHo paspelieHue 3a ynotpeda B Ipyra
IbprKaBa WiICHKA 3a CHIUS JICKAPCTBEH MPOIYKT MO CMUCHIIA Ha Wwi. 45, an. 3, 3a KOWTO € IMoAalo 3asBICHNE
3a paspeieHue 3a yrnorpebda no MAJL, To mogaBa uckane J0 peryJaTOpPHUSI OpraH Ha NOCOYEHA OT HEro B
3asIBJICHUETO JbPKaBa YICHKA, HApUUaHa 0-HATaThK "pedepeHTHa IbpxaBa', 1a U3rOTBU OLEHBYCH J0KJIa/
WM J]a aKTYaIU3¥pa ChIIECTBYBAIIIUS.
(2) Cbc 3asBrnenuero ymiero no ai. 1 momaBa B MAJI mocwe, K0eTO € WAGHTUYHO HA MOMAJACHOTO B
pedepeHTHaTa Abp)KaBa U B JAPYTUTE IbPKABH WICHKH, TIOCOUYEHHU B 3asBJICHUETO, HApHUYaHHU IO-HATATHK
"3acerHatu JppxaBu'.
(3) UzreiHUTETHATA areHIUS 110 JIEKAPCTBATA M 3asSBUTEIAT MOTyYaBaT MO CIYKEOEH ITbT OT PETyJIaATOPHUSL
opras Ha pedepeHTHaTa IbprKaBa 1Mo ajl. | OeHBYHHUS JOKIIA] 3a€JHO C O00peHaTa KpaTka XapaKTepHUCTHKA
Ha TIPOIYKTa U C OJOOPEHNUTE MAKET Ha OMAKOBKATa M Ha JINCTOBKATa 3a MaIlUeHTA.
(4) UsnenHUTENHATA areHIMS 10 JIeKapcTBaTa pas3riexk/a JOKYMEHTHTE 10 al. 3 W MUCMEHO MH(OpMHpa
pedepeHTHaTa ABpKABA 32 B3ETOTO pelieHue B cpok 90 JHU OT JaTaTta Ha IMOJyYaBaHETO UM.
(5) B cpok 30 gaM OT MOTy4aBaHETO Ha YBEIOMJICHHE 3a MPUKIIOYBAHE HA Mpoleaypara oT pedepeHTHara
IbprKaBa U3ITBIHATEHUAT qupektop Ha MAJI u3gaBa paspernienne 3a ynorpeda Ha JIEKapCTBEHHUS MIPOIYKT Ha
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Teputopusta Ha PemyOnmka beirapust ¢ oo0peHHTE KpaTKa XapakTepHCTHKa Ha TNPOJYKTa, MakeT Ha
OITaKOBKAaTa M JINCTOBKATA 3a MaI[eHTA.

Y. 75. (1) Korato snuniero no . 26, an. 1 moxasa ennoBpeMenHo B MAJI u B 1pyru nappxkaBu
YJICHKH 3asBJICHUE 3a pa3pelicHHe 3a yrnoTpeda Ha JICKapCTBEH MPOIYKT, 32 KOHTO HsAMa H3aJCHO
paspemieHue 3a yrnoTpeda Ha TEPUTOPHUATA HA Abp)KaBa WICHKA, TO MMOCOYBA B 3asBICHHUETO PETYIaTOPHUS
opraH Ha IbpkaBaTa WiICHKa, HApUYaHa MO-HATaThK "pedepeHTHa abp)kaBa', KOHTO a M3TOTBH MPOCKT Ha
OIICHBYCH JIOKJIAJ], TIPOCKT Ha KpaTKa XapaKTePUCTHKA HA MPOJyKTa M MPOCKT Ha MAaKET Ha OMaKOBKaTa U
JUCTOBKATA 3a MAIFeHTA.
(2) Csc 3asBrnenuero aunero no an. 1 mogasa B UAJI mocue, HaeHTHYHO HA MTOAAEHOTO BHB BCUYKH APYTH
JbPKaBH YWICHKH, IOCOYCHH B 3asBJICHUETO, HAPUYAHU NIO-HATATHK "3aCETHATH IbpXKaBH'.
(3) UzmrbiHUTETHATA areHIUS T10 JIEKAPCTBAaTa M 3asBUTEIAT MOJydYaBaT MO CIYXKEOCH ITbT OT PETyJIATOPHUS
opraH Ha pedepeHTHaTa JbpKaBa MPOEKTa Ha OIEHBYEH JOKJIAJ, NMPOEKTa Ha KpaTKa XapaKTepHUCTHKa Ha
MPOJIYKTa U TIPOCKTA Ha MaKeT Ha OMAKOBKATa M Ha JINCTOBKATA 3a MAaI[UCHTA.
(4) UsnbnHUTENHATA areHIMS 10 JeKapcTBaTa pas3riek/a JOKYMEHTHTE M0 al. 3 U MUCMEHO MH(OpMHpa
pedepeHTHaTa TBhpKaBa 3a B3€TOTO pemieHre B Cpok 90 mHU OT AaTaTa Ha MOTyYaBaHETO M.
(5) B cpok 30 gaE OT MOTy4aBaHETO HAa YBEIOMJICHHE 3a MPUKIIOYBAHE HA MPOIeAypara oT pedepeHTHaTa
JbpKaBa U3ITBIHUTEHUAT qupektop Ha MAJI uzgasa paspenicHue 3a ynorpeda Ha JIeKapcTBEHHUS IPOAYKT Ha
Tepuropuara Ha Pemybnmuka bwirapus ¢ ogoOpeHHTE KpaTka XapaKTEepHCTHKa Ha TMPOIYKTa, MakeT Ha
OITaKOBKATa M JINCTOBKATA 32 MAI[eHTA.

Y. 76. (1) Korato Penybnuka beirapus e pedepentna nbpxasa no wi. 74, UAJL:
1. B cpok 90 aHM OT maTaTa Ha MMOAAaBaHE HA BaJMJHA JOKYMEHTAlMs U3Mpallia Ha PeryJaTOpHUTE OpTaHU Ha
3acerHaTHTE AbP>KaBU U Ha 3asIBUTENS OLCHBYHUS JOKIIal, IPUAPYKEH ¢ 0H00peHaTa KpaTKa XapaKTepHCTHKa
Ha MPOAYKTA U ¢ 0100peHUTE MaKeT Ha OMAaKOBKAaTa U Ha JIMCTOBKATA 3a MallMeHTA;
2. 3aKpuBa NpoLeAypaTa U yBeJOMsIBa 3aIBUTENS U 3aCETHATUTE IbP>KaBH, aKO BCUYKHU 3aCETHATH AbPIKaBHU ca
ST OIOOPHITHL.
(2) B cpok 30 mHU OT 3aKpHUBaHETO Ha MPOIeAypaTa 1Mo aj. 1, T. 2 u3nbIHUTENHUAT qupektop Ha UAJI nznasa
paspelienue 3a yrnorpeda Ha JIEKapCTBEHUS MPOYKT Ha TepuTopusiTa Ha Penyonuka benrapus ¢ omodpenure
KpaTKa XapakTepuCTHKa Ha IPOAYKTa, MaKeT Ha ONaKOBKAaTa M Ha JINCTOBKATA 3a MaIMeHTa.
(3) Korato Peny6mnuka benrapust e pedepenrna gppkasa mo wi. 75, MAJI:
1. B cpok 120 guM OT JaTarta Ha MMojlaBaHe Ha BaJIHIHA JOKYMEHTAIUs U3Mpalla Ha peryjIaTopHUTE OpraHu Ha
3acerHaTUTe IbpKAaBU U Ha 3asBUTENS MIPOEKTa Ha OLEHBUHUS JOKIIAJ, IPOEKTa Ha KpaTKa XapaKTepUCTUKa
Ha MPOAYKTa U NPOEKTa Ha MAaKeT Ha OMAKOBKAaTa M HA JIUCTOBKATA 32 ITallMEeHTA,;
2. 3aKpuBa IpoLelypaTa 1 yBeIOMsIBa 3asIBUTEIS M 3aCETHATUTE AbPKaBH, aKO BCUYKH 3aCETHATH JbP)KaBU ca
ST OJIO0OPHIIH.
(4) B cpok 30 mHM OT 3aKpHBaHE HA MpoLEAypara 1o ai. 3, T. 2 u3NbIHUTETHUIT nupekTop Ha MAJI nuznasa
paspelienue 3a ynorpeba Ha JIeKapCTBEHUS MPOAYKT Ha TepuTopusiTa Ha PenyOnuka bearapus ¢ onobpenure
KpaTKa XapakTepUCTHKa Ha MPOAYKTa, MaKeT Ha ONAaKOBKaTa M Ha JINCTOBKATA 3a MaI[MeHTa.

Ya. 77. (1) Koraro MAJI He og06pu npencraBeHaTa JOKyMEHTaIUs 1Mo wi. 74, an. 3 wiu no ui1. 75,
an. 3 mo chbOOpaKEeHUs 3a MOTEHIMAJICH CEPUO3EH PUCK 3a 31PaBEeTO Ha HACEJICHHUETO, U3rOTBS MOAPOOCH
JIOKJIaJl C MOTUBH JI0 pehepeHTHATA Ibp)KaBa WiICHKa, 10 APYTUTE 3aCerHATH IbPYKaBU U JIO 3asBUTEIISL.

(2) Cnopaute BbIpocH Mo an. 1 ce pasmnexngaT or KoopawHanpoHHaTa Tpyrna Ha IbpXKaBUTE WICHKH.
3asBUTEIIAT MOXKE J1a TIPEJICTABU CBOSATA MO3UIHKS 110 Pa3rieKIaHuTe BbIPOCH TMCMEHO MIIH YCTHO.

(3) M3mpHuTeHATA areHIMs 1o JieKapcTBara yyactBa B KoopmHanmoHHaTa rpymna 1o ai. 2 10 3aKpHBaHe
Ha Ipoleaypara oT peepeHTHaTa AbpHKaBa.

(4) B cpok 30 1Hu OT moyuaBaHe Ha yBEJAOMIICHUE 3a 3aKpHUBaHE Ha MpoLeaypara oT pedepeHTHaTa JbpKaBa
M3IBIHUTENHUAT aupekTop Ha MAJl m3pmaBa paspemeHne 3a ynmoTpeba Ha JIEKApPCTBEHHS MPOIYKT C
0JI00pEeHNTE KpaTKa XapaKTepUCTHKA Ha TIPOJIyKTa, MaKeT Ha ONTAaKOBKATa M HA JICTOBKATA 3a MAI[HEeHTA.

Ya. 78. (1) Koraro B mponenypa npen KoopaunaimonHata rpymna mo wi. 77, an. 2 Jpp)KaBuUTe
YJICHKH HE MMOCTUTHAT ChIJIacue, CIOPHUTE BBHIIPOCH ce pasriiexaaT oT KomuTera 3a jgekapcTBEHH NMPOIYKTH
3a XyMaHHa yrnorpeba kpM EBpomelickara areHIms 1o JekapcTsara 1o apoutpaxksa npouenypa. Komme ot
JIOKYMEHTAIIMATA Ce M3Tpalia Ha 3asiBUTEIS.
(2) 3asBuTensaT npeacras B EBpornelickara areHuus o JieKapcTBaTa JOCHETO Ha JIEKAPCTBEHHUS NPOIYKT U
KpaTKaTa XapaKkTepUCTHKa Ha IPOIYKTa.
(3) B cyuanre no an. 1, ako MAJI e ogoOpwia oneHbYHNS JOKIIA/, TPOEKTa Ha KpaTKaTa XapaKTepUCTHKA Ha
MPOJIYKTa U MakeTa Ha OMlaKOBKAaTa M Ha JINCTOBKATA 3a MalMeHTa, IPEJIOCTABEHU OT pedepeHTHaTa IbpKapa,
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M3MBITHATETHUAT aupekTop Ha MAJI mo monba Ha 3asgBHUTENSI MOXKE Jla M3/1ajie pa3pelieHne 3a ynorpeda Ha
JIEKapCTBEHHUS IPOAYKT, IIPEIH Ja € 3aBbPIIUIa apOuTpakHaTa IpoIierypa 1o ai. 1.

(4) Cnen mpukirouBaHe Ha apOMTpaXKHAaTa MPOLEAypa H3MBIHUTETHHAT AupekTop Ha WMAJl mpuBexna
W3JaJIEHOTO pa3pelleHure 3a ynoTpeda 1o aj. 3 B CbOTBETCTBHE C pereHneTo Ha EBpomneiickaTa KoMHCHSL.

Y. 79. (1) Korato perynaTopHUTe OpraHy Ha €Ha WM Ha HAKOJIKO TbPKaBH WICHKH Ca IIPHEITH
Pa3INYHU PENICHUs 110 OTHOIICHUE Ha pa3pelIeHUETO 32 yrnoTpeda Ha eIUH ¥ ChIIl JISKAPCTBEH MPOJYKT WU
0 OTHOIIICHHE HAa HETOBOTO BPEMEHHO CIIMPaHEe WK Ha oTHeMaHeTo My, MAJI oTHacs Bwiipoca 1o Komurera
3a JIEKapCTBEHU MPOJYKTH 3a XyMaHHa ynoTpeda KbM EBporieiickara areHIms mo JIeKapcTBara 3a mpuiarane
Ha apOUTpakHa MpoIleypa. 3asBUTEIAT WK MIPUTESKATEIAT HA Pa3pelleHHETo 3a ynoTpedba Moxke Jja OTHece
BhIIpoca 1o Komutera 3a jiekapcTBEHU MPOAYKTH 3a XyMaHHa ynorpeba kbM EBpomeiickaTa areHuus 1o
JIeKapcTBaTa 3a MpujaraHe Ha apOuTpaskHa Mpolelypa Mo CBOS MPELeHKa.
(2) (Ot™. - 1B, 6p. 102 0T 2012 1., B cmma ot 21.12.2012 1.).
(3) (U3m. - B, 6p. 102 or 2012 r.,, B cuma ot 21.12.2012 r.) B cayyaure mo an. 1 MAJl wumm
3asIBUTEIAT/TIPUTSKATENAT HA Pa3peIICHUETO 3a yrnoTpeda Ha JICKApCTBEHUS MPOIYKT MPEAOCTaBs Ha
EBpomnelickaTa areHIys 1o JiekapcTBaTa IsulaTa HaInYHa HH()OpMAIIHS TI0 ChOTBETHHS BBIIPOC.
(4) (Ot™. - IB, 6p. 60 ot 2011 r., B crma ot 5.08.2011 1.).
(5) (Orm. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.).

Y. 79a. (Hos - B, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 1.) (1) B 3aBHCHMOCT OT pemieHHeTo
Ha EBpomeiickaTta xommcHs cien MPUKIIOYBaHE Ha apOuTpaxksHa mpouenypa MAJL B cpokx 30 gum ot
MOJTy4yaBaHe Ha yBEIOMIIEHUETO:
1. u31aBa, BpEeMEHHO CIIMpa WK TPEKpaTsiBa pa3pelieHue 3a yrnorpeda, uin
2. M3UCKBA A Ce N3BBPIIAT IPOMEHH B U3JaICHOTO pa3pelIcHNE 3a IOCTUTaHE HA ChOTBETCTBUE C PEIICHUETO
Ha EBporneiickata koMuCHsl.
(2) U3npaHuTenHaTa areHuus no jJekapcrsara yBeaoMsasa EBponeiickata komucust 1 EBponelickara areHims
IO JIEKapCTBaTa 3a U3AAJAEHUS aKT 1o ail. 1.

Ya. 796. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) B cnyuanre, koraro ca
3acerHaTy nHTepecuTe Ha EBpomneiickus cbio3 U IMpeu B3eMaHe Ha pelleHre 3a U3/laBaHe Ha pa3pellieHue 3a
ynotpeba Ha JIEKapCTBEH MPOAYKT, 32 BpEMEHHOTO My CITUpaHe, 3a MPEKPaTsSBaHETO WK 32 MPOMSIHATA MY,
WAJL, 3a9BUTEIAT WM IPUTEXKATEIAT Ha pa3pelleHue 3a yrnorpeda Morat ga OTHecaT BhIIpOca JO KOMHUTETa
mo wi. 79, an. 1 3a npuiarane Ha apOUTpakHA IIPOIIEIypa.

(2) B cimyuaute 1o an. 1, korato ce3upaHeTo € B pe3yJTaT Ha OIleHKa Ha JaHHHU, CBbP3aHH C IPOCIIe/sIBaHe Ha
JIeKapcTBeHaTa 0e30IIacHOCT Ha paspelleH 3a ynorpeda JICKapCTBEH HPOIYKT, BBIPOCHT CE€ OTHACS M0
KOMHUTETA IO Wwi. 56a, ain. 1, 1. 1 u ce npunara npoueaypara no wi. 1944 wiam 194m.

(3) (U3m. — /1B, Op. 18 ot 2014 r.) M3nmbJiHMTEIIHATA ar€HIIKS 110 JISKapCTBaTa Mpuiiara mpoleaypara 1o riiaBa
ocMma, paznen [V, korato e HE0OOXOAMMO MPUITATAaHETO HA €HA OT MEPKHUTE, TocoUeHU B wi. 194y, an. 2 u 3.
(4) (HoBa — /JIB, 6p. 18 or 2014 r.) He3aBucumo ot an. 1 — 3, xorato € HEOOXOUMO CIEIIHO JeHCTBHE 3a
3alUTa Ha OOIIECTBEHOTO 3]paBe Ha HIKOW eram OT apOuTpakHara mpoueaypa, MAJI moxe ma cmpe
JICHCTBUETO Ha Pa3pelleHneTo 3a yrnorpeda u Ja 3a0paHu ynotpedara Ha ChOTBETHUS JIEKAPCTBEH MPOAYKT Ha
TeputopusiTa Ha PenyOnuka beirapust 1o npuemMaHeTo Ha OKOHYATETHOTO PEILICHHE.

(5) (HoBa — 1B, Op. 18 ot 2014 r.) B cnyuaure mo an. 4 UAJI undopmupa EBpomneiickata koMucus,
EBporneiickaTta areHnus mo jgekapcTBaTa U APyruTe IbpKaBU WICHKH 3a MOTHBHTE 32 CBOETO PEIIEHUE HE TO-
KBCHO OT cJie/[Ballus paboTeH JieH.

Y. 80. (Uzm. - [IB, 6p. 12 o1 2011 1., B cuna ot 8.02.2011 r.) YcnoBusTa v pexbT 3a U3BbPIIBAHE
Ha MPOMEHHU B M3JIAJCHUTE Pa3pelieHus 1Mo TO3M pasnen ce ypexaar ¢ Perimament (EO) Ne 1234/2008 na
EBponeiickata komucus ot 24 HoemBpu 2008 T. OTHOCHO Pa3riekKAAHETO HA IPOMEHUTE B YCIOBHSTA Ha
paspelIeHusITa 32 ThProBHsl C JICKApPCTBEHU HPOIYKTU 33 XyMaHHa yHnoTpeda W BETEpUHAPHM JIEKapCTBEHU
npoayktu (OB, L 334/7 ot 12 nekemspu 2008 T.).
I'naBa yerBBpTa
KJIMHNUYHU UIIUTBAHUA

Pazngen 1
OO0uu paznopenou

Y. 81. (U3m. — JIB, Op. 84 or 2018 r., B cria 6 Mecena cieq myOIuKyBaHe Ha ChOOIIEHUETO 110
ui1. 82, maparpad 3 ot Permament (EC) Ne 536/2014) (1) KinimanuHo n3nuTBane Ha TepuTopusiTa Ha PeryOnuka

30



Bboearapus moxe fa ce mpoBex/ia Ciiel IojlydaBaHe Ha pa3pelieHne, U31aJeHo MPH YCIOBUATA U IO peaa Ha
Pernmament (EC) Ne 536/2014 na EBpormetickus napiameHT u Ha CbBeta oT 16 ampui 2014 r. 0THOCHO
KIIMHUYHUTE M3MUTBAHUS Ha JIEKAPCTBCHHM MPOAYKTH 3a XyMaHHA ymoTpeba, W 3a oTMsHA Ha [lupektuBa
2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), napuuan no-Haratbk "Permament (EC) Ne 536/2014", u Ha 031
3aKOH.

(2) W3mpmHuTENHATA areHIWs IO JIEKapcTBaTa WM3MBIHIBA NEHHOCTHUTE HA JOKJIAIBallla, CHOTBETHO Ha
3acer’ara JIbprKaBa U JIOMBIHUTEIHO 3acerHara Jibpxasa mo cMuchia Ha Permament (EC) Ne 536/2014, u e
HaIlMOHATHOTO 3BEHO 3a KOHTAKT 110 4. 83 oT Permament (EC) Ne 536/2014.

Y. 82. (M3m. - [1B, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 1., 6p. 84 o1 2018 1., B cria 6 Mecena
cien myOIuKyBaHe Ha ChoOIIeHneTo 1o wi. 82, naparpad 3 ot Pernmament (EC) Ne 536/2014) (1) 3a u3naBane
Ha paspelieHUe 3a MPOBEXKJIaHEe Ha KIMHUYHO W3IMTBAaHE M 32 M3[aBaHe Ha pa3pellieHHe 3a ChIIECTBEHA
MPOMSIHA B pa3pelicHO KIMHUYHO M3IUTBAHE BB3IIOKUTENST MMO/IaBa 3asBJICHUE U JOCHEe ChIiacHo riasa [V
ot Pernmament (EC) Ne 536/2014 upes I[oprana Ha EBponetickus cbio3 (EC) o wi. 80 ot Pernament (EC) Ne
536/2014.

(2) 3a mogaBane Ha 3asiBIIEHHE TIO ajl. | ¥ 3a OlleHKa Ha JOKYMEHTANHATA, IPUI0KEHa KbM HETO, BB3JIOKUTEIST
3amrama Takca B pasMep, onpeneieH ¢ Tapudara mo wr. 21, am. 2.

Y. 83. (U3m. — JIB, Op. 84 ot 2018 r., B criia 6 Mecena ciefi myOIMKyBaHe Ha ChOOIIEHUETO T10
wr. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Komucusara mo wi. 103, an. 1 u3BbpiiBa orieHKa Ha
ETUYHUTE acTeKTH Ha KIMHAYHOTO M3MUTBAHE W HA CHINECTBEHATA MPOMSHA HA KIMHHYHOTO M3MUTBAHE MPU
ycnoBusTa u o pena Ha Pernmament (EC) Ne 536/2014 v u3rotss MOTUBHPAHO CTAaHOBHIIE, KOETO MPEICTaBs
Ha UAJL

Y. 84. (Uzm. — JIB, Op. 84 ot 2018 r., B cria 6 Mecena cief myOnnKyBaHe Ha CHOOIIEHUETO IO
ui. 82, maparpad 3 ot Permament (EC) Ne 536/2014) (1) M3nbenHuTeNHATA areHnus Mo JieKapcTBaTa n3aaBa
paspCuiCHUC 3a KIIMHUYHO H3MNHWUTBAHC, PAa3pCHICHUC 3a KIMHUYHO U3MNUTBAHC NPU OHNPCIACIICHU YCJIOBHA,
paspelnieHne 3a ChIIECTBEHA MPOMSHA HA KIMHUYHO M3MUTBAHE, pa3pelieHne 3a CHINECTBEHA MPOMSHA Ha
KJIMHUYHO M3MHTBAaHE TIPH ONPENICIICHN YCIOBHS WM OTKa3Ba M3/IaBaHETO HA pa3pelIeHUe MPH yCIOBHATA U
o pena Ha Pernmament (EC) Ne 536/2014.

(2) OtkazbT N0 ai1. 1 moaseku Ha OOKaJIBaHe Mo peja Ha AJIMHHUCTPATHBHOIIPOIECYaTHHS KOJIEKC.

Y. 85. (Uzm. — JIB, Op. 84 ot 2018 r., B criia 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO IO
ui. 82, maparpad 3 ot Permament (EC) Ne 536/2014) C Hapenba Ha MHHUCTBpPa Ha 3/IpaBeoNa3BaHETO ce
OTIPEIIEIIAT:

1. ycrmoBusATa M peAbT 3a mojaBaHe Ha naHHu U nHpopmanus ot MAJl u ot ETnuHaTa koMuCHS 32 KITMHUYHU
m3nutBanus B [loprana Ha EC mo un. 80 ot Pernmament (EC) Ne 536/2014;

2. nocteirbT Ha MAJI 1 Ha ETnunaTa KoMucus 3a KIIMHNYHY n3nuTBadug 1o basarta gannu Ha EC mo . 81 ot
Permament (EC) Ne 536/2014;

3. yCIIOBUATA U PEIBT 3a MPEACTABSIHE HA CTAaHOBULIATA 10 Wi. 83 U pelbT 3a B3auMozeiictue mexay MAJI u
ETnunaTa KOMUCHS 33 KJIMHUYHH W3MTATBAHUS;

4. noxymenrtute u naHaute ot [Ipunoxenue | u [Mpunoxenue I or Pernmament (EC) Ne 536/2014, xouto ce
omensiBar oT MAJl n or EtnvnHara xoMucus 3a KIMHUYHU WM3IHUTBAaHWS, KaKTO M €3WKBT, HA KOWTO ce
MPEJICTaBSAT.

Y. 86. (1) (Jom. — /1B, 6p. 84 ot 2018 1., B cuya 6 Mecena ciel myOoJIMKyBaHe Ha ChOOIIEHHETO
no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014) Beuuku nuua, npoBexJamiy KITMHAYHO U3IUTBAHE,
TpsOBa J1a MMaT CHOTBETHATa MPOQECHOHATHA KBaMU(HUKALM, OOydeHHE M ONHT, 32 Ja H3IIBJIHIBAT
CBBp3aHHUTE C MU3MUTBAHETO 33/1a4d B CHOTBETCTBHE C MpaBmiara 3a JloOpa KIMHUYHA MPAKTHKA ChIIACHO
Permament (EC) Ne 536/2014.

(2) KnuanyHo u3nMUTBaHE HA JIEKAPCTBEH MPOAYKT CE U3BBPIIBA 0] PHKOBOJICTBOTO Ha JIEKap WU JieKap Mo
JICHTAJIHA MEJIMIIMHA C MPU3HATa MEJUIMHCKA CIIEIUATHOCT B ChOTBETHATAa 00JacT, KOHTO € 3aro3Har C
HUIMYHUTE TPEJAKIUHUYHA W/WIM KIMHUYHU JaHHU 32 TMPOAYKTAa W PHCKOBETE M IPOLEAYpUTE TIO
MPOYYBAHETO.

(3) Ilo BpeMe Ha KIMHUYHO U3MTUTBAHE 33 MEJUIIUHCKUTE TPYKH, IPEIOCTABSIHYA HA YYaCTHHUKA B U3MIUTBAHETO,
Y 32 B3EMAHETO Ha MEJMIIMHCKH PEIICHNs HOCH OTTOBOPHOCT JIEKap € MOAXO/IAINA KBAUTH(UKAIHS WK JIeKap
0 JCHTAJIHA MEINIUHA.

Y. 87. (1) (Uzm. - [IB, 6p. 59 ot 2010 1., B cunia ot 31.07.2010 r., 6p. 60 ot 2011 r., B cuna ot
5.08.2011 r., mom., 6p. 84 or 2018 1., B cwya ot 12.10.2018 r.) KiimanyHO M3NUTBaHE MOXKE Ja CE IIPOBEXKIA B
nedeOHNU 3aBejieHus 32 OOIHMYHA ITOMOIIL, IEHTPOBE 32 TICHXMYHO 3][paBe, IIEHTPOBE 38 KOXKHO-BEHEPUIECKU
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3a00JsIBAHUS, KOMIUIGKCHH OHKOJIOTUYHU IICHTPOBE, TUAIM3HHU IIEHTPOBE, JMATHOCTUYHO-KOHCYJITATHBHU
IEHTPOBE, MEJMIMHCKA IEHTPOBE, JCHTAIHU IIEHTPOBE W MEJHMKO-JIICHTAJIHU IICHTPOBE, KaKTO U B
VHAWBUIYAJTHU W TPYNOBU TMPAKTUKW 3a MBPBUYHA M CICIHATU3UPAHA MEIUIIMHCKA ITOMOII, MOTYYHIN
paspelienue 3a AeHHOCT/yA0CTOBEpEHHE 3a PETUCTpalKs 110 pea Ha 3aKoHa 3a JIeUeOHHUTE 3aBE/ICHHS.

(2) (HoBa — IB, 6p. 84 ot 2018 r., B cuya ot 12.10.2018 r.) KiinHn4HO M3NHUTBaHE C IEKAPCTBEHH MPOIYKTH,
ChIIbpIKAIIN HAPKOTUYHU BEUIECTBA, MOXKE J]a Ce MPOBEXK/IA CaMO B JIeueOHH 3aBe/IeHHs 3a OOTHIMYHA TTOMOIII,
LEHTPOBE 32 MICUXUYHO 3[paBe, LIEHTPOBE 32 KOXKHO-BEHEPUYECKHU 3a00IIIBaHMS M KOMIUIEKCHH OHKOJIOTUYHU
IEHTPOBE, B CTPYKTypaTa Ha KOUTO € pa3KpHUTa anTeka, MpUTekaBaiia JHIEH3Us ChIacHo wi. 33, an. 1 oT
3aKkoHa 32 KOHTPOJ BBPXY HAPKOTHUYHHTE BEIECTBA U MPEKYPCOPUTE, WIN KOUTO Ca CKITFOUYMIIH JIOTOBOP C
JpyTo JIe4eOHO 3aBeJeHNe, B CTPYKTYpaTa Ha KOETO € pa3KpHUTa anTeka, IpUTeXaBalla JUIEH3HUs ChITIACHO
yi. 33, an. 1 ot 3akoHa 3a KOHTPOJI BbPXY HAPKOTHUYHHUTE BEIIECTBA U NPEKYPCOPUTE.

(3) (IlpenumrHa an. 2, u3M. - JIB, 6p. 84 ot 2018 r., B crra ot 12.10.2018 r.) KimuaMYHO H3MHTBaHE MOXKE Ja
ce MPOBEXKa caMo B JieueOHO 3aBEACHUE, B KOETO MMa OTIPEIeNICHO JIMIE 32 KOHTaKT o wi. 107a, an. 1.

(4) (Ilpenumna an. 3 - IB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) PrroBoauTensaT Ha JIeueOHOTO
3aBeJICHUE, B KOETO IIe CE MPOBEXK/Aa KIMHUYHO M3MUTBAHE HA JIEKAPCTBEH MPOIYKT, JaBa ChIIaCHETO CH 32
YYaCTHETO Ha TJIaBHHS U3CIIE0BATEN U 32 TIPOBEXKIAHETO HA H3IUTBAHETO.

Y. 88. (1) Knuanyno u3nuTBane BBPXY XOpa ce U3BBPIIBA ChC:
1. Hepaspenienu 3a yrotpeda B PeryOnuka bearapus nekapcTBeHH IPOAYKTH;
2. paspemieHu 3a ynorpeba B PemyOnuka Bearapust nekapcTBeHM NpPOINYKTH, KOTAaTO C€ M3MUTBAT 3a
Hepas3pelleHo MoKa3aHue, 3a JieKapcTBeHa (popMa, pa3inyHa OT pas3pelleHara, B Heu3caeIBaHa 10 MOMEHTa
rpyna NanueHTH WK 3a I10JIydaBaHC Ha JOIIBbJIHUTCIIHA I/IH(i)OpMaHI/ISI.
(2) Pazpemenn 3a ynotpeda B PermyOnmka benrapus mo cMuchiia Ha an. 1, T. 2 ca JeKapcTBEHH MPOIYKTH,
MOJYYHJIIH pa3pelleHne 3a ynorpeda mo peaa Ha TO3H 3akoH win 1o peaa Ha Permament (EO) Ne 726/2004 na
EBpomneiickus napinament u CbBera.

Y. 89. (Ot™m. — 1B, 6p. 84 ot 2018 1., B cuiia 6 Mecena cien myOIuKyBaHe Ha ChOOIIEHUETO T10
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 90. (Ot™m. — [IB, Op. 84 ot 2018 r., B criia 6 Mecena cien myOarKyBaHe Ha ChOOIIEHUETO T10
1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014(%).

Yu. 91. BB3I0XKUTENAT W INIABHUAT U3CIAEAOBATENl CKIIOYBAT 3aCTPaxOBKa, IOKpPHUBAIA
OTI‘OBOpHOCTTa UM 3a HpI/I‘-II/IHCHI/ITe HpI/I U 110 II0OBOJ HpOBe)KI[aHCTO Ha KIMHHUYHOTO MH3IIUTBAHC
HCI/IMYIIIGCTBGHI/I nu I/IMYH_[eCTBeHI/I Bpe):[I/I Ha y‘-IaCTHI/IIlI/ITe.

Y. 92. (1) (U3m. — [IB, 6p. 84 ot 2018 1., B cuna 6 Mecena cief| myOIMKyBaHe Ha ChOOIEHUETO

no wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Bb3/10KUTENSAT HOCH OTTOBOPHOCT B CIy4aid Ha
YBpEXKIAHHUS Ha 37paBeTO WJIM HA CMBPT, NIPUUMHEHH MPH WU MO TOBOJ] MPOBEKAAHETO HA KIMHUYHOTO
M3MHUTBaHE, KOraTO M3IHUTBAHETO € MPOBEXKIAHO CHIVIACHO M3UCKBAHUATA M IPOLEAYpUTE HAa OJOOPECHUS
HPOTOKOIL.
(2) (U3m. — 1B, 6p. 84 ot 2018 1., B cuyta 6 Mecena ciie myOIMKyBaHe Ha ChOOIIEHUETO 10 Wi. 82, maparpad
3 ot Pernament (EC) Ne 536/2014) I'naBHUsIT n3cieaoBares HOCH OTTOBOPHOCT B CITydaii Ha YBPE:KAaHUS Ha
37paBeTO WJIM HAa CMBPT, IPHYMHEHH IIPU WIIK IO ITOBOJT HA POBEXKIAHETO HAa KIIMHUYHOTO U3MHUTBaHE, KOTaTo
HE ca Cla3eH! M3UCKBaHUATA U MPOIElypUTE Ha OJJOOPEHHSI TPOTOKOI.

Y. 93. (U3m. — JIB, Op. 84 ot 2018 r., B criia 6 Mecenia cieli myOIMKyBaHe Ha ChOOIIEHUETO T10
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014) (1) Koraro kTMHAYHOTO M3NHUTBAaHE C€ TMPOBEXK/IA CAMO
Ha TepuTopusTa Ha PeryOnuka bearapus niu Ha Tepuropusta Ha PenyOnvka brirapus u Ha TepUTOpHATa HA
Tpera IbpKaBa, BB3JIOKHUTENAT ONpeNeNs MPEICTaBUTeNl Ha TepuTopusita Ha PenmyOnmuka Bwarapus 3a
KOHKPETHOTO KIMHUYHO U3IHUTBAHE.
(2) Jlnmero mo an. 1 e agpecaT Ha KOMYHUKalusiTa ¢ BB3JIOXKuTeNs, npeasuieHa B Permament (EC) Ne
536/2014.

Y. 94. Be3noxurenar ocurypsisa 0€38b3Me3IHO U3MUTBAHUS JIEKAPCTBEH MPOAYKT/TIPOIYKTH U
BCSIKO M3JIEJINE, HEOOXOIUMO 3a MIPUIIAraHeTo MY.

Y. 95. (Ot™m. — [IB, Op. 84 ot 2018 r., B cmita 6 Mecena cien myOaMKyBaHe Ha ChOOIIICHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Y. 96. (1) (U3m. — [IB, 6p. 84 ot 2018 r., B cuna 6 Mecena cief| myOIMKyBaHe Ha ChOOIEHUETO
o wi. 82, maparpad 3 ot Perimament (EC) Ne 536/2014) KnmnandHO M3nUTBaHE HA JIEKAPCTBEHU MPOTYKTH CE
JIOTyCKa CaMo BBPXY JIUIIE, KOETO € JIAJIO CBOETO MUCMEHO MH(POPMHUPAHO ChIIIACHE.
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(2) (Ot™m. — 1B, Op. 84 o1 2018 r., B cria 6 Mecena ciiefl myOaIMKyBaHe Ha ChOOIICHUETO 1Mo Wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014).

(3) (U3m. — 1B, 6p. 84 ot 2018 1., B cruta 6 Mecena ciie myOIMKyBaHe Ha ChOOIICHUETO 1o Wi. 82, maparpad
3 ot Pernmament (EC) Ne 536/2014) Mudopmupano ceriacue no rinasa V ot Permament (EC) Ne 536/2014
MOJE J]a JlaBa caMo JieecrocoOHO JIUIe, KOeTo pa3dupa ChIMHOCTTA, 3HAYCHUETO, 00XBaTa U CBEHTYaHUTE
PHUCKOBE OT KITMHUYHOTO M3MUTBaHEe. THPOPMHUPAHOTO ChINIACUE 32 YUACTHE B KIMHUYHO U3MUTBAHE MOXKE J1a
OBbJIC OTTETJICHO 10 BCSKO BpEME.

(4) (U3m. — 1B, 6p. 84 ot 2018 1., B cuya 6 Mecena cies MyOIMKyBaHe Ha CHOOMIEHUETO o Wi 82, maparpad
3 or Permament (EC) Ne 536/2014) Uadopmupano ceriracue o riaBa V ot Permament (EC) Ne 536/2014 3a
HE/ICECIIOCOOHO ITBJIHOJETHO JIMIE CE€ JaBa OT 3aKOHHHS My mpeiacTaButenl. ChIUIACHETO HA 3aKOHHUS
npeacTaBuTeN TpsiOBa J1a MpeCTaBIsABa MIperonaraeMara Bojisl Ha y4acTHUKA U MOKe J1a ObJIe OTTETJICHO 110
BCSIKO BpeMe 0e3 OTPHIIATEITHY MOCIICCTBHS 32 YYACTHHKA.

(5) B cayuauTe mo uin. 162, an. 3 ot 3akoHa 3a 3apaBeTo HHPOPMUPAHO CHIVIACHE AaBa HA3HAYCHOTO OT ChAa
JmIe.

(6) Ha nemeecriocoOHOTO ITHITHOJNIETHO JIMIIE CE€ MPENOCTaBs MH(POpPMAIHS 332 M3MUTBAHETO, €BEHTYATHHUTE
PHUCKOBE ¥ MOJ3UTE B ChOTBETCTBUE C HErOBaTa CIIOCOOHOCT 3a pa3dupane.

(7) U3pu4HOTO KenaHue Ha HEIEeCIOCOOHOTO TBIHOJIETHO JIMIE J]a OTKaXKe J1a yJacTBa WM J1a C€ OTTETIH
MO BCSIKO BpeMe OT KIMHHUYHOTO WM3MHTBaHE TPsiOBa na ObJe B3€TO MPEABHI OT H3CIENOBATENs, a MPU
HEOOXOIUMOCT - OT TTIaBHHS U3CJICA0BaTE.

Yiu. 97. (1) (U3m. — [IB, 6p. 84 ot 2018 r., B cuita 6 Mecena ciel; myOIMKyBaHe Ha ChOOIICHUETO
no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014) KnuHn4HO M3NUTBaHE BHPXY MAaJIOJIETHO JIMIE CE
MPOBEXAa Ciel TOoiydyaBaHe Ha MUCMEHO WHQPOPMHUpPAHO ChITIACHE HA JBaMara pOAWTENH WU Ha
HACTOWHUITUTE Ha JIMIETO NpH cria3BaHe Ha riaBa V ot Permament (EC) Ne 536/2014 u . 96, ai. 3.

(2) Cernacuero Ha pOAWTENMTE W HACTOWHUIMTE TpsiOBa Ja TpeACTaBisBa MpelrnojaracMara BoJIsI Ha
MaJOJETHOTO JIUIle W MOXE Ja ObJe OTTErNIEHO MO BCSIKO BpeMe 0e3 OTpUIATeNIHH IOCICACTBHS 3a
MAaJOJIETHOTO JIAIIE.

(3) UzpuuHOTO KenaHne Ha MaJIOJIETHOTO JIMIIE 12 OTKaXKE JIa y4acTBa WIIH J]a C€ OTTETJIN 110 BCSIKO BpEME OT
KIIMHUYHOTO U3MTUTBaHE TPsIOBa 1a ObJIe B3ETO MPEIBU/ OT U3CIEAOBATENS, & IPU HEOOXOJUMOCT - OT TJTaBHUS
M3CIIeI0BaTEl.

(4) (U3m. — 1B, Op. 84 ot 2018 ., B cuyta 6 Mecena ciie myOIMKyBaHe Ha ChOOIIEHUETO 1o wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014) Knuan4yHO M3NHMTBAaHE BHPXY HEMBIHOJIETHO JIMIE CE MPOBEXKIA CIIEH
MOJTy4aBaHe Ha MICMEHO MH(POPMHUPAHO CHIIIACHE OT JILIETO M OT IBAMATa POIUTENN WU OT TIOTIEYUTENS TIPH
cna3Bane Ha riaBa V ot Pernament (EC) Ne 536/2014 u un. 96, an. 3. Korato eiMHUAT pOUTEI € HEU3BECTEH,
MMoYrHaJI WK € JIMIICH OT POAUTCIICKU IIpaBa, UJIM HEC Ca MYy NMPEAOCTABCHU TaKHBa IIpaBa B CIIy4YauTC Ha
pa3Boj, MHCMEHOTO WH(OPMHUPAHO CHIIIACHE CE JaBa OT HEIIBJIIHOJIETHOTO JIMIE W OT POIUTEINs, KOWTO
yHpaxXHsBa POIUTEIICKHUTE TIPaBa.

(5) Coriacuero Ha HEMBJIHOJETHOTO JIUIIE, HA POJUTENNTE WM Ha MOMEYUTENST MOXKe J1a ObJie OTTErJIeHO I10
BCSIKO BpeMe 0e3 OTPHIIATETHH MOCIECTBUS 32 HEITBIIHOJIETHOTO JIUIIE.

(6) M3pu4HOTO XeTaHne Ha HEMBITHOJIETHOTO JIMIIE /] C€ OTTETIIH 10 BCAKO BPEME OT KIIMHUYHOTO U3IUTBAHE
TpsiOBa 1a Ob/Ie B3ETO MPEBUJ OT M3CIIEA0BATEINS, a IPU HEOOXOAMMOCT - OT TIIaBHHUS H3CIIEI0BATEN.

(7) Ha MmanoneTHOTO WM HEMBJIHOJIETHOTO IUIE C€ MpeaocTaBs HH(opManus 3a HW3MHTBAHETO, 3a
€BEHTYATHUTE PUCKOBE H 32 TIOJI3UTE 10 pa30MpaeM 3a Hero HaurH OT JIeKap, KOWTO UMa OTHT C MaJIOJIETHH U
HEIThJIHOJIETHH JIHIIA.

Y. 98. (Ot™m. — [IB, Op. 84 ot 2018 r., B cmita 6 Mecena cien myOauKyBaHe Ha ChOOIIICHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Y. 99. (Ot™m. — 1B, 6p. 84 ot 2018 1., B cuita 6 Mecena cien myOIuKyBaHe Ha ChOOIIEHUETO T10
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).
Paznen 11
(Ot™m. — [IB, Op. 84 o1 2018 1., B cuJ1a 6 Mecena ciaen ny0JMKyBaHe HA CHOOIIEHMETO MO 4JI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014)
KauHAYHO M3NMHTBaHE ¢ YSI3BUMH I'PYIIH NAIAEHTH

Y. 100. (Otm. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena ciefi myOIuKyBaHe HA ChOOIIEHUETO 110
ui1. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 101. (Otm. — [IB, Op. 84 o1 2018 ., B cuita 6 Mecena ciiefl myOJMKyBaHe Ha ChOOILICHHETO 110
ui1. 82, maparpag¢ 3 ot Pernament (EC) Ne 536/2014).
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Ya. 102. (Ot™m. — IB, 6p. 84 ot 2018 1., B cmita 6 mecena ciien myOauKyBaHe Ha ChOOIICHUETO 10
1. 82, maparpad 3 ot Perimament (EC) Ne 536/2014).
Pazpgeun 111
ETnyHa xoMucHus 32 KIAHUYHA W3NUTBAHUSA
(3ara. u3m. - 1B, op. 84 ot 2018 1., B cui1a ot 12.10.2018 r.)

Ya. 103. (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 84 or 2018 r., B cuia ot
12.10.2018 r.) (1) KbM MuUHUCTBpa Ha 3JpaBEONa3BaHETO C€ Ch3JaBa ETWYHA KOMHUCHUS 32 KIMHUYHHU
W3MATBAHUS, YAUTO CHCTaB CE OMPENENsi ChC 3aloBe] Ha MUHHCThPAa Ha 3pPABEONAa3BAaHETO W BKIIIOYBA
PEIOBHU U Pe3ePBHU WiIEHOBE. Pe3epBHUTE WiEHOBE y4acTBaT B 3aCEAaHMATA HA KOMUCHATA U UMAT MIPaBoO Ha
TJIac MPH OTCHCTBUETO HA PEIOBHUTE YICHOBE.

(2) Komucusra mmo an. 1 ce cwcrom ot 7 10 12 pemoBHU WiICHOBE, BKIIFOUUTETHO TpeIceaaTe]l M 3aMECTHHK -
mpenceaaren, KOUTO WMaT KBAIM(UKANWA W OMWT Jla pasriieflaT M OIECHAT HAYYHWUTE, MEAWIUHCKATE H
SeTMYHHUTE AaCMEKTH Ha TPEUIOKEHOTO KIMHUYHO M3MUTBaHe. V3MCKBaHMWATa KbM KBalU(HUKaLusATa Ha
YJICHOBETEe Ha KOMUCHATA MO aj. 1, KaKTO M YCIOBHTA U PENbT 3a ONPEIeNITHETO Ha TIOMMEHHUS ChCTaB Ha
KOMHUCHSTA C€ YpeXXaaT ¢ mpaBuiHuKA 1o 4. 106, axn. 1.

(3) Komucusita mo an. 1 BkiIrouBa He MO-MajKo OT JIBaMa PEIOBHU YJICHOBE C HEMEIUIIMHCKO 00pa3oBaHHue —
MpeCTaBUTENH Ha IBaTa MoJa.

(4) 3a HyxnuTe Ha cBOsiTa paboTa KOMUCHATA TTO aji. | MOXKe Ja MPUBINYA BHHIITHA CIET[HATUCTH.

(5) Camo uneHoBeTe Ha KOMUCHSATA IO al. 1, KOUTO HE ca B KOH(MIMKT HA HHTEPECH, HE YIacTBaT B KOHKPETHO
W3MUTBaHE M Ca HE3aBHCHUMH OT BB3JIOKHUTENS, JIEYeOHOTO 3aBelieHHE, KBJCTO C€ MPOBEKIA KIMHUYHOTO
W3MATBAHE, U OT TJIABHUS W3CJIeI0BaTelNl, MOTAT J]a Y9acTBaT B OLIEHKATa MO WiI. 83, KaKTO M J1a T7IacyBarT  Jia
y4acTBaT B OOCHKIAHETO.

(6) 3a BBHIIHM CHEIMAIUCTH O ai. 4 MoraT Ja ObJaT NMPUBJIMYAHM JIMIIA, KOUTO HE Ca B KOH(IIMKT Ha
WHTEpECH, HE YYacTBaT B KOHKPETHO M3IUTBAHE M Ca HE3aBHCUMH OT BB3JIOKHUTENS, JICYSOHOTO 3aBECHNE,
KBJIETO CE IMPOBEX A KITMHIYHOTO M3MHUTBAHE, U OT TJIaBHUS U3CJIe0BaTElL.

(7) UneHnoBeTe Ha KOMHCHATA 1O aJl. 1 U BHHIIHUTE CIIEIUAIINCTH 110 ajl. 4 He MOTaT Ja UMaT YaCTeH HUHTepec
WM 00J1ara, KOMTO OMXa MOTJIM Jia MTOBJIUSAT Ha TAXHaTa OC3MPUCTPACTHOCT IIPH OlleHKaTa 1o 1wi. §3.

(8) 3a ymocToBepsiBaHe Ha 00CTOSITENICTBATA IO all. 5 — 7 WIEHOBETE HA KOMHUCHATA IO all. | W BHHIIHATE

CHETMAJIUCTH IO ajl. 4 TOIICBAT JeKIapallys 1Mo peq u o0pasell, onpeaesieH! B IpaBuiIHuKa o wi. 106, ai.
1.

Yu. 104. (Otm. — 1B, Op. 84 o1 2018 ., B cuna ot 12.10.2018 1.).

Y. 105. (1) (U3m. — 1B, 6p. 84 oT 2018 1., B cuma ot 12.10.2018 r.) MannaThT Ha 4ieHOBETE Ha
komucusiTa o wi. 103, an. 1 e ¢ NpOIBIKUTETHOCT 4 TOAWHH.
(2) (M3m. — 1B, 6p. 84 o1 2018 1., B cuya ot 12.10.2018 r.) Ha Bceku Be ToAMHM €JHa BTOpa OT ChCTaBa Ha
xomucuara o wi. 103, an. 1 ce oOHOBsBA.
(3) (U3m. — IB, 6p. 84 ot 2018 ., B cuya ot 12.10.2018 r.) Ynen Ha komucusTa mmo wi. 103, an. 1 He Moxe na
Ob/lc Ha3HAYaBaH B ChII[aTa KOMUCHS 32 MTOBEUE OT JIBa MOCJISA0BATSIIHA MaH aTa.

Y. 106. (Usm. — JIB, Op. 84 or 2018 r., B cuma or 12.10.2018 r.) (1) MuHHCTHEPBT Ha
3/IpaBeola3BaHETO YTBBPIK/aBa MPABUITHHK 32 YCIOBUATA U pelia 3a paboTa Ha komucwusTa mmo wi. 103, ai. 1.
(2) Komucusra mo ui. 103, an. 1 u3paboTBa M mpuema NMUCMEHH CTAaHAAPTHHU ONEPATHBHMU MPOIEAYypU B
CBHOTBETCTBHE C ITpaBmiarta 3a JloOpa KIMHUYHA IPAKTHKA.

(3) Bacemanusra Ha KomucHsTa Mo wi. 103, an. 1 ca 3akpuTH.

Y. 107. (Otm. — [IB, Op. 84 o1 2018 ., B cuia 6 Mecena ciiejl myOJMKyBaHE HA ChOOILICHUETO 110
ui1. 82, maparpa¢ 3 ot Pernament (EC) Ne 536/2014).

Ya. 107a. (Hos — /IB, 6p. 84 ot 2018 1., B cuna 6 Mecena cief| myoJIuKyBaHe Ha ChOOIIEHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014) (1) PpkoBogutenute Ha JieueOHUTE 3aBEJCHUS, B KOUTO
Ce M3BBHPIIBAT KJIMHUYHU H3MUTBAHMUS, ONPEICIISIT JIUIE WM JIUIA 38 KOHTAKT.

(2) JInnero unu nunaTa 3a KOHTAKT 1O al. | ©MaT KBann(UKALKs ¥ OIUT Ja OChLIECTBSIBAT MOHUTOPHHT BBPXY
MPOBEXKIAHUTE B JIEYEOHOTO 3aBEJCHUE KIMHWYHM W3NUTBAaHUs 3a Cla3BaHe Ha mpaBuiara Ha JloOpata
KITMHUYHA TIPAKTHKA.

(3) UzuckBanusara KbM KBATU(PHUKAMATA HA JIMIATA 32 KOHTAKT MO ajl. | ce ypexKaar B MPaBUIIHUKA I10 4l
106, an. 1.
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(4) Ilpu KOHCTATUPAHU OTKJIOHEHHUSA OT 0JI00PCHHMS ITPOTOKOJ M/MJIN HEIKEIaHU JICKAPCTBEHH PEaKIUK B X0/1a
Ha KIMHUYHOTO W3IMUTBaHE, KOMTO HE ca JokiazBaHu 1o pena Ha Permament (EC) Ne 536/2014, nuueto 3a
KOHTaKT 1o an. 1 ysemomsisa MAJI u komucusita o wi. 103, an. 1.

Y. 108. (Otm. — [IB, 6p. 84 oT 2018 1., B cmuta 6 Mecena ciiesi myOIUKyBaHE HA ChOOIICHUETO 110
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).
Paznen IV
Pa3penenne 3a npoBexxaaHe HA KINHUYHO N3NUTBAHE

Ya. 109. (Otm. — [IB, 6p. 84 o1 2018 1., B cmta 6 Mecerna cief myOIuKyBaHe Ha ChOOIIEHHETO 110
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 110. (Ot™. — [IB, Op. 84 o1 2018 1., B cmita 6 Mecena ciiefi myOaUKyBaHE HA ChOOIICHUETO 110
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Ya. 111. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmita 6 Mecena cies myOIMKyBaHe Ha ChOOIIEHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Y. 112. (Otm. — [IB, Op. 84 o1 2018 ., B cmita 6 Mecena ciiesl myOJMKyBaHE HA ChOOILICHUETO 110
w1, 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 113. (Otm. — [IB, Op. 84 o1 2018 ., B cmita 6 Mecena ciiesl myOJMKyBaHE HA ChOOILICHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Yu. 114. (1) (U3m. — [IB, Op. 84 o1 2018 1., B crma ot 12.10.2018 r.) 3a morydaBaHe Ha CTAHOBHIIE
10 WI. 83 BB3ITOKHUTEIAT IT0/1aBa 3asBICHUE 10 KoMHucHaTa mo 4. 103, am. 1.
(2) (Ot™m. — [IB, 6p. 84 or 2018 1., B criia 6 Mecena ciiefl myOaMKyBaHe Ha ChOOIICHUETO 110 WiI. 82, maparpad
3 ot Pernmament (EC) Ne 536/2014).
(3) (Ot™m. — 1B, 6p. 84 oT 2018 1., B cuna 6 Mecena ciies myOIMKyBaHe Ha CHOOMIEHUETO 1o Wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014).
(4) (Homa - JIB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r., ot™m., O6p. 84 ot 2018 ., B cmyia 6 Mecena cien
nyOJIMKyBaHe Ha choOIIeHreTo 1o 4wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 115. (Otm. — [IB, Op. 84 o1 2018 ., B cmita 6 Mecela ciiesl myOaMKyBaHE HA ChOOLICHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Y. 116. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmita 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO 110
qi1. 82, maparpag 3 ot Pernmament (EC) Ne 536/2014).

Y. 117. (Ot™. — [IB, Op. 84 o1 2018 ., B cuita 6 Mecena ciiejl myOJMKyBaHe Ha ChOOILICHUETO 110
qi1. 82, maparpag¢ 3 ot Pernament (EC) Ne 536/2014).

Y. 118. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena cief myOIuKyBaHe Ha ChOOIEHUETO TI0
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 119. (Otm. — [IB, Op. 84 o1 2018 ., B cuia 6 Mecena ciiejl myOJMKyBaHE HA ChOOILICHUETO 110
qi1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Y. 120. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena ciiefi myOoJMKyBaHe Ha CHOOIEHUETO 110
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 121. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO 110
qi1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Ya. 122. (Ot™m. — IB, 6p. 84 ot 2018 1., B cmta 6 mecena ciien my0auKyBaHe Ha ChOOIICHUETO T10
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 123. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena ciiefi myOIMKyBaHe HA ChOOIIEHUETO 110
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 124. (Otm. — [IB, Op. 84 o1 2018 ., B cuita 6 Mecela ciiefl myOJMKyBaHe Ha ChOOILICHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Y. 125. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena ciefi myOIuKyBaHe HA ChOOIIEHUETO 110
ui1. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).
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YJI.

qJI.

YJI.

q]I.

Pazpen V
(Ot™m. — /IB, Op. 84 o1 2018 1., B ciJ1a 6 Mecena ciex myoJuKyBaHe Ha ChLOOIIIEHHETO 10 4. 82,
naparpadg 3 ot Peraament (EC) Ne 536/2014)
IIpomenu

Y. 126. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecerna ciep myOaMKyBaHe Ha ChOOIIEHHETO TI0
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 127. (Ot™. — [IB, Op. 84 o1 2018 1., B cmita 6 Mecena ciiefi myOIuKyBaHe HA ChOOIICHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 128. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecerna cief myOIuKyBaHe Ha ChOOIEHUETO 110
82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 129. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecerna ciep myOaruKyBaHe Ha ChOOIEHHETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 130. (Otm. — [IB, Op. 84 o1 2018 1., B cmuta 6 Mecena ciiesl myOIUKyBaHE HA ChOOIIEHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 131. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmta 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).
Paznen VI
(Ot™m. — [IB, Op. 84 o1 2018 1., B ciJ1a 6 Mecena cien my0JMKyBaHe HA CbOOIIEHHETO 1O 4J1. 82,
naparpad 3 ot Peraament (EC) Ne 536/2014)
CnupaHe Ha KIMHHUYHOTO U3NUTBaHE

Y. 132. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmta 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 133. (Otm. — [IB, Op. 84 o1 2018 1., B cmita 6 Mecena ciiesi myOIMKyBaHE HA ChOOILICHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 134. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena cief myOIuKyBaHe HA CHOOIIEHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).
Pasznen VII
(Ot™m. — [IB, Op. 84 o1 2018 1., B ciJ1a 6 Mecena cien my0JMKyBaHe HA ChOOIIEHMETO MO 4J1. 82,
naparpa¢ 3 ot Peraament (EC) Ne 536/2014)
IpocnensiBane Ha Ge30MaCHOCTTA

Y. 135. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 136. (Ot™. — /1B, Op. 84 o1 2018 ., B cuia 6 Mecela ciiejl myOJMKyBaHe Ha ChOOILICHUETO 110
82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 137. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO 110
82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 138. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena cief myOIuKyBaHe Ha ChOOIIEHUETO 110
82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Ya. 139. (M3m. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., 6p. 102 oT 2012 1., B cmita ot

21.12.2012 t., ot™., Op. 84 ot 2018 r., B cryta 6 Mecena ciiey; MyOJUKyBaHEe Ha CHOOIIEHUETO MO 4. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).

Y. 140. (U3m. - [IB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 1., oT™., Op. 84 oT 2018 1., B cHjia

6 Mecena cien nyOHMKyBaHe Ha choOrieHueTo mo wi. 82, nmaparpad 3 ot Perimament (EC) Ne 536/2014).

q]I.

Ya. 141. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecena ciefi myOIMKyBaHe HA ChOOIIEHUETO 110
82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
Pasznen VIII
(Ot™. — /IB, Op. 84 o1 2018 r., B ciJ1a 6 Mecena cien myoJuKyBaHe Ha ChLOOIIIEHHETO MO 4JI. 82,
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naparpad 3 ot Perinament (EC) Ne 536/2014)
YBenomieHue 32 NPUKIIOYBAHEe HA KIMHUYHOTO H3MUTBAHE

Y. 142. (Ot™. — [IB, Op. 84 o1 2018 1., B cmita 6 Mecena ciiesi myOIuKyBaHE HA ChOOIIEHUETO 110
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 143. (Ot™. — [IB, 6p. 84 o1 2018 1., B cmuta 6 Mecerna ciep myOaMKyBaHe Ha ChOOIEHUETO 110
ui1. 82, maparpag 3 ot Pernament (EC) Ne 536/2014).

Y. 144. (Ot™. — [IB, Op. 84 o1 2018 ., B cmuta 6 Mecena ciiesi myOIuKyBaHE HA ChOOIIEHUETO 110
1. 82, maparpad 3 ot Permament (EC) Ne 536/2014).
I'naBa yerBbpTa "a"
(Ilpexnmen pazgen IX ot riasa yersbpra - /IB, 6p. 12 o1 2011 1., B cuiia ot 8.02.2011 r.)
HEWHTEPBEHIIMOHAJIHU ITPOYYBAHUSA
(3ara. u3m. - [IB, 6p. 12 ot 2011 1., B cusa ot 8.02.2011 r.)

Yn. 145. (1) (Jdom. - B, 6p. 12 or 2011 r., B cuna ot 8.02.2011 r.) HeunrepBeHIIMOHAIHO
MpOyYBaHe ce MPOBEXK/Ia C paspelreHu 3a ynorpeda B Pemmybmuka bearapust tekapcTBeHH MPOITyKTH, KOTaTo
Ce M3MUTBAT 3a NOJy4yaBaHe Ha JOMBIIHUTETHA HH(POPMAIIKs 3a IPOAYKTA, MPEAIIMCBAH 110 OONYaiHUS HAYUH
B CBOTBETCTBHE C YCJOBHUATA, ONpEACICHM B paspenieHuero 3a ymnorpeba. Ha ywacTHuuuTe B
HEUHTECPBEHIIMOHAIHH POYYBAHHUS HE CE MPUJIAraT TMarHOCTHYHH WM MTPOCIICIABAIIM POy PH, PA3TUIHA
oT oOWJaifHaTa MpaKTHKa, KaToO 3a aHAJIN3 Ha MOIYYCHUTE TAHHHU Ce MU3IMON3BAT EMHUIEMUOIOTUIHN METOIH.
(2) (U3m. - B, 6p. 12 ot 2011 1., B cuma ot 8.02.2011 r., ot™m., 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.).
(3) (U3m. - AB, 6p. 12 ot 2011 1., B cuma ot 8.02.2011 r., ot™m., 6p. 102 oT 2012 1., B cuma ot 21.12.2012 1.).
(4) (Homa - /IB, 6p. 12 ot 2011 r., B cuma ot 8.02.2011 ., ot™., 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.).
(5) (Homa - /IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r., ot™m., 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.).
(6) (Hosa - IB, 6p. 12 o1 2011 1., B cuna ot 8.02.2011 r., oT™., Op. 102 0T 2012 1., B crma ot 21.12.2012 1.).

Yna. 145a. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) HemnrepBeHIIMOHATHI
MOCTMApKETHHTOBH TIPOYYBaHHUA 3a OE30IIaCHOCT c€ MpPOBEXIAT 0 WHUIMATHBA Ha MNpPUTEXATels Ha
pa3pelIeHreTo 3a ynoTpeda wiv B M3MBIHCHUE HA YCIOBHATA TI0 4. 55a 1 56a 1 ca CBBp3aHu ChC ChOMpaHe
Ha JIAHHHU TI0 JIEKapCTBEHA 0€30IacHOCT OT MAIEHTH U MEJUIIMHCKH CIICIIHATHCTH.

(2) (U3m. — 1B, 6p. 17 ot 2019 1.) KoraTo npu npoy4BaHeTo ce IIaHupa ChOMpaHeTo Ha TaHHU OT MAIlUEHTH,
cieaBa 1a Ob/ie MOTYUYEHO TSIXHOTO chriacue. JINUHUTE TaHHM Ha MalMeHTUTe ce 00paboTBaT MpH cria3BaHe
W3WCKBAHMATA 32 3all[1Ta Ha JINYHUTE JJAHHH.

(3) MenunuHCKHTE CIENUANINCTH HE TMOJNydYaBaT (MHAHCOBM WIM JPYTM CTHMYJIM 3a YdYacTHe B
HEMHTEPBEHIIMOHATHUTE TPOYYBaHHs 3a O€30MacHOCT OCBEH KOMIICHCAIIMHM 32 HM3Pa3XOJBAHOTO BpEME H
CpelCTBa.

Y. 1456. (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1) Ilo Bpeme Ha mpoBexaHe
Ha mpoy4dBaHeTo mo wi. 1458, an. 1 m un. 145e, an. 1 mpurexaTensT Ha pa3pelieHHeTo 3a ymorpeda
OCBILIECTBSIBA MOHUTOPHHT Ha ITOTYYCHUTE IAHHH U OTYUTA BIMSHUETO UM BEPXY CHOTHOIICHUETO MOJI3a/pPUCK
3a JIEKapCTBEHUSI MTPOIYKT.
(2) IlpuTexarenar Ha pa3pemeHueTo 3a yrnorpeda crobmasa Ha MAJI Bcska HoBa nH(popMaIus, KOATO Ou
MOTJIa J1a TIOBJIMsIC Ha ChOTHOLIICHUETO TT0JI3a/PHCK 32 JIEKAPCTBEHHS TIPOJTYKT.
(3) 3aabmkenueTo 1o aj. 2 He 0CBOOOKIaBa MPUTEKATEIIS Ha pa3pEIICHUETO 3a YHoTpeda OT U3MCKBAHETO Ha
1. 1943 3a npenocTtaBsHe Ha MHpOpPMAUUATA 1O aj. 2 M Ype3 MEPUOJUYHUTE aKTyalIH3UpaHu AOKIAaIN 3a
0e30I1acHOCT.

Y. 1458. (Hos - /1B, 6p. 102 or 2012 1., B cuna ot 21.12.2012 1.) (1) (M3m. — JIB, 6p. 84 ot 2018
r., Bcmia ot 12.10.2018 r.) Koraro npoy4uBaHeTo ce mpoBex/ia caMo Ha Teputopusita Ha Peryonnka brirapus
B M3ITBJIHEHHE HA 33JBJDKEHHE M0 WI. 56a, MPUTEXAaTeNsIT Ha pa3pelieHreTo 3a yrnorpeda npeactass B MAJI
MPOEKT Ha MPOTOKOJIA HAa MPOyYBaHETO. [IpOEKTHT Ha MPOTOKOJA, MPUAPYKEH C MUCMEHO ChIVIACHE TI0 HJI.
145a, amn. 2, ce mpencTaBs 1 B komucusra mo wi. 103, am. 1.
(2) Mznbnautennust nupextop Ha MAJI B cpok 1o 60 aHM OT AaTaTa Ha MoJydaBaHe HA JOKYMEHTALMSTA 110
a1. 1 u3nparia Ha MPUTEXKAaTes Ha Pa3peLIeHUeTo 3a ynoTpeda yBe1oMIeHHE 3a 000psABaHE Ha IPOYYBAHETO
WJIM TIPaBH MOTHBHPAH OTKa3.
(3) M3nbnauTennuar aupektop Ha MAJl oTkaszBa mpoBekaaHe Ha NMPOYYBAHETO C €OWH WM MOBEYE OT
MOTHUBUTE 110 WiI. 145¢, an. 2, T. 2.
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(4) (U3m. — 1B, 6p. 84 o 2018 1., B crma ot 12.10.2018 1.) Komucusra mo wi. 103, an. 1 B cpok g0 60 g01M OT
JaTaTta Ha ToJydaBaHe Ha JOKYMEHTAIHMATA 110 ajl. | u3mpaiia Ha IPUTEeXKAaTells Ha pa3pelieHreTo 3a ynorpebda
MOJIOKHUTENHO WA OTPULIATETTHO CTAHOBHILIE.

(5) (U3m. — 1B, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) [IpoBekaHeTo Ha MPOYYBAHETO MOXKE J]a 3aII0YHE
clieq ory4aBane Ha ofoopenue oT MAJI i momokuTeIHO CcTaHOBHIIE OT KoMucusaTa 1mo wi. 103, am. 1.

(6) 3a omenka Ha moxyMeHTanuaTa 1o an. 1 MAJI csbupa Takca B pa3mep, ornpeneneH B Tapudara mo 4. 21,
an. 2.

Y. 145r. (Hos - IB, 6p. 102 o1 2012 1., B crma ot 21.12.2012 1.) (1) (M3m. — JIB, 6p. 84 o1 2018
r., B cmma ot 12.10.2018 r.) [IpuTexxatenar Ha pa3penieHneTo 3a yrnoTpeda mpuiiara IiaHUPaHu ChIIECTBEHN
MMPOMEHU B MPOTOKOJIA B ciydauTe 1mo wi. 1458, an. 1 cien npeasaputenHoTo uM ofo0psBane or MAJL u ot
koMmucusara 1o wi. 103, an. 1.
(2) (U3m. — 1B, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) IlpuTexkatenar Ha pa3penieHUETo 3a ymoTpeda
npencras B MAJI u B komucusTa o wi. 103, an. 1 qokyMeHTanusATa, CBbp3aHa ¢ IPOMEHUTE, U MOTUBUTE 32
TOBA.
(3) Usmpnaurennuar aqupexktop Ha MAJL B cpok mo 30 M OT moydaBaHe Ha JOKYMEHTAIHSTA IO ail. 2
o100psiBa MPOMEHEHHS TPOTOKOJT FITH W3/]JaBa MOTHBHPAH OTKA3 U YBEIOMSIBA IIPUTEXKATEIS HA pa3perieHHeTo
3a ymnotpeoa.
(4) (Uzm. — IB, 0p. 84 ot 2018 ., B cmma ot 12.10.2018 1.) Kommcnsra mo wi. 103, an. 1 B cpok mo 30 nHU OT
JaTara Ha TI0JTy9aBaHe Ha JOKyMEHTAIUATA 110 all. 2 U3IIpallia Ha MPUTEXaTells Ha pa3pelIeHrueTo 3a yrorpeda
MOJIOKHUTEINHO WIIA OTPULIATEITHO CTAHOBHILIE.
(5) Usnbpnaurenuusar nupexktop Ha MAJI oTka3zBa mpoMeHuTe mo an. 1 ¢ eAuH Wik MOBEYe OT MOTHUBHUTE,
nocodyeHu B un. 145¢, am. 2, T. 2.
(6) (U3m. — 1B, Op. 84 ot 2018 1., B cmna ot 12.10.2018 r.) [IpuTexxaTenar Ha pa3pelIeHUeTo 3a yrnoTpeda
MOKE Jla IPUIIOKHM ITPOMEHHUTE 10 ail. | ciex nomydaBaHe Ha ogoopenue ot MAJl v mOonoKUTeTHO CTaHOBUIIE
oT KkomucHsaTa mo 4. 103, am. 1.
(7) 3a onienka Ha moxymeHTanuara mo an. 1 MAJI cxbupa Takca B pa3mep, ornpeseneH B Tapudara mo wr. 21,
an. 2.

Yua. 145a. (Hos - [IB, 6p. 102 ot 2012 r., B cwa ot 21.12.2012 r.) (1) [purexartenst na
paspeleHueTo 3a yrnotpeba mpecTaBsi OKOHYATENeH JOKIa oT mpoyuBaHeTo Ha MAJI B cpok mo 12 mecena
clle[l TPHUKIIOYBaHE chOMpaHeTo Ha NaHHU. KbM [OKiIaga ce mpuiara W pe3loMe Ha pe3yiTaTHTe OT
MIPOYYBAHETO.

(2) IlpuTexkarensaT Ha pa3peLIEHUETOo 3a yHoTpeda MoXe J1a Iojiaie MoTHBUpaHo uckane 1o MAJI 3a oTnarane
Ha CpoKa 110 aj. | Haif-MaJKko Tpu Mecela NpeAHr AaTara 3a IIPeJCTaBIHEe Ha OKOHYATEIHUS TOKIIaJ, II0COYeHa
B ITPOTOKOJIA.

(3) M3npnHUTENTHATA areHys Mo JeKapcTBara 000psBa MM IPaBy MOTHBUPAH OTKA3 HA UCKAHETO MO ail. 2
W YBEIOMsIBA IPUTEKATENS] HA pa3pelIeHUeTo 3a yroTpeoa.

(4) Korato mpurexarensT Ha pa3pelieHHeTO 3a yrnorpeda Bb3 OCHOBA Ha JIOKJIaJa 1o ajl. | MpeleHu, ue e
Heo0XoIMMa pOMSIHA B pa3pellieHreTo 3a ynoTpeoda, Toi nojasa a0 MAJI 3asBineHue 3a mpoMsiHa 10 peja Ha
IJ1aBa Tpera, pasaen VI

(5) Usnenaurennusar qupextop Ha MAJI cbe 3amoBen crimpa AeHCTBUETO WIIH TpEKpaTsiBa Pa3pelieHneTo 3a
ynotpeba, korato MAJI BB3 OCHOBa Ha JOKJIaAa Mo ajl. | W cjex KOHCYNTalus C TpHUTEXaTens Ha
pas3pelIeHneTo 3a ynoTpeda npeLeHy, 4e € Heo0X0AUMO CIHMpaHe WM NPEeKpaTsBaHe Ha Pa3pelieHueTo 3a
ynorpe0a.

Ya. 145e. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro mpoy4uBaneTo ce
MPOBEXKJa KaKTO Ha Teputopusara Ha PermyOnuka Bearapus, Taka m Ha TepuTopHuaTa M Ha OPYTH AbP’KaBH
YJICHKH, 32 JIEKapCTBEHHU MPOAYKTH, pasperieHu no peaa Ha Permament (EO) Ne 726/2004 na EBponeiickus
napiamMeHT 1 Ha ChBeTa WiTH 110 pe/ia Ha Ii1aBa TpeTa, paszen VII B m3mbiaHeHne Ha 3aIbDKEHUTA 0 WI. 55a
WU 110 WI. 56a, IPUTEKATEAT Ha pa3pelIeHueTo 3a ynorpeda mojgasa 10 KOMUTETa 1Mo wi. 56a, am. 1, T. 1
MPOEKTa Ha MPOTOKOII.
(2) B cpok mo 60 mHu OT AaTaTa Ha MOJTyYaBaHe HA JOKYMEHTAIUATA 10 all. 1| KOMHUTETHT 1o wi. S6a, ain. 1, T.
1 U3roTBS CTAaHOBUIIE W U3MpAIla Ha IPUTEXATENsl Ha pa3pelIeHueTo 3a yrnorpeda:
1. yBegomiieHme 3a 0JJ0OpeHHE, HITH
2. MOTUBHpAH 0TKa3, KOraTo:
a) KOHCTaTHPa, Y€ TPOBEKIAHETO HA MPOYYBAHETO HAChPUaBa yoTpedaTa Ha JIEKapCTBEHNUS TIPOYKT, H/UITH
0) nperieHy, Ye TU3aiHbT Ha IPOYYBAHETO HSIMA JIa TIOCTUTHE 3aJI0KEHUTE B MPOTOKOJIA IIEJTH, W/HITH
B) MPOYYBAHETO MMa XapakTep Ha KIMHUYHO U3IHUTBAHE.
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(3) (M3m. — IB, 6p. 84 ot 2018 1., B cruma ot 12.10.2018 1.) B ciygante mo an. 2, T. 1 mpuTexarensar Ha
paspelleHreTo 3a yrnorpeda npeacTaps yBeaomienuero Ha MAJL

(4) (U3m. — 1B, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Komucusita o wi. 103, an. 1, B cpok 1o 15 qau
OT JaraTa Ha IMOJIydyaBaHe Ha YBEAOMJICHHETO MO al. 3 W3Mpalla Ha MPHUTEXKaTellsi Ha pa3pelieHUeTo 3a
ynoTtpe0a MOJ0KUTEITHO WIIA OTPUIIATEITHO CTAHOBUIIIE.

(5) (U3m. — 1B, 6p. 84 o1 2018 1., B cmma ot 12.10.2018 1.) [IpoBekaaneTo Ha MPOyYBaHETO MOXKeE Ja 3aIT0YHE
CJIE]] TIOTy4aBaHe Ha IMOJIOKUTEITHO CTAHOBUIIE OT KomucusTa o wi. 103, an. 1.

(6) CeapprxanneTo u hopMara Ha IIPOTOKOIIA TI0 aj. 1 ce ompemensat ¢ Permament 3a m3meiaHerne (EC) Ne
520/2012 ma Kommcusara ot 19 romm 2012 r. OTHOCHO HM3BBPINBAHETO HA JEHHOCTHTE B oOjacTTa Ha
(hapmakonoruuHaTa oaurenHoct, npeasuacau B Pernament (EO) Ne 726/2004 wa EBponeiickus mapiaMeHT U
Ha CeBeta u B JupextuBa 2001/83/EO na EBponeiickus mapiament u Ha CeBeta (OB, L 159/5 ot 20 1oHu
2012 r.), Hapugan mo-Hatatbk "Pernmament 3a manbiaaerue (EC) Ne 520/2012".

Y. 145x. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) IIpurexarensat Ha
paspelieHneTo 3a ynorpeda B ciaydaute mo uwi. 145e, an. | mpuiara miiaHdpaHd ChIIECTBEHH NMPOMEHH B
MIPOTOKOJIa HAa IPOYYBAHETO CIIE] IPEABAPUTEITHOTO UM 0/I00psiBaHe OT KOMUTETA 1Mo wi. 56a, ain. 1, T. 1.

(2) IpurexarenaT Ha pa3pemieHHETO 3a ymoTpeda MpeAcTaBs Ha KOMHUTeTa mo wi. S56a, am. 1, 1. 1
JOKYMEHTAlMsATa, CBbp3aHa ¢ IPOMEHHUTE, © MOTHBH 3a TOBA.

(3) (U3m. — 1B, Op. 84 ot 2018 1., B cra ot 12.10.2018 r.) Koraro koMuTeThT 1O WiI. 564, ai. 1, 1. 1 omobpu
MIPOMEHUTE B MPOTOKOJIA, MPUTEKATEISAT Ha pa3pelIeHneTo 3a ynorpeda yBemnomsisa UAJI u koMmucusTa mo 4.
103, an. 1.

(4) (U3m. — 1B, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IpuTexxaTenar Ha pa3pelIeHUeTo 3a yrnoTpeda
MOJKe Ja TIPIIIOKY TIPOMEHHUTE TI0 all. | ciiel oaydyaBaHe Ha TOJOXKHUTEITHO CTAHOBHUIIE OT KOMUCHSITA TI0 9II.
103, an. 1.

Ya. 1453. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [purtexarensar Ha
paspeleHneTo 3a yrnoTpeda nmpeacTaBs Mo eIeKTPOHEH ITbT Ha KOMUTETA 110 Wwi. 56a, an. 1, T. 1 okoHYaTesneH
JOKJIal, IPUAPYKEH C pe3l0ME Ha pe3yiITaTUTE OT MPOY4YBAHETO, B CPOK A0 12 Mecewa ciell MPUKIIOYBaHe
ChOMpPaHETO HA JaHHHU.

(2) IlpuTexxaTenar Ha pa3pelieHUeTo 3a ynoTpeda MoXke Ja 1Mo/1aJie MOTUBUPAHO HCKaHEe A0 KOMHUTETA 10 Wl
56a, an. 1, 1. 1 3a oTnarane Ha cpoka mo aj. | Hali-Manko TpH Mecela Mpeau Jarara 3a MPEeACTaBsHE Ha
OKOHYATEeJTHUS TOKJIaJ], IOCOYEeHa B IPOTOKOIA.

(3) Komurerbt 1o wi. 56a, an. 1, T. 1 0g00psiBa WM npaBu MOTHBHUPAH OTKa3 Ha MCKAaHETO MO al. 2 U
yBeIOMSBa IPUTEKATENs HAa pa3pelIeHreTo 3a ynoTpeoa.

(4) Ceappxannero u ¢opMaTta Ha Jokiana mo an. 1 ce ompexaensat ¢ Permament 3a m3nbinHeHue (EC) Ne
520/2012.

Y. 145u. (Hos - IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) KomutersT 1o 4. 56a, ai.
1, T. 1 BB3 OCHOBA Ha JOKJIaAa Mo wi. 1453, an. 1 u cie KOHCyATALMs ¢ PUTEXKATEISL HA PA3PEIICHUETO 3a
ynoTpeda u3aaBa MOTUBHpaHA MPENOPbKa OTHOCHO Pa3pelIeHneTo 3a YIoTpeda Ha JIeKapCTBEHUS IPOIYKT U
s M3TIpalna Jao:
1. KomuTera 1o nekapcTBeHUTE MPOAYKTH 3a XyMaHHa ynorpeda no wi. 5 ot Pernament (EO) Ne 726/2004 na
EBpomneiickus napiament u Ha CpBeTa, UIH
2. KOOpAWHAIIMOHHATA Tpy™a 1Mo Wwi. 77, air. 2.
(2) B cirygauTe o an. 1, T. 2, KOrato KOMHTETHT 110 WiI. 56a, ait. 1, 1. 1 e mpenoppyan npomsiHa, CIUpaHe W
MIpeKpaTsBaHe Ha pa3pelieHneTo 3a ynorpeda, KOOpAWHAIMOHHATA TPYIIa, MPEICTaBIsIBaHa OT IbP)KaBHTE
YWIEHKH, B KOUTO € TPOBEIECHO MPOYyUYBAaHETO, U3/aBa CTAHOBHUIIIE OTHOCHO HEOOXOIWMUTE NEHCTBUS, KOUTO
clieBa Ja ce MpeanpueMaT 10 OTHOIIEHWE Ha pa3pelieHHeTo 3a ymoTpeda, BKIIOYUTETHO Tpaduk 3a
W3ITBITHEHUETO MY.
(3) Koraro mpeacraBennTe qbppKaBU WIEHKH B KOOPIWHAIIMOHHATA TPYTa IMOCTUTHAT KOHCEHCYC OTHOCHO
CTaHOBHIIIETO TI0 al. 2, TO ce MyOIrKyBa Ha EBponeiickus MHTEpHET MOopTal 3a JIEKapCTBEHUTE TPOILYKTH TI0
1. 68, an. 1, T. 4 ¥ ce U3MpaIia Ha IPUTEKATEN Ha Pa3pEIICHUETO 3a yroTpeoa.
(4) UsmpnauTtensausaT aupexktop Ha MAJL B ChOTBETCTBHE CHC CTAHOBHIIETO IO all. 2 CIHpa JEHCTBUETO U
MpEeKpaTsABa pa3pelIeHneTo 3a ynoTpeoda.
(5) Koraro B craHoBuIETO IO ai. 2 ca MpenopbuaHd MPOMEHH B M3IaJCHOTO pa3pelleHHe 3a yrnorpeoda,
MPUTEKATEIST Ha pa3pelIeHNeTo 3a yrorpeda B paMKUTe Ha OnpeAeeHus rpaduk 3a U3IIbJIHEHHE NoJaBa 10
WAJI 3asBnenue 3a mpoMsHa MO pefa Ha TiaBa TpeTa, pasfaen VI, BKIIOYBAIIO akTyalu3WpaHa KpaTkKa
XapaKTepHCTHKA Ha MPOIYKTa U JIUCTOBKA.
(6) Koraro He Moxe fa ObJie HOCTUTHATO ChIJIACHE B PAMKHTE Ha KOOPAMHAIIMOHHATA TPyIa, MO3UIKATA Ha
MHO3UHCTBOTO OT JIbPYKaBUTE WICHKH C€ IpefocTaBs Ha EBpornelickaTta koMucHs, KOSTO IpUeMa pelieHne 3a
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MPOMSIHA, CIIMpPaHE WM TPEKpaTsABaHEe Ha pa3pelieHHueTo 3a YHoTpeda, H3AaJeHO OT CHOTBETHHTE
pEryIaToOpHU OpraHu Ha AbP)KaBUTE YJICHKH.

(7) Pemenwuero o ai. 6 ce myOaukyBa Ha EBponeiickrsi MHTEPHET MOPTAT 3a JICKAPCTBEHUTE MPOAYKTH I10 UL
68, an. 1, T. 4 1 ce U3MpaIa Ha MPUTEKATEIS Ha Pa3pelIeHHETO 3a YHoTpeba.

(8) MsmbiauTenmHaTa arcHOMS IO JEKapcTBaTa IPHJIara BPEMEHHHUTC W/WIIM OKOHYATCITHHTE MEPKH OT
pemenuneTo 1o ain. 6 u nabopmupa EBporieiickaTa areHIis mo jiekapcraara U EBporrefickara KOMHCHS.

(9) B cimyuante no an. 1, . 1 KOMUTETHT 10 JIekapCTBEHUTE MPOIYKTH 32 XyMaHHa yoTpeda B ChOTBETCTBUE
C TIpenopbKaTa Ha KOMHUTETa 10 Wwi. 56a, air. 1, T. 1 U31aBa CTaHOBHIIE OTHOCHO 3ala3BaHETO, H3MEHEHUETO,
CHHMPAHETO WIIM MPEKPATIBAHETO HA BAIMAHOCTTA HAa Pa3pelIeHUETO 3a ynoTpeda, BKIIOYUTETHO TpaduK 3a
W3MBIHCHUE Ha CTaHOBUINETO. CTaHOBHMINETO c€ MyOJWKyBa Ha EBpONEHCKHUS WHTEPHET IOpTAl 3a
JISKaPCTBEHUTE MPOJAYKTHU 1O Wi. 68, ait. 1, T. 4 U ce u3Mpaila Ha MPUTEIKATEINIS Ha Pa3pEIICHUETO 3a yroTpeoa.
(10) Korato B craHoBHIIETO 1O ajl. 9 € u3pa3eHa MO3WIHKSA 3a MPEeANpHeMane Ha PEeTyJIaTOpPHH JACUCTBUS 110
OTHOIIICHUE Ha pa3pelieHusITa 3a ynorpeda, EBpornelickara KOMUCHsI PUEMa PEIICHUE 3a TPOMSIHA, CITUPaHe
WM TIpeKpaTsiBaHe Ha pa3pelleHusTa 3a ynotpeda, u3naaeHu no pena Ha Permament (EO) Ne 726/2004 Ha
EBponeiickus mapimameHnT 1 Ha ChBeTa.

Y. 145k. (Hos - IB, 6p. 102 o1 2012 1., B cmmma ot 21.12.2012 1.) (1) (M3m. — IB, 6p. 84 o1 2018
r., B cuna ot 12.10.2018 r.) HennTepBeHIIMOHAIHN POYYBaHUsI HAa TepUTOpUsTa Ha PemyOnuka brirapus ce
MPOBEKIAT P YCIOBUSA U T10 Pell, ONPEACICHH ¢ Hapenda Ha MUHUCTBPa Ha 3paBeoa3BaHETo.
(2) Ilpm npoBexnaHe Ha HEMHTEPBEHLUMOHAJIHU NPOYYBaHWA MO ajl. | ce MmocouBa W3TOYHMKBT Ha
¢dbuHaHCHpaHe.

I'nasa nera
MMPOU3BOACTBO U BHOC HA JIEKAPCTBEHHU INPOAYKTHU U AKTUBHHU BEIIECTBA
(3ara. u3m. - 1B, 6p. 102 ot 2012 r., B cuaa ot 2.01.2013 r.)

Pasznen I
IIpousBoacreo

Y. 146. (1) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) [Ipon3BoACTBOTO HAa BCUYKHU
BUJIOBE JICKAPCTBCHU MPOJYKTH 10 CMUCHJIA HA TO3U 3aKOH U Ha JICKApPCTBEHU NPOJYKTH, IpEAHA3HAUCHH 3a
KIMHUYHO M3MHUTBAHE, MOTAT Jla U3BBPIIBAT HA TepUTOpHsTa Ha Pemybnuka briarapus camo pU3MUECKH WITH
FOPUAMYCCKH JIMIA, PETUCTPUPAHU KaTO THPrOBIM Ha TCPUTOPHUATA HA AbPIKaBa WICHKA, KOUTO Ca MOJYYHIIN
paspelieHue 3a NpOU3BOACTBO, U3/IaJCHO OT JUPEKTOpa Ha 3MbIIHUTENHATA areHIIHs 10 JIEKapCTBaTa.
(2) Pasperienne 3a mpoOM3BOACTBO CE U3UCKBA U B CIIyYauTe, KOTaTo MPOJIYKTUTE Mo an. 1 ca mpeaHa3HaueHH
camo 3a U3HOC.
(3) (MU3wm. - B, 6p. 71 ot 2008 r., B cmiia ot 12.08.2008 r.) Pa3pemieHue 3a nporu3BOACTBO C€ M3UCKBA U 3a
JIMIIA, KOUTO M3BBPILNBAT STHOBPEMEHHO MIJIM MOOT/EIHO €[HA OT CIACTHUTE JCHHOCTH: MBJIIHO WK YaCTHYHO
MPOM3BOJICTBO, PA3IUYHU MPOIECH Ha pa3dacoBaHe, OMAKOBAHE, MPEOMAKOBaHe, CTUKETHPAHE, KaueCTBEH
KOHTPOJI M OCBOOOYK1aBaHe Ha MAPTHUIU JIEKAPCTBCHH IPOIYKTH U JISKAPCTBEHU MPOIYKTH, IPEAHA3HAUCHH 32
KJIIMHUYHO M3IUTBAHE.
(4) (Orm. - 1B, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 T.).
(5) He ce m3uckBa paspenieHre 3a MPOW3BOJCTBO, KOraTo MpOIECHTEe Ha pa3dacoBaHe, cMECBaHE HIIU
OITaKOBaHE CE M3BBPIIBAT 10 MArUCTPaIHA WM (papMakoreliHa pelenTypa B anTeka.

Yua. 147. (U3m. - IB, 6p. 102 ot 2012 1., B cua ot 2.01.2013 r.) M3npnHUTETHATA areHIUs 1Mo
JIeKapCTBaTa BbBEXK 1A MHPOPMAITUS 33 U3AJCHUTE Pa3pelICHHs 3a MPOU3BOJICTBO HA JIEKAPCTBEHU MPOTYKTH
u ceprudukaTu 3a JJoOpa mpon3BoACTBEHA MPaKTHKa B Oa3ara naHHH Ha EBponelickus chio3.

Yn. 148. 3a momydyaBaHe Ha pa3pelieHHE 3a MPOU3BOJCTBO JHUIETO Mo wi. 146 TpsOBa ma
pasrmonara:
1. ¢ mepcoHan ¢ HoAXoAasIa KBaIM(UKAILIMSA B 3aBUCUMOCT OT CIlelU(UKaTa Ha MPOU3BSIKIAHUTE BUIOBE
JIEKApCTBEHHU TPOJYKTH | JIeKapcTBEHH QopMu;
2. IO BCSIKO BpeMe Hal-MaJIKO C €HO KBaJTU(HUIIMPAHO JIUIE, KOSTO OTTOBaps Ha YCJIOBUsATA 1m0 wi. 159;
3. ¢ TIOMENIeHUs 3a TPOUM3BOJCTBO, KOHTPON M ChXpPaHCHHE Ha JICKAPCTBEHUTE MPOIYKTH, CHAOJIeHH C
HEOOXOIMMOTO TEXHHYECKO 000pyIBaHE U C J1a0OPATOPHH 33 KOHTPOIL.

Y. 149. P’LKOBO,Z[I/ITGJ'II/ITG Ha NOPOU3BOJACTBO M KOHTPOJ BBHPXY KAUYCCTBOTO HaA JICKAPCTBCHU
MPOAYKTH B IPCANIPUATHATA 3a IPOU3BOACTBO Ca JIMLA:
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1. KouTO MpUTEKABAT 00pa30BaATETHO-KBATH(UKAIMOHHA CTEIEH "MarucTep" Mo crenuamHocT "papmanms”,
"xumus" nH "Ononorus” v Hai-MaJiko JIBE TOAMHH IIPAKTHIECKH OTHT BB (PapMarieBTUIHOTO IMPOU3BOACTRO;
2. KOWTO OTrOBapsAT Ha H3HMCKBaHWITA MO T. | W WMaT JONBJIHUTEIHO NPHU3HATA CICIUAIHOCT II0
PaAMOOHONIOTHS WITH PATUOXUMHES - 32 Paino(papMaIeBTHUIIA WITH 32 JIEKAPCTBEHU MPOYKTH, MTOJIOKEHHU Ha
WOHU3UPAIIH JIbYCHUS;

3. ¢ mpu3HATa CHENHUATHOCT MO KIMHWYHA XEMaTOJOTHS, METUIIITHCKA MUKPOOHMOIOTHS, BUPYCOJIOTHS HITH
MMYHOJIOTHS - 3@ MPOU3BOACTBOTO HA UMYHOJOTHYHH JICKAPCTBEHU MPOJYKTH - BAKCUHU, TOKCUHU, CEPYMH,
3a OMOTEXHOJIOTUYHH TPOIYKTH U 32 JIEKaPCTBEHHU MPOTYKTH, TIOTYISHH OT YOBEIIKA TUTa3Ma HIIA OT YOBEIIKa
KPBB.

Y. 150. (1) JIumero no un. 146 npencrass B MAJI 3aspneHue o oopasell, yTBbpJICH OT AUPEKTOpa
Ha areHLUITA.
(2) 3aemHO CHC 3aABICHUETO 1O aJl. 1 3asABUTEIAT MPEACTABS U:
1. (mom. — JIB, Op. 103 or 2017 ., B cuna ot 1.01.2018 r., usm. 6p. 67 ot 2020 r.) TUIUIOMA 3a BUCIIC
o0pa3oBaHue, JOKYMEHT 3a MPUI00UTa CIICHATHOCT, JOKYMEHT 3a TPYOB CTaX U TPYI0B AOTOBOP 3a JIMIAaTa
mo 4. 148, 1. 2 n un. 149;
2. KOmHs OT JAOTOBOPH 3a BH3JIaraHe Ha MPOU3BOJCTBOTO W/WIM KOHTPOJA HA 3asBEHUTE 3a MPOMU3BOACTBO
MPOAYKTH - B caydauTte mo wi. 151;
3. (m3m. - JIB, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 r., 6p. 60 ot 2011 r., B cua ot 5.08.2011 r.) manHU" 3a
Enunaans mneHTHUKAIIMOHEH KOJI Ha THProBella WM KOomepamusTa OoT THpProBCKHS PErucThp, a 3a
Jpy’KecTBaTa, PETUCTPHPAHU B JbpiKaBa - WieHKa Ha EBpomeickus cblo3, WIM B JbpiKaBa - CTpaHa IO
CnopasymenneTo 3a EBponelickoTo HKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 32 aKTyaslHa PerucTpaius mno
HAI[MOHAITHOTO 3aKOHOIATENICTBO, U3/1a/IeH OT KOMIIETEHTEH OpraH Ha CbOTBETHATA IbPKaBa;
4. (u3m. - IB, 6p. 60 or 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) criuchbk
Ha MPOU3BOJICTBEHUTE JCHHOCTH U JIEKapCTBEHUTE POPMH, KOUTO IIIE TPOU3BEKIAT;
5. cXeMH Ha TIOMEIICHHATA 3a MPOU3BOJCTBO, KOHTPOJI M ChXpaHEHHWE W JOCHE Ha IMPOW3BOACTBEHATA
MOIIIHOCT;
6. OlleHKa 3a BB3ACHUCTBHE BBPXY OKOJHATA Cpela TPH MPOU3BOJICTBOTO Ha JIEKAPCTBEHH MPOAYKTH B
MpeaBHICHUTE B 3aKOHA 3a OMa3BaHe Ha OKOJIHATA Cpefia Cllydaw;
7. pa3perieHne oT ATEHIHTA 3a SAPEHO PeryiIrpaHe, KOraTto 3asBICHHUETO Ce OTHACS J0 IMPOHU3BOJCTBO HA
pannodapManeBTUIM WM Ha JICKAPCTBEHW TMPOAYKTH, TOMJIOXKEHH HA WOHM3UPALIM JIBYEHHS TpU
MPOU3BOJCTBOTO HM;
8. (otm. — [IB, 6p. 67 ot 2020 1.);
9. (or™. - /IB, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 1.);
10. ToOKyMEHT 3a IUIaTeHa Takca B pa3Mep, onpe/elieH B Tapudara mo wi. 21, ai. 2.
(3) Ilpu mpoW3BOACTBOTO HAa HAPKOTUYHH BEIECTBA M JIEKAPCTBEHH (DOPMH, KOUTO CHABPKAT TaKUBa
BEIIeCTBa, Ce ClMa3BaT M W3WUCKBAHMATA Ha 3aKOHA 32 KOHTPOJ BBHPXYy HAPKOTUYHHTE BEIIECTBA U
MpeKypcopure.
(4) (Hoa—JIB, 6p. 103 012017 1., B cuna ot 1.01.2018 1., u3m., 6p. 67 ot 2020 r.) 3nbiaHUTEIHATA areHIUS
IO JIEKapCTBaTa YCTAHOBSBA CIY)EOHO 0OCTOSATEICTBATa OTHOCHO CHIIMMOCTTA Ha JIUIETO 1Mo Wi. 148, T. 2 n
Ha JunaTa no wi. 149, xorato ca ObArapcKy rpaxaaHd. 3a Junara, KOUTO He ca OBJIrapCKu rpaxJaHH, ChC
3asIBJICHUETO CE€ MPEJICTABS CBUJICTEIICTBO 32 CHAMMOCT HIIH aHAJIOTHUYEH JOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH
OpraH Ha ChOTBETHATA JIbPXKaBa.
(5) (HoBa — 1B, Op. 67 ot 2020 r.) UsmbnHHUTENHATA areHIUs IO JIEKApCTBAaTa CIYKEOHO yCTaHOBSIBA
oOCTosITeNICTBaTa OTHOCHO HAJIMYMETO HAa pa3pelieHHe 3a IMOJI3BaHE HMJIM YJOCTOBEPEHHE 332 BBHBEXKIAaHE B
eKCIUIoaTalMs Ha MIOMEIIEHUATa 32 TPOU3BOJICTBO, KOHTPOJ M ChXPaHEHHWE, U3AaIeHH TI0 pe/ia Ha 3aKoHa 3a
YCTPOMCTBO Ha TEPUTOPHSATA, WM Ha JPYT BAIWJCH JOKYMEHT 110 CMHChJIAa Ha 3aKOHa 3a YCTPOWCTBO Ha
TEPUTOPHSITA.

Ya. 151. Korato HSKOM OT €TalnnTe HA IIPOM3BOJCTBOTO WM KOHTPOJHUTE HW3MHUTBAHUS B
MTPOM3BOCTBEHHUS MTPOIIEC CE€ U3BHPIIBAT IO JOTOBOP B APYr 00EKT Ha Teputopusara Ha PemyOnuka brirapus
WIM M3BBH Hes, JIuiara 1mno wi. 146 ca IIbKHM J1a 10COYaT MECTOHAXO0KICHUETO Ha TO3U OOEKT M KOIIHE OT
JIOTOBOpPA, B KOMTO CE OMpEeneNsaT OTTOBOPHOCTHTE HAa BCSKAa OT CTPAHHWTE IO OTHOIEHWE Ha CIIa3BaHE
n3nuckBaHusTa Ha JloOpaTa NMPOWM3BOACTBEHA IMpaKTHKa HA JIEKAPCTBEHW NPOAYKTH W 3aJbJDKEHUSATA Ha
KBaJIM(PHULIMPAHOTO JIMLE 10 Wi. 148, T. 2.

Ya. 152. (U3m. - IB, 6p. 102 o1 2012 1., B cuia ot 2.01.2013 1.) (1) IlpuHIMIIMTE M HI3UCKBAHUATA
3a JIoOpa mpou3BOJICTBEHA TPAKTHKA 32 BCHUKU BUJIOBE JIEKAPCTBEHHU MPOJIYKTH, Ha JIEKAPCTBEHH TMPOJTYKTH
3a KJIMHUYHO M3MMTBAaHE M Ha AaKTHBHU BEIIECTBa C€ ONpeAesT ¢ Hapenda Ha MUHHCTbpa Ha
3/[paBeOIa3BaHETO U C AKTOBE U PHKOBOJICTBA, IPUETH OT EBporneiickara KOMUCHS.
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(2) Tpunnunure W W3UCKBaHUATA 3a OdHIMAIHA OICHKA Ha PHCKa ¢ IeJI ycTaHOBsiBaHe Ha JloOpa
MIPOM3BOJCTBEHA MPAKTHKA 33 IMMOMOITHH BEIECTBA C€ OMPEAeysaT ¢ HapeabaTa Mo ai. 1 U ¢ phKOBOACTBA,
pueTH oT EBporelickata KOMHUCHS.

Y. 153. (1) IIpu noctenBade Ha 3asBieHue no wi. 150 MAJI onensiBa mogaseHara JOKyMEeHTAIHS
U M3BBPIIBA IPOBEPKA HA MACTO HA OOEKTUTE 3a MPOU3BOACTBO, KOHTPOJI U ChXPAaHEHHE, BKIIOYUTEIHO U B
ciryyaute mo 4ia. 151, 3a ycraHOBsIBaHE Ha CBHOTBETCTBHETO MEXIY IIpEICTaBEHAaTa IOKYMEHTALUs U
YCIOBHATA 32 MPOU3BOACTBO, KOHTPOJI M ChXpaHEHHE HAa M3XOAHHMTE MaTepHalM 3a MPOU3BOACTBO U Ha
TOTOBUTE JIEKAPCTBEHU INPOAYKTH M CHOTBETCTBUETO MM C H3UCKBaHMATa Ha JloOpata mpou3BOACTBEHA
MIPAaKTHKA.
(2) Pazxoaute mo u3BHpIIBaHE Ha MIPOBEPKa HAa MSCTO IO al. | ca 3a cMeTKa Ha 3asBUTEJISL.
(3) 3a u3BBpIIBaHE Ha MPOBEPKa HA MACTO MO all. | 3asABUTENAT 3aIUialla Takca B pa3Mep, OINpPENCICH B
tapudara mmo 4. 21, an. 2.

Ya. 154. (1) Korato MAJI ycraHoBM HEmbJIHOTH B MpeACTaBeHaTa IOKYMEHTALUs W/WIN
HECHOTBETCTBHE MEXIy ChIbPKAHHETO Ha NpeACTaBeHaTa JOKYMEHTALUsl U ChCTOSHHETO Ha OOEKTa HIIH
W3UCKBAHMATA 33 KBIN(HUKALMATA HA IEPCOHAJIA, YBEOMSIBA MIICMEHO 3asIBUTEIA U 1aBa MUCMEHH yKa3aHHUsl.
(2) B cayganre mo anm. 1 cpoksT mo wi. 155, an. 1 cnmpa ga Tede mo mpWBEXIaHE Ha OOEKTa WM Ha
JIOKYMEHTalUATa B CbOTBETCTBHUE C U3UCKBAHUATA.

Y. 155. (1) (U3m. — B, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 1.) U3IBIHATENHUAT TUPEKTOP
Ha MAJI B cpok 60 1HU OT JaTaTa Ha MOJABAHE HA 3asBJICHUETO Mo 4i. 150:
1. u3maBa paspemieHue 3a Mpor3BOJCTBO, WIH
2. IpaBU MOTHBHPAH OTKa3.
(2) (U3m. - B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 r., B cuma ot 2.01.2013 1.)
Paspemenne 3a mpon3BOACTBO ce M3/laBa caMo 3a MIOCOUYCHUTE B 3asBICHUETO MPOU3BOACTBEHH ACHHOCTH M
JICKApCTBCHU (I)OpMI/I 1 JICKApCTBCHU NPOAYKTH, IIPCAHA3HAYCHU 3a KIIMHUYIHO U3IMUTBAHE, U 3a TIOMCIICHUATA,
KBJETO 1IE Ce U3BBPLIBAT IPOU3BOACTBOTO, KOHTPOIBT U ChbXPAaHEHUETO.
(3) AxToBete mo ain. 1 ce BpbUBaT Ha 3aBUTEIIS.
(4) PazpemenneTo 3a MPOU3BOJCTBO € OE3CPOUHO.
(5) Otkazbt mo an. 1, T. 2 mouIexu Ha oOXxkaaBaHe Mo pela Ha AJMHHUCTPATHBHOIPOIIECYaTHHS KOJIEKC.

Y. 156. (1) IlpuTexarenar Ha pa3pelieHne 3a IPON3BOICTBO 0/1aBa 3asiBICHUE ITPH IPOMSIHA Ha!
1. mumero mo un. 148, 1. 2;
2. nuuara 1o ui. 149;
3. (oM. - /IB, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 1.);
4. MECTOHaXOXXIIEHHETO HIIM TPEYCTPONCTBO Ha HAKOM OT OOEKTHUTE 3a MPOW3BOACTBO, KOHTPOJN WIIH
CbXpaHCHHUE;
5. (m3m. - /1B, 6p. 60 ot 2011 r., B cma ot 5.08.2011 r.) MpoU3BOACTBEHHUTE IEHHOCTH;
6. (m3m. - [IB, 6p. 60 ot 2011 r., B cuna or 5.08.2011 r., 6p. 102 ot 2012 r., B cuma ot 2.01.2013 1.)
MPOU3BEKIAHNUTE JICKAPCTBEHU (POpMHU;
7. (u3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.) ThproBcKaTa perucTparus.
(2) (U3m. — JIB, 6p. 67 ot 2020 1.) KbM 3asB1€HEETO 110 aI1. 1 ce mpuiaraT JOKYMEHTH, CBbp3aHH C IpOMsHATA,
KOHUTO ca OTpeJieNieH: B Wi. 156a 1 TOKYMEHT 3a TIaTeHa Takca B pa3Mep, onpelielieH B Tapudara mo wr. 21,
am. 2.
(3) (Homa - /IB, 6p. 60 ot 2011 r., B cua ot 5.08.2011 r.) B 14-m1HEBEH CpOK OT HACTHIIBaHE HAa MPOMSIHA HA
000pyIBaHETO MPUTEKATEIAT HA pa3pelIeHHETO 3a TPOU3BOJICTBO yBeaoMsiBa mucmeno MAJL
(4) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.) I[IpuTexkaTenar Ha pa3pelieHne 3a IPOru3BOICTBO
nmonaBa B MAJI yBenomneHwe mpu 3alouBaHe HAa MPOW3BOACTBO 32 BCEKHM HOB paspellieH 3a ynorpeda
JIEKapCTBEH IPOIYKT.
(5) (Ilpenumina an. 3 - IB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) Pa3sperienueTo 3a mpou3BOJICTBO CE
MpeKpaTsBa, B cy4ail 4e MPUTEKATENAT My MIPEKPATH IEHHOCTTA CH, 32 KOETO € JUThKECH MIMCMEHO J1a YBEJIOMH
HAIJL

Y. 156a. (Hos — JIB, 6p. 67 ot 2020 r.) (1) ITpu npomsiHa o wi. 156, an. 1, . 1 u 2 3asBUTEIAT
MpeICTaBs:
1. aurioma 3a 3aBBPIIEHO BUCIIE 00pa3oBaHuUE;
2. TpyZAOB AOTOBOD;
3. IOKYMEHTH, yIOCTOBEPSIBAIIHU TOIbIHUTEIHA KBATN(UKALINS;
4. TOKyMEHT 3a TPYIOB CTaX.
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(2) M3rerHUTEIIHATA areHITNS 110 JIEKapCTBaTa yCTaHOBSABA CITY’KeOHO 00CTOATEICTBATa OTHOCHO CHAMMOCTTA
Ha JUIeTO 1Mo Wi. 148, T. 2 1 Ha jaumaTa no wi. 149, koraro ca OBATapCKY rpakIaHd. 3a JuIaTa, KOUTO HE ca
OBATapCKy rpakAaHu, ChC 3asBICHUETO CE TPEACTaBs CBHACTEICTBO 32 ChAUMOCT WM aHATIOTUYEH JOKYMEHT,
u3JazieH OT KOMIIETEHTEH OpraH Ha CbOTBETHATA IbpPiKaBa.

(3) Ilpu mpomsiHa o wi. 156, am. 1, T. 4 3asBUTENAT MpPENCTaBs clelHATa JOKYMEHTAIHsA, CBbpP3aHa ChC
CHOTBETHATA MTPOMSHA!

1. cxema 3a U3rpakAaHe UM NPEyCTPOMCTBO Ha MOMEIICHHUATA 32 POU3BOICTBO, KOHTPOJ M ChbXPaHECHNE;

2. OlleHKa Ha BB3IEHCTBHETO BBHPXY OKOJHATA Cpe/la MPH MPOU3BOJACTBOTO HA JIEKAPCTBEHU MPOIAYKTH — B
MpenBUASHAUTE B 3aKOHA 32 OMa3BaHE Ha OKOJIHATA Cpela CIIydau;

3. OCHOBEH IIJIaH 32 BaJUAUPaHe, BKIIOUBAI TOMEIICHHUATA, 3aIBEHH 3a MPOMSIHA;

4. xomue OT IOTOBOPA 3a Bh3JaraHe, Korato HAKOHM OT AEHHOCTHUTE 1O MPOU3BOJICTBO, KOHTPOJ U ChbXpaHEHUE
Ha JIEKapCTBEHUTE MPOAYKTH C€ N3BBPIIBAT B APYT 00EKT Ha TepuTOpHsATa Ha Pemmybnuka bearapus nim n3BbH
Hesl.

(4) Ilpu npomsina o wi. 156, an. 1, T. 4 MAJI ciyxebHO ycTaHOBsIBa 00CTOSTEICTBATa OTHOCHO HAJTHYHETO
Ha paspelieHne 3a IOJI3BaHE WM yJOCTOBEPEHHE 32 BHBEXKIAaHE B EKCIUIOATallMs Ha MOMENICHHSTa 3a
MIPOM3BOCTBO, KOHTPOJI ¥ ChXpaHEHHE, M3/1aJISHH I10 pella Ha 3aKOHa 32 YCTPOMCTBO HA TEPUTOPHSITA, FITH HA
JpyT BaJlUJIEeH TOKYMEHT 110 CMUCHJIa Ha 3aKOHA 32 YCTPONCTBO HA TEPUTOPHSITA.

(5) Ilpu npomsiaa o 4. 156, ai. 1, T. 5 3asIBUTENAT MPEACTaBs ClIeHATa JOKYMEHTAIINS:

1. cIMCBK Ha CTaHJAPTHUTE OTIEPATUBHU MIPOLIEAYPH 33 MTPOU3BOACTBO, KOHTPOJ U TIOYHCTBAHE;

2. OCHOBEH IIJIaH 32 BaIKUUpaHe, BKIIOYBAL POLIECUTE, 3aBEHH B IPOMSHATA U MOJICKAIIN HA BAIUAUPAHE.
(6) IIpu mpomsiHa o wi. 156, ain. 1, T. 6 3asIBUTENAT NPEACTABS ClIeTHATA JOKYMEHTAIIUS:

1. CIUCBK ¢ MEXIYHAPOIHUTE HETTATEHTHH HAUMEHOBAHUS M ThPTOBCKUTE HANMEHOBAHUS Ha JIEKAPCTBEHUTE
MPOAYKTH, JIEKapCTBeHaTa UM (hopMa, ChIbpKaHHe Ha aKTHBHOTO BEIIECTBO B I030Ba €AMHUIIA H KOTUIECTBO
B KpaiHaTa OIIaKOBKa;

2. CIIUCHK Ha MPOIEAYPUTE 32 IPOU3BOJICTBO, KOHTPOI M ChXpaHEHHE Ha JIEKAPCTBEHUTE MPOTYKTH.

(7) lpu mpomstaa o wit. 156, an. 1, T. 7 UAJI ycTaHoBsIBa ciry>ke0HO 0OCTOSATENCTBATA 110 3aIBEHUTE IPOMEHHU
B THPTrOBCKATa PETUCTPALIHS.

Yn. 157. (1) (U3m. — IB, 6p. 67 ot 2020 r.) [Ipu u3gaBane Ha pa3pemieHUETO, ¢ KOSTO CE JOMyCKa
MpOMSIHATA, C€ TIPUJIaraT pa3nopeaouTe Ha 9. 155, KaTo CPOKBT 3a U3JABAaHETO MY € JI0:
1. 14 nuu - B cmydaute 1o wi. 156, am. 1, 1. 1,2 u 7;
2. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) 30 nHu - B citydaute mo wi. 156, an. 1, 1. 4 - 6.
(2) (U3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 5.08.2011 r.) Koraro mpomenwure mo ui. 156, an. 1, 1. 4 - 6 He
MOrar Jia ce OLEeHSAT N0 AoKyMeHTH, MAJI n3BbpiiBa mpoBepka Ha MscTo. B Te3u cinyyau cpokbT no an. 1, 1. 2
CrHpa Jia Teue JI0 3aBbpIIBaHEe Ha POBEPKATa.
(3) Pazxoaure mo u3BBpIIBaHE Ha MIPOBEPKA HA MSCTO 110 all. 2 ca 32 CMETKa Ha 3asBUTEI.
(4) 3a u3BBpIIBaHE Ha MPOBEpKa Ha MSCTO IO aj. 2 3asBUTENAT 3aljlallia Takca B pa3Mep, OlpeliesiecH B
tapudara o uin. 21, an. 2.

Ya. 158. (1) 3mpaHuTEIHATA areHIus 1Mo JeKapcTBaTa BOIU PEerucThp mo wi. 19, am. 1, 1. 1 Ha
W3JaJIeHUTE pa3pelieHusi 3a NPOU3BOACTBO, KOMTO ChIbpIKA:
1. HOMep U JaTa Ha pa3peleHUueTo 3a IPOU3BOJICTBO;
2. Me, ceJaNIMIIE U a/Ipec Ha YIIpaBJIEHUE HA JHUIIETO, TOIYUYHIIO pa3pelIeHue 3a MPOU3BOICTBO;
3. azpec Ha MOMEILEHHATA 3a IPOU3BOJCTBO, KOHTPOJ U ChXpaHEHHUE Ha JIEKapCTBaTa;
4. (m3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) nexkapcTBeHUTE NPOAYKTH U (OPMUTE, 32 KOUTO €
MOJTyY€HO pa3pelIeHUEeTo;
5. mme Ha aurero mo wi. 148, 1. 2;
6. UMeHa Ha junara 1o wi. 149;
7. nata Ha 3aJIMYaBaHE OT PETUCTHPA Ha Pa3pEIICHNETO 32 MPOMU3BOICTBO M OCHOBAaHHE 3a TOBA.
(2) lanHHTE OT perucThpa Ha U3AAJCHUTE Pa3PEICHNUs 3a MPOU3BOJICTBO Ce MyOIMKYBAT HA CTpaHHIATa HA
WAJI B unTepHeT.
(3) Ilpn mowuckBane ot EBpormelickata KOMHUCHS WM OT PEryjaTOpeH OpraH Ha JIbpxaBa wieHka MAJI
npenocTaBst HH(GOPMAIHUS 32 U3/1aJIEHO pa3pelIeHne 3a MPOU3BOCTRO.

Y. 159. (1) Ipurexarenst Ha pa3pelieHHe 3a MPOU3BOJACTBO HaeMa IO TPYIOB JIOTOBOP Haii-
MAaJIKO €JHO KBIM(HUIMPAHO JHLE 110 WI. 148, T. 2, KOETO € OCTOSHHO Ha HETOBO Pa3MOJIOKEHHE.
(2) Kanudunupanoro juiie 1o ai. 1 TpssOBa fa OTroBaps Ha CJACIHUTE H3UCKBAHUS:
1. ma e MarucTHp 1Mo MeAMIMHA, (papmarus, XuMus, GHOTEXHOJIOTHS HITH OHOJIOTHS,
2. Ja WMa Hal-MajJKO JB€ TOJMHM MPAKTUYECKH ONHUT BBHB (hapMaleBTUUYHOTO IMPOU3BOJACTBO H/MIM B
M3BBPIIBAHETO HA KAYECTBEH M KOJMYECTBEH aHAJIN3 HA JIEKAPCTBEHUTE NMPOJAYKTH U aKTHBHH BEIIECTBA.
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(3) Koraro mputexaTtenaT Ha pa3pelieHHEeTO 3a IMPOW3BOACTBO Ha JIEKAPCTBEH MPOAYKT OTTOBaps Ha
M3UCKBAHUATA 110 aJl. 2, TOH MOXKE J1a N3IIBIHABA 3aJbJDKCHUETO Ha KBUTU(HUIIUPAHO JIHIIE.

(4) (Hoga - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanuduuupanoto nuie oTroBaps 3a TOBa, 4e
BBPXY OMAKOBKAaTa Ha JIEKAPCTBEHHS MPOAYKT Ca HAHECEHU IMOKa3aTeInuTe 3a Oe3onacHoct mo wi. 168, an. §.
(5) (Ilpemumaa am. 4 - AB, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) KpammdummpaHnoTo JuIe u3gasa
cepTuduKaT 3a 0OCBOOOKIaBaHE HA BCSKA MapTHIA, yJOCTOBEPSBALl, Y€ MapTHAATA JEKapCTBEH MPOIYKT €
MpoM3BeleHa U KOHTPOJIHMpaHa B ChOTBETCTBUE C M3MCKBAHUTA Ha pa3pelIeHUeTo 3a ynorpeda mo peaa Ha
TO3H 3aKOH.

(6) (Ilpequmraa an. 5 - JIB, 6p. 102 ot 2012 1., B cwma ot 21.12.2012 r., u3m., 6p. 84 ot 2018 ., B cmra 6
Mecena ciefl myOiauKyBaHe Ha cboOmenneTo nmo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014)
Kpanuduuupanoro nuie nzgaBa cepTuUKar 3a 0cBOOOKAaBaHE Ha BCSKAa MapTHAA, YAOCTOBEpSBAIl, ue
MapTHAaTa JEKapCTBEH MPOIYKT, MPEeAHa3HAYCH 3a KIMHUYHO W3MHUTBAaHE, € IPOU3BE/IeHa U KOHTPOJINPAHa B
CBHOTBETCTBHE C W3UCKBaHHMATAa Ha JloOpaTa MpOM3BOACTBEHA MpPAKTHKA, C MPOU3BOJACTBEHOTO IOCHE Ha
MPOAYKTa U C JOKyMEHTaLuUsATa 32 U3MUTBaHUsI JIeKapCTBEeH NpoayKT cbriacHo Pernament (EC) Ne 536/2014.
(7) (Ilpegumraa am. 6 - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) KBamudumupadHoro aume Boau
pETHCTHpP Ha W3AaAeHUTe cepTH(UKATH 32 0CBOOOKJaBaHE Ha BCSKA MAPTHUIA OT JEKAPCTBEHUS MPOIYKT.

(8) (Ilpegumna an. 7, usm. - AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JlanHUTE OT perucrbpa 1o ai.
7 ce CbXpaHsBaT Hali-MaJKO 5 TOJMHU CJIE MOCIETHOTO BIIMCBAHE U CE MPEICTABAT HA KOHTPOIHUTE OpTaHH
IIPH TTOVCKBAHE.

(9) (Ilpemumna an. 8 - [AB, Op. 102 or 2012 r., B cuima or 21.12.2012 r.) Ilpu oOpa3yBane Ha
aJIMUHUCTPAaTUBHOHAKA3aTEIHO TIPOM3BOJCTBO 32 HApYIICHWS, W3BBPIICHH TpH U3NBIHCHUE Ha
3abIDKeHUATa Ha KBanmnuuupanoto ymne, MAJl pasmopekna Ha TpHUTEkKaTens Ha paspelIeHHEeTo 3a
MPOM3BOJICTBO JIa OTCTPAHU BPEMEHHO OT JTBXHOCT KBaTH(DUIIUPAHOTO JIUTIE.

(10) (TIlpenumina an. 9 - IB, 6p. 102 or 2012 1., B cuita ot 21.12.2012 r.) Kpurepunre U U3MCKBaHUATA KbM
KBaM(pUKanusaTa ¥ 00y9IeHNneTo Ha nurara mo @wi. 148, 1. 2 ce onpenensrt B Hapeadara mo wi. 152,

Y. 160. (1) Ilputexxarenst Ha pa3pelIeHue 3a MPOU3BOICTBO:
1. (u3m. — J/IB, Op. 84 ot 2018 1., B cuia 6 Mecena cien myOIMKyBaHe Ha ChOOIIEHUETO o Wwi. 82, maparpad
3 or Permament (EC) No 536/2014) ocurypsiBa HM3BBPIIBAHETO Ha MPOM3BOJCTBECHUTE OIEpallMd B
CHOTBETCTBHE C M3MCKBaHMATA Ha [loOpara mpou3BOACTBEHA MPAKTHKA U B CHOTBETCTBHE C OJOOpEHAaTa OT
HAJI uapopmanus mo wi. 27, an. 1, T. 7 1 8, a B ciiyuanTe Ha JIEKApCTBEHU MIPOAYKTH 32 KIIMHUYHO U3ITUTBaHE
- B ChOTBETCTBUEC C JOKYMEHTAIIMATA 33 M3MHUTBAHUS JIEKapCTBEH MpoayKT chriacHo Permament (EC) Ne
536/2014;
2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) u3noa3Ba caMO akTHBHH BEIIECTBA, KOUTO ca
MIPOM3BE/IEHH B CHOTBETCTBHE C M3UCKBaHUATa Ha JJoOpaTa mpou3BoACTBEHA MPAKTHKA 33 AKTUBHU BEIIIECTBA;
2a. (HoBa - JIB, 6p. 102 ot 2012 1., B cma ot 2.01.2013 r.) ce yBepsiBa, 4e IOMOIIIHUTE BEIIIECTBA, BIIATAHU B
JIEKapCTBEHUTE TPOMYKTH, Ca TPOU3BEICHH B CHOTBETCTBHE C MOIXOISAIIATE JOOPH MPOHU3BOJICTBEHH
MPaKTUKHU 32 TIOMOIIHHU BEIECTBA, ONpe/ielieH: Ha 0a3ara Ha o(UIMAaTHa OLIEHKA Ha PUCKA B ChOTBETCTBHE C
HPUWIOKUMUTE PBKOBOJCTBA, IPUETH OT EBponeiickata KOMUCHS;
3. ocurypsiBa MoCTOSIHHO KBATH(HIIMPaH MePCOHANT 32 POU3BOICTBO M KOHTPOI CHhIIIACHO U3NCKBAHUATA HA
HapeaOara o wi. 152;
4. (u3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) pa3nonara camo C JieKapcTBEHH MPOIYKTH, KOUTO
MMaT paspeleHue 3a ynorpeda, mpH cria3BaHe Ha H3UCKBAaHUATA HA TO3U 3aKOH;
5. (or™. - JIB, 6p. 12 ot 2011 r., B cmima ot 8.02.2011 1.);
6. yBeloMsiBa He3a0aBHO KOHTPOJIHUTE OPTaHu B ClIydail Ha CMsiHA Ha KBAIM(DUIIMPAHOTO JIMIlE 10 wi. 148, T.
2;
7. ocurypsiBa 10 BCSAKO BpeMe JIOCTHIT Ha KOHTPOJIHHUTE OPTaHU JI0 IIOMEIICHUATA U JOKYMEHTAIIUATA;
8. ocurypsiBa Ha KBAIH(UIMPAHOTO JuIlle 1O wi. 148, T. 2 HEOOXOIUMHUTE YCJIOBHUS 3a H3IBJIIHEHHE Ha
3a]IbJDKEHUSITA MY;
9. (moBa - IB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) unpopmupa nezabaBao MAJI u nmpurexarens Ha
paspelieHreTo 3a ynorpeba, ako Moixydd WHpOpManws, 4e JeKapCTBEHUTE MPOAYKTH, KOUTO TOMaaaT B
o0XBaTa Ha HETOBOTO pa3pelieHue 3a MPOU3BOJICTBO, ca QammuUIMPaHN WM ChIECTBYBAT ChbMHEHHUS 32
¢danmudunmpane, He3aBUCUMO OT TOBA JIalM TE3W JICKAPCTBEHH MPOJYKTH ca OWIIM pa3NpOCTPaHSIBAHU B
paMKHWTE HA 3aKOHHATA BEPUTa Ha JJOCTABKA WIIH M0 HE3aKOHEH HAYWH, BKIIFOYUTEITHO ITOCPEACTBOM HE3aKOHHA
npoaax0a upe3 yciayrure Ha HHQOPMAIIHOHHOTO OOIIECTBO;
10. (noBa - IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) mpoBepsiBa Aaau MPOU3BOAUTEIUTE, BHOCUTEIHUTE
WIK THPTOBIMTE, OT KOWTO TOJy4YaBa aKTHBHHM BEUIECTBA, Ca PErHMCTPHPAHH OT KOMIIETEHTHHS OpraH Ha
IbprKaBaTa WieHKa, B KOATO Ca yCTAHOBEHH;
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11. (moBa - IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) mpoBepsiBa aBTCHTHYHOCTTa M KA4ECTBOTO Ha
aKTHBHHTE U HA TIOMOIITHUTE BEIECTRA.

(2) (Homa - 1B, 6p. 102 o1 2012 1., B cunna ot 2.01.2013 1.) [IpuTeskatensT Ha pa3pelieHUETO 32 IPOU3BOACTBO
W3BBPLIBA OJUTH B 0OEKTHUTE 32 MPOM3BOJICTBO U THPTOBHS C aKTHBHH BEILIECTBA 3a cra3BaHeTo Ha JJoOpara
NPOM3BOJCTBEHA TMpakThka W JloOpara auctpuOyTopcKka mpakTuka. [IpuTekarensT Ha pa3pemieHHeTo 3a
MPOU3BOJICTBO MOJKE J1a CKITIOYH JOTOBOP C TPETO JIMILIE 12 U3BBPILIH OANTA OT HETOBO M€ M 32 HETOBa CMETKA.
(3) (Homa - 1B, 6p. 102 o1 2012 1., B cuia ot 2.01.2013 r.) [IputexaTenst Ha pa3peieHUeTo 3a MPOU3BOACTBO
JOKYMEHTHpa MpeAnpueTHTe 1o al. 1, T. 2 u 2a Mepkwu.

(4) (ITpegumrna ai. 2 - JIB, 6p. 102 ot 2012 1., B crma ot 2.01.2013 1., m3Mm., Op. 84 ot 2018 1., B cmita 6 mecerna
cie myOInMKyBaHe Ha cboOmenuero mo wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014) Ilpurexatenst
Ha paspelleHre 3a MPOM3BOJCTBO CHhXpaHSIBa MOCTPUTE M JOKYMEHTAlMATA 33 MPOU3BEACHUTE OT HETO
JIEKapCTBEHU MPOIYKTH M aKTUBHHM BEIIECTBA ITPH YCIOBHS 1 10 PeJl, ONIpeeIeH B HapeadaTa mo wi. 152, ai.
1.

(5) (TTpenumrna an. 3 - /IB, 6p. 102 o1 2012 1., B cuma o1 2.01.2013 1., oT™., 6p. 84 0T 2018 1., B crta 6 Meceria
cien myOIMKyBaHe Ha choOmeHneTo o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

(6) (IIpenumna an. 4 - 1B, 6p. 102 ot 2012 1., B cwima ot 2.01.2013 r.) JlokymMeHTaIusITa 32 BCSIKa CKITFOYEHA
CHeJNKa ce ChbXpaHsABa 5 TOAWMHHM W ChAbpXKa JlaTa, HAMMEHOBaHME Ha JIGKAPCTBEHHS MPOAYKT, HOCTaBEHO
KOJIMYECTBO, IME U aJIpec Ha MOJTydaTelis U MapTUIeH HOMEp.

(7) (IIpenumaa an. 5 - /1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) [Ipurexarensat Ha pa3pelieHne 3a
MPOM3BOJICTBO OCUTYpsIBA M TOANbpKA CHCTEMa 3a OJIOKMpaHe M H3TErJsiHEe OT Ma3apa Ha JEKapCTBEHU
MPOAYKTH, TIOKa3aIl HEChOTBETCTBUE C M3UCKBAHUATA 32 Ka4ECTBO.

(8) (Ilpenumrna an. 6 - /1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) [Ipurexarensat Ha pa3pelieHne 3a
MPOM3BOJICTBO € JTBXKCH J1a OJOKMpa M Ja M3TETIN JICKApCTBEHUTE MPOLYKTH, MOKA3aJId HECHOTBETCTBHE C
M3UCKBaHMATA 332 KAYECTBO, €(PUKACHOCT M O€30I1aCHOCT, 10 peja Ha HapeabaTa mo wi. 274, an. 1.

(9) (IIpenumrna an. 7 - /1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) [Ipurexarenst Ha pa3pelieHue 3a
MPOU3BOJICTBO € JUTBXKEH Jla OCHbBPEMEHSBA MPOHM3BOJICTBEHUTE METOIM B CHOTBETCTBHE C PAa3BUTHETO Ha
HOBUTEC TEXHOJIOTUHU U pa3pa60TBaHeTo Ha JICKaApCTBCHU MPOAYKTHU 3a U3IMUTBAHEC.

(10) (Homa - 1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r., npeaumina an. §, usm., 6p. 102 ot 2012 r., B cuna
or 2.01.2013 r.) Bp3 ocHOBa Ha pa3pemieHHueTo 3a MPOW3BOACTBO, M3JAJCHO MO Pela Ha TO3W pasfel,
MPUTEKATEIAT My MOKE Ja OCBHIIECTBSIBA BHOC Ha IOMOIITHH BELIECTBA, HEOOXOIUMH 3a IPOU3BOJICTBOTO HA
JIEKApCTBEHUTE MPOAYKTH, IIOCOYCHHU B Pa3pEelICHUETO 32 IPOU3BOACTBO.

(11) (HoBa — B, 6p. 67 ot 2020 r.) IIpuTexkatenaT Ha pa3pelieHrne 3a MPOWU3BOACTBO IMOCTaBS BHPXY
BTOpPHUYHATA OIAKOBKA, a aKO HSAMa TakaBa — BbPXY ITbpPBUYHATA ONAKOBKA HA JIEKAPCTBEHUTE NPOIYKTH,
onpenenenu B Jlenerupan pernament (EC) 2016/161, mokazarenute 3a 6e3onacHocT 1o wi. 168, an. 8.

Y. 160a. (Hos - /IB, 6p. 60 ot 2011 r., B cmna ot 5.08.2011 r.) (1) M3ObIHUTETHUIT TUPEKTOP
Ha MAJI cbe 3amoBe]1 oTHEMA M3/IAZICHOTO pa3pelIeHre 3a MPOU3BOICTBO, KOTATO HE Ca HAJIHIIE YCIOBHSTA IO
1. 148 1 He ca cra3eHu U3MCKBaHUsATa Ha JloOpaTa MpoOM3BOJCTBEHA MPAKTHKA, ONPEACICHHU 110 peja Ha uil.
152.
(2) U3npmautenHusT qupektop Ha MAJI cbe 3amoBen npekpaTsiBa pa3peleHHeTo 3a IMPOU3BOJICTBO:
1. Mo MUCMEHO UCKaHe Ha PUTEXKATENS MY;
2. Ipy TIpeKpaTsBaHe Ha JCHWHOCTHUTE, 32 KOUTO € U3/aJICHO;
3. pu 3anMYaBaHe PErUCcTpauaTa Ha ThProBela;
4. ipu CMBPT Ha PUIUIECKOTO JIUIIE - SAHOJIMYEH THPTOBeIl.
(3) 3amoBexnra mo an. 1 Moxe ga ce oOXajBa Mo pefa Ha AJIMHUHUCTPATUBHOIPOLECYATHHUS KOAEKC, KaTo
00>allBaHETO HE CIHUPa U3ITBIHEHHUETO.

Pazpen 11
BHoc Ha JekapcTBeHH NPOAYKTH
(3ara. u3m. - 1B, op. 102 ot 2012 r., B cuja ot 2.01.2013 r.)

Ya. 161. (1) (U3m. - AB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) BHoc Ha TepuropusTa Ha
PenyOnmuka Bbwirapust oT Tpera IbpikaBa Ha BCHYKH BHJIOBE JIEKAPCTBEHU IMPOJYKTH M Ha JIEKAPCTBEHH
MPOJIYKTH, IPETHAZHAYCHH 33 KIIMHUYHO M3IUTBAHE, MOTAT JIa M3BHPIIBAT CaMO (DHU3MUECKHU WIIH FOPHIUIECKU
JIMIA, PETUCTPHPAHH KaTO THPrOBLM IO 3aKOHOAATEIICTBOTO Ha Ibp)KaBa WIECHKA, KOMTO ca IMOJYYHIIN
paspereHue 3a BHOC, U3/1aJIHO OT U3ITBIHUTEIHUS qupekTop Ha MAJL.

(2) 3a ma momyuun pa3penieHue 3a BHOC, JIUIETO 110 aji. 1 TpsOBa na pas3mosara:
1. (u3m. - [IB, 6p. 102 o1 2012 1., B cuna ot 2.01.2013 1.) 110 BCSKO BpeMe Hali-MaJIKO € €1HO KBATH(ULPAHO
JULe, KOETO OTroBaps Ha U3UCKBaHUATa Ha wi. 159, an. 2 u 10;
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2. (m3Mm. - JIB, Op. 102 ot 2012 1., B cmia ot 2.01.2013 r.) ¢ nmabopaTopus 3a KOHTPOJ HA KauyeCTBOTO B
CHOTBETCTBHE C U3UCKBAHMATA HA HapexdaTa mo wi. 152 M MmoMeleHns 3a ChbXpaHeHNE Ha JICKApCTBEHUTE
MPOJYKTH M Ha JICKAPCTBCHUTE MPOYKTH 33 KIIMHUYHO U3MUTBAHE, CHAOACHU ¢ HEOOXOUMOTO TEXHUYECKO
o0opyiBaHe, B ChOTBETCTBUE C U3MCKBAHUITA HA HapenOaTa 1mo wi. 198,

Ya. 162. (1) 3a momyvaBaHe Ha pa3pelieHre 3a BHOC nuiero no wi. 161, am. 1 momasa B MAJI
3asiBIIEHUE 110 00pa3ell, yTBBP/IEH OT H3ITBIHUTETHIS TUPEKTOP HA areHIHITA.
(2) KbM 3asiBiieHueTo 1o ai. 1 ce mpuarar;
1. (m3m. - JIB, 6p. 71 ot 2008 1., B cya ot 12.08.2008 r., 6p. 60 ot 2011 r., B crma ot 5.08.2011 r.) manam 3a
Enunaans mpeHTHUKAIIMOHEH KOJI HAa THProBela WM KOoomepamusara oT THpProBCKHS PErucThp, a 3a
Jpy’KecTBaTa, PETUCTPHPAHU B JbpiKaBa - WieHKa Ha EBpomeidckusi cblo3, WIM B ObpKaBa - CTpaHa IO
CnopasymenueTo 3a EBponelickoTo HKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 32 aKTyaslHa PerucTpaius mno
HAI[MOHAITHOTO 3aKOHOIATENICTBO, M31a/IeH OT KOMIIETEHTEeH OpraH Ha ChbOTBETHATA AbPKaBa;
2. (mm. - IIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r., 6p. 67 ot 2020 r.) COUCHK C MEXIAYHAPOAHUTE
HETMaTeHTHW HAaMMEHOBAaHHA U ThPrOBCKUTE HAMMEHOBAHUSI Ha JIEKAPCTBEHUTE MPOAYKTH, JIeKapCTBEHATa UM
(hopMma, chIBbP)KAaHAETO HA AKTHBHOTO BEIIECTBO B 1030Ba €MHAIIA M KOJMYECTBO B KpaifHaTa OMaKOBKa,
3. (mom. - IB, 6p. 71 ot 2008 1., B cmya ot 12.08.2008 T.) KOIIHE OT pa3peIIeHNETo 3a MPOU3BOICTBO, H3TaICHO
OT peryiaTopHHUsl OpraH Ha Ibp)KaBaTa M3HOCUTEN, M CepTHU(HKAT, yIOCTOBEpSBAIl CHOTBETCTBHUETO Ha
YCIIOBUSITA 32 IPOW3BOACTBO, KOHTPONI W CBHXPAaHEHHWE CBHC CTaHAAPTH, Hal-MallKO EKBHBAJICHTHH Ha
crarnaprure Ha JloOpaTa mpon3BOACTBEHA MTPAKTHKA;
4. TOKYMEHTH, C KOMTO C€ YJOCTOBEPSIBAT OOCTOSATENICTBATA MO Wi. 159, an. 1 u 2 3a kBamupUIIMPAHOTO JIUIIC;
5. maHHUW 3a ajpeca Ha nabopaTopusi Ha TepuTopusiTa Ha PemyOnmka Beiarapus 3a u3BbpHIBaHe HA MBJICH
KOJIMYECTBEH M KAUeCTBEH aHAJIN3 Hal-MaJIKO Ha aKTUBHUTE BEII[ECTBA M HA BCHYKHU JPYTH TECTOBE U MTPOBEPKU
3a JOKa3BaHE Ha KauecTBO HA BCSKa BHECEHA MAapTHJIA JIEKAPCTBEH MPOAYKT B CHOTBETCTBHE C M3UCKBAHUATA
Ha pa3pelIeHueTo 3a ynorpeda 1mo pesia Ha TO3W 3aKOH U aJpec Ha MOMEUICHUTA 38 ChXpaHeHHE;
6. IOTOBOp, B KOWTO Ca OMpEEIeHN OTTOBOPHOCTUTE Ha BCAKA OT CTPAHUTE MO OTHOIIEHWE CIIa3BaHETO Ha
npuHnunuTe Ha JloOpaTa mpOW3BOJACTBEHA TPAKTUKAa OT W3MBIHUTENSA, W HAYAHBT, IO KOUTO
KBIM(DUIIUPAHOTO Jinlle 110 Wwi. 161, an. 2, T. 1 11e u3mbJIHABA 33 bJDKCHUATA CH, B CIIy4anuTe, KOraTo JIUIETO
mo wi. 161, an. 1 He pasnonara ckc coOCTBeHa 1labopaTopus;
7. DOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpeneieH B Tapudara mo wi. 21, am. 2.
(3) (Hoga - IB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) [Ipu nocrhnBaHe Ha 3asBieHue 1o an. 1 MAJI
OLICHSBA TMO/ajicHaTa JOKYMEHTAIlMs W W3BBbPIIBA MPOBEpKAa Ha MICTO Ha JabOpaTopusiTa 3a KOHTPOJI H
MTOMEIIEHUATA 32 ChXpaHeHHE Ha JICKAPCTBEHH MPOIYKTH W Ha JIKAPCTBEHH MPOIYKTH, MPETHA3HAYCHH 32
KIIMHUYHO M3MHUTBAaHE, 32 YCTAHOBSIBAHE HA ChOTBETCTBUETO MM C M3MCKBaHMsATa Ha JloOpaTa Mpon3BOICTBEHA
npakTuka u Ha JloOpaTa nuctpubyTopcka mpakTHUka.
(4) (ITpenumna an. 3 - /1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Koraro momemieHusTa 3a mpon3BOJICTBO
ca pa3MoJIOKEHH B TpPeTa JIbpXkaBa, ¢ KoATO EBpomelickara OONTHOCT MMa TOANKCAHO CIIOpasyMeHHE 3a
B3aMMHO TIpHU3HaBaHe Ha cepTudukatu 3a J[oOpa Mpou3BOACTBEHA MpaKTHKa, junarta mo wi. 161, am 1
nmpuiararT KbM 3asBICHHETO aJipeca Ha BCSKO TOMEIEHHE 3a MPOHM3BOACTBO Ha JIEKAPCTBEHU NPOJYKTH,
AKTUBHU BEIECTBA WM JIEKAPCTBEHH MPOIYKTH, MPEeIHA3HAYCHN 32 KIMHUYHO M3MMTBAaHE, HANMEHOBAHUE,
CellIMIIe W aJpec Ha YNpaBJCHHWE Ha JIMIETO, MOJYYHJIO pa3pelieHre 3a MpPOM3BOJICTBO, cepTHdUKAT,
YIOCTOBEpSIBAIll CHOTBETCTBHETO HA YCIOBHUATA 32 MPOHM3BOACTBO, KOHTPOJ M ChXpaHEHUE ChC CTAHIAPTH,
€KBHUBAJICHTHH Ha CTAaHIAPTUTE, YTBHP/ICHU C U3NCKBaHUATA HA JoOpaTa Mpon3BOACTBEHA MPAKTUKA, U UMETO
Ha KBaJTU(QUIIMPAHOTO JIHIIE.
(5) (Ilpenummna ain. 4, u3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) B ciywanre, paznudau oT ai. 4,
HUAJl wm3BppmBa Tpu HEOOXOJWMOCT TIPOBEpKa Ha MSCTO 3a YCTAaHOBSIBaHE Ha CHOTBETCTBHE Ha
JOKYMEHTAIMATa C YCJIOBHUATA 32 IMPOHU3BOJICTBO, KOHTPOI M ChXpaHEHHE Ha JICKAPCTBEHHUTE IMPOIYKTH B
nbpkaBaTta m3Hocuten. llpu yctaHoBsiBaHe Ha chboTBeTcTBHE ¢ JloOpaTa mpom3BojacTBeHa mpaktuka MAJI
M3/1aBa CePTU(HUKAT.
(6) (IlpequmHa an. 5, usm. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pazxoaure 3a u3BbpIIBaHe Ha
MpoBepKaTa Ha MSICTO TIO all. 5 ca 3a CMETKa Ha BHOCHTEIS.
(7) (IIpenumina an. 6, usm. - /B, op. 71 ot 2008 r., B cuita ot 12.08.2008 r.) 3a u3BbpIlIBaHE HA MPOBEPKA HA
MSICTO 110 ajl. 3 WK 1O ajl. 5 3asBUTENAT 3aIialla Takca B pa3Mep, onpeaesieH B Tapudara mo wi. 21, an. 2.

Y. 163. (1) Keanudummpanoro nmure o wi. 161, an. 2, T. 1 m3naBa ceprudukar 3a 0cBOOOXK1aBaHe
Ha BCsKa MapTUia, YIOCTOBEpsBall, Y€ BHECEHATa MapTHa JCKapCTBEH MPOAYKT OT TpeTa AbPIKaBa,
HE3aBHCHMO JIajIi MPOIYKTHT € MPOU3BEIICH WK HE B pyra IbpkaBa WieHKa, IPEAH J1a Ce IIyCHE Ha Ia3apa
Ha TepuTopusTa Ha PeryOnuka Beiarapus, € mojuiokeHa Ha ITbJIEH Ka4eCTBEH M KOJIMYECTBEH aHAIIN3, Haii-
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MaJKO Ha aKTUBHHTE BENICCTBA, W Ca W3BHPIICHH BCUYKH HEOOXOJMMH W3IHTBAHHA W TPOBEPKH B
CHOTBETCTBHE C U3UCKBAHUITA 32 M3/IaBaHE Ha pa3pelleHne 3a yIoTpeda Mo pea Ha TO3H 3aKOH.

(2) KoraTto maptuaara nekapcTBeH NPOIYKT, BHECEHA OT TPeTa IbPKaBa, € MOI0KeHa Ha aHAIM3UTe 110 ail. |
B JIpyra Ibp)kaBa WieHKa U ce IPUApYKaBa OT cepTH(UKAT 32 0CBOOOKIaBaHE HA MAapTUAATA, TIOAINUCAH OT
JPYro KBATU(UIIMPAHO JIUIIE, HE Ce M3MCKBA MPOBEXKAHE HA KOHTPOJHU W3MUTBAHUS HA TEPUTOPHSTA HA
Pemry0nmka beinrapust.

(3) Koraro maptugara JiekapCTBEH MPOAYKT € BHECCHA OT TPETa JbpiKaBa, ¢ koato EBpomnelickaTa o0IIHOCT
UMa TOJIHCAHO Clopa3yMeHHe 3a B3aWMHO TNpH3HaBaHe Ha ceprudukara 3a JloOpa NMpOU3BOJCTBEHA
MPaKTUKa, KBATU(DUIUPAHOTO JIUIIC M3/1aBa CepPTUHUKAT 3a OCBOOOXKIABaHE HA MapTHIaTa Bh3 OCHOBA Ha
npuapyKaBamara napTuaata JOKyMEHTalus, 0e3 Jla ce Hamara Ja M3BBPIIBAa KOHTPOJIHHM M3MHMTBAHHS Ha
Teputopusta Ha PenyOnuka bbarapus.

(4) (Ot™m. — [IB, 6p. 84 o1 2018 1., B cmia 6 Mecena cief] myOIMKyBaHe Ha CHOOIIIEHHETO 1o Wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014).

(5) (Ot™m. — 1B, 6p. 84 ot 2018 1., B cuiia 6 Mecena el myOauKyBaHe Ha ChOOIIICHUETO 10 WI. 82, maparpad
3 ot Pernmament (EC) Ne 536/2014).

(6) (M3m. - JIB, 6p. 71 ot 2008 1., B cra ot 12.08.2008 1., ot™., Op. 84 ot 2018 1., B cria 6 mMecena cief
myOJIrKyBaHe Ha ChoOIIeHneTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

(7) KBamudunmpanoro nuie mo ai. 1 ¢bxpaHsBa TOKYMEHTAIMATa 3a BCSIKA BHECEHA MapTUJIA JICKAPCTBEH
MPOAYKT HAl-MaJIKO 5 TOJMHHM U sl IPEJICTABs MPH MOUCKBAaHE HA KOHTPOIHHUTE OPTaHH.

(8) INpuTekarensaT Ha pa3pelIcHUE 32 BHOC OCHTYPsBa M MOAIbpIKA CHCTEMa 32 OJIOKMpaHe ¥ U3TETIISHE OT
nazapa Ha JIeKapcTBEHH MPOAYKTH, IIOKa3aIl HEChOTBETCTBUE C M3UCKBAHHMSTA 332 Ka4ECTBO.

(9) IpuTexkaTensaT Ha pa3pellcHre 3a BHOC € JUIBKEH Jia OJIOKHpa W Jla U3TETIIH JIGKAPCTBEHUTE TMPOIYKTH,
MOKa3alli HEChOTBETCTBUE C M3UCKBAaHUITA 32 OE30MACHOCT U e(pUKACHOCT, ChITIACHO Hapendara mo wi. 274,
anm. 1.

(10) (U3m. - [AB, 6p. 12 or 2011 r., B cuma ot 8.02.2011 r.) Pasmopendure Ha wi. 160, an. 1, 1.4 u 7 ce
MpUJIaraT v 1o OTHOIICHHUE Ha TIPUTEKATEIIUTE HA pa3pelicHUe 3a BHOC.

(11) IIpurexxarensat Ha pa3pelIeHUE 3a BHOC OCHTYPsBa Ha KBANH(UIMPAHOTO JHne mo wi. 161, am. 2, T. 1
HCO6XO,HI/IMI/ITC YCJI0OBHA 3a U3IN'BJIHCHUEC HA 3aAbJDKCHUATA MY U YBEAOMABA HC3a6aBHO KOHTPOJIHUTC OpraHu
MPU HEroBaTa MPOMSIHA.

(12) Ilpu obpaszyBaHe Ha aAMHHUCTPATUBHOHAKA3aTEIHO MPOU3BOJCTBO 332 HApPYLICHHUS, M3BBPIICHHU IMPH
W3MBIHEHNETO Ha 3aJBIDKCHUATA Ha KBamuduuupaHoto nune, MAJl pasmopexxna Ha mpurexaTens Ha
pa3perIeHreTo 3a BHOC J1a OTCTPAHU BPEMEHHO KBATU(QHUIMPAHOTO JHIIE OT JUTHKHOCTTA.

Yua. 163a. (Hos - 1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) (1) Korato MAJI ycranoBu
HEITBIHOTA W HEIOCTATHIIM B IPEICTABEHATa JOKYMEHTAITUS, TS YBEJIOMSBA MHUCMEHO 3asiBUTENSI M JaBa
MMMCMEHU YKa3aHUSI.

(2) B cnyyante 1o an. 1 cpoxsT mo 4. 164, an. 1 criupa na Tede 10 MpUBEXIaHE HA TOKyMEHTAIUATa B
CHOTBETCTBUE C M3UCKBAHMATA.

Y. 164. (1) Usmenautennust nupektop Ha MAJI nznasa pasperieHue 3a BHOC B Cpok 30 qHU OT
JlaTaTa Ha [0/IaBaHe Ha 3asBJIICHUETO 10 WI. 162 MM MOTUBUPAHO OTKa3Ba.
(2) OtkazspT o ait. 1 moaJiexku Ha oOKaJIBaHe 1O penia Ha A IMHHHCTPATUBHOIIPOIIECYATHUS KOJIEKC.
(3) PazpemenueTo 3a BHOC ce M3JaBa caMmO 3a MOCOYEHHUTE B 3asBICHUETO JIEKAPCTBEHU MPOAYKTH, TEXHHU
(opMH aKTHBHM BelIeCTBA WM 32 IOCOYECHUTE JIEKAPCTBEHH NPOAYKTH, NpeAHA3HAUYEHH 3a KIMHUYIHO
W3MUATBAHE, U 332 IOMEUICHHUATA, KBJICTO IIe C€ M3BBPIIBAT KOHTPOIBT U ChXPAaHEHHUETO.
(4) PazpemenneTo 3a BHOC € O€3CpOUHO.

Ya. 164a. (Hoe — JIB, 6p. 67 ot 2020 r.) [IpurexarensT Ha pa3pemieHHe 3a BHOC OCHUTYpsIBa
MOCTaBsIHETO BBPXY BTOpUYHATA ONAKOBKA, a aKo HJIMa TakaBa — BBPXY IbPBHYHATA OIIAKOBKA, Ha
JICKapCTBEHUTE MPOAYyKTH, ompezaeincHd B [enerupan permament (EC) 2016/161, nokasarenure 3a
6e3onacHocT 1o Wi. 168, an. 8 u ocurypsiBa BbBEXKJIAHETO HA HHMBHyaTHUs UICHTH()UKAIIMOHEH Oeler Ha
BCSIKa OIIAKOBKA B CHCTEMara OT perucTpu B cboTBeTcTBHE C [lenerupan pernament (EC) 2016/161.

Y. 165. (Um. - [IB, Op. 102 or 2012 r., B cuma ot 2.01.2013 r., 6p. 67 ot 2020 r.) (1)
[IpuTexxarensar Ha pa3penieHne 3a BHOC OT TpeTa abprkaBa mogasa B MAJI 3asBineHue npu MpoMsiHa Ha:
1. muuero mo 4. 161, am. 2, 1. 1;
2. CIIUCHKA C MEXKIYHAPOIHUTE HENATEHTHU HAUMEHOBAHUS U ThPTrOBCKUTE HAUMEHOBAHMSI HA JIEKAPCTBEHUTE
MPOJYKTH, JIEKAPCTBEHATa UM (hopMa, ChIbPIKaHUE HA aKTUBHOTO BEIIIECTBO B J1030Ba €IMHUIIA U KOJUYESCTBO
B KpaiiHaTa OIIaKOBKa;
3. aapeca Ha tabopaTopusta o wi. 161, ain. 2, 1. 2;
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4. TBPTOBCKaTa PErUCTPAIIHs.
(2) KpM 3asBienueTo 1Mo ar. 1 ce mpuiarat JOKYMEHTHTE, CBBP3aHU C IIPOMSHATA, OTIPECIICHH B 1. 165a, u
JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpezeseH B Tapudara mo ui. 21, an. 2.

Ya. 165a. (Hos — IB, Op. 67 ot 2020 r.) (1) [Ipu nmpomsna no wi. 165, an. 1, . 1 3asBurenst
MIpeICTaBs ClIeAHATa JOKyMEHTAITHU:
1. mumioMa 3a 3aBBPIIESHO BHCIIIE 00pa30BaHMNCE;
2. TpyZOB JOTOBOD;
3. IOKyMEHTH, yIOCTOBEPSBAIIH TOTBIHATETHA KBATH(DUKAIINS,
4. TOKYMEHT 3a TPYJOB CTaX.
(2) M3npaHUTETHATA areHITHS 110 JISKapCTBaTa YCTAHOBSBA CIIY)KEOHO 0OCTOSATENCTBATA OTHOCHO ChIMMOCTTA
Ha Jurero mo wi. 161, am. 2, T. 1, koraro ¢ OBJITapCKU TPaKIAAHWH. 3a JIMIATa, KOUTO HE ca OBITapcKu
TpaX/IaHu, ChC 3aSBICHUETO CE MPEACTaBS CBHUJIETEIICTBO 32 CHANMOCT FIIM aHAIIOTHYEH TOKYMEHT, U3Ja/IeH
OT KOMIIETEHTEH OpraH Ha ChOTBETHATA AbP>KaBa.
(3) Ilpu npomsHa 1o wi. 165, ai. 1, T. 2 3asIBUTEIAT MPEACTaBs ClIeHATA JOKYMEHTAIIUS:
1. CIUCBK ¢ MEXAYHAPOIHUTE HETTATEHTHH HANMEHOBAHUS M THPTOBCKUTE HANMEHOBAHHUS Ha JIEKAPCTBEHHUTE
MPOIYKTH, JIEKapcTBeHaTa UM (opMa, ChIbPIKaHNE HAa aKTHBHOTO BEIIECTBO B I030Ba €MHAIIA M KOJIHMYECTBO
B KpallHaTa ONaKoBKa;
2. CIIUCHK Ha MPOIEAYPUTE 32 IIPOU3BOJICTBO, KOHTPOI U ChXPaHEHHE Ha JIEKAPCTBEHUTE MPOTYyKTH.
(4) llpu mpomsiHa o wi. 165, an. 1, T. 3 3agBUTENAT NMpeACTaBs JaHHUTE 1O WiI. 162, an. 2, T. 5 u xomme oT
JIOTOBOpA B CiIy4auTe o wi. 162, an. 2, 1. 6.
(5) lpu npomsiHa o . 165, an. 1, 1. 4 UAJI ycTaHOBsIBa ClTy:)KeOHO 00CTOSTEIICTBATA 110 3asIBEHUTE POMCHU
B THPTOBCKATa PETUCTPAIIHSL.

Ya. 166. (1) [Ipu u3gaBaHe Ha pa3pelIeHUETO, C KOETO C€ JOIyCKa MpOoMsiHATa, Ce Ipriarat
pasmopeadure Ha wi. 164, KaTo CPOKBT 32 U3AABAHETO MY €:
1. B cmyvaute o un. 165, an. 1, 1. 1,2 u 4 - no 14 guu;
2. B ciiydaurte 1o wi. 165, an. 1, 1. 3 - no 30 gau.
(2) Koraro mpomsinata mo 4i. 165, ain. 1, T. 3 He Moke Aa ce otieHu 1o qokymeHTH, MAJI u3BbpiiBa mposepka
Ha MsCTO. B Te3u ciaydyau cpoksT 1o ai. 1, T. 2 criupa Aa Tede J0 3aBbpIlIBaHe Ha IPOBEpKaTa.
(3) PaszxoauTe 1o M3BHPIIBaHE HA MTPOBEPKA HA MSCTO MO aj. 2 ca 3a CMETKa Ha 3asBUTEIIS.
(4) 3a us3BbBpIIBaHE Ha MPOBEpPKa Ha MACTO MO ajl. 2 3asABUTENAT 3allialla Takca B pa3Mep, OIpeJeleH B
tapudata o wi. 21, an. 2.

Y. 167. (1) M3nbpaHUTEIHATA areHIUS 110 JIeKapcTBaTa BOAM PErucThp no wi. 19, am. 1, T. 2 Ha
W3JaJIeHUTE pa3pelieHusi 3a BHOC, KOWTO ChIbpiKa:
1. HOMep U JaTa Ha pa3pelIeHUueTo 3a BHOC;
2. HaMMEHOBaHHe, CeJANUILE U a/Ipec Ha yIPAaBICHUETO Ha JIMLETO, ITOIYYHIIO pa3pellieHne 3a BHOC;
3. azpec Ha MOMEIEHUSITA 32 KOHTPOJI M ChbXpaHEHUE HA JIEKAPCTBEHUTE MPOAYKTH;
4. (u3m. - IB, Op. 102 ot 2012 1., B cuna ot 2.01.2013 r.) nekapcTBEHUTE MPOAYKTH U (OPMHUTE, 3a KOUTO €
MOJTy4Y€HO pa3pelIeHNeTo;
5. mme Ha aurnero mo wi. 161, an. 2, 1. 1;
6. 1aTa Ha 3aJIMYaBaHe OT PETUCTHPa Ha PA3PEIICHUETO 32 BHOC U OCHOBAHHE 3a TOBA.
(2) Hauum ot peructbpa ce myOiauKkyBat Ha crpaHunara Ha MAJI B uHTepHET.

Paspeu 111
(Hos - 1B, 6p. 102 o1 2012 1.)
IIpou3BoacTBO, BHOC 1 THPrOBHS HA €IP0 C AKTMBHU BelllecTBA

Ya. 167a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) IIpon3BoacTBo, BHOC HIH
THPrOBUS Ha €ApO C AKTUBHU BEIECTBA MOTAT Jia M3BBPIIBAT caMO (DPH3MYECKH WIM IOPUIWYECKH JUIIA,

PErUCTpUpPaHn KaTO THProBLU 110 3aKOHOAATECJICTBOTO HA AbpiKaBa YWICHKA W BIIHMCAHU B PETUCTHPA IO YJI.
167r.

Y. 1676. (Hos - 1B, 6p. 102 oT 2012 1., B cuma ot 2.01.2013 1.) (1) 3a BucBaHe B perucTbpa mno
wi. 167r 3agButenst nogasa B MAJI 3asBnenne mo o6paserr, yTBbpAEH OT U3MBJIHUTENHUS qupektop Ha AL,
KOETO ChAbpPXKA:

1. mme, ceganuiie U ajipec Ha yIpasieHHE Ha JIMLETO 1o wi. 167a;
2. CIIUCHK Ha aKTUBHUTE BEIECTBA, KOUTO IIIE€ CE BHACAT, MPOU3BEXK/IAT WU THPTyBaT;
3. AeHOCTHTE, KOWTO JUIETO 1Mo Wwi. 167a e u3BbpIIBa;
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4. appec Ha TOMEIIEHHUATA U JAaHHU 32 TEXHHYECKOTO 000py/IBaHe 3a OCHIIECTBIBAHE HA ICHHOCTTA Ha TUIAaTa
mo ui. 167a.

(2) KbM 3asiBiienueTo 1o ai. 1 ce mpuarar;

1. naHHM 32 eAMHHUS WACHTH(UKAMOHEH KOl Ha ThProBela, a 3a JIPY)KeCcTBaTa, PerucCTPUPaHu B AbPKaBa
YIIEHKA - JOKYMEHT 32 aKTyalTHa PEeTUCTPAIlUs 110 HAIIMOHATHOTO 3aKOHOIATENICTBO, U3/a/IEH OT KOMIIETEHTEH
OpraH Ha ChOTBETHATA IbPXKaBa;

2. TOKYMEHT 3a IJIaTeHa Takca 1o ui. 21, ain. 2.

(3) B cpok 60 maM OT TOCTHITBaHE HA 3asBICHUETO U JOKyMeHTanuaATa 1Mo ai. 1 u 2 MAJI Bb3 ocHOBa Ha OIleHKa
Ha pHCKa:

1. BrucBa uueTo no wi. 167a B peructbpa no wi. 167r, 3a KOETO To YBEJOMABA, WIN

2. yBeZOMSsIBa 3a IaTaTa Ha U3BbPIIBAHE Ha MHCIEKIHA 32 YCTaHOBSBaHE HA ChOTBETCTBUETO HA YCIOBUATA 32
M3BBPIIBAHE HA JCHHOCTUTE IO WI. 167a ¢ n3nckBanusATa Ha JloOpara Mpou3BOACTBEHA MTPaKTHKA IO WiI. 152,
an. 1 u na Jlo6pute AucTpuOYTOPCKU NPAKTHUKM HA aKTUBHH BellecTBa 1o 4i. 198.

(4) Koraro B pesynrar Ha mHCHekiusaTa o ain. 3, 1. 2 MAJl ycTaHOBH CHOTBETCTBHE C W3MCKBAHHATA Ha
Jo6para mpon3BoacTBeHa MpakTuka 1o wi. 152, an. 1 u Ha loGpuTte nucTprOyTOPCKH MPAKTHUKU Ha aKTUBHU
BemiecTBa 1Mo wi. 198, Ts1 BIMCBa 3asgBUTENS B PETUCTHpPA 1O 9. 167T, 32 KOETO o yBeIOMSIBa.

(5) Pa3xoaute 3a n3BBHpIIBAHE HA MHCIICKITUATA 110 al. 3, T. 2 ca 32 CMETKA Ha 3asiBUTEISL.

(6) 3a m3BBpIIIBaAHE HA HHCIIEKIIMATA 1O aJl. 3, T. 2 3asSBUTEIAT 3aIljIalla Takca B pa3mep, onpezesieH B Tapudara
mo un. 21, an. 2.

(7) B cnyugante mo ain. 3, T. 1 u an. 4 3asBUTEIST MOXE J1a 3all0YHE J]a OCHINECTBIBA JEHHOCTTA CH CJIE[
BIIMCBAHETO B PErUCThpa Mo wi. 167T.

Yu. 1678. (Hos - /IB, 6p. 102 ot 2012 r., B cmma ot 2.01.2013 r.) Koraro B cpoka mo 4wi. 1676, ai.
3 UAJI e yBeaoMmu, ye 1ie ObJe U3BbPIIECHA HHCIICKIINS, 3asIBUTEIIAT MOXKE Jla 3aIlI0YHE OCHIIECTBIBAHETO HA
JIeHHOCTTA.

Y. 167r. (Hos - /IB, 6p. 102 o1 2012 1., B cuna ot 2.01.2013 1.) (1) M3rbiHUTETHATA ar€HITUS 110
JIeKapcTBaTa BOJW MyOJIMYEeH PETUCTHP Ha BHOCHTEHTE, IIPOU3BOIUTEINTE U THPTOBIIUTE HA €IPO C aKTHBHH
BEIIECTBA, KOUTO ChIABPKA:

1. uMe, cefanuIIe M aJipec Ha YIPaBICHUE Ha JTUIETO 0 Wwi. 167a;

2. CIIUCHK HAa aKTUBHUTE BEIECTBA, KOUTO CE BHACAT, POU3BEKIAT HIIH ThPryBaT;

3. IeHHOCTHTE, KOUTO JIUIETO M0 4. 167a 11e u3BbPIIBA;

4. ajpec Ha MMOMEIIEHUATA, B KOUTO CE€ U3BBPILIAT ICHHOCTHUTE;

5. 3a0eex K 10 BITUCAHUTE OOCTOSATENICTBA.

(2) M3mpnHuTEeNnHATa areHOMsA IO JIEKapcTBaTa BhBeXaa B 0a3ata nmaHHM 1mo 4i. 147 wHpopmanms 3a
PErUCTPUPAHUTE BHOCUTEIIHN, IIPOU3SBOAUTEIIN U ThbPTOBIM HA €APO0 C aKTUBHU BCUICCTBA.

Yu. 167a. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 1.) (1) Jlunero mo un. 167a nmogasa
B MAJI exerozno 10 31 siHyapH yBeIOMIICHHE 32 HACTBITHIIM MPOMEHH B MH(POPMAITUSATA, BITUCAHA B PETHCTHPa
mo wi. 167r.
(2) lpu HacThIBaHE HA MPOMEHH, KOUTO MOTAT Ja MOBIMUSAT HA KAYECTBOTO WJIM Ha OE30MacHOCTTa Ha

AKTHBHHTE BEIIECTBA, KOMTO CE MPOU3BEIK/IAT, BHACAT WM PA3IIPOCTPAHSBAT, JIAIETO 110 Wwi. 167a yBeqoMsBa
MAJI He3abaBHoO.

Y. 167e. (Hos - IB, 6p. 102 ot 2012 1.) (1) (B cuna ot 2.01.2013 r. - IB, 6p. 102 ot 2012 1.)
[Ipon3BOACTBOTO, BHOCHT M THProBHATa Ha €APO C aKTHBHU BEIIECTBAa Ha TepUTOpusATa Ha PemyOmuka
Brarapusi, BKIIOUNTETHO Ha aKTHBHU BELIECTBA, MPEIHA3HAYEHHU 3a U3HOC, C€ M3BBPIIBA B CHOTBETCTBHE C
Job6para npon3BoacTBeHa pakThka U JloOpure TMcTprOYTOPCKH MPAKTUKHU 32 aKTUBHH BEIIECTBA.

(2) BHocutenuTe Morar Aa BHACAT aKTHBHH BELIECTBA CAMO aKO €a CIa3eHH CICIHNUTE YCIOBHUS:

1. (B cuma ot 2.01.2013 r. - [AB, 6p. 102 ot 2012 r.) aKTUBHHTE BeIIECTBa ca OWIM NPOU3BEICHU B
CHOTBETCTBHE ChC CTaHAapTH 3a J[oOpa Mpou3BOACTBEHA MPAKTHKA, KOUTO Ca Haii-MaJKO €KBUBAJICHTHHU Ha
YCTaHOBEHUTE OT EBponenckus cbro3, 1

2. (B cmwia ot 2.07.2013 r. - 1B, Op. 102 ot 2012 r.) akTUBHHUTE BELIECTBa C€ NMPUAPYXKABAaT OT MMHCMEHO
MOTBBPXKIECHIE OT KOMIIETEHTHHSI OPTaH Ha JIbpKaBata H3HOCHTEII, Ue:

a) cranmaptute 3a JloOpa mpoOW3BOJCTBEHA MpPAKTHKA, MPUIOKHUMH KbM OOEKTa 3a TPOHM3BOJCTBO Ha
W3HECEHNTE aKTUBHHM BEILIECTBA, Ca Hal-MaJlkO €KBUBAJICHTHH Ha yCTaHOBEHHUTE OT EBponelickus chio3;

0) CHOTBETHHUAT OOEKT 3a MPOM3BOACTBO MOAJICKM Ha PEAOBEH KOHTPOJ M B HErO ce mpuiara eQpeKTUBHO
JloGpara mpoW3BOJCTBEHA MPAKTHKA, KAaTO TOBA BKIIIOYBA MHOTOKPATHH M BHE3AITHM WHCHEKIUH, C LN
rapaHTHpaHe 3aKpujia Ha 00IIECTBEHOTO 3/paBe, Hali-MaJIKo PABHOCTOMHA Ha Ta3u B EBporielickus chio3, U
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B) B CJTydail Ha KOHCTATUPAHO HECTIa3BaHe HA M3UCKBAHUATA Ibp)KaBaTa H3HOCHTEI Iie HH(popMupa He3abaBHO
NAIJL

(3) (Bcumaor2.07.2013 1. - /IB, 6p. 102 or 2012 1.) 3uckBaneTo Ha ai. 2, T. 2 He ce pujiara, ako AbpikaBara
M3HOCHUTEI € BKJIIOUEHA B criuchbka 1mo wi. 1116 ot Hupexrusa 2001/83/EO.

Ya. 167x. (Hos - /IB, 6p. 102 ot 2012 1., B cmma ot 2.07.2013 1.) (1) 1o m3kimrodenne, Korato €
HEO0XOIMMO [1a C€ OCUT'YPH HAIMYMETO Ha JIEKAPCTBEHU NMPOAYKTH, BHOCUTEIST MOXKE J1a BHACS aKTUBHOTO
BEIIeCTBO 0€3 MMCMEHOTO NOTBBbPKACHHE 10 Wi. 167¢, an. 2, T. 2 3a CPOK He MO-IBIBT OT CPOKA Ha BATMIAHOCT
Ha ceptudukara 3a JloOpa IpOWM3BOICTBEHA IMPAKTHKA, KOraTo OOCKTHT 3a IPOM3BOJICTBO HAa AKTHBHO
BEIIECTBO B AbprKaBaTa M3HOCHUTEN € OWJI MHCIIEKTHPaH OT PEryJlaTOpPeH OpraH Ha AbpKaBa WICHKAa U €
yCTaHOBEHO, U€ cla3Ba MPUHLUINTE U PhKOBOACTBaTA 3a JoOpa Mmpon3BOACTBEHA TPAKTHKA.

(2) B ciyuaute no an. 1 MAJI yBegomsiBa EBpomneiickaTa KoMHUCHSI.

Yia. 1673. (Hos - [IB, 6p. 102 ot 2012 1., B cmura ot 2.01.2013 1.) [IpuTexxarennTe Ha pa3peicHHs
3a MPOM3BOJCTBO, BKJIFOUUTEIIHO TE3H, KOUTO WM3MBIHABAT NeHHOCcTUTE Mo wi. 1680, an. 2, ce cMmaTar 3a
MPOU3BOAMTEIN MO CMHUCHIa Ha § 13, T. 3 OT JMONBJIHUTENHHUTE pa3nopeadM Ha 3akoHa 3a 3alluTa Ha
MOTpeOUTENHNTE M HOCST OTTOBOPHOCT 32 BPEIH, MPHYUHEHH OT JeeKT Ha CTOKHUTE, IIPEABHUICHA B HETO.

I'naBa mecra
OIMAKOBKU U JIMCTOBKHU HA JIEKAPCTBEHU INPOJAYKTHU

Ya. 168. (1) OnakoBkaTa Ha JIGKAPCTBEH MPOAYKT C€ CHCTOM OT IIbPBHYHA W/WIIM BTOPUIHA
OIIAKOBKA U OT JIMCTOBKA 3a MAaIMEHTA.
(2) (M3m. - [IB, 6p. 61 ot 2011 1., B cuna ot 10.11.2011 1.) Bropnunara onakoBka Ha JIeKapCTBEHH MPOAYKTH,
ChABPKAlllM BELIECTBA, IOCOUYEHH B CIIUCHKA 0 Wil. 3, all. 2, T. 2 OT 3aKOHA 3a KOHTPOJI BbPXY HAPKOTUYHUTE
BEIIECTBA U NPEKYypCOPHUTE, C€ MapKUpa AMArOHAJIHO C JBE YCPBEHH JICHTH, a BTOPUYHATA ONAKOBKA Ha
JIEKapCTBEHHU MPOYKTH, ChIBPKAIIN BEIIECTBA OT CIIUCHKA IO Wil. 3, all. 2, T. 3 OT 3aKOHA 3a KOHTPOJI BEPXY
HAapKOTHYHHUTE BEIECTBA U TPEKYpCOpUTE - ¢ ABE CHUHH JieHTH. OIakoBKaTa 3aIb/DKUTEIHO ChAbpiKa
YKa3aHHe, Ye JICKapCTBEHUAT MIPOAYKT C€ OTIIYCKa caMo IO CIIEHHATHO JIEKAPCKO MIPEIIICaHHeE.
(3) (M3m. - B, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 r.) JlucroBkaTta Ha JeKapCTBEHUTE MPOIYKTH,
BKITIOYEHH B cnrichka 1o 4wi. 23 ot Perimament (EO) Ne 726/2004 na EBpomnetickust mapnameHT u Ha ChbBera,
chabpika MHGOpMaUMs CbC ClAeOHHS TeKCT: "To3M JIeKapcTBEH MPOAYKT MOUICKH Ha AONBIHUTEIHO
HaOmoenue". [Ipen Tekcra ce mocTaBs 3HaK B YePEH MBST chritacHo wieH 23, maparpad 5 ot Permament (EO)
Ne 726/2004 na EBponetickus napiamMeHT U Ha CbBeTa, NIPUAPYIKEH OT O0SICHUTEIHA OellexkKa.
(4) (U3wm. - JIB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 r.) B nuctoBkara Ha IeKapCTBEHUTE MPOAYKTH Ce
BKJIIOYBA CTaHAAPTEH TEKCT, C KOWTO IAlMeHTUTEe Ce INpPUKAaHBAT Ja [OKJIaJBaT Ha MEAUIHHCKUTE
cnenuanucT wim nupektHo Ha MAJl Beska mojo3upaHa HexellaHa JIeKapcTBEHAa PEaKIusl ChITIAcHO
oOpasiure o wi. 185, an. 2, 1. 4.
(5) Koraro nekapcTBeHHT NPOLYKT ce€ pa3peliaBa 3a ynorpeda Ha Tepuropusita Ha PemyOnuka bearapus,
BBPXY BTOpMYHATa MY OINAKOBKA CE MOCTaBsi MApPKUPOBKA 3a Pa3/eiHO ChbOMpPaHEe U PELMKIUpPAHE CHITIACHO
3akoHa 3a yrpapieHre Ha OTHAIBIIUTE H aKTOBETE MO NPUIIATAHETO MY.
(6) Korato nekapcTBEHUST MPOAYKT c€ pa3pellaBa 3a ynoTpeda, HaMMEHOBAaHHUETO MY BBPXY BTOpHUYHATa
OIIAKOBKa, JIeKapcTBeHaTa (hopMa 1 ChIbP)KaHHETO HAa aKTHBHOTO BELIECTBO B J030Ba €MHMIA CE U3IHCBA U
c Bbpaiinosa a30yka.
(7) UsnckBanusita Ha ail. 6 He ce Mpuarar 3a BAKCHHU M JIGKAPCTBEHH MPOJAYKTH B OOTHUYHH OITAKOBKH.
(8) (Homa - 1B, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) Bepxy BrOpn4HaTa OMaKOBKa, a aKO HAMa TakaBa
- BbpXY IIbPBUYHATA OIMAKOBKA HA JIGKAPCTBEHHUTE MPOAYKTH, C M3KIIOUEHHE HA pagnodapMaieBTHIHU, CE
HaHACAT:
1. mHOMBHIyaneH HIeHTH(QUKAMOHEH Oeler 3a Mmokas3aresJuTe 3a 0e30MacHOCT, KOMTO JaBa BH3MOMHOCT
TBHPrOBLUUTE Ha €ApO U IpeOHO Ja:
a) IPOBePSBAT ABTCHTUYHOCTTA Ha JICKAPCTBEHUS POYKT;
0) nneHTuUIMpaT OTACTHN ONIAKOBKH;
2. CpencTBO, ¢ KOETO Jia Ce M3BBbPIIBA MPOBEPKA Ha OMAKOBKAaTa Ha JICKAPCTBEHHUS MPOAYKT Aaiu € Ouia
MOJIIpaBeHa.

Ya. 168a. (Hos - IB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) Bepxy onakoBkaTta Ha
JIEKapCTBEH MPOAYKT, KOMTO ce OTIyCKa IO JIEKapcKO MPEeANUCaHue, c€ HaHACSIT oKa3aTenu 3a 0€30IMacHOCT
mo wi. 168, an. 8, ¢ M3KJIIOYEHHE HA CIy4yauTe, B KOMUTO JIEKAPCTBEHUAT MPOIYKT € BKIIOYEH B CIHUCHKA,
omnpenaeineH oT EBporiefickaTta KOMUCHS C Jieerupan akT mo 4i. 1680.
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(2) Bepxy omakoBKaTa Ha JIEKapCTBECH MPOAYKT, KOWTO ce OTIyCcKa 0e3 JIeKapcKo NMpeInicalme, He e HaHACST
MOKa3aTeNn 3a 06€30MacHOCT Mo wi. 168, an. 8§, ¢ U3KIIOYEHUE Ha CITyYanuTe, B KOUTO JICKAPCTBEHUAT IPOAYKT
€ BKJIIOYECH B CIIMCHKA, olpejesieH oT EBpomneiickaTta KOMUCHS ¢ JeNierupaH akT mo wi. 1680, cien xaro e
OLICHEH, Y€ € U3JI0KEH Ha PUCK OT Qamupuimupane.

(3) M3npnHUTENTHATA areHINs 110 JIeKapcTBaTa yBeoMsIBa EBporeiickata KOMUCHS:

1. 3a jekapcTBEHH MPOAYKTH, KOUTO C€ OTIycKaT 0e3 JIeKapCKO Mpenrcanue, 3a KOUTO € YCTAHOBHIIA, de
CBIIECTBYBA PUCK OT (Qammuuduurupane;

2. 3a NEKapCTBEHU MPOJIYKTH, 32 KOMTO € YCTAaHOBMJIA, Y€ HE CHIICCTBYBa PUCK OT (anmmuduImpane, mpu
OTYHTAHE Ha CICTHUTE KPUTCPHH:

a) eHa ¥ 00eM Ha MPOoJaKOHUTE Ha JIEKAPCTBECHUS POIYKT;

0) Opoii 1 yectoTa Ha ciaydau Ha (ammuupUIUPaHu JEKapCTBEHH MPOAYKTH, PETUCTPHPAHHU B PaMKHTE Ha
EBpormelickusi chio3 M B TPETH JBPIKaBH, U MPOMSHA B OpOsI U 4eCTOTa Ha MOJOOHU CITydau B MCTOPUUECKU
TUIaH;

B) cien(pUYHU XapaKTePUCTUKH HA ChOTBETHUTE JICKAPCTBCHU TIPOAYKTH;

T') TeXKECT Ha 3a00JIIBaHUATA, YHETO JICUCHUE Ce TICIIH;

1) IpYTH MOTEHITHATHU PUCKOBE 32 OOIIECTBEHOTO 3/IpaBe.

Yn. 1680. (Hos - IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) IIpaBunara oTHOCHO
MmoKazaTtennTe 3a 0ezomacHocT mo wi. 168, an. 8 ce ompenensat ot EBporneiickaTta KOMUCHS ¢ JIeTETUPAHUTE
akToBe 10 wieH 54a, maparpad 2 ot Jupexruna 2001/83/EO.

(2) IokazaTenute 3a 6E30MACHOCT HE CE TPEMaxBaT, HUTO CE 3aKPHUBAT YACTHYHO MIIM U3III0, OCBEH aKo ca
W3IIBITHEHHU CIICTHUTE yCIOBUSI:

1. mpuTeXaTEIAT Ha Pa3peILICHUETO 3a IPOU3BOACTBO, IPEIX YACTUYHO WM HAITBJIHO J1a IPEeMaxHe WU 3aKpue
nokazartennre 3a 6e30IacHOCT, IPOBEPsIBa Jallil ChOTBETHHUST JICKAPCTBEH MIPOAYKT € aBTEHTHYCH U JajIH HE €
OWJI IOIIPaBeH;

2. IPUTEKATEIAT HA PA3pELICHUE 3a MPOU3BOJCTBO MPU CIIa3BaHE M3UCKBAHMATA Ha wi. 168, an. 8 moxe na
3aMEHHM I[IOKa3aTeJuTe 3a Oe30IacHOCT C PAaBHOCTOMHM Ha TAX IO OTHOIIEHHE Ha BB3MOXHOCTTA 3a
rapaHTupaHe Ha aBTCHTUYHOCTTA, HICHTU(HUKALNATA U OCUTYPSBAHETO HA JIOKA3aTENICTBA 3 MOJIPABSIHETO
Ha JICKapCTBEHUS MPOIYKT.

(3) lokazarenuTe 3a OE30MACHOCT CE CMATAT 32 PABHOCTOWHU, aKO:

1. oTroBapsT Ha U3UCKBAHUATA, OTIPE/ICIICHH B IeJICTUpAaHHUTE aKTOBE M0 wieH S4a, maparpad 2 ot JJupextisa
2001/83/EO, n

2. ca ChUIO TOJKOBA €(EKTUBHH, KAaTO MO3BOJISIBAT MPOBEPKAaTa Ha aBTEHTUYHOCTTA U MIACHTU(HKALUATA Ha
JIEKapCTBEHUTE MPOAYKTH U OCUTYPSIBAHETO Ha JOKA3aTEJICTBA 32 IOANIPABSIHETO HM.

(4) 3amsHaTa o an. 2, T. 2 ce U3BBPIIBA, O€3 J1a ce 0TBapsl IbPBUYHATA OMTAKOBKA HA JIEKAPCTBEHHS MIPOYKT
U B cboTBeTCcTBUE ¢ JloOpaTa Mpon3BOJICTBEHA IPAKTHKA 32 JIEKAPCTBEHH MPOIYKTH.

(5) MsnbpnHuTeNHAaTA areHIMs IO JIEKApCTBaTa OCHLIECTBSABA HAI30p BHPXY 3aMsHATa Ha IOKa3aTeNUTe 3a
0e30macHOCT.

Y. 169. (1) Uadopmarusita BbpXy OMAKOBKUTE U B JIMCTOBKATa HA JICKAPCTBEH MPOIYKT TPsOBa
Jla € B ITBJIHO ChOTBETCTBHE C JAHHUTE B KpaTKaTa XapaKTepUCTHKa Ha MpoaykTa, omobpena ot MAJI npu
W3JlaBaHe Ha Pa3pelleHUeTo 3a yrorpeda, U ja OTroBapsi Ha M3UCKBAHUSATA, ONPEJICICHH B Hapeaoara 1o 4.
170.
(2) NadopmarusTta BpXy OMMAKOBKHUTE U B JIMCTOBKAaTa MOXE Jla ObJle HA HAKOJIKO €3WKa, HO 3abJDKUTEITHO
eMHUAT TPsOBa Ja € Obarapcku e3uk. ChIabp)kaHWETO Ha WH(pOpMaIusaTa Ha Pa3IUYHU €3Ulld TpsiOBa aa e
HJICHTUYHO.
(3) HammenoBaHWETO Ha JIEKapCTBEHUS MPOAYKT 3aIBIDKUTEIHO C€ H3MKHCBA HAa OBJTapCKH €3HK, a
MEXTyHapOJIHOTO HEMATEeHTHO HAMMEHOBAaHKE Ha JISKAPCTBEHOTO BEIIECTBO CE U3MICBAa ChOOPa3HO AHATOMO-
TepaneBTHYHO-XUMU4HaTa Kiacudukaims Ha C30. FiMeTo 1 aapechT Ha HMPUTEKATENS HAa pa3peIICHUETO 3a
ynotpeba MOXe J1a Ce M3MHUIIAT Ha JIATHHHIIA.
(4) NudopmanusTa BbpXy ONAKOBKUTE U B JIUCTOBKHUTE TPsOBA Jla € HA pa30upaeM 3a MalMeHTa e3uK, J1a €
YETJIMBA | I € He3aIMIIMa.
(5) (Hosa — JIB, 6p. 18 ot 2014 r.) JlucroBkara TpsiOBa aa € opopMeHa 10 TaKbB HAYWH, Y€ Ja € sSCHA U
pa3zbupaemMa, KaTo MO3BOJISIBA HA MAIMEHTA Ja MpeanpueMe MOAXO/ANIN ASUCTBUS, TP HEOOXOAUMOCT, C
MOMOIIITAa HA MEAUIIMHCKU CIEIIUATUCTH.

Ya. 170. (1) (Ilpeaumren teker wa wi. 170 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.)
N3uckBaHusITa KbM ONAKOBKHUTE U JIMCTOBKHTE HA JICKAPCTBEHUTE IPOAYKTH C€ ONMpPEIe/sIT B Hapeaba Ha
MUHUCTBHpPA Ha 3]JpaBeoONa3BaHETO.
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(2) (Hosa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r., mom., 6p. 18 ot 2014 1.) Koraro nekapctBeH
MPOIYKT, pa3pelieH 3a ynorpeda mo pefa Ha TO3W 3aKOH, HE € MpedHa3HaueH 3a JUPEKTHA JOCTaBKa Ha
MalyeHTa Wik He ¢ HAIMYCH Ha nasapa B PenyOnuka bearapus, MAJI moxe na paspemu ynorpedara my,
KOraTo HSAKOW OT JIaHHUTE, ONpejeiieHH B Hapemdara 1o aji. 1, He ca HAaHECCHM BhPXY ONAKOBKAaTa WMJIU B
JIUCTOBKATA.
(3) (Homa - B, 0p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) B cnyuanrte mo an. 2 uHGOpMAILIUATA BEPXY
OITAaKOBKHUTE U B JINCTOBKATa MOKE Jia He OBbJIC MPEI0CTaBeHa U HA OBJITApPCKH €3HK.
(4) (Homa - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 1.) YcnoBusiTa W pemsT 3a AOCTaBKa Ha
JIEKapCTBEHUTE TMPOTYKTH TI0 ajl. 2 ce OTMpeAeNsT ¢ Hapeaoarta mo wi. 198.
I'naBa ceqma
KIIACU®UKAILIUSA HA JTEKAPCTBEHUTE NIPOAYKTHU

Y. 171. (1) B 3aBucuMoOCT OT Ha4YWHA Ha OTITyCKaHE JIKAPCTBEHUTE TPOAYKTH C€ KIACUPHUIIPAT
Karo:
1. nekapcTBEHH MPOLYKTH, OTIYCKaHH MO JIGKapPCKO MpeINICcaHue;
2. IeKapCcTBEHU MPOIYKTH, OTITyCKaHHU 0e3 JIeKapCKO MpeANCaHue.
(2) (Hom. - IB, 6p. 71 ot 2008 r., B cmiia ot 12.08.2008 r.) PeskuMbT Ha OTIIyCKaHE Ha JICKAPCTBEH MPOIYKT
ce onpenens ot MAJI B pazpemeHneTo 3a ynotpeda/y1JoCTOBEPEHUETO 3a PETHCTPAIUs WIIH pa3pelIeHUETO 3a
napaleleH BHOC Ha JIEKapCTBEHUS IPOAYKT Ha TepuTopusta Ha PemyOimka beiarapus.
(3) Jluttero mo 4. 26, an. 1 moco4Ba pekuMa Ha OTITYCKaHE Ha JICKAPCTBEHUS MPOTYKT B 3asSBICHHUETO 32
paspelienue 3a ynorpeda/y10cTOBEpEHHETO 32 PETUCTPALIU, 3a IPOMSHA Ha pa3pelleHHeTo 3a yIoTpeda uin
TIPH MTOTHOBSIBAHETO MY.

Y. 172. JlexkapcTBeHUTE NpoaAyKTH o wi. 171, an. 1, T. 1 ce pa3nensrt B cieAHUTE KaTErOPHHU:
1. mexapcTBEHH MPOYKTH C OTPaHMUEHO JIEKAPCKO MPEANYCaHne, MPeJHa3HaYeHH 3a yroTpeda caMo B HAKOH
CrieruaIn3upanu ooiacTu;
2. TeKapCTBEHH MPOAYKTH - 00EKT Ha CHELUAIIHO JIEKapPCKO MPEIUCAHUE;
3. JeKapCTBEHH NPOAYKTH 32 MHOTOKPATHO WJIM €IHOKPATHO OTIYCKaHE IO €JHO M CBILO JEeKapcKo
MIpeucaHue.

Y. 173. [lo nekapcko NpeANUCAHUE C€ OTIYCKAT JIEKAPCTBEHU MPOIYKTH, KOUTO OTTOBApST HA
CJICAHNTE U3NCKBAHUS:
1. Morar ja mpejcTaBisBaT IIpsKa WM KOCBEHA ONACHOCT 3a 3/ApaBeTO Ha XopaTa JOpU IIpHU IMpaBUIIHA
ynoTpeba, ako ce nmpuwiarart 6e3 MeIUIMHCKO HAa0J0ICHHE;
2. 4eCTO ¥ MHOT'O LIMPOKO Ce MpHIaraT HENpaBUIIHO U B Pe3yJTaT Ha TOBA MOTaT Jja MPEACTaBIsABAT OIACHOCT
3a 3[]paBeTO Ha XOpaTa;
3. chABpPKAT BEUIECTBA, YUSATO aKTUBHOCT W/WIIM HEKEJIAHW JIEKAPCTBEHH PEaKIMK M3WCKBAT TMOCIEBAIIO
JOI'BJIHUTEIIHO IPOYYBAHE;
4. 0OMKHOBEHO Ce MPEANKCBAT OT JIEKap 3a MapeHTEPaTHO NPHIIOKEHHE.

Ya. 174. JlekapcTBeHUTE MPOAYKTH IMOJUICKAT HA CHEIHATHO JIEKAPCKO MPEIIUCaHUE, KOTaTo
OTTOBAPSAT HA HAKOE OT CIIEAHUTE YCIOBUS:
1. cpabpKaT HAPKOTUYHHU BELIECTBA IO CMHUCHJIA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHUTE BEIIECTBA U
MPEKYPCOPHUTE B KOJIMYESCTBA, JOMYCTUMHU 3a yIoTpeOa;
2. mpU HempaBWJHa ymoTpeba Morar Aa Ch3AajaT 3HAYMTENeH PHUCK OT 3JI0ynoTpeda, jJa JoBeaaT o
JIEKapCTBEHA 3aBUCUMOCT WITH JIa C€ M3MOJI3BaT 32 HE3aKOHHU IIeIIH;
3. CbABbPIKAT HOBU JICKAPCTBCHU BCUICCTBA, YMHUTO XAPAKTCPUCTHUKU HE Ca JOCTATHYHO MU3BCCTHU W IIOpaau
Ta3u NpruiYrHa C IPpE€BAaHTHBHA 1ICJI MOraT Jia 6’LI[aT OTHECCHHM KbM I'pynara JCKapCTBECHU MPOJYKTH 110 T. 2.

Yua. 175. JlekapCTBEHUTE MPOIYKTU IMOJUICKAT HA OTPAHUYEHO JIEKAPCKO MPEANHUCAHHUE, KOTaTo
OTIOBapsT Ha HAKOE OT CJIEAHUTE YCIIOBHUS:
1. orpanudeHM ca 3a MPIIOKEHNE caMO B OOJTHUYHH YCIIOBHUS TOPAIN OTPaHWYEH OIUT 3a yrmoTpeda Wi B
HHTEpeC Ha 00IIeCTBEHOTO 3/1PaBe;
2. mpeiHa3HAYSHHU ca 3a JICYCHUE Ha OOJIECTHU CHCTOSHHS, KOUTO MOTaT Jia ObJaT IUarHOCTUIIMPAHHU CaMO B
NedyeOHNTE 3aBeJICHNsI, HE3aBUCHMO Y€ MPUJIAraHeTO UM U MPOCIIE/ISIBAHETO HA X0JIa Ha JICYEHUETO MOXKeE Jia
Ce€ OCBIIECTBABAT U B JIPYTU 3/IpaBHU 3aBEJCHUS;
3. mpeHa3HAYCHU ca 3a JICYeHHEe Ha aMOYJIaTOpPHO OOJTHU, HO yIOoTpedara UM MOXKe Ja MPEeIU3BUKa CEPUO3HU
HEXKEJIaHU JIEKAPCTBEHH PEaKIMU, Halaraiy MpearicaHue OT CIIEHUaNCT W HaOJIoJIeHHe Mo BpeMe Ha
JIEYEHUETO.
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Ya. 176. (1) UsmeaauTEeTHATA areHITUS IO JISKApCTBAaTa MOXE Ja HE OJ00pH ITOMCKAHHS OT
3asBUTEIS 10 WI. 26, al. 1 pexuM Ha OTIyCKaHe Ha JICKapCTBEH MPOJIYKT Bb3 OCHOBA Ha MPEICHKA Ha:
1. MakcuManmHaTa €AMHWUYHA 7033, MaKCHMalHaTa JHEBHA /1032, KOJMYECTBOTO aKTHBHO BEIIECTBO B €IHA
71030Ba €JMHUIIA, JIeKapcTBeHaTa opma, cenn(ruieH BUJ Ha IbPBUYHATA OMAKOBKA Ha MPOAYKTA, U/HITH
2. npyTu cuenu(IHN YCIOBUS Ha yIIoTpeOa.
(2) M3npiaHMTENHATA areHIUS 0 JICKApCTBaTa MOXKE Jia HE IMOCOYHM TOYHATA KATEropusl Ha JIEKapCTBEHHUS
OPOAYKT 1o wi. 172, HO chriacHO KputepuuTe 1o wi. 174 u 175 onpenens nanu 1eKapCTBEHUAT NPOIYKT ce
KiacuUIppa KaTto MPOayKT, OTIYCKaH caMo IO JIEKapCKO MPeNMUCaHue.

Y. 177. JlekapcTBeHUTE MPOAYKTH, KOUTO HE OTTOBApAT HA M3UCKBaHUATA 10 wi. 173, 174 u 175
W Ha KPpUTEpUUTE, ONpeAesicHH B HapeabaTa mo wi. 178, ce oTmyckaT 0e3 JiekapcKo MpeanrcaHme.

UYn. 178. Kputepunre 3a rinacudukanus Ha JCKApPCTBEHUTE MPOAYKTH W HM3HCKBaHUITA KbM
JOKYMEHTAIIMATA 332 U3BBPIIBaHE HAa MPOMSHA B KIIACH(HUKAIUATA CE OTPEAETAT B Hapea0a Ha MUHUCTBpA Ha
3/IpaBeOIa3BaHETO.

Y. 179. (1) U3npnHuTeNHATA areHIWs 110 JIeKapcTBaTa U3roTBs U MyONrKyBa Ha CTpaHHUIIaTa CH B
WHTEpHET CHUCHK Ha JIEKAPCTBEHHUTE MPOAYKTH, KOWTO C€ OTIYCKaT II0 JIEKAPCKO MpEIIICcaHre Ha
Tepuropusara Ha Pemybnuka brirapus.
(2) CiucbkbT 1o ai. 1 ce akTyanus3upa exxeroHo.

Yu. 180. Ilpu Hamuuue Ha HOBU JAHHU 32 JIEKAPCTBEH MNPOAYKT, 32 KOWTO HMMa H3IaJCHO
paspelieHue 3a ynorpeda uin yaocToBepeHue 3a perucrpauusi, MAJI npepasriexna, a Korato € Heo0X0aAnMo,
MPOMEHS KJIacu(UKaIMATa ChITAaCHO U3UCKBAHUATA HA WiI. 173 U KpUTepuuUTe, IOCOYEHHU B HapeabaTa Imo 4il.
178.

Yn. 181. B cayganre, Korato € paspemieHa IpoMsHa B KiIacH(UKAIWITa HA Ja/leH JeKapCTBEH
MMPOAYKT BB3 OCHOBA HAa 3HAYUTCIIHU MPCAKIMHUYHN WKW KIIMHWUYHHW WU3MNUTBAHHWA, CICABAI 3aABUTCII WU
IpUTEXaTel Ha pa3pelleHue 3a yrnorpeba He MOXe Jja ce 1030BaBa B CPOK €lHA roJWHAa OT JaraTra Ha
pa3pelIeHUeTo 3a MPOMSHA, M3AJCHO OT PeryJaTopeH OpraH Ha Ibp)KaBa WICHKA, NPH IOJaBaHE Ha
3asBJICHUE 3a IPOMSIHA Ha KJIacU(UKAIMITA HAa CHLIOTO BEILECTBO.

Yn. 182. M3nbiHuTenHaTa areHIMs IO JIGKapcTBaTa E€XErogHO yBenomsia EBpormelickaTta
KOMHCHSI U PETyJaTOPHUTE OPTaHU Ha JIPYTUTE IHP>KaBU WICHKH 32 HACTHIIWIM IIPOMEHU B CHHUCHKA IO UJI.
179.
I'nmaBa ocma
MHNPOCJIEJASIBAHE HA JIEKAPCTBEHATA BE3OITACHOCT

Pazgen I
O01mM moJ10KeHH sl
(3ara. Homo - /IB, op. 102 ot 2012 r., B cusa ot 21.12.2012 r.)

Y. 183. (U3wm. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) U3mrbiHUTETHATA areHIUs
Mo JIeKapCTBaTa OpTaHW3Mpa M MOAIbPKA CHCTEMa 3a MPOCHeAsBaHE Ha JieKapCTBeHaTa 0e30MmacHOCT 3a
W3ITIBITHEHNE HA 33IbJDKEHHSATA 110 Ta3! IJIaBa.
(2) Cucremara o an. 1 ce usmonsea 3a crOMpaHe Ha WH(GOPMAIUS OTHOCHO PUCKOBETE OT JIEKAPCTBEHUTE
MPOIYKTH 3a 3/IpaBeTO Ha MAIlMEHTHTE U 32 00IIECTBEHOTO 3/1paBe. MHpopmanusaTa oOxBaia cho0meHus 3a
HEXEJIaHU JICKAPCTBEHU PEaklMu MpU ynorpeda Ha JEKapCTBEH MPOIYKT B ChOTBETCTBHE C YTBbpJicHATa
KpaTKa XapakTepUCTHKa, KaKTO W MHPopManus 3a 3moynorpeda u ynorpeda, KOSITO HE € B ChOTBETCTBHE C
YTBBpJICHATA KPAaTKa XapaKTePUCTHKA Ha MPOIYKTa, BKIOYUTEITHO HH(OPMAITUS 32 HEXKETIaH! JICKAPCTBEHU
peakiuu, HabJro1aBaHy [PY U3ITBIHEHUE Ha MPOQECHOHATHN 33/ TbJKCHUSI.
(3) UsmrbiiHuTEIHATA areHIUs 110 JIKapcTBaTa Baauaupa, oopadoTa U Kiacupuiypa uHGopMamusra mo a.
2, MpaBM HaydeH aHalu3 Ha CHOpaHUTE MaHHU C OrJie] OIICHKa Ha BBH3MOXKHOCTUTE 32 HaMaJsIBAaHE H
MPeOTBPaTsIBaHEe HA PHCKA W MpEArnpHeMa HEOOXOJUMHUTE JICHCTBUS MO OTHOIIEHHE Ha Pa3pelleHHeTo 3a
ynorpeba Ha JIeKapCTBEHHUS TPOAYKT.
(4) UsnreiHUTETHATA areHIUS 110 JISKapCTBaTa U3BBPIIBA OJIUTH HA CUCTEMATa 110 aJl. | U Ha BCEKH JIBE TOJIUHU
u3mnpaina Ha EBporelickaTta KoMuCHs TOKIIAJ C PE3YJITATUTE OT THAX.
(5) MsnpiHuTenHAaTa areHnus 10 JIeKapcTBaTa mpuiara ajekBaTHa 1 e()eKTHBHA cHcTeMa 10 KauecTBo, 3a Ja
OCHUTYPH CHOTBETCTBHE Ha CUCTEMATa 1O al. | ¢ M3UCKBaHUATA HA TO3M 3aKOH. MUHUMAaTHUTE N3UCKBAHUS 32
cUcTeMara 1o KadecTBo ce onpeaensT ¢ Pernmament 3a usmbiaenue (EC) Ne 520/2012.
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Yia. 184. (Uzm. - /IB, 6p. 102 012012 1., Bcmma ot 21.12.2012 1.) (1) MeauIMHCKATE CIICITHATHUCTH
ca JUI'bXXHU Ja ChoOIaBaT He3a0aBHO HA MPUTEKATEIST Ha pa3perieHreTo 3a yrnorpeda mim Ha MAJI 3a Beska
MOJI03MpaHa CeprUO3Ha HEeKeJIaHa JeKapCTBeHA PeaKUys M 1a MPEAOCTaBAT MPH MMOMCKBaHE JOMBIHUATETHA
WHpOPMALUS OT MPOCIEeNIBAHETO HA CIydasl.

(2) IarmmenTuTe MOTaT Ja CHOOIIABAT HEXKEIIAHN JICKAPCTBCHH PEAKIIMK IO BCSIKO BpeMe Ha MEIUIIMHCKUTE
crenuanucTy uin Ha MAJL

(3) B cityuante o an. 1 u 2, korato ch00IIEHUETO ce OTHACS 32 OMOJIOTHUYEH JIKAPCTBEH MPOAYKT, IPEANHUCaH,
pasmpocTpaHeH WM TpoAaBaH Ha TepuTopusTa Ha PemyOmmka bearapws, Toit TpsiOBa sicHo nma Obxae
UAeHTH(UIMPAH OT CHOOIIUTENS C THPTOBCKOTO My MME ¥ MTAPTUIHIS HOMEP WK Ta3u nHpopMarus na Obae
MpeaocTaBeHa MpH JOMBIHUTEIHOTO MPOCIeAsBaHe.

Y. 185. (M3m. - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) M3nenHuTenHaTa areHuus
IO JIEKapCTBaTa MO AbPIKa HALIMOHAJICH HHTEPHET ITOPTAJI 3a JIEKAapCTBEHH IPOAYKTH, CBbp3aH ¢ EBponelickus
MHTEPHET MOopTaj 3a JEKapCTBEHUTE MPOTYKTH Mo 4. 68, an. 1, T. 4.
(2) VsmpiHuTENHATA areHUUs MO JIeKapcTBaTa MPEeAoCTaBsi upes3 mopTaja mo aj. | Hali-mManko cieaHaTa
nHpOpMaITus:
1. myOnuuHUTE ONEHBYHH JOKIIAIH 0 WI. 53, ajl. 2 ¥ TEXHUTE PE3IOMETa;
2. KpaTKUTE XapaKTePUCTUKU Ha TIPOIYKTUTE U TUCTOBKHUTE;
3. pe3roMe Ha IJIAaHOBETE 3a yIPaBJICHUE Ha PUCKA Ha JIEKaPCTBEHUTE MIPOAYKTH, Pa3pelIeHH 3a ynoTpeda Ha
Tepuropusara Ha PemybOmika briarapus;
4. 0Opa3nu Ha cTaHJapTH3UPaHU (HOPMYIISIPH 32 JOKIaJBaHE HA IOJ03UPaHU HEKEeNIaH! JICKAPCTBEHU PEaKIIUU
OT MEAWIMHCKH CHEIHMANMCTH U TMAIMEHTH, U3TOTBEHM B CHOTBETCTBHE C M3MCKBAaHUATA HA YieH 25 OT
Permament (EO) Ne 726/2004 na EBpomnetickus napiameHT u Ha ChBeTa;
5. aKkTyaqusupaH CIMCHK Ha JIeKapcTBEHUTE MponaykTu mo wieH 23 ot Permament (EO) Ne 726/2004 Ha
EBpomneiickus napnaMenT u Ha ChbBeTa;
6. cpOOIIEHHA, TPENOCTaBAIM WHGOpPMAIMs Ha INMAPOKaTa OOMIECTBEHOCT 3a OIACEHWS OTHOCHO
Oe3omacHOCTTa OT yroTpebarTa Ha Ja/ieH JISKApCTBEH MPOIYKT;
7. ykazaHusl 32 BCHUKH HaYWHU U OPMH 32 ChOOIIaBaHE HA TTO03UPAHH HEXKEJIaHH JIEKaPCTBEHU PEaKIIUU OT
MEIUIMHCKH CIICUATUCTH U TAIIUEHTH.

Y. 186. (1U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) U3meiHATENHATA areHITUS 11O
JIEKapCTBaTa U3BBHPINBA CICIHUTE ISHHOCTHU 3a JICKApCTBEHUTE MPOIYKTH, IyCHATH Ha Ta3apa Ha PenyOnuka
brirapust:

1. MOHUTOPHHT Ha pe3yliTaTa OT MEPKUTE 32 HaMaJsIBAaHE HA PHCKa 32 JIEKApCTBEH MPOIYKT, ChABPIKAIIH Ce B
TJIaHA 32 yIPaBJICHUE Ha PUCKA;

2. MOHUTOPHHT Ha pe3yjTara OT U3IIBJIIHEHHETO Ha YCIOBHsI, TOCOUYEHH B Uil 55a, 56 unu 56a;

3. OlleHsIBaHE aKTyaJu3alisITa Ha CHCTeMaTa 3a yIpaBleHHe Ha PUCKa;

4. moruTopuHT Ha Oazara manHu "EudraVigilance", ce3manena B ceoTBeTcTBUE C WieH 24 ot Permament (EO)
Ne 726/2004 na Espomeiickust mapnameHT 1 Ha ChBeTa, 32 HOBH PHCKOBE WM 3a NMPOMSHA BHB Beue
YCTaHOBEHH M 32 MTPOMSHA B ChOTHOIICHUETO 0J13a/PUCK.

Y. 187. (U3wm. - [IB, 6p. 102 ot 2012 1., B crna ot 21.12.2012 1.) (1) U3mrbiiHUTETHATA areHIUsS
no JekapcrBata nHpopmupa EBporelickara areHIms 1o JiekapcTBaTa U MPHUTEXKATeNss Ha pa3pelleHue 3a
ynoTpeba npu uaeHTH(GUIMpaHe Ha CUTHAIM 32 HOBH PHCKOBE WM 32 MPOMSIHA Ha YCTaHOBEHUTE PUCKOBE,
WJIM TIPY TIPOMSTHA Ha CHOTHOIIEHUETO TTOJI32/PUCK HA JIEKAPCTBEH MPOAYKT.

(2) KomutersT mo wit. 56a, an. 1, 1. 1 aHanmm3upa ¥ NpUOPUTU3UPA BATUIUPAHUTE CUTHAIIN 32 HOBH PHUCKOBE
WM 32 IPOMSTHA BHB BeUe YCTAHOBEHUTE U 32 IMIPOMSHA Ha ChOTHOIIEHUETO MOJ3a/PUCK.

(3) Korato KomureTsT 110 4i1. 56a, an. 1, T. 1 mpenopruBa mocieaBamiy AeHCTBUS, KOOPAMHAIIMOHHATA TPYTIa
mo wi. 77, an. 2 uiau cboTBeTHO KOMUTETHT 1O JIEKAPCTBEHHUTE MPOIYKTH 33 XyMaHHa YrmoTrpeda M3roTBs
CTaHOBHIIIE 32 PETYJIATOPHU JEHCTBHS IO OTHOIICHNE Ha Pa3pelIeHNEeTo 3a yrnoTpeda B paMKHUTE Ha Tpaduk,
CHCTAaBEH B CHOTBETCTBHE CHhC CEPHO3HOCTTA M CTENIEHTA Ha OMAcCHOCT.

(4) UMsnbpianurenHarta areHUMsT 1O JIeKapcTBaTa Ipujlara NOpPENopbYaHWTE B CTAHOBHLIETO Ha
KOOpJMHAIIMOHHATA TpyNa 1o 4i. 77, a. 2 uiu B pemnieHuero Ha EBponeiickaTta KOMHCHSI BpEMEHHH W/WITH
OKOHYATEITHU MEPKHU.

Y. 188. (U3wm. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) U3mbiiHUTETHATA areHIUS
o JiekapcTBaTa uHpopmupa EBporeiickaTa areHIus mo JieKapcTBaTa, PeryJiaTOPHUTE OPTaHU Ha JPYTHUTE
ObpKaBd wieHKH WU EBporeiickata komMucus Hai-mMajko 24 dYaca mpead MyOJUYHOTO ChOOIIaBaHE Ha
nH(pOpPMAaIUsl OTHOCHO ONACEeHHUs, CBbP3aHU C MPOCJICAIBAHETO HA 0E30MaCHOCTTAa Ha JIGKAPCTBEH MPOIYKT,
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OCBEH B CIy4auTe, KOraTo OMNa3BaHETO Ha OOIIECTBEHOTO 3/IpaBe HM3WCKBAa HE3a0aBHO OMOBECTSBaHE Ha
nH(popMaImsTa.

(2) UsnbaHUTENHATA arcHIUsA 10 JIeKapcTBaTa MmyOJauKyBa MH(OpMAaIUs, CBbp3aHa ¢ aKTUBHU BEIIECTBA,
ChJIbPIKAIIHN CE B JICKAPCTBEHU MTPOYKTH, Pa3peIlICHH 3a yIoTpeda U B IPYTHU IbPKABH YWICHKH, KATO M3MI0I3Ba
XapMOHHU3UPaH MPOEKT Ha ChOOIIEHUETO U rpadrK Ha MyOIUKAIATa, TPEIoKeH! oT EBpornelickaTa areHIus
IO JIEKapCTBaTA.

(3) B cnyuaure mo an. 1 u 2 uadopmanusTa, ChIbpxKaila JUYHA JaHHA WM NPEACTABIABAIIA ThPrOBCKa
TaliHa, ce 3aJM4aBa, OCBEH aKo MyOJMKYBaHETO Ha TE3W JaHHM ¢ HeoOXOIUMO 3a ONa3BaHeTO Ha
00IIIeCTBEHOTO 3/IpaBe.

Y. 189. (M3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) M3nbenHuTenHaTa areHuus
TI0 JIEKapCTBaTa MOXKE J1a JeJerupa HIKOU OT IIpaBaTa U 3aJbJDKCHUATA 110 Ta3U IJ1aBa HA PETYJaTOPEH OpraH
Ha JIpyra IbprKaBa 4iICHKA Ype3 CKIIOYBAaHE Ha CIIOpa3yMEHHE.
(2) B cnygante mo an. 1 UAJI undopmupa EBponeiickaTa komucusi, EBporieiickara areHuus 1o jJekapcTBaTa
W PErylaTOPHHUTE OPraHH Ha JPYTUTe IbpKaBH WICHKH 3a JICJIETMPAaHeTO Ha MPaBOMOIIMATA U MyOIHKyBa
CHOOIIIEHNE Ha MHTEPHET HopTaia 1mo wi. 185, an. 1 wim Ha MHTEpHET CTPaHMUIIATA CH.

Ya. 190. (M3m. - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) (1) Ilpurexarenar Ha
paspelieHue 3a ymorpeba € JITBXKEH Ja pasloyiara ChbC CHCTeMa 3a MPOCIeAsBaHE Ha JieKapcTBEHATa
0€301MacHOCT 3a U3ITBJIHEHNE Ha 33bJDKCHUSTA CHU 10 Ta3H TJ1aBa.

(2) IlputexaTensaT Ha pa3pelIeHue 3a yIoTpeda Ype3 crucTeMara o ai. | mpaBy HaydHa OlleHKa Ha chOpaHaTa
WHpOpPMAIIUS OTHOCHO O€30MacHOCTTa Ha JICKAPCTBEHUTE MPOAYKTH, NpEHEHSBa BBH3MOXHOCTHUTE 3a
MHUHHUMAJIN3HUPAHE WK MTPEAOTBPATABAHC HAa PUCKA U MPEAIIPpUCMaA HCO6XOI[I/IMI/IT€ MCPKHU.

(3) IlputexaTensaT Ha pa3pelnieHue 3a yIoTpeda npuiara ageKBaTHa U e(eKTHBHA CHCTEMa T10 Ka4eCTBO, 3a Jla
OCUTrypu CbOTBCTCTBUC HAa CUCTEMATA I10 aJl. 1 ¢ U3UCKBaHUATA HA TO3U 3aKOH. MUHUMAJIHUTE U3UCKBAaHUA 3a
cUCTeMara 10 Ka4ecTBO ce onpeaensT ¢ Pernament 3a usnbinaenue (EC) Ne 520/2012.

(4) [TpurexxarensaT Ha pa3pelieHne 3a yroTpeda H3BbPIIIBa PEJOBEH OANT Ha cucTeMara 1o ai. 1. Madopmarus
32 OCHOBHUTE KOHCTATaIllMM OT OJHTA € OTOEJsI3Ba B OCHOBHATA JIOKYMEHTAIMs HAa CHCTEMaTa M CIY)KH 3a
M3TOTBSIHE HA IUIaH 3a MPUIaraHe Ha MOAXOJAIIM KOpUTUpaiy aeicTeus. Ta3u naopManus Moxe Ja 0ble
3aJJMYeHa CJIe/T [UIOCTHO M3ITBIHEHUE HA KOPUTHPAILUTE ICHCTBHSI.

Yna. 191. (U3m. - IB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 1.) (1) [Ipurexarenst Ha
paspelienue 3a ynorpeba ompezens KBaTH(QUIMPAHO JHIE C MOAXOIAIIa KBaJH(HKALUs, OTTOBOPHO 32
Mpoclie/IsBaHe Ha JICKapCTBEHATa 0€30MacHOCT.

(2) JIngero o an. 1 e ycTaHOBEHO Ha TEPUTOPUSTA HA JbP)KaBa WICHKA U € IIOCTOSIHHO M HETIPEKbCHATO Ha
pa3noioKeHUe Ha MPUTEXKaTeNsl Ha Pa3pelieHueTo 3a yHoTpeoa.

(3) 3a noanoMaraHe JCHHOCTTa Ha KBATM(DUIIMPAHOTO JIMIIC MIPUTEKATEIAT HA Pa3pEIICHUETO 3a yrnoTpeda
oIpeesis JUIe, YCTAaHOBEHO Ha TepuTopusta Ha PenyOnuka bearapus. HaznauaBaneto Ha TakoBa JUIE HE
0cB00O0KAaBa KBAMU(ULUPAHOTO JIUIIE N0 al. 1 OT OTTOBOPHOCTHUTE MY I10 Ta3H IJ1aBa.

(4) MpurexatensT Ha pa3penieHueTo 3a ynorpeda npencrass Ha MAJl ganauTe no wi. 27, ain. 1, 1. 12, OykBu
"a" - "B" 3a nmunata mo ain. 1 u 3.

(5) llpuTexarensar Ha pa3penieHHeTo 3a ynorpeda ysemomssa MAJI mpu Bcsika nmpoMsiHa B JaHHWUTE TI0 all. 4.
(6) IpureskaresasaT Ha pa3pelIcHUETO 3a yIoTpeda MPeaoCcTaBs JaHHUTE 10 ajl. 4 3a KBATU(UIIUPAHOTO JIUIIE
Ha EBporneiickaTta areHuus 110 JIEKapcTBaTa.

Yu. 192. (U3m. - IB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 1.) (1) [Ipurexarenst Ha
pa3peLIeHneTo 3a ynorpeda e JIbKEeH Ja:
1. mombpka U mpenocTad mpu rnouckBane oT MAJI ocHOBHUS TOKYMEHT Ha cucTeMaTa 3a Mpocie/IsBaHe Ha
JIeKapcTBeHaTa 0e3011acHOCT;
2. mpujlara CUCTeMa 3a yIpaBJIeHHE Ha PUCKa 3@ BCEKH JIEKAPCTBEH MPOAYKT;
3. OChIIIECTBABa MOHUTOPWHT Ha pe3yiTaTa OT MEPKHUTE, ChIbPKAIIK CE B IUIaHA 32 YIPaBJIEHHWE HA PUCKa,
WA
4. ochlIeCTBsIBA MOHUTOPHHT Ha Pe3yiTaTa OT U3IIBJIHEHUETO HA YCIOBHUATA MO WI. 55a, 56 win 56a;
5. aKTyaliu3upa cucTemara 3a yrpaBlIeHHe Ha PUCKa;
6. OCBHIIIECTBSBAa MOHUTOPHHT Ha JIAHHHUTE OT cucTeMata 1o wi. 190, an. 1, 3a 1a uaeHTUGUIIPa HOBU PHCKOBE
WIM TpOMsHA HAa YCTAaHOBEHHUTE PHUCKOBE, KAKTO M Ja ONpeAeNs Jald ca HACTBIWIM IPOMEHH B
CHOTHOLLECHHUETO MOJI3a/PUCK 3a HAOII01aBaHUs JIEKAPCTBEH MIPOAYKT.
(2) CpappxaHNeTo U penbT 3a MOAIbPKAHE HA OCHOBHATA JIOKYMEHTAIUS Ha CUCTEMATa 3a IpOoCieIsiBaHe Ha
JeKapcTBeHaTa Oe3omacHocT ce onpenelst ¢ Perimament 3a m3nbiaaenue (EC) Ne 520/2012.
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Ya. 193. ([om. - /IB, 6p. 60 ot 2011 1., B cmma ot 5.08.2011 1., m3Mm., 6p. 102 ot 2012 1., B cmima ot
21.12.2012 r.) [Iputexkarensat Ha paspenieane 3a ynorpeda nahopmupa MAJI n EBporelickaTa areHIys 1o
JISKapCcTBaTa B CIyYail Ha IACHTU(DUIIMPAHE HA CUTHAIM 32 HOBU PUCKOBE WJIM 32 MPOMSIHA HAa YCTAHOBCHUTE
PUCKOBE, WJIH MPY MPOMSIHA Ha ChOTHOIIEHUETO MOJI3a/PUCK HA JIEKAPCTBEH MPOIYKT.

Ya. 194. (Msm. - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) (1) Ilpurexarensar Ha
pasperieHue 3a yrnoTpeda eTHOBpEMEHHO WIIH MPEAH J1a MPEeI0CTaBh Ha OOIIECTBEHOCTTa HOBA MH(POPMAIIHS
3a OMAaceHHs, CBBP3aHM C MpOCieAsBaHe OE30MacHOCTTa Ha [ajJeH JIEKapCTBEH MPOAYKT, paspelieH 3a
ynorpeba Ha TepuropusAta Ha PemyOmmka bearapms, ysemomsiBa WMAJI, EBpormeifickarta areHmms 1o
JiekapcTBata u EBporneiickata KOMUCHS.

(2) Undpopmanmsta no ain. 1 TpsiOBa n1a Ob1e 00EKTHBHA U /1a HE € TMOABEKIAIA.

(3) lpenu ga pasmpoctpanu uH(OpPMAIHA, CBBp3aHA C MpOCIeNsBaHE Ha JiEKapcTBeHaTa OE30MacHOCT,
MIPUTEXKATEIAT Ha pa3pelieHne 3a yrnoTpeda s ceriacysa npensapurento ¢ MAJI ¢ m3kirodenne Ha ciaydanTte
mo an. 1.

(4) 3a u3BBpIIBAHETO Ha OLICHKA Ha MHpOpPMaLMATa 1O ajl. 3 ce 3amama Takca B pa3Mep, OmpeesicH B
tapudara mmo 4. 21, an. 2.

Yua. 194a. (Hos - /IB, 6p. 102 012012 1., Bcuna ot 21.12.2012 1.) (1) IlpuHImNMTE ¥ H3UCKBAHUATA
Ha JloOpara mpakTuka 3a MpOCIeAsiBaHE Ha JIEKapCTBEHAaTa 0E30MacHOCT Ce ONMpENelisiT B PHKOBOJCTBO,
u3naneHo ot EBpomnelickara areHuus o JIEKapcTBaTa.
(2) IIpu ochiuecTBsIBaHE HA AEHHOCTHUTE IO IPOCIIEIsIBAHE Ha JEKapCTBEHATa 0€30MIaCHOCT MPUTEkKATEIAT Ha
paspelienue 3a yrnorpeba cnaspa Jo0paTa MpakTUKa 1o ai. 1.

Paszpnen 11
(Hos - 1B, 6p. 102 o1 2012 r., B cuia ot 21.12.2012 1.)
ChOupaHe U cb001IaBaHe HA HH(OPMALMA 32 MOJ03MPAHN HeKeJTAHU JeKAPCTBEHH pPeakunu

Ya. 1946. (Hos - B, Op. 102 or 2012 r., B cuna ot 21.12.2012 r.) [purexarenst Ha
pa3pemeHneTo 3a ynorpeda B H3IbIHEHHE Ha 33 IbJDKSHUSTA CH 110 WI. 190 e JuTkkeH J1a JOKYMEHTHPA BCHUKU
ChOOILICHUSI 32 TOJO3MpPAHM HEKENAaHW JICKAPCTBEHW peaklMW, HaONI0JaBaHM Ha TEPUTOpHUATa Ha
EBpomelickus chl03 WK B TPETH AbPKABH, TOKJIAJABAHN MY CIIOHTAHHO OT MEAMIIUHCKH CHECIUAINCTH WIH OT
MANMEeHTH WM Bh3HUKHAIN B IIPOIleca Ha IIPOBEKAaHe HA TOCTMAPKETHHTOBH IIPOYYBAHHSL.

Ya. 194B. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) [Ipurexarenst Ha
paspeleHueTo 3a ynorpeba mojaBa Mo €JIeKTpOHEH IbT B 0a3zara mannu "EudraVigilance" mo wi. 24 ot
Pernament (EO) Ne 726/2004 na EBponeiickus napiaamMeHT 1 Ha CbhBeTa ChOOLIECHHUS 38 CEPUO3HU IOJJO3UPAHU
HE)KEJIaHU JIEKAPCTBECHH PEAaKINHU, HACTBIIWIN Ha TEPUTOpHATA Ha EBponeiickus cbhio3 U B TPETH IbpKaBH, B
CpOK 1o 15 mHM OT JaraTa Ha Mmojly4aBaHe Ha ChOOIIEHUETO.

(2) TlpurexarensT Ha pa3pelICHHETO 3a yIoTpeba ImojaBa IO CIEKTPOHEH NbT B 0Oa3aTa JaHHU
"EudraVigilance" cboOmenus 3a BCHYKM MOJO3MPAHU HEXKEIAHW JIEKAPCTBEHH PEaKLUH, PasIM4HU OT
MOCOYEHHUTE B aJl. 1, HACTBHIIMIIM HA TEPUTOpHUATa Ha EBpomneiickus cbio3, B cpok a0 90 nHM OT naTtata Ha
MoJTy4yaBaHe Ha ChOOIIEHUETO.

(3) IIpuTexaTensaT Ha pa3pelIeHUETO 3a ynorpeda cieau MyOJMKAlMUTE B CIEHHMATM3UPaHa MEAMLIMHCKA
muTepaTypa W JokianBa B 0Oazara manHu "EudraVigilance" Bcsika ommcana B Hes MMOJO3MpaHa HeXelaHa
JIEKapCTBEHA pEaKIus C M3KIIOYEHHE Ha IMOJ03MPaHHU HEXEJIaHU JIEKApCTBEHH PEaKIMU OT JIEKAPCTBEHH
MPOJYKTH, KOUTO ChABP)KAT aKTUBHHU BEIIECTBA, IOCOUYEHHU B cruchbka 1o wieH 27 ot Permament (EO) Ne
726/2004 na EBponeiickus mapaameHnT 1 Ha ChBeTa M ONMCAHU B JIUTEPATYPHU U3TOUHHUIIH, IPOCIEASIBAHN OT
EBponeiickara areHuus 1o JieKapcTBara.

(4) TputexkartensaT Ha pa3pelIeHHETO 3a yrnoTpebda ch3aaBa MpoleIypH 3a ChOMpaHe Ha TOYHH U JIOCTOBEPHH
JaHHM, TI03BOJISIBAIIM HAay4yHa OLEHKAa Ha ChOOIICHUSTA 3a MOAO3MPAaHU HEKEJIaHW JIEKAPCTBEHH PEaKIHU.
[IputexxaTensaT Ha paspelieHHeTo 3a ynorpeba cpOupa mocnenBama WHGOpPMalUs BbBB BpPb3KA C TE3H
ChOOILIEHHUS U MpenocTaBs 0OHOBeHUTE AanHU B "EudraVigilance".

(5) ®opmara 1 chaBpPIKAHUETO HA TOKIaauTe 1o ail. 1 - 3 ce onpenensat ¢ Pernament 3a uznbianenue (EC) Ne
520/2012.

Y. 194r. (Hos - /IB, 6p. 102 ot 2012 1., B cuima ot 21.12.2012 r.) (1) U3menHAUTENHATA areHITUSL
[0 JIEKapCTBaTa pErucTpupa B cUcTeMaTa Mo Wi. 183 BCHYKM CHLOOIIECHHS 3a IMOAO3UpPAHH HEXKEIaH!
JIEKApCTBEHU PEaKLMH, HACTHIIWIN Ha TepUTOpUATa Ha PenyOnuka bbirapus, OT MEJUIMHCKHI CIIEHUATNCTH
W OT MaleHTH, U H3UCKBA, IPH HEOOXOIUMOCT, JAOITBIHUTEHA HHPOPMAITUS OT MPOCIIEIIBAHETO HA CITy4Yasl.
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(2) Koraro cro0mieHrsATa 3a TIOIO3UPAHN HEXKETaHH! JICKAPCTBEHU PEaKITHH, HACTHIIMIA Ha TSPUTOPHUATA HA
PenryOimka bwarapus, ca momaacHW OT NPHUTEKATENsI HA paspelieHHeTo 3a ymoTrpeda, TOW IpemocTaBst
JIOITBJTHUTETHA UH(POPMAIIHS OT MPOCIICAIBAHETO Ha CIydasl pu nmoucksane ot MAJL

Y. 194a. (Hos - /1B, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) (1) U3npaHuTeNHATA areHIHS
[0 JIeKapcTBaTa IO/AaBa MO eNeKTpoHeH WhT B Oazara manuu "FudraVigilance" cpoOmeHus 3a BCHYKH
CEepHO3HU TIOJO3WpaHN HEXEIaH! JIEKAPCTBEHHW PEaKIMH, HACTHIIMIN Ha TepuTopusita Ha PemyOmmka
Bwarapus, B cpok o 15 mHE OT gaTaTa Ha MOTYyYaBaHETO HM.
(2) U3mrpitHATETHATA areHINA 10 JIEKapCcTBaTa MojaBa 1o eJIeKTPOHeH IbT B 0a3zaTta nanHu "EudraVigilance"
CHOOIIEHHUS 32 BCHYKHU MOAO3UPAHH HEKETaHW JIEKApCTBEHH PEaKIUH, PAa3IMYHA OT TOCOYEHHUTE B ail. 1,
HACTBIMIM Ha TepuTopusita Ha PemyOnuka buarapus, B cpok mo 90 mHM OT naTara Ha MoJyyaBaHe Ha
CHOOLICHUETO.
(3) U3mpHuTETHATA areHINS 10 JIEKapcTBaTa MojjaBa 1o eJIeKTpOHeH IbT B Oa3aTta nanuu "EudraVigilance"
JOKJIaIy 3a MOJO3MPAaHU HEXKEJaHW JIEKapCTBEHHW peaKklUH, HACTBIWIN Ha TepuTopHsTa Ha PemyOmmka
Bwarapus, BcieAacTBue Ha HEMpaBHJIHA yMoTpeda HA JICKAPCTBEH MPOAYKT. M3mbiHMTENHAaTa areHuus 1o
nekapcTBarta mH(opMupa 3a ToBa MHUHUCTEPCTBOTO Ha 3/IPaBEOINa3BaHETO M CHCIOBHHUTE OpraHU3aIlMH Ha
MEIUIIMHCKHUTE CIIETIHAIICTH.
(4) Bceku opran Wi HHCTUTYLIUS, B KOSATO € IOCTBITMIA HHPOPMAaLKS 3a TI0I03UpaHa HeXKeNnaHa JJeKapcTBeHa
peaxiusi, HacThIIMIIA Ha TepuTopusaTa Ha Penyonmka brnrapus, uadopmupa MAJI 3a Tosa.
(5) CeappxanueTo u (hopMaTta Ha ChOOIIEHHITa U JOKIaauTe 1Mo an. 1 - 3 ce ompenemnst ¢ PermamenT 3a
nsmbaHenne (EC) Ne 520/2012.

Y. 194e. (Hos - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) M3mpnHuTENTHATA areHIUs
10 JIEKapCcTBaTa MOJy4yaBa IIOJIaJieHaTa OT IPHUTEKATENs Ha pa3pelieHHeTo 3a ynotpeda mHpopMamms 3a
CEpHO3HH TOI03UPaHN HEXKETaHU JICKAPCTBEHN PEaKIMK, HACTHIIWIN Ha TepUTOpuUsiTa Ha EBponeiickus cpio3
WK B TpeTa Abpkapa, upe3 Oazara nanuu "EudraVigilance".
(2) UsuckBanmsTa 32 MOHUTOpHpaHe Ha WHpopMmarusTa B Oa3ata maHHu "FudraVigilance" ce ompenensr c
Pernament 3a m3nmsinaeHune (EC) Ne 520/2012.

Yn. 194k, (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) B npomeca Ha oOMeH Ha
nHpopmanus MAJL, npurexarennute Ha pa3peleHue 3a ynotpedba u EBponelickara areHuus 1o jekapcrarta
CH CBTPYIOHMYAT 3a OTKPUBAHE Ha TyOJIMpPaHU CHOOLICHHUS 3a T0103UPAHH HEXKEJIAHH JIEKAPCTBEHH PEAKLINH.

Paszpnen 111
(Hos - JIB, op. 102 o1 2012 r., B cusa ot 21.12.2012 r.)
[MepuoguyHm aKTyaJU3NPAHM JOKJIAAU 32 0€30MaACHOCT

Yn. 1943. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipurexarenst Ha
paspeleHneTo 3a ynorpebda € JTkKEeH Ja MpefocTaBs M0 eJIeKTpoHeH IbT Ha EBpomeiickara areHius 1mo
JIeKapcTBaTa MEPUOANYHN aKTyaTU3UPaHH JOKJIaU 3a 0€3011aCHOCT, KOUTO ChIbPIKaT:

1. 06001IeHNsT HA JaHHUTE OTHOCHO CHOTHOLIEHHETO T0JI3a/PUCK Ha JIEKapCTBEHUS MPOIYKT, BKIHOUUTEITHO
pe3ynTaTUTe OT BCUYKM NMPOYYBAHHUSA, C OTJIE MOTEHIMATHOTO UM OTPaXeHHE BBPXY pa3pelieHHeTo 3a
ynorpeoa;

2. HayYHa OIICHKa Ha ChOTHOLICHHETO I0JI33/PUCK HAa JIEKAPCTBEHMS NMPOIYKT; OLCHKAaTa CE€ OCHOBaBa Ha
BCHUYKHM HAJIMYHU JIaHHH, BKJIIOUNUTENIHO HA IaHHU OT KIMHUYHU U3MUTBAHU 32 HEpa3pelIeH: MOKa3aHus U 3a
LIEJIEBU TPYMH, KOUTO HE ca BKIIOYEHH B KpaTKaTa XapaKTepUCTHUKA Ha MPOJIYKTa;

3. BCHUKHM JaHHU 32 00eMa Ha PpoAaXOUTe Ha JIEKapCTBEHUsI MPOAYKT U BCSIKAKBa Apyra HH(GOpMaIus, C KOSITO
IIPUTEKATEIAT HA Pa3peleHueTo 3a ynorpeba pasmosara, O0THOCHO 00eMa Ha NPeINCaHusTa, BKIIOUUTEIHO
npubnu3uTeneH Opoit Ha uIaTa, ynorpeosBaiu JJIeKapcTBEHHS POIYKT WIIH H3JI0KEHH Ha BB3JICHCTBHETO MY
10 Ipyra Npu4ynHAa.

(2) CeabpxkanueTo u GpopMarta Ha €JIEKTPOHHHUTE NMEPUOIUYHH aKTyaIM3UpaHU JOKJIAAM 3a OE30MacHOCT ce
ornpenenst ¢ Pernmament 3a m3nbiaaenue (EC) Ne 520/2012.

(3) Undopmarnusra mo ain. 1 ce crOupa u cbXpaHsBa B PErHCTHP, Ch3Ja/IeH 0 pesia Ha wieH 25a ot Pernament
(EO) Ne 726/2004 na EBporneiickust napiaaMeHT u Ha CbBeta, u € foctbiHa 3a MAJL

Ya. 194u. (Hos - /IB, 6p. 102 o1 2012 1., B cma ot 21.12.2012 r.) [Iputexxarenute Ha pa3pericHHS
3a ynoTrpe0a/ya0CTOBEpEHHsI 3a perucTpaius Ha JIeKapcTBeHH npoayktd mo w@wi. 28, 30, 35 u 37 momasar
MEPUOANYHH aKTYATH3UPAHU JTOKJIATU 32 0€30IIaCHOCT CaMo B CIIy4au, KOTaTo:

1. momaBaHeTO Ha [OKJIaJ € YCIOBHE MO Wi S55a wim 56, BIHCAHO B pPa3pelieHHeTO 3a
ynoTpe0a/yI0CTOBEPEHUETO 32 PETUCTPALIUS, WITH
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2. V3mpnHUTENHATA areHnys Mo JIEKapcTBaTa WIIM PEerylaTOpeH OpraH Ha JIpyra IbprkaBa YieHKa M3UCKBA
TOBa Bb3 OCHOBAa Ha CHhOOpaXeHHs 3a OE30MacHOCTTa Ha JIEKAPCTBEHHS MPOIYKT M MOpAAH JUICa Ha
MEPUOJUYHN aKTyaJu3HpaHd MAOKIagu 3a O0€30MacHOCT 3a AaKTHBHOTO BEUIECTBO, CHIBPKAIIO c€ B
JIEKapCTBEHUS MPOYKT, Ha KOWTO € M3/IaICHO pa3pelleHue 3a yrnoTpeda/y10CTOBEpEHUE 3a PErHCTPaLusl.

Ya. 194k. (Hos - /IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) B pa3pemenuero 3a
ynoTpe6a/yI0CTOBEPEHNETO 3a PErucTpalnys ce OIpenens 4YecToTa Ha IOfaBaHe Ha MNEPUOAMYHHUTE
aKTyalM3UpaHu TOKIIAAN 3a 0€30MacHOCT.

(2) Jatute Ha noAaBaHe HA JOKJIAIUTE B 3aBUCHMMOCT OT YeCTOTaTa IO al. | ce M3ducisBaT OT JaTaTa Ha
W3JlaBaHEe HA Pa3pelleHUETO 3a YyIOoTpeOa/y10CTOBEPEHNETO 3a PErucTpanusl.

(3) [lepnoanunuTe aKTyanu3upaHu JOKJIA M 32 OE30MACHOCT Ce MOAABAT IPe3 CICAHUTE BPEMEBH HHTECPBAJIH,
C U3KJIIOUEHHE Ha CllydyauTe, KOraTo 4yecToTaTa Ha IOJiaBaHe Ha JOKJIAaJWTE € YCJIOBHE 3a W3JaBaHE Ha
paspelieHneTo 3a ynotpeda/yJoCTOBEpPEHUETO 32 PETUCTPAITUS WITH € OTpe/IeieHa B ChOTBETCTBHE ¢ Wi. 1947,
194m u 194n:

1. Ha Bceku 6 Mecelia OT 1aTaTa Ha U3/1aBaHe Ha pa3pelleHHeTo 3a yIoTpeba/y1I0CTOBEPEHUETO 32 PETHCTPALIHS
Ha JICKapCTBEH NPOIYKT A0 JaTaTa Ha IyCKaHETO My Ha I1a3apa;

2. Ha Bceku 6 Mecela IIpe3 IbPBUTE ABE TOAMHY OT JaTaTa Ha IyCKaHEe Ha Ia3apa Ha JICKapCTBEHUS IPOLYKT;
3. BEHBX TOJMIITHO Npe3 CIEBAIINTE IBE TOJUHH;

4. BeIHBKX Ha TPU TOOUHM CIIe[ YETBBbpPTaTa rOJMHA OT JaTaTa Ha MyCKaHEe Ha Iaszapa Ha JEKapCTBEHUS
MIPOAYKT.

(4) V3BBH cityyaute 1o ai. 3, IepUOANIHATE aKTyaAIU3UPaHH TOKIAAU 3a 0€30MacHOCT ce MojaBaT He3a0aBHO
nipu nouckBaHe oT MAJI unm perynaropeH opras Ha Jbp)kaBa WieHKa.

(5) Anmren 3 u 4 ce mpuarat v 3a JISKApCTBEHH MPOAYKTH, pa3pelieH 3a yrmoTpeda caMmo Ha TEPUTOPHUATA
Ha PermyOnuka bbarapus, kouto He nonaaaTt B o0xBara Ha wi. 1945.

Y. 194a. (Hos - /1B, 6p. 102 012012 1., B cuna ot 21.12.2012 r.) Koraro iekapcTBEHH POIYKTH,
KOHTO CHIBPIKAT €IHO M CHII0 aKTUBHO BEUIECTBO MM KOMOMHAIMS OT €IHH U CBIIM aKTUBHU BELIECTBA, Ca
MOJYYMJIM OTACTHU pa3pelieHust 3a yrnoTpeda/yJOCTOBEpeHHE 3a perHCTpalys, 4ecToTaTa M JaTHTe Ha
NOJIaBaHEe Ha IMEPUOJUYHUTE aKTyaJIM3UpaHU AOKJIaau 3a Oe30MacHOCT MOXKe Ja ObJaT NPOMEHEHU U
XapMOHHU3UPAHH C OTJie]l U3BBPILIBAHE HA €IMHHA OIICHKA Ha TE3U JOKIIAIH.

Ya. 194m. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [JaTture Ha mogaBaHe Ha
MEPUOUYHUTE aKTyaJIM3UpaHU MOKJIaaud 3a Oe30MacHOCT 3a JIEKAPCTBEHUTE MPOAYKTH mo wi. 1941 ce
W3YHCISIBAT ChOOpa3HO pedepeHTHarTa gata Ha EBponeiickus chio3.

(2) PepepenTnara nara Ha EBpomnetickus cpro3 1o ai. 1 e:

1. mataTa Ha TBPBOTO pa3pelnieHue 3a ynorpeda B EBponelickust Cbi03 Ha JIEKapCTBEHHUS POIAYKT, ChIbPKaIl
CBOTBCTHOTO aKTHBHO BE€HICCTBO WJIN CbOTBETHATA KOM6I/IHaI_[I/I$I OT aKTHBHH BCUICCTBA, NN

2. Hall-paHHATa OT W3BECTHHUTE JIATH Ha pa3pelIeHHsATa 3a yrnorpeda Ha JEKapCTBEHUS MPOIYKT, ChIbPIKAIIl
CHOTBETHOTO aKTUBHO BEIIECTBO WJIM CHOTBETHATA KOMOWHALIMS OT aKTHBHU BEILIECTBA, aKO J[aTaTa, IOCOYeHa
B T. 1, He MOXe J1a ObJIc yCTaHOBEHA.

Ya. 194n. (Hos - /IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) IIpurexarenst Ha
pas3pelIeHneTo 3a ynorpeda Ha JIEKapCTBEHH MPOLYKTH 1O Wi. 19411 MoKe Ja 1mojaie MOTUBHPAHO UCKaHE 10
KomuTera no nexapcTBeHnTe MPOAYKTH 3a XyMaHHA ynoTpe0a, ChOTBETHO /10 KOOPAWHAIIMOHHATA TpyTIa 1Mo
1. 77, an. 2 3a onpejensHe Ha pedepeHTHA jaTa Ha EBporelickus ChrO3 WK 3a MPOMsSHA HA YeCTOoTaTa Ha
NoJjaBaHe Ha MEPUOJUMYHH aKTyaIN3UPaHH TOKJIAAH 32 0€30MaCHOCT Ha €JHO OT CIIEJHUTE OCHOBAHMS:

1. npuYnHY, CBBP3aHH C OOLIECTBEHOTO 3PABE;

2. 3a 1a ce uzberHe ayoaupaHe Ha OICHKa,

3. 3a J1a ce IOCTUI'HE MEKAYHAPOAHA XapMOHHU3ALIUSI.

(2) KomureThT 10 J€KapCTBEHUTE NPOIYKTH 32 XyMaHHa yHOTpeda, ChOTBETHO KOOPAWHAIIMOHHATA IpyIa 110
wI. 77, an. 2 cieA KOHCYATAlMK ¢ KOMHUTETa 1Mo Wwi. 56a, ain. 1, T. 1 oqo0psiBa HCKaHETO WIIM TPAaBU MOTHBUPAH
OTKa3.

(3) Yecrorara Ha momaBaHe U pedepeHTHATa AaTa Ha EBponeicKust chio3 ce ONpeAessIT Ciiell KOHCYITALuS C
KOMHMTETA 110 4. S56a, ain. 1, T. 1 oT:

1. KomuTera 1o nekapcTBEeHUTE NPOMYKTH 3a XyMaHHA yrorpeda - Korato MoHe €JHO OT pa3pelleHHsTa 3a
ynoTtpeba 3a JEKapCTBEHM IMPOAYKTH, ChAbP)KAIIM CHOTBETHOTO aKTUBHO BEILIECTBO, € MPEAOCTABEHO B
CHOTBETCTBHE C LIEHTpaTU3NpaHaTa npoueaypa, npeasuaena B 151 11, rnasa 1 ot Pernmament (EO) Ne 726/2004
Ha EBponeiickus mapiament u Ha CbBeTa, Win

2. KOOpAWHAIIMOHHATA TpyTa 1Mo Wi. 77, all. 2 - 3a ciIy4au, pa3IndHu OT TOCOYCHHUTE B T. 1.
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(4) CriucwvkbT ¢ pedepeHTHHTE AaTH Ha EBpONEHCKHS ChI03 HA JEKAPCTBEHUTE MPOMYKTH MO WI. 1941 m
XapMOHHM3HMpaHaTa 4ecToTa 3a MoJaBaHe Ha TEPUOJUYHUTE UM aKTyaJ HU3UpaHU JOKJIaau 3a 0€30ImacHOCT ce
my0arKyBat Ha EBporelickust ”HTepHET mopTai o wi. 68, ai. 1, T. 4.

(5) purexaTensaT Ha pa3pelICeHUETO 3a ynoTpeda ciel MyOJMKYBaHETO HA JAHHUTE IO al. 4 MpeAcTaBs B
HAIJI 3asBneHne 3a MpoMsHA Ha pa3pelieHreTo 3a ynorpeba Ha ChOTBETHHS JIEKAPCTBEH MPOIYKT. Beska
MpOMsIHA Ha JATHTE Ha MO/IaBaHEe M Ha YECTOTaTa Ha Mo/IaBaHe Ha MEPHOANYHUTE aKTyaTu3upaHd JOKIAIN 32
0e30macHOCT, ONpEAeNiCHH B paspelleHusATa 3a ymnoTpeba, BIu3a B cuia 6 Mecena cien jgatara Ha
MyOJIMKYBaHETO WM.

Ya. 1940. (Hos - /IB, 6p. 102 ot 2012 1., B cwmma ot 21.12.2012 1.) (1) M3nbIHATETHATA areHITHAS
MO JIeKapcTBaTa OICHSBA MEPUOJMYHUTE aKTyaIM3UpaHU NOKJIaaud 3a Oe30MacHOCT 3a JIEKapCTBEHHTE
MPOAYKTH, 3a Ja ONpeAeiH Jald ca HAIWIE HOBU PHCKOBE, WM MPOMSIHA B YCTAHOBCHHTE PHUCKOBE, HIIH
MPOMSIHA Ha ChOTHOIIICHHETO TI0JI3a/PUCK.
(2) M3npnHUTENHATA areHIMA 110 JIEKapCTBaTa U3BHPIIBA CIUHHA OLIEHKA Ha TIEPHOJNYHUTE aKTyaTn3upaHH
JOKJIany 3a 0e30MacHOCT 3a JIEKapCTBEHHTE MPOAYKTH, 3a KOMTO PemybOnuka bbirapust e usmbiaHsBana
¢dbyHKIMUTE Ha pedepeHTHA Ibp)KaBa [0 CMUCHIIA Ha WI. 76, U € OlpelielieHa 0T KOOPAHHAIIMOHHATA TPYIIa MO
yn. 77, an. 2.
(3) Hoknamuuk ot Pemybnmka Bwarapust yuacTBa B eIWHHATa OLEHKA Ha MEPUOJMYHHUTE aKTyaJTU3UPaHH
JOKJIaIi 32 0E30TaCHOCT 3a JICKAPCTBEHH MPOAYKTH, KOTaTO MOHE €UH OT MPOJYKTUTE € pa3pellcH 3a
ynotpeba o peaa Ha Permament (EO) Ne 726/2004 na Eppomneiickust mapnamenT U Ha ChBeTa, U € OnpeiesieH
3a TaKbB OT KOMHUTETA 10 WiI. 56a, an. 1, T. 1.

Ya. 194n. (Hos - [IB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 r.) (1) B ciayugante mo wi. 1940,
an. 2 u 3 UAJL, cboTBeTHO MOKIATIUKBT OT Permybmika bearapus B cpok 1o 60 AHU OT 1aTaTa Ha MMOTydaBaHe
Ha TEPUONWYHUS aKTyaJM3WpaH AOKIa] 3a 0e30MacHOCT M3TOTBA OLEHBYCH JOKIA[ W To HW3Mpama 1o
eJIeKTpOHEH mbT Ha EBpomelickaTa areHIMs MO JIEKapCTBaTa M Ha PEryJIaTOPHUTE OPTaHU Ha TbPIKaBUTE
wreHkd. [IpurexaTensT Ha pa3pemieHrneTo 3a ymoTrpeba moiydaBa ONEHBYHHS JOKIan oT EBpomeiickara
areHIus 10 JIeKapcTBaTa.

(2) B cpok 10 30 qHM OT mosydaBaHe Ha JOKJIaJa 1Mo ajl. | MPUTEKATEINIAT Ha pa3pelieHHeTo 3a ynorpeda min
peryaaTopHUTE OpTaHW Ha JbPXKABHTE WICHKHM MOTAaT J1a MpPEACTaBsIT CBOMTE KOMeHTapu Ao EBpormeiickara
areHuus no jekapcrata u 1o MAJL

(3) B cpok no 15 muu oT matata Ha moflydaBaHe Ha KoMmeHTapute 1o ain. 2 MAJI akryanusupa olneHbIYHHUS
JIOKJIaJl, KaTO B3eMa MpelIBU BCUYKH MPEICTABEHU BB3PAXKCHUS, U TO U3Mpallla Ha KOMUTETa 1o Wi. 56a, al.
1, T. 1 32 0j0OpeHue U MpernopbKa.

(4) EBporneiickaTa areHIus 1o JieKapcTBaTa BKIIOYBA IPUETHUS OIIEHbYCH JOKJIa/ U IIpernophKkaTa Ha KOMUTETa
mo wi. 56a, an. 1, 1. 1 B peructbpa no wi. 1943, an. 3 u ro u3mpaia Ha MPUTESKATEIS HA PA3PEIICHUETO 3a
ynorpe0a.

Y. 194p. (Hos - JIB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) Koraro Peny6nuka benrapus
HE € IOKJIaTYMK B Iporeaypara o wi. 1940, an. 2, MAJI Mmosxe 1a mpeictaBu KOMEHTAapH B Cpoka 1o 4i. 194m,
an. 2 no EBporeiickara areHnus 1o JiekapcTBaTa U JI0 pETyJaTOpHUS OpraH Ha JIbpKaBaTta 4ieHKa, H3TOTBUII
OLICHBYHHS JIOKJIAI.

Ya. 194¢. (Hos - IB, 6p. 102 o1 2012 1., B cmma ot 21.12.2012 1.) (1) B ciry4aii Ha eHHA OIIEHKA
Ha MEePUOJUYHN aKTyaJIM3UpaHH JAOKIaJAH 3a 0€30MacHOCT Ha JEKapCTBEHHU MPOAYKTH 1Mo wi. 1941 u korato
HHUTO €/IHO OT pa3pelIeHusITa 3a ynorpeda Ha Te3d NPOAYKTH He € u3aaneHo no peaa Ha Permament (EO) Ne
726/2004 na EBporneiickus napiaMeHT 1 Ha ChBeTa, KOOPAWHAIIMOHHATA TpyIa 1o wi. 77, ai. 2 B cpok a0 30
JTHY OT JjaTaTa Ha [oJlydaBaHe Ha ITpernopbhKaTa OT KOMUTETa 1o 4iI. 56a, ai. 1, T. 1 u3aaBa cTaHOBHIIE OTHOCHO
3ama3BaHeTo, MPOMSIHATA, CIUPAHETO WM NPEKPaTsIBAHETO HAa CHOTBETHHUTE pa3pelieHus 3a ymnoTpeoa,
BKITIOUMTENIHO TpadUK 32 U3MbIHEHUE HA CTAHOBHUILETO.
(2) Koraro npeacraBeHnTE AbPKaBU WICHKH B KOOPAWHAIIMOHHATA TPYTIa MO 4. 77, ajl. 2 MOCTUTHAT ChIJIacue
OTHOCHO JICUCTBHATA, KOUTO TPsiOBa Jia ce npeanpuemar, MAJI nu3nbiHsIBa IPUETOTO PEIICHUE.
(3) Koraro cranoBumiero mo aji. 1 e 3a cnmMpaHe WM TNpeKpaTsSBaHE Ha pa3pelieHHeTo 3a ymnorpeoda,
M3MBIHATETHUAT AupekTop Ha MAJI n3nasa 3amosen.
(4) Koraro B cTaHOBHINETO 1O aj. 1 ca mpernopb4YaHd MPOMEHH B U3IaJCHOTO pa3pelicHue 3a ynorpeoa,
NPUTEKATENAT Ha pa3pelieHueTo 3a ynorpeda momaBa no MAJL 3asgBieHue 3a NMpPOMsIHA, BKIIOYBAIIO
aKTyaJlM3MpaHa KpaTKa XapaKTePUCTHKa Ha MPOAYKTa W JHMCTOBKA, B PAMKHUTE Ha ONpenaeieHus rpaduk 3a
W3ITBITHEHNE.
(5) Koraro He Moxe aa ObJe MOCTUTHATO ChIIIacHe B paMKHUTE Ha KOOpIWHAIIMOHHATA TPyIIa 1Mo Wi. 77, aj. 2,
MO3UILMATa HA MHO3UHCTBOTO OT ABP>KaBUTE WIEHKH ce IIpeiocTaBsd Ha EBponeiickaTa koMHcHs, KOSTO TpUEMa
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pelIeHue 3a IPOMsIHA, CIIUpaHe WK IPEeKpaTsBaHe Ha pa3pellIeHuATa 3a yIoTpeda, U31aieHu OT CbOTBETHUTE
peryjIaTopHU OpraHu Ha AbPKaBUTE YICHKH.

(6) M3mbenHuTenHaTa areHIMs MO JIEKapcTBaTa MpHiIara BPEMCHHUTE W/WIM OKOHYATEIIHUTE MEPKH OT
PELIEHUETO 110 all. 5.

Y. 194t. (Hos - /IB, 6p. 102 0T 2012 1., B cma ot 21.12.2012 1.) (1) B ciry4aii Ha ennHHA OTIeHKA
Ha MEePUOJUYHN aKTyaIM3UpaHH JOKIAJH 32 0€30IaCHOCT Ha JIEKAPCTBEHU MPOIYKTH MO Wwi. 1941 u xoraTo
MOHE €HO OT pa3pellcHHsATa 3a ymnoTpeda € u3naneHo no pexaa Ha Permament (EO) Ne 726/2004 Ha
EBpomneiickus napnament u Ha ChBeTa, KOMUTETHT 110 JIeKapCTBEHHUTE MMPOIYKTH 32 XyMaHHa yroTpeda B CpoK
1o 30 mHU OT MOJTyYaBaHETO Ha MpEnopbKaTa OT KOMUTETa o WiI. 56a, ai. 1, T. 1 u3gaBa cTaHOBHIIIE OTHOCHO
3aIra3BaHeTo, U3MEHEHUETO, CIIMPAHETO MIIU MPEKPATABAHETO HA BAIMIHOCTTA HA ChOTBETHUTE Pa3peIICHUS
3a ynotpeda, BKIFOUUTEIHO IpadUK 3a U3IBIHCHUE Ha CTAHOBHUIIICTO.
(2) Korato B cranoBumieTo 1o ai. | e m3pa3eHa Mo3uIus 3a IpeanpreMaHe Ha PeryJaTOpHH IEHCTBHS 110
OTHOLICHUE Ha pa3pelleHusTa 3a ynorpeda, EBporneiickara koMucHsi:
1. mpuema pelieHre 3a IpOMsHA, CIMPaHe WX MPeKpaTsBaHe Ha pa3pelleHusITa 3a ynorpeda, u31aaeHu Mo
pena Ha Permament (EO) Ne 726/2004 Ha EBpomneiickus napiament 1 Ha ChBeTa;
2. mpreMa pelIeHne ¢ Ipenopbka 3a MPoMsSHA, CIUpaHe WM IPEeKpaTsIBaHEe Ha pa3pelieHusTa 3a yrnorpeoa,
W3JIaZICHU OT ChOTBETHUTE PETYJATOPHH OPTaHH Ha JIbPIKABUTE YICHKH.
(3) UsmbnHUTENHATA areHIUs MO JIEKapCTBaTa IMpWIIara BPEMEHHUTE W/WIA OKOHYATEIIHUTE MEPKH OT
pPELIEHUETO Mo al. 2, T. 2.

Paznen IV
(Hos - JIB, op. 102 o1 2012 r., B cuya ot 21.12.2012 r.)
CneumHa npouenypa Ha HuBo EBponeiickusi cb103

Y. 194y. (Hos - IB, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.) (1) CnierHa npouieiypa Ha HUBO
EBpomnelickust cpio3 Moxke na Obae nHuIMUpana ot EBpomnelickata komucusi, oT EBporeiickara areHuus 1o
JICKapCcTBaTa WM OT AbpKaBa WICHKA.

(2) (M3m. — 1B, 6p. 18 ot 2014 r.) M3nbaHMTENHATA areHIKS 110 JIEKapCcTBaTa HHULIUKPA CIIEIIHA MPoLeIypa
[0 pela Ha TO3W pasfiell upe3 YBEJAOMsBAaHE Ha pEryjJaTOPHUTE OpPraHdu Ha APYTUTE IbpKaBH WICHKH,
EBpomeiickarta areHmus mo yekapcTBaTa U EBpomeiickata KOMECHS, KOTaTo MO ChOOpPaKEHUS, CBHP3aHHU C
IpociieAsBaHe Ha JIKapCTBEHaTa Oe30IIacHOCT, MPELEHH, 4Ye 3a AaJeH JICKapCTBEH NPOAYKT, IIyCHAT Ha
OBarapckus masap, € Heo0X0IUMO TpeANIpUEeMane Ha HAKOS OT CIICHUTE MEPKU:

1. ciupane WK MpeKpaTsBaHe Ha pa3pelIeHneTo 3a ynorpeoa;

2. 3a0paHa Ha pa3NpPOCTPAHEHUETO Ha JIEKAPCTBEH MIPOAYKT;

3. U3/aBaHe Ha OTKAa3 3a [TOJTHOBSBAaHE HA pa3pelIeHneTo 3a yrnorpeoda.

(3) (M3m. — 1B, 6p. 18 ot 2014 r.) U3mreaaUTENHATA areHIINA 10 JIEKapCcTBaTa MHUITMUPA MIPOIIeIypaTa 1o ail.
2, KOraTo € YBeJOMEHa OT NPHUTEXAaTessd Ha pa3pelIeHHeTo 3a yrnoTpeda, ue Mo choOpakeHus, CBbP3aHu C
npociieisBaHe Ha JIeKapcTBEHaTa OE30MacHOCT, IPEyCTaHOBSBA PAa3lIPOCTPAHEHUETO Ha JIEKapCTBEHUS
MIPOAYKT WM € MpEeATNpHes, WK Bb3HaMepsBa Jia MpenprueMe IeiCTBYS 3a U3TETJITHETO My OT Iasapa, HWiu
HsIMa Jia IpearnpueMe AeHCTBUS 3a MOJAHOBSIBAaHE HA U31aJ€HOTO pa3pelIeHue 3a yrnorpeoda.

(4) (M3m. — 1B, Op. 18 ot 2014 r.) V3mbenHHTeNnHaTa areHIUsS 1O JeKapcTBaTa MOXeE Ja WHUIMHpa
npoleaypara mo aji. 2 U B cliydauTe, KOraTo MpeleHd, 4e 1Mo choOpakeHUsl, CBbp3aHu C Mpocye/sBaHe Ha
JeKapcTBeHaTa O€30MacHOCT, 3a JaJieH JIeKapCTBEH TMPOAYKT TpsOBa nga Obaar moOaBeHH HOBU
MIPOTUBONOKA3aHMs WK 1a ObJie HaMaleHa MPernopbyuBaHaTa J103a, WM MOKa3aHuATa Ja ObJaT OrpaHUYCHH.
(5) (M3m. — [IB, 6p. 18 ot 2014 r.) U3nbiHuTeIHATA areHIUs 110 JieKapcTBaTa npeaocTas Ha EBporetickara
areHuusl 1o JIeKapcTBaTa M Ha pPETyJaTOPHUTE OpPraHW Ha JAPYTUTE ABPKaBM WICHKH IAaTa HaydHa
nHpOpMALHs, ¢ KOSTO Pa3Iojiara, KakTo U U3BbpIICHATa OLCHKA Ha JTaHHWTE, U MOTUBUTE 32 HHULUHPAaHE Ha
MpoLeAypaTa Mo peja Ha TO3U paszell.

(6) (U3m. — JIB, 6p. 18 012014 r.) B ciiywante o an. 2 — 4 EBpomeiickaTta areHIus 1o JeKapcTBaTa yBEAOMsIBa
W AJI 3a 3armouBane Ha mpoueaypaTa, KOraTo OaceHUATa BbB Bpb3Ka ¢ 0€30[aCHOCTTA CE OTHACAT H A0 JPYTH
JIEKApCTBEHU MPOAYKTH, KOUTO MPUHAIJIEKAT KbM €HA U ChILla TEpareBTUUHA IPyNa WK ChABPKAT €IHO U
CBIO0 aKTUBHO BEMIECTBO C MPOJYKTA, MIOCOYEH B MH(pOpMAIMATA 10 al. 5, WM KOTaTO TO3M JIEKAPCTBEH
MPOJYKT € pa3pelleH 3a yrnoTpeda v B Apyra Uik B IPYTH JbPIKABH WICHKH.

(7) (U3m. — 1B, 6p. 18 ot 2014 1.) B cayyaurte no an. 4, korato He ce Hajara Jia ce npernpueMaT CIelHN
Mmepku, MAJI npuara nporenypara mo wi. 77 wim 796.

(8) (HoBa — 1B, Op. 18 ot 2014 r.) M3mbJiHUTETHATA areHIMS 10 JIEKapCTBaTa HHPOPMHUpA MPUTESKATEIIS HA
pas3pelIeHneTo 3a ynorpeda 3a 3alouBaHe Ha MMpoLeypara 10 pea Ha TO3M paszel.
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Ya. 194¢. (Hos - /IB, 6p. 102 oT 2012 1., B cwa ot 21.12.2012 1.) (1) B cayuaute mo wi. 194y,
an. 2, Koratro MpereHd, 9e ¢ HeoOX0ANMO J1a ce MPEeANpPHUeMaT CICIIHA MEPKH 3a 3allliTa Ha 0OIIEeCTBEHOTO
3apaBe, MAJI Moke BpeMEHHO Ja CIpe pa3pelleHueTo 3a ynorpeba W aa 3abpanum ymorpebaTa Ha
JISKapCTBEHUS POAYKT Ha TepUTOpUsiTa Ha PenyOnuka brirapus 10 npuemMane Ha OKOHYATEIHO PEIISHUE 10
1. 1949 w1941,

(2) WambnHuTenHaTa areHNWs IO JieKapcTBaTa yBeIOMsBa EBpomeiickata areHIusi 1O JieKapcTBara,
EBpornefickaTta KOMUCHS B PETYJIATOPHUTE OPraHu Ha JAPYTHUTE IbPIKABU WICHKHU 32 MPEANPUCTUTE MEPKH TI0
al. 1 B cpok 710 equH pabOTeH JICH OT IPUIIaraHeTo UM M TTI0OCOYBa MOTHBHUTE 33 TOBA.

(3) KoraTto M3mbeinHuTETHATA areHIIUS 10 JIEKapCTBaTa y4acTBa B MPOIIeypara 1o TO3M Pa3Jiel, 10 HCKaHe Ha
EBponeiickata wommcus HAJl mpenmpuemMa mnpenophbYaHUTE BPEMEHHHW MEPKH [0 OTHOIICHHE Ha
paspeleHueTo 3a ynorpeba Ha JICKapCTBEH MPOAYKT, MIIM KOTaTo JICKAPCTBEHUSIT MPOIYKT € pa3pelliceH 3a
ynotpeba o pena Ha Permament (EO) Ne 726/2004 va EBpomneiickust napiameHT u CbBeTa - 110 OTHOIIICHHUE
Ha caMmusl TPOJIYKT, 10 TMPUKITIOYBAHE HA MpOIleypaTa.

Y. 194x. (Hos - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nenHUTENHATA areHIUs MO
JieKapcTBaTa ITyOJIMKyBa ChOOIIEHIEe Ha HAIIMOHATHI HHTEPHET mopTai no wi. 185, ain. 1 3a HaunHa, IO KOWTO
3aMHTEPECOBAHUTE CTPAHHU MOTaT Ja MpeaocTaBAT nH(opMalus Ha EBporelickus MHTEpHET MOPTaJ 1Mo WiI. 68,
ai. 1, T. 4 3a nekapcTBEHUS MPOAYKT - IPEeMET Ha Mpouenypara mo wi. 194y, u 3a Bb3MOKHOCTTa J]a y4acTBaT
B 00IIIECTBEHO 00CHKIAHE, KO TAKOBA € 00SIBEHO.

Y. 194u. (Hos - IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) KomutersT 1o 4. 56a, ai.
1, . 1 B cpok 10 60 AHU OT AaTaTa Ha OOsIBSIBaHE Ha Mpoleaypara Ha EBporieiickust HHTEpHET OPTa U3TOTBS
MOTHBHUpaHa MPErnopbKa.
(2) [IputexarensaT Ha pa3pelIeHUETO 3a yIoTpeda MOke B CpOKa 110 ajl. 1 1a mpeocTaBu MUCMEHH KOMEHTapH.
(3) Ilpenopbkata 1o ain. 1 ce mydaukyBa Ha EBpornefickus HHTEpHET MmopTal o wi. 68, ai. 1, T. 4 u chabpka
€/THO WJIM TIOBEYE OT CIICTHHUTE 3aKITIOUCHHUS:
1. He ¢ HeOOXOAUMO JOTBIHUTEITHO IPOYYBAHE WM MPEANPHEMaHe Ha JICHCTBUS Ha OOIHOCTHO HUBO;
2. IPUTEKATEIIT Ha Pa3pelICHUETO 32 YIOTpeda TpsOBa J1a U3BBPIIHU JOMBIHUTEIIHO POYYBAHE U aHAIN3 HA
JIAHHUTE;
3. mpUTEeXKATEeNAT Ha pa3pelieHUeTo 3a yrnorpeba TpsOBa N1a MpoBele MOCTMApPKETHHTOBO IMPOYyYBaHE 3a
0€30MacHOCT C MoCe/IBaIIa OIICHKA Ha PE3YJITATHTE OT HETO;
4. npprKaBaTa YCHKA WM MIPUTEKATEINAT Ha Pa3pelIeHHeTo 3a ynoTpeda Aa MpHIoKH MEPKU 3a HamallsiBaHe
Ha PUCKa;
5. paspemieHueTo 3a ymotrpeba TpsiOBa aa ObJe CHOpPSHO, MPEKPATEHO WM Ja ObjJe W3JaJeH OTKa3 3a
MOJTHOBSBAHETO MY,
6. pa3zpeleHreTo 3a ynorpeda TpsioBa 1a Objie TPOMEHEHO.
(4) KonkperHure Mepku mo an. 3, T. 4, KAKTO W YCIIOBHATAa U OrPAHUYCHUSTA, KOWTO Clie[Ba Jia ObaaT
BKITIOYCHH B pa3pelleHHeTo 3a yrnorpeda, ce mocoyBaT B MpernopbhKaTa.
(5) B cityuauTe mo an. 3, T. 6, KOraTo MIpOMEHHUTE Ca CBbP3aHU ¢ U3MEHEHHUE WK 100aBsHe Ha MH(OpMAaIUs B
KpaTKaTa XapaKTepHCTHKa, BbPXY OIAKOBKAaTa WM B JIMCTOBKATa Ha JICKAPCTBEHUS TIPOJIYKT, B MpENnopbKaTa
ce BKITIOYBAT (JOPMYyJTUPOBKATA HA IPOMEHEHATA WK JIo0aBeHaTa HHGOPMALIUA U MSICTOTO, KbAETO CIIE/IBA TS
na Ob/ie HaHeceHa.

Yn. 1944, (Hos - [IB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) Koraro B o06xBara Ha
npouenypara 1o wi. 194y He e BKIIIOUEH JIeKapCTBEH MPOIYKT, pa3pelleH 3a yrnorpeda 1o peaa Ha Pernmament
(EO) Ne 726/2004 na EBporneiickust napiaaMeHT 1 Ha CbBeTa, KOOpAWHAIIMOHHATA IpyMa 1o wi. 77, ai. 2 Bb3
OCHOBa Ha mpenopbkara 1o wi. 1941 B cpok A0 30 AHM OT Aarara Ha MONYy4aBaHETO W M3JjaBa CTAHOBHILE
OTHOCHO 3alla3BaHETO, IPOMsHATa, CIUPAHETO, MPEKPaTABaHETO Ha BAIWAHOCTTA Ha CHOTBETHUTE
pasperieHus 3a ynorpeba WM OTKa3 3a MOJHOBSBAHETO MM, BKJIIOUMTENHO rpadUK 3a W3IMBIHEHUE Ha
CTaHOBHIIIETO.

(2) Korato B CTaHOBHWIIETO € MpPEMOpbhYaHO TNpEANpHeMaHe Ha Mepkure mo wi. 194m, am. 3, 1. 5,
W3ITBIHATENHUAT aupektop Ha MAJI cbe 3amoBen crmpa JEHCTBHETO WM IpPEKpaTsBa pa3pelICHUETO 3a
ynotpe0a, Wil OTKa3Ba IMOJHOBSIBAHETO MY.

(3) Koraro B craHoBuIlETO 1O ajl. 1 ca mpernopbYaHyd MPOMEHH B M3AJCHOTO paspellieHHe 3a ymoTpeda,
NPUTEKATEIST Ha pa3pelieHueTo 3a ynoTpeda moxaBa o MAJL 3asBieHHe 3a NpOMSHA, BKIIOYBAIIO
aKTyaJlM3MpaHa KpaTKa XapaKTePUCTHKa Ha MPOAYKTA W JHMCTOBKA, B PAMKHUTE Ha ONpeneieHus rpaduk 3a
W3ITBITHEHNE.

(4) Koraro B cTaHOBHINETO 10 ajl. 1 € mpemopbuaHo NpeAnpueMane Ha Mepku no wi. 194m, am. 3, 1. 2 - 4,
MPUTEKATEIAT Ha pa3pelieHreTo 3a ynorpeda npeanpueMa Heooxogumure aerctsus u uapopmupa MAJL u
pEryIaTopHUTE OPraHy Ha APYTUTE AbP)KABH WICHKU.
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(5) Koraro B paMkuTe Ha KOOpAWMHAIMOHHATA TpyTa 10 Wi. 77, all. 2 He MOXKe J1a ObJIe TOCTUTHATO ChIJIACHE,
MO3HIIMATA HA MHO3WHCTBOTO OT AbPKaBUTE WICHKH ce MpeI0cTaBst Ha EBporieiickara KOMHCHS, KOSTO ITpHeMa
peleHne ¢ NpenopbKa 3a MpoMsHa, CIMPaHe WK NpeKpaTsIBaHe Ha pa3pelieHHeTo 3a ynoTpeoda, n3aaaeHo ot
CHOTBETHUTE PETYJATOPHHU OPTaHU HA IbPIKABUTE WICHKH.

(6) M3nbnHUTETHATA areHIMS MO JICKApCTBaTa MpWIara MpernopbyaHnuTe B PEIICHHETO MO all. 5 BpeMEHHU
W/WIIN OKOHYATEITHH MEPKH.

Ya. 194m. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Korato B 0oOxBaTta Ha
mporeaypara o wi. 194y e BKIItoUeH JeKapCcTBEH MPOIYKT, pa3pelleH 3a yrnorpedba mo pena Ha Permament
(EO) Ne 726/2004 na EBpomneiickus mapnameHT u Ha CobBera, KOMHTETHT 1O JIEKapCTBEHW MPOAYKTH 32
XyMaHHa ymnoTrpeba Bb3 OCHOBa Ha MpernopbkaTa mo wi. 194m, am. 3 B cpok mo 30 aHu oT nmaTtara Ha
MOJTy4aBaHETO W M3[aBa CTAHOBHUILE OTHOCHO 3ala3BaHETO, NPOMSHATA, CHHPAHETO, MPEKpaTIBaHETO Ha
BaJIMTHOCTTA HAa CHOTBETHHUTE pa3pelieHus 3a ynorpeda WM OTKa3 3a MOJHOBSBAHETO MM, BKIIOUUTEITHO
rpaduK 3a U3IIbIHEHNE Ha CTAHOBUIIETO.

(2) Korato B cranoBumieTo mo ain. 1 e u3pa3eHa MO3MLMS 3a MpeaNpueMaHe Ha PEryJaTOpHU ACHCTBHA O
OTHOIIIEHUE Ha pa3pelIeHnsTa 3a ynorpeda, EBpomneiickara KOMUCHS:

1. mpuema pemieHue 3a IPOMsIHA, CIIUPAHE WM MpPEeKpaTsBaHe BATHTHOCTTA HA pa3pemieHusITa 3a ynorpeoa,
n3nazenu no pena Ha Pernmament (EO) Ne 726/2004 na EBponetickus napiamenT u Ha ChBeTa,

2. mpreMa pelIeHue ¢ MpenopbKa 3a MPOMsIHA, CIIUPaHe WK MPEKpaTsIBaHe Ha BATMTHOCTTA Ha pa3pelieHusTa
3a ymotpeba, U3aJeHd OT ChOTBETHUTE PETYIATOPHHU OPTaHU Ha IBPKABUTE WICHKH.

(3) UznbnHuTenHaTa areHIMs IO JieKapcTBaTa IMpuijara mnpernopbyaHuTe B peuieHnero Ha EBpormeiickaTta
KOMHCHS 110 ajl. 2, T. 2 BpeMEHHH W/UITH OKOHYATEITHH MEPKH.

Y. 194m. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Ipemoprkara mo wi. 1941, ai.
1, cranoBuieTo 1o wi. 1941, an. 1 u pemennero Ha EBponeiickara komucus mo wi. 1944, an. 5 u wi. 194,
an. 2 ce myOnuKkyBaT Ha EBponeiickust HHTEpHET MOpTaj o wi. 68, ai. 1, T. 4.

I'naBa neBera
THBPI'OBUSA HA EIPO C JIEKAPCTBEHU MPOAYKTHU U TIOCPEJHUYECTBO B
OBJIACTTA HA JIEKAPCTBEHUTE NPOAYKTHU
(Bara. u3m. - [IB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r., 6p. 102 ot 2012 r., B cuiia ot 2.01.2013 r.)
(Pa3znen L. Toprosust Ha epo € JIeKAPCTBEH! NPOAYKTH)
(3ara. otm. - /IB, 6p. 71 ot 2008 r., B cusia ot 12.08.2008 r.)

Yua. 195. (1) TeproBust Ha epo ¢ JIEKAPCTBEHH NMPOAYKTH MOTAT Jla M3BBPIIBAT (PUINIECKH U
IOPUIIMYECKH JIMLA, MPUTEXKaBaIlKd pa3pelleHre 3a Ta3h JEHHOCT, M3JaJIeHO OT PEeryjJaTopeH OpraH Ha
CHOTBETHATAa AbP)KaBa WICHKA.

(2) Koraro nuriero 1o aji. 1 uMa CKJIaloBU MOMEIIEHUS Ha TepUTOpusTa Ha PenyOinka brirapus, To Moxe 1a
W3BBPIIBA THPrOBUS Ha €10 C JIEKAPCTBEHHU MPOAYKTH CJe[l IOIyYyaBaHe Ha pa3pelieHue OT U3IIbIHUTEIHUS
nupextop Ha MAJL

Y. 195a. (Hoe — JIB, Op. 67 ot 2020 r.) Jlune, nmoiydusio paspelieHue 3a ThProBus Ha €IIpo C
JICKApCTBEHHU MPOYKTH, HE MOXe J1a O'bJIe IPUTEkKATEN Ha pa3pellieHHe 3a ThProBUs Ha APEOHO ¢ IEKapCTBEHU
MPOAYKTH B alTeKa, U3/1aJIcHH MO pPe/ia Ha TO3H 3aKOH.

Ya. 196. (1) IlpousBoauTen Ha JE€KapCTBEHW MPOAYKTH MO CMHCHJIA HA TO3W 3aKOH MOXE Ja
U3BBPILIBA THPrOBUS HA €pO CaMO C JIEKApPCTBEHHTE MPOIYKTH, 332 KOMTO MMa H3/aJICHO pa3pelleHue 3a
TPOM3BOJICTBO.

(2) Baocuten Ha nexkapcTBEHU MPOAYKTH 110 CMUCHIIA HA TO3U 3aKOH MOXKE J1a U3BBPIIBA THPTOBUS Ha €IpO
CaMo C JIEKapCTBEHUTE MPOAYKTH, 32 KOUTO MMa N3/aJICHO pa3pelieHne 3a BHOC.

Y. 197. Jluuata mo wi. 195 tpsabBa na pasnonarar chC:
1. moAXoAsIIM TOMeIeH s, 000pyIBaHE U ChOPBHKEHUS U MOJXOASAIN TPAHCIIOPTHHU CPEJICTBA, OCUTYPSIBALIH
MPaBUITHOTO ChXpaHEHHUE, pa3NpOCTPaHEHNE U TPAHCIIOPTUPAHE Ha JIEKAPCTBEHUTE MMPOAYKTH, B ChOTBETCTBHE
¢ u3uckBanusTa Ha JloOpara tucTpUOyTOpCKa MPaKTHKA;
2. xBaMu(UIMpaH NEPCOHANT M OTTOBOPEH MarucTbp-hapMaleBT ¢ Hali-MaJIKO JIB€ TOJMHH TPYIOB CTaX IO
CIIEITHAITHOCTTA, YAUTO 3aBJKEHUS CE ONPEACIAT B Hapeabara mo 1wi. 198.

Ya. 198. (U3m. - /1B, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 r.) [IpuHIMINTE 1 U3UCKBAHUATA 32
Hobpute AUCTpUOYTOPCKHM NPAKTHUKU Ha JIGKAPCTBEHM MPOAYKTH W HAa AKTUBHM BEIIECTBA CE€ NPUEMAT C
Hapea0a Ha MHHUCTBPA Ha 3/[paBeolia3BaHEeTO U C PHKOBOJICTBA, MPHETH OT EBpornelickaTa KoMucusi.
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Y. 199. (1) JIumara o 4. 195, an. 2 nmogasat B UAJI:
1. 3asBNEeHNE, KOETO ChAbP)Ka HaMEHOBAHME, CENANINE W aapec Ha yIpaBleHHE Ha ThProBeIa; aJpec U
OIMCaHNe Ha TIOMEIECHHUATA U ChbOPHKEHHATA 32 ChXpaHeHHE Ha JeKapCTBEHUTE NPOYKTH;
2. (m3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) nannu 3a EnuHans uneHTHUKAMOHEH KO Ha
THPrOBeNa WIM KOOMepanuara oT TBbpProBCKHUA PETUCTHD, a 3a JAPYKECTBaTa, PErUCTPUPAHU B IbpXKaBa -
wieHka Ha EBpormelickus cpr03, WiaM B ObpkaBa - crpaHa mo CmopasymMeHHeTo 3a EBpormenckoTo
WKOHOMHYECKO MPOCTPAHCTBO - JAOKYMEHT 3a aKTyallHa PerucTpalys M0 HAMOHATHOTO 3aKOHOJATEICTBO,
W3MIaZIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa AbP)KaBa;
3. (mom. — B, 6p. 103 o1 2017 1., B crura ot 1.01.2018 1.) Me, CBUACTEIICTBO 32 CHIAUMOCT HIIH aHAJIOTHICH
JOKYMEHT Ha JIMLETO, aK0 He € OBIrapcKd IpakJaHuH, AWIUIOMa 3a BUCIIE 00pa3oBaHHME W TOKYMEHT 3a
TPYAOB CTaXX HA OTTOBOPHUSI MAaruCTHP-hapManeBT mo wi. 197, T. 2 1 Konue oT TPYAOBHUS MYy JIOTOBOD;
4. (ot™. - IB, 6p. 60 ot 2011 r., B crma ot 5.08.2011 1.);
5. (oM. - /IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 1.);
6. TOKYMEHT, YOCTOBEPSABAI IPaBHOTO OCHOBAHHUE 3a MOJ3BAaHE HA MOMEIICHUSTA;
7. (otm. — JIB, 6p. 84 or 2018 1., B cuma ot 12.10.2018 1.);
8. IOKyMEeHT 3a TuIaTeHa Takca B pa3Mep, ornpe/eseH B Tapudarta mo wi. 21, am. 2.
(2) JIunata mo un. 195, an. 1 monasat 3asBnenue B UAJI 3aenHo chbe:
1. Komue OT pa3pemeHneTo 3a THPTrOBHUS Ha AP0, N3AICHO OT PETYIATOPEH OpraH Ha Abp)KaBa YICHKA;
2. AMe ¥ aJpec Ha JUIETO 32 KOHTAaKTH Ha TepuTopusaTa Ha PemyOnmka benrapus;
3. aJpec Ha MOMEUICHHUATA 332 ChbXPaHEHHWE Ha JICKAPCTBEHUTE MPOMYKTH HA TEPUTOPHATA HA TbPKABUTE
YIICHKH.
(3) Ilpu ThproBUs Ha €APO C HAPKOTHYHH BEIIECTBA, KAKTO W C JIEKAPCTBEHU (OPMH, ChIBPIKAIIN TAKHBA
BEIIECTBa, C€ MpHiaraT M HW3UCKBAaHMATA Ha 3akoHa 3a KOHTPOJ BBPXY HAPKOTHYHHTE BEIIECTBA U
MpeKypcopure.
(4) (Or™m. — IB, 6p. 17 ot 2020 1.).
(5) (HoBa — JIB, 6p. 103 ot 2017 r., B cuia ot 1.01.2018 r.) M3meinHAUTENHATA areHNUs 1O JeKapcTBaTa
YCTaHOBSIBA CITy’KEOHO 0OCTOSATENCTBATa OTHOCHO CHAMMOCTTA Ha JIMIIETO Mo ail. 1, T. 3, Korato e Obiarapcku
rpakIaHUH.
(6) (HoBa — 1B, Op. 67 ot 2020 r.) B neHs Ha mocThIBaHe Ha 3asBieHueTOo 1o a. 1 wim 2 MAJI n3nparma mo
ciry>keOeH pell MCKaHe A0 YNPaBUTEIHUS ChbBET Ha Bbiarapckus QapmaneBTHUEH CHIO3 3a H3/aBaHe Ha
yIIOCTOBEPCHUE 3a BIHMCBaHe B HanuoHamHUS ENeKTPOHEH pEeTUCThp Ha wieHoBeTe Ha bwirapckus
(hapMaIeBTHYEH CHI03 — 32 MarucThp-Gapmarenra mo wi. 197, T. 2, KakTo U 3a MpeAocTaBsHe HAa HH)OpMAITUI
OTHOCHO HAJIOKEHU HaKa3aHWs 10 pejia Ha 3aKOHa 33 ChCIIOBHATA OpraHU3allis Ha MarucThp-papmareBTuTe
¥ Ha 3aK0Ha 3a 37[PaBETO.
(7) (HoBa— 1B, 6p. 67 ot 2020 r.) YIpaBUTEJIHUAT CHBET NPENOCTaBs JOKyMEHTHTE 1O al. 6 B CPOK 5 paboTHU
JTHY OT IOCTHIIBaHE HA NCKAHETO.

Yn. 200. UzmpnHuTENHATA areHIMs IO JeKapcTBaTa OIEHSIBa JOKYMEHTAIMsITa M HM3BBPIIBA
MpOBEpKa Ha MSACTO Ha OOEKTUTE, MOCOYCHH B 3asBJICHUETO, 3a YCTAaHOBSBAaHE Ha CHOTBETCTBHETO UM C
n3UcKBaHusTa 3a JloOpaTa tucTpuOyTOpCKa MPaKTHKA.

Ya. 201. (1) M3mbiHuTENHATA areHIXA 10 JIeKapcTBaTa yBEAOMsABA MICMEHO 3asBUTENS, KOraTo
YCTaHOBU HEMBIHOTH B IIPE/ICTaBEHATA JOKYMEHTALISI.
(2) B cirygauTe 1o an. 1 cpoxst mo wit. 202, ain. 1 cimpa na Tede.

Y. 202. (1) (U3m. — JIB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 1.) B cpok mo 60 mHu oT marata
Ha TI0JlaBaHe Ha 3asBJICHHUETO 1Mo Wwi. 199, an. 1 m3nweaautenHusT qupextop Ha MAJI uznaBa paspemieHue 3a
THPrOBHUS HA eJIPO WJIH MTPABU MOTHBUPAH OTKa3.
(2) Otka3zbt 1o az. 1 moanexxu Ha oOKaIBaHe IO pea Ha AIMUHUCTPATHBHOIIPOIIECYATHUS KOIEKC.

Ya. 203. B cpok no 15 gam OT maraTa Ha MOAaBaHE Ha JOKyMeHTanusATa mo wi. 199, am. 2
V3MBIHATETHUAT aupekTtop Ha MAJl m3maBa ynmocToBepeHHME 3a perucTpanus 3a ThProBUS Ha €Ipo Ha
teputopusta Ha Penybnuka beirapus va nmunero mo wi. 195, an. 1.

Y. 204. (1) PazpermenneTo 3a THProBus Ha eApO C JIEKAPCTBEHU MPOIYKTH € 0€3CPOTHO.
(2) PazpemenneTo mo wi. 202 wim yaoctoBeperneTo 1o wi. 203 ce nmpekpatsiBa, ako MPUTEXKATEIAT My IIOMUCKa
MUCMEHO TOBA OT M3ITBJIHUTENHUS AupekTop Ha MAJL.
(3) JTunero o uit. 195 e napxkHO fAa yBeaomu nucMeHo MAJI B 7-1HEBEH CPOK OT MPEKpaTsIBaHE HA JCHHOCTTA
CH TIO THPrOBHUSI Ha €O C JIEKAPCTBEHU MPOAYKTH. B Te3u cilyuan WU3NBIHHTEIHUAT aupekrop Ha MAJI
MpeKpaTsBa U3AaJCHATE pa3pelleH st/ yI0CTOBEPEHHUS 32 THPIOBHUS Ha €JIPO C JIEKAPCTBEHU MPOAYKTH.

63



Ya. 205. (1) HMzmenauTenHaTa areHOWS IO JIEKApCTBAaTa BOAM PETHCTHDP Ha H3MAICHUTE
pasperieHus 3a ThProBUs Ha €IPO ¢ JICKAPCTBESHU MPOAYKTH 1Mo wi. 202, an. 1, KoiTo chabpxka:
1. HOMep ¥ JaTa Ha Pa3peleHHETO;
2. HaMMEHOBaHMe, CeJANTUIIE U a/Ipec Ha yNpaBleHUE Ha JIULETO, MTOTYIHUIIO Pa3peLIeHUETO;
3. aapec Ha TOMEUIEHHSTA 32 ChXPAHEHUE HA JIEKAPCTBEHUTE MPOAYKTH;
4. MaHHWTE 32 OTTOBOPHHS MarucThp-hapmariesT mo wi. 197, 1. 2;
5. COHCBK Ha JIEeKapCcTBaTa, ChABPIKAIIM HAPKOTHYHHU BEIICCTBA, paano(papMaIeBTHIIM, HUMYHOJOTHYHU
JIEKapCTBEHU IPOAYKTH H JIEKAPCTBEHU MPOAYKTH, ITOyUYE€HH OT YOBEIIKA IJIa3Ma U YOBEIIKa KPBB;
6. maTa Ha 3aJIMYaBaHE HA Pa3pelIeHUETO OT PETUCThPA U OCHOBAHHE 33 TOBA;
7. 3a0€JIekKKH 10 BIUCAHUTE 0OCTOSATEINCTBA.
(2) M3mpnHUTENHATA areHIMA [0 JISKapCTBaTa BOAU PETUCTBP Ha M3AaJCHUTE yAOCTOBepeHus mo wi. 203 3a
THPTOBHS Ha €IPO C JIEKAPCTBEHH MPOIYKTH, KOHUTO ChIbpiKa:
1. HOMep U JjaTa Ha yJOCTOBEPEHUETO;
2. HOMep Ha pa3peleHHeTo 3a THProBUs Ha eIPO C JEKapCTBEHHU NMPOAYKTH U OpraHa, KOWTO TO € U3/al;
3. HaMMEeHOBaHUe, CEAAUINE U aJIpec Ha YIpaBIeHHe Ha JIUIETO, TIOTYIIIO YIOCTOBEPEHHUETO;
4. naHHH 3a JIMieTo 1o 4i. 199, an. 2, 1. 2;
5. naTa Ha 3aJM4aBaHe Ha YIOCTOBEPEHHUETO OT PETUCTHPa M OCHOBAHHUE 32 TOBA;
6. 3a0eJIeKKH TI0 BITUCAHUTE OOCTOSATENCTBA.
(3) Jaunm ot peructpure ce myOauKyBat Ha crpaHunara Ha MAJI B uHTepHET.
(4) (Homa - 1B, 6p. 102 or 2012 r., B cuna ot 2.01.2013 r.) M3nbaHuTeNHATa areHNUs MO JIeKapcTBaTa
BBBEXKJa B Oazara maHHuW mo wi. 147 uHbopMmanms 3a M3AaJCHUTE pa3pelieHUs 32 THPTOBHs Ha €lpo C
JIEKapCTBEHU TPOIYKTH.
(5) (Hosa - 1B, 6p. 102 ot 2012 1., B cuima ot 2.01.2013 r.) IIpu moucksane ot EBpornelickaTta KOMUCHS WITH
ot mepkaBa uineHka MAJI mpenocrtaBs mHboOpManms 3a M3IaACHO pa3pellieHHe 3a ThPrOBUS Ha €IpO C
JIEKapCTBEHU MPOIYKTH.

Y. 206. (1) IIpu mpomsiHa Ha 0OCTOSATENCTBATA, CBBP3aHH C H3/IAJICHOTO pa3pelleHue 3a ThPTOBU
Ha eJlpo, MpUTEKATeNAT My nofasa 3asBienue 10 MAJI no pena Ha 4. 199, kbM Ko€TO Mpuiiara CBbp3aHara ¢
ImpoMsAHaTa JOKYMCHTAIU.
(2) PazpemrenueTo 3a mpoMsHa ce M3JaBa MpH YCIOBUATa U 1o pena Ha wi. 200 - 202. IIpu mpomsHa Ha
MIOMEIICHUATA 32 ChbXpaHEHHE e Mpuiiara CPoKbT Mo wi. 202, a B OCTaHATUTE CIIy4au CPOKBT € 14 mHHu.

Y. 207. (1) [purexaTensT Ha pa3pelieHUe 3a ThProOBHUs HA €p0, KONTO U3BBPIIIBA ICHHOCTTA CH
Ha TeputopusTa Ha Penmybnuka bearapus, e nrpxeH aa:
1. ocurypsiBa IOCTBII IO BCSIKO BpEME HA KOHTPOJIHHUTE OpPraHU [0 IMOMELICHUSITa 33 ChbXpaHEHHE Ha
JIEKapCTBEHUTE MPOJTYKTH;
2. TBpPTyBa caMo C Pa3pelIeH! 10 peAa Ha TO3H 3aKOH JIEKapCTBEHHU NMPOAYKTH;
3. TBpryBa C JIEKapCTBEHH NPOAYKTH, YUMTO OMAKOBKM M JIUCTOBKU Ca B CHOTBETCTBHE C M3AaICHOTO
paspelienue 3a yrnorpeda, Ipy YCIOBHSTA U MO PeJja Ha TO3M 3aKOH M CPOKBT UM Ha F'OJTHOCT HE € U3TEKbII,
4. ce cHabnABa C JIEKApPCTBEHU NMPOIYKTH CaMO OT MPOU3BOJUTENIH, BHOCHUTENIN WM THPrOBLIM Ha €ApO C
JIEKapCTBEHU NPOIYKTH, ITOJIYUIHMIIH Pa3pellieHNe 3a N3BbPIIBAHE HA Ta3K ACHHOCT 0 pela Ha TO3H 3aKOH;
4a. (moBa - JIB, Op. 102 or 2012 r., B cuna ot 2.01.2013 r., usm., 6p. 67 ot 2020 r.) mposepsiBa Janu
MOJYYeHUTE JIEKAPCTBEHH MPOAYKTH OT Jumara mo T. 4 He ca dammuduuupanu, Kato MTpoBepsiBa
AaBTCHTHUYHOCTTA HA JIEKApCTBEHUTE MPOAYKTH, onpeneneHu B [enerupan persnament (EC) 2016/161, upes
nokasarenure 3a Oe3zomacHocT no wi. 168, an. 8 B ciyuaure, onpenenenu B [enerupan pernament (EC)
2016/161,
46. (moBa — JIB, 6p. 67 ot 2020 r.) mpoBepsBa MOKa3aTeNUTe 32 0€30MACHOCT U JIe3aKTHBHPA WHINBUYaTHHS
UACHTHU(PHUKALNOHEH OeJIer Ha JIEKapCTBEH NPOIYKT, IPEIH 1a JOCTABH TO3H JIEKAPCTBEH NPOLYKT B CIIyYauTe,
orpeseNieHn B Hapenoara mo 4. 198;
5. cHaO/sBa C JIEKapCTBEHH TPOJYKTH JIPYTU MPUTEKATEIN Ha pa3pelieHre 3a ThProBUs Ha €/Ipo, alTeKu U
JIpOTepHH, OTKPUTH 110 pejia Ha TO3H 3aKOH;
Sa. (HoBa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m., 6p. 84 ot 2018 1., B crma ot 12.10.2018 1.)
cHa0/sBa C IEKapCTBEHU MPOAYKTH 32 33/I0BOJIIBaHE HA COOCTBEHUTE UM HYXKIH:
a) Ie4eOHY 3aBeICHUS;
0) BUCIIM YYHMJIHMILIA, KOUTO OCBILECTBSBAT JiedeOHA NEHMHOCT CHINIACHO WiI. 2a OT 3aKoHa 3a JieueOHuTe
3aBe/ICHUS;
B) MHCTUTYIMHTE 110 WI. 26, an. 1, T. 1 1 3 oT 3akoHa 3a 3/1paBeTo 3a Ch3AaICHATE B TAX 3/PaBHA KaOWHETH;
r) KopaOompHTeXaTelld 3a LEIUTe Ha OCUTypsBaHE Ha JIGKapCTBEHH NPOAYKTH Ha Oopia Ha Kopabure
cprimacHo Konekca Ha ThproBCKOTO KOpadoIiaBaHe;
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6. cHaO/1sABA ¢ JICKAPCTBEHU MPOAYKTH JICKapH U JIEKapy 10 ACHTAIHA MEIUIMHA, KOTaTO B HACEIEHOTO MACTO
HSIMa anTeka, IPH YCIIOBUS U 110 pell, ONpeAeIeH: B Hapeada Ha MUHUCTBPA Ha 3[paBeoIa3BaHETo;

6a. (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r., gom., 6p. 84 ot 2018 r., B cwa ot 12.10.2018 1.)
BIIMCBA B JOKYMEHTHTE 3a JOCTaBKa MapTHIHHUS HOMEp Ha JOCTABEHUTE JICKAPCTBEHH MPOAYKTH, KaKTO U
azipeca Ha JOCTAaBKA Ha JIEKAPCTBEHUTE MIPOLYKTH;

60. (aoBa - /IB, 6p. 102 ot 2012 1., B cmma ot 2.01.2013 r.) nma 11aH 3a 1eHCTBUE B M3BHHPEIHH CUTYaIINH,
KOUTO ChIbprka ePeKTHBHU MEPKH 3a U3TETIISIHE Ha JIEKapCTBEH MPOAYKT OT Ma3apa 1o pasnopexaane Ha MAJI
WIX 110 WHUIMATUBA HA MPOM3BOAMTEINS WM IIPUTEXKATENs Ha Pa3pelIeHUeTo 3a ynorpeda Ha ChbOTBETHUS
JICKapCTBEH IPOIYKT;

6B. (HoBa — JIB, Op. 18 or 2014 r.) ocurypsiBa cHaOIsSBaHETO HAa JOCTATHYHU KOJIMYECCTBA JICKAPCTBEHU
MPOAYKTH 3a 33I0BOJISIBAHE HA 3[JpaBHUTE TIOTPEOHOCTH HA HaceneHneTo Ha PemyOivka boarapus;

7. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) chXpaHsBa JaHHM 32 BCSKA CIENKA C TOIyYEHH,
JOCTaBeHU WIIM PEANM3MpaHu upe3 MOCPEIHUYECTBO JIEKAapCTBEHU MPOAYKTH HoA GopmaTta Ha (HakTypH 3a
MOKYIIKO-TIpoJIak0a WK B €NIEKTPOHEH BUJ, WM IO HAKaKBa Ipyra ¢popma, KakTo clie/iBa:

a) 7aTa Ha IOJIy4yaBaHe U MPEIOCTaBsIHE;

0) HaMMeHOBaHHUE Ha JIEKApCTBEHHSI TPOYKT;

B) MOJIyYEHO, JOCTABEHO WM PEAM3UPAHO Ype3 MOCPEIHUUECTBO KOJIHYECTBO;

') M€ U aJpec Ha JIMLETO, OT KOETO € MOJyYeH WIN Ha KOETO € I0CTAaBCH JEKAPCTBEHUST MPOAYKT;

1) TapTHIeH HOMEp W HOMep Ha cepTudHUKaTta 3a OCBOOOXKHaBaHE Ha TapTUAaTa, H3AANEH OT
KBTM(UIIUPAHOTO JIUIE 10 WI. 148, T. 2, ChOTBETHO OT KBAJIU(HUIIUPAHOTO JuIle 1Mo wi. 161, an. 2, . 1, u
HOMep Ha cepTudHKaTa 3a OCBOOOKIaBaHe Ha mapTuaara, u3aanaeH ot MAJI - B cixydaute no wi. 69 u 70;

8. (mom. — JIB, 6p. 67 ot 2020 r.) chXpaHsIBa TOKyMEHTAIM 32 MOKYIKUTE H/HIHN MPOJAKOUTE Ha BCUUKH
JIEKApCTBCHU TMPOAYKTH, BKIIOUUTETHO U (QAaKTypuTe 3a MOKYMKO-MpoAax0a, B KOUTO C€ IOCOYBAT
MEXyHApOIHOTO HEMAaTeHTHO HAMMEHOBaHWE, THPTOBCKOTO HAMMEHOBAaHME Ha JICKAPCTBEHHUS MPOIYKT,
nexapcTBeHaTa opma, KOJIMYECTBO Ha aKTUBHOTO BELIECTBO U OMAKOBKA,;

9. cna3Ba u3nckBanusATa Ha JloOpaTa mUCTpUOYTOpPCKA MPaKTHUKA, OTIPEIeTIeH: B Hapeaoarta mo wi. 198;

10. (uoBa - [IB, 6p. 102 ot 2012 r., B cmia ot 2.01.2013 r.) moaapprKa CUCTEMa 3a Ka4eCTBO, ONPEACIIAIa
OTTOBOPHOCTHTE, MIPOIIECUTE U MEPKHTE 32 YIpaBJICHHE Ha PUCKA, CBHP3aHHU C JCHHOCTTA MY;

11. (soBa - /IB, 6p. 102 ot 2012 1., B cmna ot 2.01.2013 r.) uHpopMupa HezabaBHO A 1 mpuTexarens Ha
pa3pelIeHneTo 3a ynotpeda, Korato € yCTaHOBHII MJIM MMa CbMHEHUE, Y€ JICKAPCTBEHUST MPOIYKT, KOHTO €
MOJYYHJI WJIM My ce Tipejuiara, ¢ pamuunduiupa;

12. (aoBa - /IB, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 r.) mpoBepsBa Janu ThProBeUbT Ha €p0, OT KOTOTO
€ TOJIyYyMJl JIEKapCTBEHHs NPOAYKT, Cla3Ba MPUHLHUINATE M PBKOBoAcTBaTa 3a JoOpm IuCTpuOyTOpPCKH
MPaKTUKH 0 WI. 198, KaKTO U Janu NMpuUTeKaBa pa3pelieHue 3a ThproBus Ha €Jpo;

13. (HoBa - /1B, 6p. 102 o1 2012 1., B cmma ot 2.01.2013 r.) mpoBepsiBa 1aiu NPOU3BOAUTENAT HITH BHOCHTEJIST,
OT KOTOTO € MOJIy4YHJI JIEKAPCTBEHUSI IPOIYKT, IPUTEXKABA Pa3peleHre 3a IPOU3BOICTBO/BHOC;

14. (woma - /IB, Op. 102 ot 2012 1., B cuia ot 2.01.2013 r.) npoBepsiBa Aajiy MOCPEAHUKBT, YPE3 KOIOTO €
MOJTYYHJI JIEKAPCTBEHUS POJYKT, OTTOBAPS HA M3UCKBAHUATA HA Ta3U IJIaBa;

15. (moBa — /1B, Op. 84 o1 2018 1., B cuma ot 12.10.2018 1.) mpenocTass va MAJI exemHeBHO Upe3 cucTemara
o wi. 2176, an. 1 uadopmanus 3a:

a) IOCTaBeHUTE Ha (U3NYCCKUTE U FOPUAMYESCKUTE JIUIA 10 T. 5, 5a ¥ 6 KOJIMUECTBa, IOCOYCHH 10 JICKApCTBEHU
MPOAYKTH, BKIIOUEHH B I103UTHBHNS JIEKapPCTBEH CITUCHK;

0) ¢husnvecknTe M IOPUANIECKUTE JIULA 110 T. 5, 5a 1 6, Ha KOUTO ca AOCTaBEHH KOJIMUYECTBATA JIEKAPCTBEHU
npoayKTH 1o OykBa "a'";

B) HAJIMYHWTE B CKJIAJIOBETE UM KOJIMYECTBA, TIOCOYCHH I10 JEKAPCTBEHU NIPOAYKTH, BKIIOUeHH B [lo3uTHBHUS
JIEKapCTBEH CIHCDK;

') KOJIMYeCTBaTa, TIOCOYCHHU TIO JIGKAPCTBEHH MPOJYKTH, BKIIOYCHN B [103UTUBHHS JIEKapCTBEH CIHCHK, 32
KOUTO ce TUIaHUPa U3BBPIIBaHE HA U3HOC, U IbPKABHUTE, B KOUTO CE IUTAHUPA U3BBPIIBAHE HA H3HOCA;

1) KOJIMYECTBATa, IOCOUYEHH MO0 JIEKaPCTBEHU MPOAYKTH, BKIIOUEeHH B [103UTHBHUS JEeKapCTBEH CIMCHK, HA
KOUTO € U3BBPIICH U3HOC, U Ibp)KaBaTa, B KOATO € U3BBPILEH U3HOCHT.

(2) Hoxymenramusita mo an. 1, T. 7 u 8 ce chxpaHsiBa 3a CPOK Hal-MaJIKO 5 TOAMHU W Ce€ MPEAOCTaBs MPHU
MONCKBaHE HA KOHTPOJHHUTE OPTaHH.

Y. 208. (dom. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B cuna
ot 2.01.2013 r., 6p. 84 ot 2018 r., B crma ot 12.10.2018 r.) Pazmopendute ma wi. 207, an. 1, 7.2 - 15w am. 2
u 1. 209a ce mpwiIaraT ¥ 3a ThPrOBIUTE Ha eApo 1Mo Wi. 203, KaKTO M 32 BHOCUTEIINTE U IIPOU3BOIUTEIINTE,
KOUTO ThPT'yBaT C IMIPOU3BENICHUTE OT TAX JICKAPCTBEHHU IPOITYKTH.
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Y. 209. 3a TEProBUs Ha €APO C JEKAPCTBEHU MPOAYKTH, ChIABPKAIIN HAPKOTHIHH BEIIECTBA HITH
MOJYYeH!U OT KPBB, C UMYHOJOTHYHH MPOAYKTH M € pamuodapManeBTHIM CE MpuiaraT W CICIUaTHUTE
W3UCKBaHUsSI HA APYTH 3aKOHH.

Y. 209a. (Hos - [IB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 r.) (1) Tepropumre Ha eaApo C
JICKapCTBEHU NPOIYKTU MOTAT J1a CHAOsBAT C JIEKApPCTBEHU MPOLYKTH:
1. Apyru THProBux Ha €APO C JEKAPCTBEHU NMPOAYKTH;
2. anTeKH U JpOTepuu;
3. MunuctepcTBOoTO Ha OTOpaHara W MHUHHCTEPCTBOTO Ha BBTPEIIHHTE PabOTH 3a COOCTBEHH HYXIH, C
W3KIIIOYEHUE Ha BEJOMCTBEHUTE UM JiedeOHH 3aBeAeHus, KakTo U [IbprkaBHaTa areHuus "bpxaBeH pe3eps U
BOCHHOBPEMEHHH 3aracu';
4. MHHHCTEPCTBOTO Ha 3APaBEONa3BaHETO ChC:
a) BAKCHHH, TOKCHHU U CEpyMHU, HEOOXOAMMHU 32 U3IBJIHEHNETO Ha VIMyHH3amoHHYS KaneHaap Ha PemyOmnuka
Bwarapus, kakTo 1 Ipu U3BBHPEAHN CIUACMUYHU CUTYAINH;
0) nexapcTBEHU MPOAYKTH, MpeJHAa3HAYCHH 3a JIeueHHE Ha 3a00JsIBaHUS, KOMTO ce 3amjamar mno peia Ha
3aKoHa 3a 3[0paBeTO, KAaKTO M 3a OCUTypsiBAaHE W3IIBJIHEHHETO Ha HAIMOHAJIHM NporpamMu B cdepara Ha
3paBEOINa3BaHETO;
5. (aoBa - [IB, Op. 60 ot 2012 r., B criia ot 7.08.2012 r.) neueOHM 3aBecHYS 32 U3BBHOOIHUYHA TIOMOIII,
CKJIIOUMIIM 1oroBop ¢ HarnmonanHara 31paBHOOCUTYPHUTENIHA Kaca, C JEKapCTBEHH MIPOAYKTH, HEOOXOAMMU 3a
M3OBJIHECHUE HA 30PABHUTE NEUHOCTH MO WiI. 82, all. 2, T. 3 oT 3aK0oHa 3a 3/IpaBeTo.
(2) Jlexapure u nexkapuTe Mo AeHTaIHA MEIUIMHA B HaceJE€HUTE MeCTa, KbAECTO HSIMa amTeKka, MoraT Ja ce
CHaO/SIBAT C JIEKAPCTBEHU MPOAYKTH OT THPTOBIMTE HA €O IO pelia Ha Hapeadata mo wi. 207, an. 1, T. 6.

Y. 2096. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 1.) (1) Ilpm TproBus Ha enpo c
JIEKapCTBEHU MPOAYKTH B TPETHU IBbPKABH HE C€ Mpujlarat u3nuckBanusTa Ha wi. 207, an. 1, 1. 2, 5 u 6, kKakTo
Y M3MCKBAHUATA Ha IJIaBa JeBera "a".

(2) (U3m. — JIB, 6p. 67 ot 2020 1.) Koraro nexapcTBeH MPOIYKT Ce MOIydaBa JUPEKTHO OT TPETa AbpKaBa, HO
HE € BHECEH Ha TepuTopusATa Ha Pemybnuka beiarapus, He ce mpumarat u3uckBanusTa Ha 4. 207, an. 1, 1. 4,
4aun 46.

(3) (Hoa—/IB, Op. 18 o1 2014 r.) B ciiy4aute 1o aji. 1 TBProBIUTE Ha €APO yIOCTOBEPSBAT ChbC CHOTBETHHUTE
JOKYMEHTH, Y€ JICKapCTBEHUTE NMPOIYKTH Ca MOJIYYEHHU OT JIUIA, KOUTO MMAT pa3pelieHue WIM MPaBo Ja
JOCTAaBSIT JIEKAPCTBEHU MPOAYKTH B CHOTBETCTBUE C MPHIIOKUMOTO HAIIMOHAITHO 3aKOHOJATEICTBO Ha TpeTaTa
IbPKaBa.

(4) (Hoea — 1B, 6p. 18 ot 2014 1.) Koraro ThproBemst Ha epo JOCTaBs JEKapCTBEHU MPOAYKTU Ha JUIA B
TPETH AbPKaBH, TOH YIOCTOBEPSIBA ChC CHOTBETHUTE JOKYMEHTH, Y€ JOCTABKHUTE Ca CaMo 3a JINLa, KOUTO UMaT
paspelieHre Wik Mpaso Jia MoJyvaBaT JIEKapCTBEHH MPOAYKTH, IIpeJHa3HAYCHHU 32 THPrOBHS HA €JIpO WIIK 32
JOCTaBKa Ha HACEJICHHETO B CHOTBETCTBUE C NPHIJIOKUMOTO HALMOHAIHO 3aKOHOJATEJICTBO HA TpeTaTa
IbPIKaBa.

(5) (ITpenumina an. 3 — 1B, Op. 18 ot 2014 r.) Teprosei; Ha €po, KOMTO JOCTABsI ICKAPCTBEHU MPOJAYKTH JI0
JUIIa OT TPETH ABP)KaBH, KOUTO UMAT IMPaBO 1O CHOTBETHOTO HAI[MOHAIHO 3aKOHOJATENCTBO Jia JOCTaBAT
JIEKapCTBEHU NPOAYKTH Ha OTPEOUTENINTE, U3/1aBa JOKYMEHT, KOWTO YJOCTOBEpSBA!

. JlaTa Ha Tpe/IOCTaBsHE;

. HaIMEHOBaHUe U OpMa Ha JIEKapCTBEHUsI TPOIYKT;

. IOCTaBEHO KOJINYECTBO;

. M€ U aJipec Ha JIMLETO, Ha KOETO € JOCTABEH JIEKAPCTBEHUST MPOIYKT;

. IApTUJIEH HOMEP.

Y. 210. (U3m. - JAB, 6p. 60 or 2011 r., B cuma or 5.08.2011 r.) (1) Ilpurexarensr Ha
pa3pemeHneTo 3a yrnorpeda W/Wim JUIEeTo 1o Wwi. 26, ajl. 2 MOXe Ja MPeoCTaBsi MOCTPH OT pa3penieHd 3a
ynotpe0a JIeKapCTBEHH MPOAYKTH Ha!

1. lekapu U JieKapH 110 JICHTAIHA MEUIINHA,

2. BUCIIY MEAMLIWHCKH YYMIIMILA U MEAUIIUHCKH KOJIEKH.

(2) B ciyuuTe 110 an. 1 BbpXy OnakoBKaTa Ha JeKapCTBEHUTE MPOAYKTH Ce TIOCTaBs Haamuc "'moctpa'.

(3) Ha mumata o ai. 1, T. 1 MoXe 71a ce TOCTaBSAT HE TIOBEUE OT JIBa OpOSI MOCTPH OT €THA M ChITA JIEKapCTBEHA
(dbopma Ha JilekapCcTBeHHMS MPOAYKT IIpe3 elHa KaJeHAapHa rolMHa B Haii-MaJikaTa ChIeCTByBalla ONAKOBKa Ha
MPOM3BOJUTEN, a HA BUCIIUTE MEIUIMHCKU YUMIIMIIA U HA MEOULIMHCKUTE KOJEXKH - caMO B KOJUYECTBA,
HEOOXOIMMH 3a LIEIUTE Ha 00YUYESHHUETO.

(4) lpuTexarensrt Ha pa3pelIeHHeTo 3a yroTpeda U/MITH JIUIETO MO Wi. 26, all. 2 BOJIAT OTYET 32 BCHUYKH JIMIIA,
Ha KOHMTO Ca JOCTaBsJIM MOCTPH, 3a BHJA, KOJMYECTBOTO M BPEMETO Ha JOCTaBKUTE W MNpPU ITOMCKBAaHE
MPEOCTABST TE3H JAHHU HA KOHTPOIHHUTE OPTaHu.

DB~ W -
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Y. 211. (1) Teprosroure Ha exapo TpsiOBa 1a MpUTEKaBaT CUCTEMA 3a OJIOKUpaHE W U3TETIISTHE Ha
JIEKApCTBCHUTE TMPOMYKTH, IOKA3aJld HECHOTBETCTBHE C W3MCKBAaHMATA 32 KadyecTBO, OE30MacHOCT U
e(hUKacHOCT.

(2) lpurexkarensT Ha pa3pelICHUE 3a THPTrOBYSI HA €PO € JUTHKEH Ja OJIOKHpa U JIa U3TETIIN JICKAPCTBCHHUTE
MPOJIYKTH, MOKA3alld HECHhOTBETCTBUE C U3UCKBAHMATA 32 KayecTBO, 0€30MacHOCT M e(PUKACHOCT O pela,
oTIpeliesicH B Hapeaoara 1mo wi. 274, a. 1.

Ya. 212. (1) Usmbnaurennust nupekrop Ha WAJL yBenomsia EBpormeiickata komwucus,
perynaTopHUTE OPTaHU Ha IPYTHUTE IbPXKaBHU WICHKH U EBpomneiickaTa areHIys 1o JIeKapcTBaTa 3a M3aICHUTE
paspemieHus 3a THPrOBUS Ha €IpO, 32 BPEMEHHO CIIPEHHUTE WM OTHETHUTE pa3pelieHus U 3a MPUYNHUTE 3a
TOBA.

(2) (U3m. - OB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) Koraro m3nbenautennuar aupekrop Ha MAJI
YCTaHOBH, 4 TUIETOo 1Mo wi. 195, an. 1 He n3mbiHABa 3aabKeHusTa 1o wi. 207, an. 1, T. 2 - 14, Toii yBemomsiBa
perynaTopHusl OpraH Ha AbpKaBaTa WieHKa, M3/ajla pa3pelIeHneTo 3a THProBus Ha eapo, u EBpomeiickara
KOMHCHSI.

(3) Koraro perymatopHUsIT Opra 1o ai. 2 BpeMEeHHO CIIpe WM OTHEME Pa3pelieHneTo 3a ThPTOBHS Ha epo
Ha smneTo mo wi. 195, an. 1, Toit yBemomsiBa u3mbsiHuTenHUs aupextop Ha MAJI n EBpomeiickata KOMUCHS.

Y. 212a. (Hos - AB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) (1) (U3m. — [IB, 6p. 18 or 2014
r.) [locpeaamdaecTBo B 00J1aCTTa Ha IEKAPCTBEHUTE MTPOAYKTH MOTAT Ja H3BBPIIBAT PUINICSCKH U FOPUAMIECKA
JUIA, PETHCTPHpPAHN KaTO THPTrOBCKH IOCPEIHUIM 1O CMHCHIA HAa THProBcKUs 3akoH Ha PemyOmmka
Bbparapus, KouTo ca perucTprupaHy 3a U3BBPIIBAHETO Ha Ta3u AeitHocT oT MAJL
(2) JInnara no an. 1, KOUTO UCKAT J1a c€ PETUCTPUPAT KaTo mocpeaHuny, nogasatr B MAJl yBegomienue mno
oOpa3zell, yTBEp/ICH OT U3MBJIHUTENHUSA aupexTop Ha MAJTL, kKoeTo chabpxa:
1. ume, cefanuine U ajipec Ha yIpaBieHHE;
2. TaHHU 32 KOHTAaKT.
(3) KpM yBemomiteHreTO 110 ai. 2 ce mpujarar:
1. naHHM 3a eAMHHNS UICHTUPUKAITNOHEH KO
2. TOKYMEHT 3a IJIaTeHAa TaKca B pa3Mep, onpeeicH B Tapudara mo wi. 21, a. 2.
(4) VznmbnauTenHaTa areHIMs MO JIEKapCTBaTa BIHMCBA B IYOJWYEH PETUCTBD JUIATA, OCHIIECTBSIBALIH
MTOCPEIHUYECTBO B 00JIACTTA HA JIEKAPCTBEHH MTPOTYKTH.
(5) JIuara no an. 1 mMoraT Ja OCBILECTBABAT MMOCPETHMYECTBO B 00JIACTTA HA JICKAPCTBEHU MPOAYKTH CIIE]T
rojaBaHe Ha yBeIOMJICHHETO 110 ai. 2 B MAJL
(6) Jlumara mo am. 1 yBemomsiBar MAJl B 7-mHeBeH CpPOK OT HACThIIBAHE HA MPOMSHA B HAKOE OT
oOcTosTeNCcTBaTa MO aIl. 2.

Y. 2126. (Hos - /IB, 6p. 102 o1 2012 ., B cuta ot 2.01.2013 1.) (1) Jlumara o wi. 212a, an. 1 ca
JUTBKHU:
1. 1a oChIECTBABAT IEHHOCTTA CH CAMO C Pa3pelicHH 3a yIoTpe0da JIeKapCTBEHH POTYKTH;
2. la UMar IJIaH 3a JICHCTBUE B M3BBbHPEIHH CUTYAIMH, KOMUTO ChIbpka e)eKTUBHUA MEPKH 32 U3TETJISTHE Ha
JISKapCTBEH MPOJAYKT OT Masapa Io pasnopexjaane Ha MAJl uiau 1o MHUIMATHBA HAa MPOU3BOAMTENS MM
MPUTEKATENS HA PA3PEIICHUETO 3a yoTpeda Ha ChbOTBETHHS JICKAPCTBEH MPOYKT;
3. Ja chXpaHsBaT JaHHW, BKJIIOYBAINM ClIeHAaTa MHQOpMAalMs 3a BCsKa CHENKa C pean3hpaHd upes3
MOCPEAHUYECTBO JICKAPCTBCHH MTPOIAYKTH:
a) JlaTa Ha CJIeNKaTa;
0) HaMMEHOBaHKE Ha JICKAPCTBEHHUS MTPOIYKT;
B) peallu3UPaHOTO Ype3 MOCPEIHUIECTBO KOJTHUECTBO;
') UM€ U aJpec Ha JIUIATa, MOJYIHIN U JIOCTABUIIN JICKAPCTBEHHUS TIPOJIYKT;
1) IApTHJICH HOMED;
4. na cra3Bart M3KMCKBaHuATa Ha JloOpara nucTpuOyTOpCKa MpakTHKa, IpHeTa ¢ Hapembara mo wi. 198;
5. a oJIbpKAT CHCTEMA 3a Ka4eCTBO, ONpPEAesINa OTTOBOPHOCTUTE, TIPOLIECHTE M MEPKHTE 32 YIpaBJICHHE
Ha PUCKa, CBBP3aHU C JIEHHOCTTA MY;
6. He3a0aBHO aa uHpopmupat MAJI u nmputexaresns Ha pa3pelieHUETO 3a yroTpeda, KOrato € yCTaHOBHJI HITH
UMa ChbMHEHUE, Y€ JIEKAPCTBEHUST MPOAYKT - PEJAMET Ha TIOCPETHUIECTBOTO, € (amuduppa;
7. na mpoBepsBaT JAIH ThPrOBEIIbT MPUTEXKABA pa3pellieHUe 32 ThPTOBHS HA €JIPO C JIEKAPCTBEHU MIPOIYKTH;
8. 1a mpoBepsiBaT Jalii IPOU3BOUTEISAT UM BHOCUTEIAT PUTEXKABA Pa3pelieHHe 3a POU3BOICTBO/BHOC;
9. na ChbXpaHABAT JAHHUTE MO T. 3 3a CPOK HAW-MajKO 5 TOAMHM U Ja T'd NPEJOCTaBAT MPU IOUCKBAHE Ha
KOHTPOJIHUTEC OpTaHu.
(2) UzuckBanmsita KbM JNEHHOCTUTE MO IMOCPETHHUYECTBO B 00JacTTa Ha JIEKAPCTBEHUTE MPOAYKTH CE
ompenensaT ¢ Hapenbara mo wi. 198 u B ppKoBO/ICTBA HA EBpormeiickara KOMHUCHS.
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I''1aBa nesera "a"
IMAPAJIEJIEH BHOC HA JIEKAPCTBEHU ITPOAYKTHU
(3ara. u3m. - 1B, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r.)

Y. 213. (M3wm. - /1B, 6p. 71 or 2008 1., B cuma ot 12.08.2008 r.) [Tapanenen BHOC Ha JICKApCTBEHH
MPOJYKTH HAa TepUTOpUsATA Ha Pemybnuka briarapus Moxe a W3BbpIIBa GUIUUECKO WITH IOPUIUYECKO JIHIIE,
peructpupaHo mo ThProBCKHS 3aKOH, IO 3aKOHOJATEJICTBOTO Ha JIbp)KaBa UICHKA, CJICI MOJydyaBaHE Ha
paspelleHue 3a mapajielieH BHOC, U3aICHO OT U3MBIHUTENHUS AupekTop Ha MAJL.

Ya. 214. (1) JlekapcTBeH MpoAyKT, pa3pemieH 3a yrnorpeda B Ipyra IbpKaBa WICHKAa, MOXKeE J1a Ce
BHACSI TIApaJIeTHO HA TepUTOpUATA Ha PenyOnuka bhiarapus, Korato e eHaKbB WK NMOJO00CH Ha JIeKapcTBEH
MPOJYKT, pa3pelieH 3a ynoTpeda B PemyOmirka beiarapus mo peja Ha TO3u 3aKOH.
(2) (M3m. - B, 6p. 71 ot 2008 1., B cmra ot 12.08.2008 1., 6p. 12 ot 2011 1., B cuma ot 8.02.2011 1.) Ilo
CMHCBJIA Ha ajl. | eHaKbB WM TOJO00CH JICKApCTBEH MPOJYKT € TO3U, KOWTO MMa €JHAKHB KAUeCTBEH H
KOJIMYECTBEH CHCTAaB 10 OTHOIIICHUE Ha aKTHMBHOTO BEUICCTBO/AaKTUBHUTE BEINECTBA, MpEJajiara ce B ¢HA H
ChIIa JIEKapCTBeHA (hopMa, Ipeijiara ce B /IHa U ChIlla IbPBUYHA OIMAKOBKA, C MOJ00CH rpaduycH Au3aiiH Ha
OTIaKOBKATA.

Y. 215. (1) (M3m. u gomn. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a monyuaBane Ha
paspelieHue 3a napajieieH BHOC Ha JIEKapCTBEH MPOAYKT Ha TepuTopusTa Ha PermmyOnuka bbarapus nmuiero no
yi. 213 nopasa 3asBICHUE N0 W3NbIHUTENHUS qupekTop Ha MAJL, B KOoeTo mocouBa Abp:KaBaTa WiICHKA, OT
KOSITO ILI€ U3BBPIIBA MapajieieH BHOC Ha JIEKapCTBEH MPOAYKT.

(2) KbM 3asBrieHHeTO Ce Mpuiiarar CieJHUTe JaHHU U IOKyMEHTH:

1. HauMeHOBaHME, JeKapcTBeHa (opMa, KONMYECTBO HAa AKTHBHOTO BEINECTBO B J030Ba EAMHHUIA Ha
pasperienus 3a ynorpeda B Peny6nuka bearapus iekapcTBeH IPOLYKT;

2. HaMMEHOBaHHE, JIEKapCTBEHa (OpMa, KOJIMYECTBO HAa aKTHBHOTO BEIIECTBO B J1030Ba €JMHMIA Ha
JIEKapCTBEHUS IPOJYKT, MPEeJHa3HAYCH 32 MapajiesieH BHOC;

3. (mom. - /IB, 6p. 12 ot 2011 1., B cma ot 8.02.2011 r.) mMe Ha IpUTEKATEINS Ha pa3pelieHNeTo 3a yrnorpeda
W Ha TIPOU3BOIUTEIIS, aKO € JIUIIE, Pa3JIYHO OT MIPUTEKATENS Ha pa3pelIcHUETO 3a yroTpeda, Ha JIeKapCTBEHUS
MPOAYKT, IpEAHa3HAYEH 3a MapajecH BHOC;

4. HOMep Ha pa3pelICHHETO 3a ynorpeba Ha JieKapcTBeHMs NMPOAYKT B PemyOnuka bviarapus u Homep Ha
pa3pelIeHneTo 3a ynoTpeda Ha JICKapCTBEHMS HPOLYKT B Ibp)KaBaTa WIEHKAa, OT KOSATO CE€ M3BBPIIBA
napaseseH BHOC;

5. Aexmapanys 3a yCTaHOBsIBaHE Ha oOcTosaTencTBara o wi. 217, 1. 1;

6. KOomKe OT JIMCTOBKA 3a MalMeHTa ¥ MOCTpa OT JIEKapCTBEHMs MPOAYKT BbB BUZA, B KOWTO ce MpoJaBa B
IbpKaBaTa WieHKa, OT KOSITO Ce M3BBPIIBA MapaieieH BHOC, MPEBOJ] Ha ChIbPKaHHUETO HA JIMCTOBKATa Ha
OBJITapCKH €3WK, IPUAPYKEH C JIEKIapalus, 4ye MPeBOIbT € B ChOTBETCTBUE C OPUTHHAA HA JIMCTOBKATA;

7. MpeJIoKeHNe 3a JIMCTOBKA 3a MalMeHTa Ha HapaJieIHO BHACSHUS JIEKAPCTBEH MPOAYKT, HPUAPYKEHO C
JeKJIapalysl, 4e ChAbPKAHUETO Ha JIMCTOBKATa € UIEHTUYHO ChC ChIbP)KAHUETO HA JINCTOBKATA Ha MIPOLYKTa,
paspeiiieH 3a ynorpeda B PenyOiinka boeiarapus, ¢ U3KII0UCHUE Ha CCIHUTE JTAaHHH:

a) HAaMEHOBaHHUE U aJpec Ha YIPaBJICHUE Ha JIMLETO, U3BBPIIBALIO TapajiesieH BHOC;

0) HaMMEHOBAaHHUETO Ha MIPOU3BOAMTEIIS, KOTATO € Pa3IMyeH 3a IBaTa MPOAYKTa;

B) MEPHO/I Ha CTAOMITHOCT, KOTATO € Pa3JInieH 3a JBaTa MpOyKTa;

T') IOMOIIHHM BEIIECTBA, KOTATO Ca Pa3InYHU B JIBaTa MPOIYKTa;

8. B ciIyyail Ha IpeoNaKoBaHe:

a) (u3m. - /IB, 6p. 71 ot 2008 ., B cuia ot 12.08.2008 r., 6p. 67 ot 2020 1.) MaKeT Ha JIEKAPCTBEHUS MPOIYKT
BBB BHJIA, B KOMTO 1Ie ce IMycKa Ha nazapa B bearapus;

0) Komye OT JOroBOpa MEXKAY JMLETO, W3BBbPIIBAIIO MapajielieH BHOC, M JIMLATa, U3BbPIIBALIN YaCTHYHA
MIPOM3BOJCTBEHA JICHHOCT - OIIAaKOBaHE, ETUKETHPAHE;

B) ceprudukar 3a JloOpa NMpou3BOJICTBEHA MPAKTHUKA, KOTATO MPOIECUTE HA MPEOIaKOBaHE CE M3BBPIIBAT
U3BBH TepuTopusara Ha PemyOnuka brirapus;

I') KOrato ce M3BBpLIBa OT JMLETO Mo wWi. 213 - Konue OT pa3peuIeHueTo 3a MPOU3BOACTBO, M3IaACHO OT
perynaTopHus OpraH Ha JbpKaBaTa WICHKa, KbJIETO C€ U3BBPIIBA MPEONAKOBAHETO;

9. IOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpeaeicH B Tapudara mo wi. 21, a. 2.

(3) (U3m. - OB, 6p. 71 or 2008 r., B cwma ot 12.08.2008 r.) KoraTto mMexmy jeKapCTBEHUS MPOIYKT 3a
napaJeseH BHOC U MPOJYKTa, pa3pellieH 3a ynorpeda Ha TeputopusiTa Ha Penyonuka brirapust, ceinectByBaT
pa3nuky (B ChCTaBa Ha IOMOIIHUTE BEIIECTBA U APYTH), JTUIETO 1O all. | Tpe/icTaBs JOKa3aTelCTBa, Y€ Te He
ce OTpa3siBaT Ha TEPaNeBTUYHUTE KayecTBa Ha JIGKAPCTBEHUS IPOIYKT 3a IapajiesieH BHOC.
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(4) B cayugamte mo an. 3 nuiero mo an. 1 mocodBa BBPXY ONMAaKOBKAaTa W B JIMCTOBKAaTa 3a IAlMEHTa Ha
MapajeHo BHACSHHS JICKAPCTBEH MPOAYKT Pa3IUKUTE.

(5) Koraro nmunieto mo wi. 213 u3BbpIIBa NPEONakoBaHe W/MIN €TUKCTUPAHE HA JICKAPCTBEHUS MPOIYKT Ha
OBITapCKU €3WK Ha TepuropusATa Ha PenyOiuka Beiarapus, To TpsOBa jga mpuTekaBa paspelicHHE 3a
MPOM3BOJICTBO, U3/IAJICHO OT U3IIBJIHUTEIHUS aupekTop Ha MAJL.

(6) IapaenHO BHECEHHAT MPOAYKT CE M3MOI3BA P YCIOBUATA HAa M3/IAZICHOTO pa3pelleHne 3a yrnorpeda Ha
JISKapCTBEHUS IPOAYKT Ha Teputopusra Ha PemyOnuka brirapus.

Yua. 216. (1) PazpemenneTo 3a u3BbpIIBaHE HAa MapaieieH BHOC Ha TepuTopusTa Ha PemyOnmka
boearapus ce u3gasa B cpok 45 qHE OT JaTrara Ha rmojaBaHe Ha JokyMeHTanwmsTa B MAJL
(2) Koraro MAJI u3ucka oT 3asgBUTENS JOIIBIHUATEIHA JOKYMEHTAIMS, CPOKBT 1O aj. 1 crupa ja Tede 10
MoJTy4aBaHe Ha MCKaHaTa HHPOpMAIHs.
(3) Koraro UAJI u3ncka OT perynatopHusi opraH Ha JbpiKaBaTa 4ieHKa, OT KOSTO C€ M3BBPIIBA MapajesieH
BHOC, MH(OpMaIHs, CBbp3aHa C U31aBaHe Ha pa3pelIeHUeTo 3a ynoTpeda Ha BHACSIHUS JIEKaPCTBEH MPOAYKT,
CPOKBT 10 all. 1 ce yapmkasa ¢ 45 nHU.
(4) Axo B cpoka 1o ain. 3 MAJI He monmy4un nckaHaTa JOKyMEHTAaIus, IpoIeIypaTa 1o U31aBaHe Ha pa3pelieHne
3a mapa’jeleH BHOC Ha Tepuropusara Ha PemyoOnmka brirapus ce nmpekparsisa.
(5) U3nanenute paspenieHus 3a M3BbPUIBAHE Ha MapajelicH BHOC Ha TepuTopusaTa Ha PenmybOmuka brirapust ce
myOnuKyBat Ha crpanunara Ha UAJI B uHTEpHET.
(6) Pa3pemennero 3a U3BBPIIBaHE HA MMapalieIeH BHOC € ChC CpoK 5 roauan. HoBo paspermieHue ce nzaasa mno
pena Ha . 215.
(7) Pa3penienuero 3a n3BHpIIBaHE Ha MTApaJieieH BHOC HE Ce MPeKpaTsBa aBTOMaTHYHO, KOTATO IPUTEKATEISAT
Ha pa3pelIeHneTo 3a ynorpeda Ha JIeKapCTBeHHS MMPOIYKT, MyCHAT Ha MMa3apa Ha TepuTopusira Ha PemyOnuka
Bwarapus, ro oTTErNM Mo MPUYHHHU, KOUTO HE Ca CBBP3aHH € OMACHOCT 3a 3/[paBEeTO Ha HACEJICHHUETO.

Y. 216a. (Hos — [IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 1.) (1) IIpu 00siBeHO U3BBHPEAHO
TMTOJIO’KEHHUE TIOPaIv eMUIEMIYHO Pa3pOCTpaHeHNe Ha 3apa3Hu Oosecty mo 4. 61, an. 1 win 3 ot 3akoHa 3a
3[IpaBeTO WM MPH 00sBEHA U3BBHPEIHA ENHUIEMUYHA 00CTAHOBKA MTOPA/IH EMUIEMUYHO Pa3IPOCTPAaHEHUE Ha
3apa3Ha OosiecT o wi. 61, an. 1 oT 3akoHa 3a 3IpaBeTO pa3pelICHUETO 3a U3BLPIIBAHE HA NapajielieH BHOC ce
W3/aBa B CpOK 14 qHU OT AaTara Ha MojJaBaHe Ha JOKyMeHTamusITa mo wi. 215 8 MAJL
(2) Koraro MAJI u3ucka oT 3asBUTENS JOITBIHATENHA JOKYMEHTAIMA, CPOKBT 1O aj. 1 cmupa ga Tede a0
MoJTy4aBaHe Ha MCKaHaTa HHPOpMAaIus.

(3) Koraro MAJI u3mncka OT peryJaTOpHUSA OpraH Ha Jbp)kaBaTa 4ieHKa, OT KOATO Ce M3BBPINBA MapajeicH
BHOC, HH(OpMaIInsl, CBbp3aHa C M3/IaBaHe Ha pa3pelIeHNeTo 3a yroTpeda Ha BHACSHUS JIEKAPCTBEH MPOIYKT,
CPOKBT 10 all. 1 ce ynbmkasa ¢ 14 qHu.

(4) Korato B cpoka mo an. 3 MAJI He momyun MCKaHaTa JOKyMEHTaIlus, MpoLeaypara Mo HM3/1aBaHe Ha
paspelieHue 3a rmapajeieH BHOC Ha TepuTopusta Ha PermyOmika brirapus ce npekparsisa.

(5) UznanenuTe paspelnieHus 3a U3BBPIIBAHE HA MapajielieH BHOC 1Mo al. |1 ce myONuKyBaT Ha CTpaHHIIaTa Ha
WAJI B uHTEpHET.

(6) PaspemienueTo 3a M3BBLPIIBAHE HA MapajelieH BHOC MO al. 1 € CbC CPOK JO JaTara Ha OTMSHATa Ha
M3BBHPEIHOTO TOJI0OXKEHHEe, ChOTBETHO Ha M3BBHpPEIHATA eMUAeMIUYHa 0OCTaHOBKA 110 all. 1.

(7) Pa3permenneTo 3a U3BBPIIBAHE Ha MapajiesieH BHOC ce MPEeKpaTsBa aBTOMAaTUYHO, CYMTAHO OT JaTaTra Ha
OTMSTHATa Ha U3BBHPEIHOTO MOJI0KEHUE, CbOTBETHO Ha M3BBHPEIHATA eNHIeMHUYHa 00CTaHOBKA 1Mo ail. 1.

(8) [Ipu mpexpatsBaHe Ha pa3penIeHUETO 32 U3BBPIIBAHE HA MapajielieH BHOC 10 al. 7 JeKapCTBEHUAT IPOIYKT
MOJKe J1a ObJle TTpojiaBaH 10 U34YepIiBaHe HA HAJMYHUTE KOJIMYECTBA B CTpaHaTa, HO He ToBede oT 6 Mecerlla,
CUMTAHO OT JaTaTa Ha MPEeKPaTIBaHETO.

(9) B cinywanre mo an. 1 HarmoHanHHAT CHBET MO IIEHW W PeMMOYypCHpaHe Ha JIEKapCTBEHUTE MPOIYKTH CE
MIPOM3HACS B CPOK 110 14 THU 3a yTBBpKIaBaHe/peruCTpUpaHe Ha IIeHa Ha JIEKAPCTBEHU MPOIYKTH, 38 KOUTO €
MOJy4eHO pa3pelieHne 3a TapajieieH BHOC, CYWTAaHO OT JaTaTa Ha IMOJaBaHE Ha 3asiBJICHHE IO peAa Ha
Hapeznbara no wi. 261a, ai. 5.

Y. 217. [IpurexaTensaT Ha pa3pelIeHUETO 3a apajesieH BHOC € JUTbXKEH Ja:
1. yBeqoMH mpHUTeXaTeNst Ha Pa3penIeHneTo 3a yrnorpeda Ha JeKapCTBEHMS NMPOAYKT, ITyCHAT HA Ia3apa Ha
Tepuropusara Ha PermyOnuka brirapus, 3a HamMepeHHeTo CH Aa U3BBPIIBA NapaieieH BHOC U IPU MTONCKBAaHE
My NPENOCTABS MOCTPA OT MapajeTHO BHACSHUS JIEKAPCTBEH NIPOAYKT;
2. cbXpaHsABa 3a CPOK 5 TOAMHM CleAHaTa JOKYMEHTAlMA: UME M aJpec Ha JIMIETO, Ha KOETO € JOCTaBEH
Tapajie;lHO BHACAHUSAT JIEKAPCTBEH MPOAYKT, JaTaTa Ha MPEJOCTaBsHE, TOCTABEHO KOJIMYECTBO U MAPTHIEH
HOMED;
3. mpencrass B MAJIL:
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a) aKTyaJu3MpaHa JIMCTOBKA 3a IALMEHTA Ha IapajieIHO BHACSHUS NPOAYKT B CHOTBETCTBHE C HACTBHIIMIM
IIPOMEHU B M3/aJICHOTO pa3pelleHue 3a ynorpeba Ha paspemeHus B PemyOnuka bwiarapus nexkapcrBeH
MPOAYKT;
0) (u3m. - /1B, Op. 71 ot 2008 t., B cruta ot 12.08.2008 1.) neknapanys, 4 ChAbPKAHUETO HA JIMCTOBKATA 110
OykBa "a" € HIEHTUYHO ChC CHhIBPKAHUETO Ha IMCTOBKATa Ha MPOAYKTA, pa3pemieH 3a yrnorpeda B Pemybnuka
Bboearapus, ¢ n3kimodenne Ha qaHHUTE TI0 Wwi. 215, an. 2, 1. 7, 6ykBu "a" - "'r";
4. TOKyMEHTHpa M JOKJIa/IBa Ha MIPUTEXKaTels Ha pa3pelieHnero 3a ynorpeda u na MAJI Bcuuku choOmeHus
3a IOJI03MPAHU HEXEJIaH! JIEKAPCTBECHU PEAKLMK Ha BHACSHUSA JIEKAPCTBEH MPOAYKT;
5. (moBa — JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) mpemoctarst Ha MAJI execeAMUIHO WU TIPH
MpoMsiHa Ha 0OCTOSITENICTBATA Ype3 Celraln3upaHara eJeKTpoHHa cucTeMa 1o wi. 2176, an. 1 nundopmanus
3a:
a) mapasesHO BHECCHUTE Ha TepuTopusita Ha PenyOnuka bearapus xonuyecTsa, IOCOYEHU 110 JIEKAPCTBECHU
MPOAYKTH, BKIIOUeHH B [IO3UTHBHUS JIEKApCTBEH CHHMCHK, HA KOWUTO € MpUTEKaTeld Ha pa3pelleHUueTo 3a
napasejeH BHOC;
0) moctaBeHUTE Ha (PM3UYCCKUTE U IOpuANIecKuTe ura o wr. 207, an. 1, T. 5, 5a 1 6 KoauvecTBa, MOCOYCHH
IO JIEKaPCTBEHH NIPOAYKTH, BKII0U€HH B 103U THBHHUS JIEKapCTBEH CIUCHK;
B) pU3MUECKUTE U IOpUANYEcKUTe auna no wi. 207, an. 1, 1. 5, 5a u 6, Ha KOUTO ca JOCTAaBEHU KOJIMYECTBaTa
JIEKapCTBEHU NIPOAYKTH 110 OykBa "a";
T') JaTrara, Ha KOsTO € U3BBPIIeH BHOCHT/MOocTaBKara 1o Oyksu "a" u "0";
1) HUIMYHUTE B CKJIAJIOBETE KOJMUYECTBA, IIOCOUYCHH I10 JIEKAPCTBEHH MPOAYKTH, BKIIOUEHH B [103UTHBHUS
JIEKapCTBEH CIHUCHK, HA KOUTO € MIPUTEXKATEN Ha pa3pelIeHUETO 3a MapajielieH BHOC;
6. (moBa — /1B, 6p. 103 ot 2020 r., B cuma ot 1.01.2021 r., mom., 6p. 16 ot 2024 r., B cuna ot 23.02.2024 1.)
npenoctasst Ha MAJl 3a BCHUKHM JIEKapCTBEHW MPOIYKTH, MOJYUYHIIN pa3pelieHue 3a mapajelieH BHOC Ha
TEPUTOPHATA HAa CTpaHaTa, BKIIIOYMTEIHO INPH NPOMSHA Ha OOCTOATENCTBAaTa, 4pe3 CHelUalIM3MpaHaTa
€JIEKTPOHHA crcTeMa 1o wi. 2176, an. 1 uHpOopManus 3a Koga Ha MPOTyKTa IO CMUCHIA HA 9i. 4, OykBa 0),
nmonrouka i) ot Henerupan pernmamenTt (EC) 2016/161 3a nekapcTBEHUTE MPOTYKTH, ONIPEIEIIEHN B HETO B CPOK
10 14 mHU OT MyONIMKYBaHETO Ha JIEKAPCTBEHUS MPOAYKT B [103UTHBHUS JIeKapCTBEH CHHUCHK, CHOTBETHO OT
HACTBIIBaHE HAa MPOMSIHATA HA 0OCTOATEIICTBATA;
7. (HoBa — JIB, 6p. 67 ot 2020 r., mpenumna T. 6, 6p. 103 oT 2020 r., B cmma ot 1.01.2021 r.) ocurypsiBa
3aMsHaTa Ha IOKa3aTeNuTe 3a 0Ee30MacHOCT BHPXY BTOPHYHATA OMAKOBKA, 4 aKO HJIMa TakaBa — BBPXY
I'bPBUYHATA OTIAKOBKA, Ha JICKAPCTBEHUTE MPOLYKTH, onpeaesncHu B Jenerupan perinament (EC) 2016/161, ¢
PaBHOCTOIHHM Ha TAX MO CMHUCHJIA HAa Wi. 1680, aJl. 3 1 ocUTypsiBa BbBEKJAHETO Ha MICHTU(DUKAITMOHHNUS Oerer
Ha BCsKa OMAKOBKa B CUCTEMAaTa OT PErucTpu B choTBeTcTBHE ¢ Jlenerupan pernament (EC) 2016/161.
I'naBa nesera "6"
(Homa — /1B, op. 18 o1 2014 1.)
H3Hoc Ha JiekapcTBeHU NPOoAYKTH. CrienMaau3MpaHa eJIeKTPOHHA cHCTeMa 3a NpocieAsiBaHe U aHAJIN3
HA JIEKAPCTBEHUTE MPOAYKTH
(3ara. u3m. - 1B, op. 84 ot 2018 r., B cuiia ot 12.10.2018 r.)

Y. 217a. (Hos — /1B, 6p. 18 or 2014 1.) (1) M3HOC Ha JIeKapCTBEHH MTPOIYKTH OT TEPUTOPHSITA HA
Peny6nuka bearapust Moe Jia M3BbpIIBa (PU3HMUECKO WITH FOPUAMYECKO JIHIIE, TPUTEKATEN Ha pa3pelieHue 3a
TBHPrOBUS Ha €JIPO C JIGKAPCTBEHH MPOJAYKTH WM MPUTEKATEN Ha pa3pelieHue 3a IPOU3BOJICTBO.

(2) [Ipurexkaren Ha pa3pelIeHHe 3a MPOM3BOACTBO MOXKE J]a H3BHPIIBA H3HOC CaMO Ha TPOM3BEICHUTE OT HETO
JIEKapCTBEHU TPOTYKTH.

(3) o cmuchIa Ha Ta3M TllaBa U3HOC € H BhTPEOOITHOCTHA JIOCTABKa B paMKHUTE Ha EBporneicKus chio3.

(4) (U3m. — IB, 6p. 84 o1 2018 1., B cmuma ot 12.10.2018 1.) JlekapcTBeHU MPOAYKTH, BKIItoueHH B [lo3nTHBHIS
JIEKapCTBEH CIIMCHK, 38 KOUTO € YCTAaHOBEH HEeIOCTHT IO peAa Ha wi. 2170, He MoraT 1a ObJaT U3HACSHHU 3a
CpOKa, 3a KOMTO C€ ChIbPKAT B CITUCHKA 10 wi. 2178, an. 1.

Y. 2176. (Hos — IB, 6p. 18 ot 2014 r., uzm., 6p. 84 or 2018 r., B cuma ot 12.10.2018 r.) (1)
Cw3naBa ce Cnienmanu3upaHa eJIeKTPOHHA CHCTEMA 3a TIPOCIIesiBaHe U aHAIIN3 Ha JICKAPCTBEHUTE MPOAYKTH,
BKJItOUeHHU B [103UTHBHHMS JIEKAPCTBEH CIUCHK, KOSATO C€ aJIMHHUCTpHUpA M MOIAbpKa oT M3mbiaHuTe IHaTa
areHIIMs 110 JIeKapcTBaTa.
(2) Cp3naBaHeTo W MOAIBPKAHETO HA CIICIUAIM3UPAHATA EICKTPOHHA CHUCTEMa Io ajl. 1 ce W3BBpIIBA BH3
OCHOBA Ha CJICIHUTE MPUHIIUIIN:
1. rapaHTHpaHe Ha aKTYyaJHOCT M TOYHOCT Ha MPEJIOCTABEHUTE M ChXPaHIBAHUTE JaHHU;
2. ocurypsiBaHe Ha ITOJXO/IS1Ia Cpe/ia 32 OOMEH Ha JIaHHWU;
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3. rapaHTUpaHe Ha peraMeHTHpaH JOCTBII O JaHHUTE B €JCKTPOHHATAa WH(OpMAIMOHHA CUCTEMa IpH
Cra3BaHEe M3MCKBAHUATA HA 3aKOHA,

4. ocurypsiBaHe Ha ONepaTHBHA CbBMECTUMOCT U MH(OpMAIIMOHHA CHTYPHOCT.

(3) Cnermanu3upanara eJIeKTpOHHA CUCTEMa 110 all. 1 ChabpKa:

1. (m3m. — JIB, 6p. 103 o1 2020 1., B cmma ot 1.01.2021 r.) madopmarusaTa mo 1wi. 54, wr. 54a, wir. 68, ai. 1, T.
10m 11, wr. 207, an. 1, 1. 15, wr. 217, 7. 5 1 6 m un. 232a, mpegocTaBeHa OT CbOTBETHUTE JIHIIA;

2. (m3m. — 1B, 6p. 67 ot 2020 r.) nuadopmanus, npeaocraBeHa oT HanponanHara 31paBHOOCUTYPHTENHA Kaca,
3a KOJMYECTBATa, KOUTO Ca MOCOYCHH IO OTYETCHH W 3alljIaTeHH JICKAPCTBEHH MPOJYKTH, BKIIOUCHH B
[To3uTHBHYS JTIEKapCTBEH CIUCHK 32 MPEAXOJHHS SIUH MECeIl,

3. undopmanus, npeaocTaBeHa OT MHHHCTEPCTBOTO Ha 3ApaBEONa3BaHETO, 3a KOJMYECTBAaTa, KOUTO ca
MOCOYEHH MO 3aIUIATCHU JIEKAPCTBEHU NPOMYKTH, BKIIOUYEeHH B IlO3WTHBHMS JEKapCTBEH CIUCHK 3a
MPEIXOTHUS €JHH MeCell.

(4) Bp3 ocHoBa Ha mHpOpMamuATa MO an. 3 ype3 CHenuaNnu3upaHaTa eJIeKTPOHHa cucTeMa mo an. 1 ce
W3BBPLUIBA aHAIM3 32 YCTAHOBSIBAHE HA HEJOCTUI Ha JIEKAPCTBEHH MPOAYKTH, BKIOYeHH B [103UTHBHUS
JICKApCTBEH CIMCHK, Ha TepuTopusta Ha PemyOnmka Bbiarapus mpu yciaoBUS W MO pell, ONpEIelicHH B
Hapezabara 1o ai. 8.

(5) (dom. — 1B, 6p. 67 ot 2020 r.) HemocTurst 1o ai. 4 Ha JIEKAPCTBEHU MPOIYKTH, BKIIOYCHH B [l03uTUBHUS
JICKapCTBEH CIUCHK, CE YCTAHOBSBA, KOTaTO ITPU M3BHPIIIBAHE HA AaHAIN3A I10 all. 4 Ce€ YCTAHOBH, Ye HATMYHHUTE
Ha TepuTopusATa Ha PemyOnvka Bhirapusi KomudecTBa OT ChOTBETHUS JIGKAPCTBEH MPOIYKT Ca MO-MAaJKO OT
65 Ha cTO OT HEOOXOJUMHTE KOJIMYECTBA 3a 33J0BOJISIBAHE Ha 3[paBHUTE MOTPEOHOCTH HA HACEICHUETO 3a
MepuoJ OT €JUH Mecell, M3YKMCICHH Bb3 OCHOBA Ha CPEJIHOMECEYHOTO MOTpeOsieHHe Ha CHOTBETHUS
JICKapCTBEH MPOYKT 3a MPEAXOHNUTE 6 Mecella, CYHUTAHO OT JICHS Ha U3BBPIIBAHE HA aHAIN3A.

(6) CnennanusupanaTa eJIeKTpOHHA CHCTeMa IO ajl. | moAxbpka aBToMaTH3MpaH HHTepdeiic 3a mpenocTaBsHe
Ha uH(poOpMaNuATa MO al. 3 U 32 U3MpallaHe Ha ChOOIEHNSI.

(7) TIpaBo Ha JOCTBII IO CIICIATM3MpAHATA SICKTPOHHA CUCTEMA 0 aJI. | UMAT UHCTUTYLIMUTE M JIMIATA 110
aJl. 3 caMo 3a [eJIUTE Ha TIPEJOCTABSHE HA WHPOPMAIHS, OTIPEICIICHH C TO3U 3aKOH, M HOCAT OTTOBOPHOCT 32
JOCTOBEPHOCTTA Ha MpeJocTaBeHaTa WHPOPMAaIHs, KAKTO U 32 HABPEMEHHOTO i IPeI0CTaBsHE.

(8) (Hosa — JIB, 6p. 67 ot 2020 r., mo., 6p. 16 ot 2024 1., B cuia ot 23.02.2024 r.) U3BbH ciaydyauTe 10 ajl.
7, MpaBO HA MHJICH JOCTHI A0 JAHHUTE B CHCIUaTM3HpaHaTa eJeKTpOHHA cHcTeMa mo an. | wumar
MUHHCTEPCTBOTO Ha 3[IpaBeomna3BaHeTo, HannonanHaTa 3ApaBHOOCUTYpUTENHA Kaca U ChbBETHT 1O 4il. 258,
an. 1 mpu cnia3BaHe Ha 3aJbJDKEHUE 3a ONla3BaHE TaifHATa HAa JAaHHUTE.

(9) (IIpegumHa an. 8 — JIB, 6p. 67 ot 2020 1.) YcnoBusTa W pembT 3a NMPENOCTaBSHE, ChXpaHsABaHE U
M3BBPIIBAHE HA aHATIM3 Ha HHPOPMALIUATA 10 aJl. 3, KAKTO U 332 3 [MHHUACTPUPAHETO, MOIBPIKAHETO U JOCTHIIA
JI0 Crenualu3upaHaTa eJeKTpOHHAa cHucTeMa Mo al. | ce ompeaensT ¢ Hapeaba Ha MUHHCTbpa Ha
3/[paBEONa3BaHETO.

(10) (Ilpenumna an. 9 — JIB, 6p. 67 ot 2020 r.) M3nbpaHUTENTHATA areHIMs 10 JIEKapCcTBaTa € 3abJDKeHa Ja
OCHUTYpsIBa MPEXKOBaTa M MHPOPMAITMOHHATA CUTYPHOCT Ha CIeMaIM3upaHaTa eJeKTPOHHA CUCTEeMa 110 ail. |
MIPHU CTIa3BaHE Ha 33/IbJDKEHNE 32 OTa3BaHe TallHaTa Ha MojTydeHara nHdopMarms no ai. 3.

Y. 2178. (Hos — 1B, 6p. 18 ot 2014 r.; 00sBeH 3a NpOTUBOKOHCTUTYLMOHEH ¢ Pemenue Ne 1 Ha
KC na Pb - 6p. 12 ot 2015 r.; u3m., 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) (1) Cp3naBa ce Cuchbk Ha
JIEKapCTBEHUTE MPOIYKTH, BKIIOUeHH B [103UTHBHNS JIeKapCTBEH CITUCHK, 32 KOUTO € YCTAaHOBEH HEJJOCTHUT Ha
TeputopusTa Ha PemyOnuka bbarapusi, KOWTO ce M3roTBs, akTyaau3upa U HOANbpXka OT M3mbiaHuTenHaTa
areHIys 10 JIeKapcTBara.
(2) ConucwkbT Mo an. 1 ce U3roTBs Bh3 OCHOBA Ha M3BBPILEHHS aHAIHM3 MO pefa Ha wi. 2170, an. 4 u ce
nyOJInKyBa Ha MHTEPHET CTpaHuIaTa Ha V3bIIHUTENHATa areHIMs 10 JIEKapCcTBaTa.
(3) CnucbKbT HA JEKApCTBEHUTE MPOAYKTH, 32 KOUTO € YCTAHOBEH HEeIOCTHT IO peaa Ha wi. 2176, ain. 5, ce
W3rOoTBS IO HAMMEHOBaHWE Ha JIEKAPCTBEHHUS TPOIYKT, BKIIOYEH B IlO3WTHUBHUS JIEKapCTBEH CIHCHK,
MEXIyHApOJHO HEMAaTeHTHO HaNMEHOBAHHE, KOJMYECTBO HA aKTUBHOTO BEIIECTBO, JIEKapcTBeHa (opma u
KOJIMYECTBO B OMAKOBKA.
(4) CriuepkpT 1O an. 1 ce akTyanusupa:
1. exxeceIMUYHO;
2. IpY IpOMsIHA Ha 00CTOSITENICTBATa, CBBP3aHM C BHOC W/WJIM U3HOC HA JIEKAPCTBEHU NPOIYKTH, BKIIIOUCHH B
[To3uTHBHMS JTEKAPCTBEH CIHCHK.
(5) Ilpu axryanm3upane Ha cnWchKa MO peda Ha am. 4, T. 1, KaKTO W B CIIy9aWTe MPU MPOMSIHA HA
oOcTosTeICTBaTa 110 al. 4, T. 2, Bb3 OCHOBA Ha IpeaocTtaBeHaTa nudpopmaiius 1o wi. 68, an. 1, 1. 10, wr. 207,
an. 1, . 15 mwun. 217, 1. 5, upe3 crnenuanu3npaHara eJeKTpOHHA cucTeMa 1o wi. 2176, an. 1 ce u3npaia
croOIenue o aumara mo wi. 68, am. 1, wi. 207, an. 1, wn. 217 u wi. 232a 3a akTyaau3upaHUs CIHCHK.
CruchkbT He3a0aBHO ce MyOIMKyBa Ha MHTEPHET CTpaHHIaTa Ha M3IIbJIHUTEIHATA areHIUs 110 JIeKapCcTBaTa.
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(6) B ciryganTe 1o an. 4 ciuchbKBT 1m0 ail. 1 ce usnpama ot MAJI u Ha AreHnus "MutHAIA" 110 CITy’KeOeH pe.
(7) Cren BrITIOUBaHE Ha JIGKAPCTBEHM MPOAYKTH B CIIUCHKA IO all. 1 Te HE MOTaT Jla ce M3HACSAT 3a CPOKa, 3a
KOWTO C€ ChIABPIKAT B CIHCHKA.

Yn. 217r. (Hos — JIB, Op. 18 ot 2014 r., usm., 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.)
W3nbiaHuTeIHATa areHIMs 110 JICKApCTBaTa H3BBPINBA MPOBEPKHM HA JIMIATa, KOMTO Ca 3aIb/LDKCHH [a
MIPEIOCTaBIT HH(POPMAIIKS 10 Peia Ha Ta3H I1aBa.

Yn. 217a. (Hos — IB, Op. 105 ot 2020 r., B cuna ot 11.12.2020 r.) Ilo Bpeme Ha 00sBEHO
M3BBHPEIHO IOJI0KCHHE MMOPAI SIMUISMUYHO Pa3NPOCTPAHEHUE Ha 3apa3Hu 0osecTH o wi. 61, ai. 1 wiu 3
oT 3aKoHa 3a 3IpaBeTO WM Ha O0SBCHA H3BBHPEIHA CMNUIACMHYHA OOCTAHOBKA IMOpAIM CHHIAECMUYHO
pasnpocTpaHeHue Ha 3apa3Ha Oonect 1o wi. 61, an. 1 oT 3akoHa 3a 37jpaBeTo U JI0 TPYU Mecella CiIel OTMsIHATa
YM ChC 3ar0Be]] HA MHHUCTBPA Ha 3paBEONa3BaHETO MOXE BPEMEHHO Jia ce 3a0paHu M3HOC Ha JICKaPCTBEHU
MPOAYKTH OT TepuTopusta Ha PemyOnuka Beiarapus, 3a KOUTO € yCTAaHOBEH HEJOCTHT Ha TEPUTOPHSTA Ha
CTpaHaTa 3a 3aJI0BOJIIBAHE Ha 3/[paBHUTE OTPEOHOCTH HA HACCIICHUETO.

I'naBa necera
THBPI'OBUSA HA IPEBHO C JIEKAPCTBEHMU INIPOAYKTHU. HAIIMOHAJIHA AIITEUHA
KAPTA
(3ara. u3m. — IB, 6p. 67 ot 2020 1.)

Y. 218. TeproBusita Ha IpeOHO € IEKAPCTBEHHU MPOAYKTHU C€ U3BHPINBA CAMO B AlITEKH U JIPOTePUHU
10 pella Ha TO3H 3aKOH, C U3KJIOYEHHUE Ha clydanuTe mo wi. 232, ai. 2.

Y. 219. (1) (U3m. - [IB, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r., mor., 6p. 23 ot 2009 ., B cuia
ot 30.03.2009 r., 6p. 41 ot 2009 r., B cuna ot 2.06.2009 t., m3m., 6p. 60 ot 2011 r., B cuma ot 5.08.2011 1.,
Op. 67 ot 2020 r.) AniTekaTa e 3ApaBHO 3aBEJeHIE, B KOETO C€ M3BBPIIBAT CICTHUTE JCHHOCTH: ChXPaHIBaHE,
MPUTOTBSIHE, ONIAKOBaHE, KOHTPOJIUpaHe, 1aBaHe Ha KOHCYNTALlUH, OTIYCKaHEe MO JIEKapcKo U 0e3 JeKapcKo
npeanucaHe Ha pa3pelieHu 3a ynorpeda B PenmyOnuka bearapus nekapcTBeHH MPOAYKTH, HA METUIIMHCKA
W3Ienusl, Ha IUeTUYHH XPaHH 3a CIICLUAIHU MEIULHMHCKH LU U XpaHHU 3a KbpMadeTa U MPEXOJHHU XPaHH,
KaKTO M XPaHUTENHU A00aBKH, KO3METHYHU MPOAYKTH, CAHUTAPHO-XUTUEHHU MaTepHald U OMOLMIN OT
rnaBHa rpyna 1 "/lesundekrantu", npoaykroBu tTunose 1 u 2, u ot rnasHa rpyna 3 "Konrpoun Ha BpeauTenu",
npoaykroBu tumoBe 18 u 19, cermacuo Ilpunoxenne V ot Permament (EC) Ne 528/2012 na EBpormeiickus
naprameHT ¥ Ha CpBera oT 22 Mait 2012 r. OTHOCHO MPeIOoCTaBsIHETO Ha Ta3apa M yrnoTpedara Ha OUOIHIN
(OB, L 167/1 ot 27 1011 2012 1.).
(2) (M3m. - AB, 6p. 60 o1 2011 r., B cuna ot 5.08.2011 1.) YeTpoiicTBOTO, peAbT U OpraHu3anusiTa Ha padorara
Ha alTeKUTe, HOMEHKJAaTypaTa Ha JIEKapCTBEHUTE NPOIYKTH CE ONpelesisiT B Hapeada Ha MHHUCTHpa Ha
3/IpaBeoIa3BaHETO.
(3) (U3m. - AB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r., ot™., 6p. 23 ot 2009 r., B cuiia ot 30.03.2009 r.,
HOBa, Op. 67 ot 2020 T., u3M., Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) [IpurexxarensT Ha pazpenieHue 3a
THProBUSl Ha JIpeOHO MpOBEpsiBa aBTEHTHUYHOCTTAa HA JIGKAPCTBEHUTE MNPOAYKTH upe3 IOKa3aTeJuTe 3a
6e3onacHocT 1o wi. 168, an. 8 u Ae3aKTUBUpPa WHIVBHIYATHUS UICHTU(DHUKAIMOHEH Oeller B cHCTeMaTa OT
perucTpu.
(4) (Hosa — 1B, Op. 67 ot 2020 r.) HelicTBuaATa 1o ai. 3 ce U3BbPIIBAT M0 pena Ha riaBa VI ot enerupan
pernament (EC) 2016/161.

Y. 220. (1) deitroctute 1o ui. 219, an. 1 ce u3BBpIIBAT OT MarucThp-hapMaInesr.

(2) (Hom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) Maructep-hapManeBThT € JITHKEH Ja U3ITBIHA
W3JIaJICHO JIEKapCKO MpeNrCcaHie, BKITOYHTEIHO H 3a JIEKapCTBEeHH (POpMU, IPUTOTBEHU MO MarucTpaiHa U
(hapmakorieiina perenrtypa, 1Mo pesa, onpeaeseH B Hapemdara mo wr. 221, am. 1.

(3) (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) [loMmomHuK-(hapManieBThT MOXKE J1a U3BLPIIBA
BCUYKH AEHHOCTH 10 wi. 219, ann. 1 mox KoHTpona Ha MarucTbp-apMaleBT C U3KIIOYCHUE HA: OTIyCKaHe Ha
JIEKApCTBEH MPOAYKT MO JIEKApCKO TMpeANHrcaHhe, KOHTPOJ W JlaBaHe Ha KOHCYJTAIMW, CBBP3aHH C
JIEKapCTBEHUTE MPOLYKTH.

Ya. 221. (1) (IIpegumen texker Ha wi. 221 - B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 1.)
MUHHCTBPBT Ha 3/IpaBEONa3BaHETO ONpeNeNs B Hapeada MEIUIMHCKUATE CIEIHAIMCTH, KOUTO MOrar Ja
W3JIaBaT pelenTH, pela 3a MPEeANUCBAHETO Ha JIEKAPCTBEHH TPOJYKTH, CPOKA 33 U3IMBIHEHUETO, KaKTO U
CllyyauTe U pelia, M0 KOMTO MarucThp-hapMaeBThT MOXKE Jja OTKaXKe Ja U3IIBJIHYU JIEKapCKO NpPEANrCaHue.
(2) (Hosa - JIB, Op. 71 ot 2008 1., B cuia ot 12.08.2008 r., usm., 6p. 9 or 2011 r.) Beirapcku rpaxaaHu u
4y>KJICHIIM, HA KOUTO € pa3pelieHo npeduBaBaHe B CTpaHaTa, IPH IIbTYBAHETO UM U3BBH PenyOinka brirapus
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MOTaT J]a HOCST WM JIa U3HACAT JIEKapCTBEHU MPOIYKTH, MPEAHA3HAYCHH 32 JIEYEHUETO UM, TIPH YCIOBHS U
TI0 pe/l, OTIpeaeiieHr B HapembaTa 1o ai. 1.

(3) (Hosa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m., 6p. 9 ot 2011 r.) UykaeHIIM, HA KOUTO €
u3JaleHa BU3a 3a KPaTKOCPOYHO MpeOuBaBaHe Ha TepuTopusita Ha PenmyOmuka Bbovarapus, morat na
MIPUTEXaBaT JEKAPCTBEHHU MPOAYKTH, IPETHA3HAYSHH CaMo 32 JICYEHHUETO MM, B KOJMYECTBA, OTPE/ICTICHA B
Hapenbara 1o ai. 1.

(4) (Hosa — JIB, Op. 1 ot 2014 r., B cuna ot 3.01.2014 r.) M3uckBaHusATa KbM MEAMIIMHCKUTE MIPEIITUCAHUS,
KOWTO Ca M3IaJIeHH 110 UCKaHe Ha MMalieHT, KONTO Bh3HAMepsBa /ia TH M3IOJI3BA B Ipyra IbpKaBa WICHKA,
KaKTO WM MPU3HABAHETO W M3ITHITHEHUETO Ha TaKWBa, M3JAICHU B JIpyra AbpKaBa WICHKA, C€ U3BBPIIBAT IPH
yCJIOBUS M TIO Pe]l, OTIpeiesieH: ¢ Hapeadara 1o ai. 1.

(5) (Hosa — 1B, 0p. 1 ot 2014 1., B cuna ot 3.01.2014 r.) Br3cTaHOBSABaHETO Ha Pa3xoAuTe 3a JICKAPCTBEHU
MPOAYKTH IO MEAWIIMHCKA TIPEIICAHNS, N3MBIIHEHN B ApyTa JbpKaBa WIeHKa, Ce U3BHPINBA IPH yYCIOBHS U
o pef, omnpeesieHu ¢ Hapegoara mo wi. 80e, an. 4 ot 3akoHa 3a 3APABHOTO OCUTYPsIBaHE.

Y. 222. (1) (Ob6sBena 3a npotuBokoHcTHTynnonHa ot KC na Pb - /IB, 6p. 65 ot 2008 r., usm.,
op. 71 o1 2008 1., B cmna o1 26.07.2008 1.) IlpaBo na n3BBpIIBa THPTOBHS HA IPEOHO C JIEKAPCTBEHH MPOAYKTH
nMa GU3NYECKO HITH IOPUAMIECKO JIHIIE, PETUCTPUPAHO KaTo THProBell Mo OBJITapcKOTO 3aKOHOIATEIICTBO WITH
0 3aKOHO/IATENICTBOTO Ha IbpKaBa YWICHKA, KOETO € CKIIFOUYIIIO TPYJOB OTOBOP MU JOTOBOP 3a YIIPaBJIeHUE
Ha anTeKaTa ¢ MarucThp-(papMarieBT, a B MPEABUICHUTE OT 3aKOHA CITy4Yau - ¢ TIOMOIIHUK-(papMalieBT, KaTo
Ha TepuTopusTa Ha PerryOnuka brirapus Moke 1a OTKpre He 1moBede oT 4 anTeKu.

(2) (Homa - /IB, 6p. 71 ot 2008 ., B cuia ot 26.07.2008 r.) Koraro nuneto mo an. 1 € MarucTbp-gpapMarieBT
W € PHKOBOJWTEN Ha anTekara, He € HeOoOXOIUMO MpEeACTaBSIHETO Ha TPYAOB JOTOBOP MU JOTOBOp 3a
yIpaBJICHHE Ha anTekara.

(3) (ITIpenuurna an. 2, u3m. - JIB, 6p. 71 ot 2008 ., B cuita ot 26.07.2008 r.) Maructbp-hapMaieBThT 10 al.
1 e pbKOBOANTEN HA aNTEKaTa U 3aIbIKUTEIIHO PAOOTH B HEsl.

(4) (Ipenumaa an. 3 - JIB, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r.) IIpaBo ma oTKpusT anTeka 3a
3aJI0BOJIIBAHE HA COOCTBEHUTE CH HYXKIHM UMAT:

1. meyeOHMTE 3aBeACHHUSA MO Y. 5 OT 3aKoHA 3a JIeUeOHHTE 3aBEICHMUS, KOUTO OCBIIECTBABAT OOMHHYHA
TIOMOII;

2. 1eyeOHHUTE 3aBeIeHUs 3a OOJTHUYHA IIOMOIIL;

3. (u3m. - JIB, 6p. 59 ot 2010 1., B cuia ot 31.07.2010 r.) LeHTPOBETE 3a MCUXUYHO 3/IpaBe, IIEHTPOBETE 3a
KOXXHO-BCHCPUICCKHU 3a00JIIBaHUs U KOMIIJIEKCHUTE OHKOJIOTMYHHU LCHTPOBE;

4. xocmucuTe Che craruonap mo wi. 10, T. 5 ot 3akoHa 3a 1e4eOHuTe 3aBeICHUSI.

(5) (Hosa - IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) 3a 3amoBonsiBaHe HA COOCTBEHUTE CH HYXIH
nedeOHNTE 3aBeJICHNUS 110 all. 4, KOUTO HIMAT OTKPHTA arTeKa, MOTraT Jja ce CHaOIsBaT OT anTeKa Ha JIeueOHO
3aBeJICHHUE, MOJYYHIIO Pa3pellicHre 32 ThProBUs Ha JPEOHO C JIGKAPCTBEHU MPOAYKTH MPH YCIOBUS U IO Pe/l,
orpejeneHu ¢ Hapeabara mo wi. 219, an. 2.

(6) (Ot™., npenunina an. 4 - 1B, 6p. 71 ot 2008 r., B cuita ot 26.07.2008 r., npeauiiHa ai. 5, usm., o6p. 60 ot
2011 1., B cuma or 5.08.2011 r.) Anrekure Ha JieueOHUTE 3aBEJCHHUS 32 W3BHHOOJHUYHA MOMOIL KbM
MUHHCTEPCTBOTO HAa OoTOpaHata ¥ MHHHCTEPCTBOTO HA BBTPEHIHUTE pabOTH MOTraT Jia ce€ PBHKOBOJSAT OT
MOMOIITHUK-(hapMaleBT 10 MPEJIOKEHHE Ha CHOTBETHOTO BEJOMCTBO M CJeJ| M3MaJICHO pa3pelieHue OT
W3MTBJIHATENHNA qupekTop Ha MAJTL.

Y. 222a. (Hos — /IB, 6p. 67 ot 2020 r.) Jlue, momyduino pa3penieHne 3a ThproBus Ha ApeOHO ¢
JIEKapCTBEHU NPOJYKTH B anTeka, He MOXke Ja ObJe NMpHUTEeKaTesl Ha pa3pelleHHue 3a THPrOBHS HA €Ipo C
JIEKapCTBEHU MPOIYKTH, U3/1aIeHH TI0 peJia Ha TO3U 3aKOH.

Y. 223. (1) Maructbep-hapmarieBT Win MOMOITHUK-(papMaIeBT MOXe /1a Obe PHKOBOIUTEN CAMO
Ha eJ[Ha amnTeKa U 33[bJDKUTEITHO paObOTH B Hesl.
(2) U3m. - 1B, 6p. 12 ot 2011 r., B cuia ot 8.02.2011 r.) Maructep-papMareBTbT HIH TOMOIIHUK-
(dhapMaleBThT, KOMUTO € PHKOBOIMUTEI Ha alTeka, He MOXe Ja Objie HaeMaH Ha padoTa 10 IOrOBOP C €AHOIHUCH
THPrOBEIl WU THPTOBCKO JIPYXKECTBO C MPEAMET Ha JEHHOCT MPOU3BOJICTBO, BHOC, THPrOBUS HA €IIpO WU
IpeOHO C JIEKAPCTBEHU IIPOIYKTH.
(3) Jlumeo mo an. 1, momy4riio pa3penieHre 3a N3BbPIIBaHE Ha THPTOBUS Ha IPEOHO C JIEKaPCTBEHU IIPOTYKTH,
HE MOXe Jia 0bJIe COOCTBEHUK HIIN JIa Y4aCcTBa B THPTOBCKH JIPYKECTBA C IIPEIMET HA IEHHOCT MPOU3BO/ICTBO,
BHOC WIIM ThPrOBUS Ha €ApO C JIEKAPCTBEHU MPOAYKTH, BKIIOYUTEITHO B JIPYKECTBA HA CBHP3aHU JIUIA 110
CMHUCHJIa Ha TBProBCKHUs 3aKOH.

Y. 224. PoKOBOIUTEIIAT Ha anTeKa TpsOBa Ja:
1. e MarucTbp-hapMaIeBT, ChOTBETHO TTOMOIIIHUK-(apMaIieBT, B IPEABU/ICHUTE OT 3aKOHA CITyJaw;
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2. HE € JUIIICH OT MPABOTO Ja yIpaxkHsABa mpodecusiTa;

3. HE € OCHXKJaH 32 MPECTHIUICHHS, CBbP3aHH C YIPaXKHABAHE HA MpodecusTa My, 3a MPECTHIICHUS TPOTHUB
COOCTBEHOCTTA U CTOMAHCTBOTO WJIM 33 YMHIIUICHU TPECTHILICHUS CPEIly JTUIHOCTTA;

4. Ma Haii-MaJIKO eJlHa TOJMHA CTaXK KaTO MarucThp-(hapMarieBT.

Y. 225. (U3wm. - [IB, 6p. 71 oT 2008 1., B crma ot 26.07.2008 1.) (1) B HacenaeHO MsCTO, HA YUATO
TEPUTOPHA HSAMA OTKPHUTA alTeKa, [IPaBo Ja W3BHPIIBA THPTOBUS HA APeOHO C JIEKAPCTBEHW MPOAYKTH MMa
auue mo wi. 222, an. 1, KoeTo € CKII0UUI0 TPYAOB JAOTOBOP WJIM JIOTOBOP 3a YIpaBICHUE Ha amnTeKaTa C
MTOMOIITHHK-(hapMaIeBT WK ¢ MarucThp-PpapMareBT C MO-MaJIKO OT €Ha TOUHA TPYAOB CTaX.

(2) TloMomHMK-papMarieBThT WIA MarucThbp-(papMaieBThT MO aid. 1 € pHKOBOAWTENI HAa amnTeKaTa Hu
3aJbJDKUTEITHO paboTH B Hesl.

(3) (Hosa - B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) IlomomHuK-(hapMaeBTbT - PHKOBOIUTEN Ha
anTekaTa mo ai. 1, MOXKe Jla W3BBPIIBA CIETHUTE JCWHOCTH: ChXpaHsSBaHE M OTITyCKaHe 0Oe3 JeKapCcKo
npeanucaHre Ha pa3penieHu 3a ynorpeba B PemyOnuka boarapus nexapcTBeHH NMPOAYKTH, HA METUIIMHCKA
W3JIeNHs, Ha JUCTUYHH XPaHH 3a CIICIUAIHA MEIUIIMHCKY LIEIM U XPaHU 3a KbpMaueTa U MPEXOIHH XPaHH,
KaKTO ¥ Ha XpPAaHUTETHH T00aBKH, KO3METHYHHU H CAHUTAPHO-XUTHEHHH CPEJICTBA.

Y. 226. (1) Ha tepuropusra Ha je4eOHM 3aBeIcHMS 3a W3BHHOOTHHMYHA ITOMOII MOTAT Ja Ce
OTKpHBAT alTeKH 3a MpoAax0a Ha JIEKapCTBEHH MPOILYKTH Ha TPaKIaHu.
(2) Ha teputopusra Ha 3apaBHU 3aBefeHU 10 Wi. 21, an. 2 oT 3aKoHa 3a 3/IpaBeTO, JICUeOHN 3aBEICHUS 3a
OomHMYHA rOMOII M JIe4eOHU 3aBeneHHs 1mo wi. 10 oT 3akoHa 3a JeueOHHUTE 3aBENCHMS HE MOTaT Ja ce
OTKPHBAT alTeKH 3a MpoAax0a Ha JIEKapCTBEHH MPOILYKTH Ha TPaKIaHu.

Y. 227. (1) (IIpenumen texct Ha wi. 227 - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 1.)
W3uckBaHusTa 32 MECTOHAXO0XKICHUETO U KbM IIOMEILCHHUATA Ha anTeKaTa ce ONpeaeNaT B Hapendara 1o wi.
219, an. 2.

(2) (Hoga - 1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., u3m., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.)
WzuckBanmsiTa KbM YCTPOHCTBOTO M MTOMEIIEHUATA HA allTeKUTE 10 WiI. 228, ai. 5 ce onpenensaT B Hapendara
o ain. 1.

Yn. 227a. (Hos — JIB, Op. 67 ot 2020 1.) (1) [ToTpeOHOCTHTE HA HACEICHHETO OT JOCTHII JIO
JIEKApCTBEHU MPOAYKTH, OTIYCKaHH B allTeKH, ce ONpPEAeIAT Ha TepUTOopualieH NpuHIMM upe3 Hannonanna
anTeyHa KapTa.

(2) B HanimonanuaTta anrtedHa KapTa HE ce BKJIIOYBAT allTeKH, OTKPUBAHU 110 pejia Ha wi. 222, ain. 4.

(3) C HaunonanHara anteyHa KapTa ce ONpeeNsaT o0nacTuTe, OOIIMHUTE M HACSJICHUTE MECTa C HEJIOCTUT Ha
OTKPUTH alTEeKH Ype3 U3BHPIIBAaHE HA aHAIM3 HA JIOCThIIA HA HACETICHUETO JI0 alTeKH, KOUTO OCHIIECTBSBAT
JIEUHOCTH I10:

1. oTyckaHe Ha JIKapCTBEHH MIPOIYKTH 3a TOMAIITHO JICUCHHUE, 3aIUIall[aHu HAITBITHO WK yacTuIHO oT H30K
MIpH YCIOBUATA U IO pefa Ha wiI. 45, an. 17 oT 3akoHa 3a 3ApaBHOTO OCUTYPSBAHE;

2. IPUTOTBSIHE HA JIEKAPCTBEHH MTPOAYKTH;

3. OTHyCcKaHe Ha JIEKapCTBEHHW MPOAYKTH, ChIAbP)KAIIM HAPKOTHYHH BEIIECTBA MO CMHCHIIA HA 3aKOHA 3a
KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA U MPEKYPCOPUTE;

4. oTIyCcKaHe Ha JIEKapCTBEHH MPOYKTH HA BETEPAHU OT BOWHUTE;

5. OTIycKaHe Ha JIEKApCTBEHHU MPOJYKTH Ha BOGHHOMHBAJIHM/IU U BOCHHOIIOCTPAIaJIH;

6. OTIyCKaHEe Ha JIGKAPCTBEHH MPOJYKTH MO JIEKAPCKO MpeJicaHie, KOUTO He ce 3amamar ¢ myOinnyHu
CPeICTBa;

7. OTIyCKaHe Ha JIEKAPCTBEHH MPOIAYKTH O€3 JIEKapCKO MPeITUCaHHE.

Y. 2276. (Hoe — JIB, Op. 67 ot 2020 r.) (1) HanmonanHara antedHa kapra ce u3paboTBa Bb3
OCHOBA Ha 00JTACTHH alTeYHU KapTH.
(2) 3a u3paboTBaHe Ha 0OJIACTHATA aNTeYHA KapTa MUHUCTHPHT Ha 3/IpaBEONa3BaHETO Ha3HAYaBa KOMUCHS 3a
BCsika 00JIaCT, KOSTO BKIIOYBA OOJACTHHS YIpPaBUTEN, JBaMa IMPEICTABUTENM Ha pPETHOHAIIHATA 3J][paBHA
MHCIEKIIWS, JBaMa IMPEACTaBUTEIM Ha paiioHHATa 3JPAaBHOOCHUTYPUTENIHA Kaca, JBaMa IPEICTaBUTEIH Ha
peruoHaniHaTa Koyierus Ha bearapckus hapmManeBTHYeH ChI03, EMH NPEACTABUTEN HA PETUOHATHATA KOJIETHS
Ha B’LHFapCKaTa aconuanuvsa Ha HOMOHIHI/IK-(i)apMaHeBTI/ITe, CINH MPEACTaBUTCII Ha MNPEACTABUTCIIHUTE
OpTaHM3aIlMy 32 3alUTa Ha [IpaBaTa Ha NAMEeHTHUTE, MPU3HATH O peja Ha 4. 86B oT 3aKOHA 3a 3/]paBeTo, U
0 €/IMH IPEJICTAaBUTEN Ha BCsKa OOIIMHA B ChOTBeTHATa 001acT. OONACTHUST YIIPAaBHUTEN € Mpe/ceaTell Ha
KOMUCHSTA.
(3) IIpencraButenuTe Ha OOIMIMHUTE TI0 ajl. 2 CE€ OMPEACIIAT O peaa Ha 3aK0HA 32 MECTHOTO CaMOYTIpaBJICHNE
1 MECTHAaTa aAMHUHUCTpalus.
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(4) IIpencTaBUTENAT HA MIPEACTABUTEIHATE OpTraHU3aIlAH 32 3alllUTa Ha ITpaBaTa Ha MAIUEHTUTE TI0 ajl. 2 BbB
BCSIKa OT OOJIACTHUTE KOMHCHH ce M30Upa u ce 0CBOOOXKaBa 000 OT MPEJCTABUTCITHUTE OPTaHU3aIUH.

(5) ObnactHara anTe4yHa kKapTa ce U3padoTBa Mo o0pasel U 1o pell, ONpeelieHd ¢ METOANKA, YyTBbPACHA OT
MUHHCTBpA Ha 3/IpaBeoOma3BaHETo.

(6) Besika obacTHa KOMUCHS IPECTaBsI HAa MUHHACTBPA Ha 3/IpaBeoa3BaHeTO M3rOTBEHATA 00JIacTHA alTeyHa
KapTa ¥ [s1ata mspBUYHA HH()OpPMAIIHS, Bb3 OCHOBA Ha KOSITO € U3MOTBEHA.

Y. 2278. (HoB — /1B, 6p. 67 ot 2020 1.) (1) O6nacTHaTa anTeyHa KapTa ChIbpxKa:
1. nannwm 3a gemorpadckaTta CTPYKTypa U MOTPeOIEHUETO Ha JIEKapCTBEHH MPOIYKTH 32 JOMAITHO JICUSHHE OT
HACEJICHUETO Ha TEPUTOPHUATA Ha 00JIaCTTa;
2. Oposi, BUIOBETE JCHHOCTH U PA3MNPEACICHUECTO Ha OTKPUTHUTE allTeKU Ha TEPUTOPUsTA Ha 00J1aCTTa;
3. Opost Ha paOOTEIIUTE MATUCThP-(hapMaIeBTH U ITOMOITHUK-(PapMaIieBTH B OTKPUTH alITEKU HA TCPUTOPHSITA
Ha o0acTTa.
(2) KM obOnacTHaTa anTedHa Kapra Mo ajl. | ce mpuiara CTAaHOBHWINE, W3TOTBEHO IO PEIl U KPUTEPHH,
OMpe/ICTICHH B METOIMKaTa 1o wi. 2270, ai. 5, OTHOCHO HeOOXOIUMUS MUHUMAJICH OpO#l alTeKH MO BUIOBE
JIEeHHOCTH 110 Wwi. 2274, all. 3, KaKTO ¥ 32 HEOOXOAMMUS MUHUMAJICH Opoii Ha padOoTeI! MarucThp-hapMarieBTH
W TIOMOIIHUK-(papMaIeBTd B anTeKH, KOUTO CE ONMPEIeNsIT ChoOpa3HO MOTPEOHOCTUTE HAa HACEIICHHUETO B
ChOTBETHATa 00JI1aCT.

Ya. 227r. (Hos — JIB, 6p. 67 ot 2020 r.) (1) HannonanHara antedHa xapta ce m3padoOTBa OT

HaIMOHAJIHA KOMHUCHS, Ha3Hau€Ha ChC 3aIl0Be]l HA MUHHCThPA Ha 3paBeoIa3BaHEeTO, KOWTO € mpeceiaTesn Ha
KOMUCHSITA.
(2) B cperaBa Ha koMucHsITa ce BKItouBat yrpasurensT Ha H30K, mpencenarensat Ha Harmonanaus cbBeT 1o
LIEHU U peUMOypCUpaHe Ha JEKapCTBEHU MPOLYKTH, ABaMa IPEACTaBUTENN Ha V3MbiIHATENHATA areHIHSI 110
JIEKapcTBaTa, OT KOUTO EIUHUST € U3MBJIHUTETHUAT TUPEKTOp Ha M3nbaHuTeNHATa areHIys 1o JeKapCcTBaTa,
JTUPEKTOPBHT Ha HanmoHanHust HEHTHP MO OOIIECTBEHO 3paBe M aHAIW3H, IpecenaTensaT Ha HannonanHoro
capyxeHue Ha oOmmuute B PenmyOmuka boarapus, nBama mnpexnctaBuresn Ha MHHHCTEPCTBOTO Ha
3IpaBeOINa3BaHETO, TpUMa NpeAcTaBUTENN Ha bbirapckus ¢apManeBTUYEH CbI03, €OUH NPEACTaBUTEN Ha
Bearapckata acommanysi Ha TOMOUIHHUK-()apMaleBTUTE W €AWH MPEACTaBUTENl Ha MPeICTaBUTCITHHUTE
OpraHM3alliy 3a 3alllMTa Ha MpaBaTa Ha MallMeHTUTe, IPU3HATH 10 peja Ha Wi. 86B OT 3aK0Ha 3a 3/1paBeTo.

Y. 227a. (Hos — IB, 6p. 67 ot 2020 1.) (1) Hanmonan#aTa anTe4Ha KapTa ChIbpxKa:
1. o0nacTHUTE aNTEeYHH KapTH;
2. KOHKPETHUTE MUHUMAJTHU MOTPEOHOCTH Ha HACEJICHUETO OT AOCTHII JI0 JICKAPCTBEHU MPOYKTH, OTIYCKaHU
B aIITEKH, U 10 BUJIOBETE AEHHOCTH 110 WiI. 227a, aj. 3 mo 00JIacTH, OOIIMHH U HACEJIEHH MECTA;
3. pa3npezienieHNe Ha OTKPUTHTE alTeKH 10 Opoii Ha HACEIIEHUETO 10 001aCcTH, OOIUHY U HACEJIEHH MECTa;
4. rpaduHO MIOCOYBAHE HA OTKPUTHTE alITEKU BhPXY KapTaTa Ha CTpaHaTa CIiope;] BU1a Ha ICHHOCTUTE, KOUTO
U3BBPIIBAT ChIIIACHO wi. 227a, ai. 3;
5. aHaIM3 Ha TOCTHIIA HAa HACETICHHETO JI0 JICKAPCTBEHU MPOTYKTH, OTITyCKaHH B alITEKH 110 BUIOBE JIEHHOCTH
mo uj. 227a, an. 3 nmo o6aacTH, OOIIMHU U HACEJICHU MECTa;
6. ompeielisiHe HA 00JIACTUTE, OOLIMHUTE U HACEJIICHUTE MECTa, B KOUTO IIPH M3BBPIIBAHE HA aHAJIM3A 110 T. 5
€ YCTaHOBEH HEJOCTUT Ha OTKPUTH alTEeKU IO BUIOBE ACHHOCTH o wi. 227a, ai. 3.
(2) AHaim3bT MO an. 1, T. 5 ce U3BBPIIBA MO Pe/I U KPUTEPUH, OTIpEJIeIeHN B METOAMKATa 110 1. 2270, an. 5,
Y 33TBJDKUTEITHO BKJIFOYBA OIICHKA HA KOHKPETHUTE MUHUMAJTHU TTOTPEOHOCTH HA HACEJIICHUETO OT JOCTHII 10
JIEKapCTBEHU TPOAYKTH, OTIIYCKAHU B alTeKH, W JIO BHJIOBETE ACWHOCTH Mo wWi. 227a, am. 3, KakTo U Ha
pasIpeeneHrneTo Ha OTKPUTHTE alTeKH 1Mo Opoii Ha HaCEeIeHUETO.

Yn. 227e. (Hos — JIB, Op. 67 ot 2020 r.) (1) Hanmonanuarta anteyHa kapra ce yTBbPXK/IaBa C
petieHre Ha MUHHCTEPCKHS CHBET MO MPEUI0KEHHE HA MUHUCTBPA Ha 3/IpaBEONa3BaHETO.
(2) HarmmonanHaTa anTedHa KapTa ce aKTyaln3upa Ipu HE0OXOAUMOCT B CIIy4anuTe, ONPEICIICHA C METOIUKATa
o wi. 2270, an. 5.

Ya. 228. (M3m. - [IB, 6p. 71 ot 2008 r., B cua ot 26.07.2008 1.) (1) (U3m. - 6p. 60 ot 2011 1., B

cuna ot 5.08.2011 r.) Pazpemenne 3a Tbprosust Ha IpeOHO C JIEKAPCTBEHH MPOAYKTH B allTeka ce M3/1aBa OT
W3MBITHUTENHUS TupekTop Ha MIAJI Bb3 0OCHOBa Ha 3asBJIEHHUE 10 00pa3ell, KbM KOETO Ce IPHJIarar:
1. (m3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) manuu 3a Equnans uaeHTHGUKANMOHSH KO Ha
THProBela WIM Koollepanuara oT ThproBCKHA PETUCTBp, a 32 JAPYXKECTBaTa, PErUCTPUPAHU B IbpiaBa -
wieHKa Ha EBpomelickus cbl03, WIM B JbpXkaBa - cTpaHa no CnopasymeHueTo 3a EBpomelckoTo
WKOHOMHYECKO MPOCTPAHCTBO - TOKYMEHT 3a aKTyaJHa PErucTpanys M0 HAIMOHAIHOTO 3aKOHOJATENICTBO,
M3MaJIeH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA IbPKaBa Ha JuIaTa mo wi. 222, ai. 1;
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2. TPYZOB JOTOBOp WIIM JOTOBOP 3a YIpPAaBICHUWE HA anTeKaTa, CKIIYEH C MarucThp-papMareBT Wi ¢
TTOMOIITHUK-(DapMaIieBT;

3. Komme OT aKTa 3a Ch3JaBaHE Ha JuIaTa 1o 4wi. 222, ai. 4;

4. DOKyMEHTH, YAOCTOBEPSBAIIIY, Ye Ca CTIa3eH! U3UCKBAHHUATA HA Uil. 224;

5. (mom. — 1B, 6p. 103 ot 2017 r., B cmia ot 1.01.2018 1.) cBHmETENCTBO 3a CHAMMOCT HA MAarucCThp-
(apmarieBTa, CHOTBETHO Ha IOMOIHHUK-(papMalleBTa, IOCOYEH 3a PHKOBOIWTENI Ha anTekara, ako He ca
OBJIrapcKu rpaXkaaHy;

6. METMIIMHCKO CBHETEIICTBO Ha MarucThp-(hapMareBTa, ChbOTBETHO Ha TIOMOIITHUK-(apMaIieBTa, MOCOYEH 32
PBKOBOIUTEN Ha aNTeKaTa,

7. (mom. - JIB, 6p. 60 ot 2011 1., B cuiia ot 5.08.2011 r., oT™., Op. 48 oT 2015 1.);

7a. (woBa - IIB, Op. 60 ot 2011 r., B crna ot 5.08.2011 r., oT™., Op. 67 oT 2020 1.);

8. IOKyMEeHT 3a TUIaTeHa Takca B pa3Mep, ornpe/eseH B Tapudara mo wi. 21, ai. 2.

(2) (Hoga - [IB, 0p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) [Ipu uznaBaHe Ha pa3peiicHUE 3a ThProBUS Ha
IpebHO C JIEeKapCTBEHH MPOAYKTH CE€ HM3BHPIIBA MpPOBEpPKa AalH MpeAcTaBeHaTa TUIIOMa HAa MarucThbp-
(hapmatieBTa/TOMOIIHAK-(hapMarieBTa € u3Aa/ieHa OT ChOTBETHATA KOMITIETEHTHA HHCTHTYIIHA.

(3) (IIpemumrHa an. 2, u3Mm. - JIB, 6p. 60 ot 2011 1., B crura ot 5.08.2011 1.) Antekure 1o wi. 222, an. 4 u 6 ce
OTKPHBAT M 3aKpUBAT MO UCKaHE Ha JIMIETO, MPEACTABISABAIIO JICYUeOHOTO 3aBEICHUE.

(4) (ITlpequmaa an. 3 - JIB, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 r.) 3a oTkpuBaHe Ha anTeka, B KOATO Ce
OTITyCKaT JIEKAPCTBEHH MPOAYKTH, ChIbPIKAIIM HAPKOTHYHU BEIIECTBA, CE€ MPHIATaT W W3WCKBAHUATA Ha
3akoHa 3a KOHTPOJ BbPXY HAPKOTHYHHUTE BEIIECTBA U MTPEKYPCOPHTE.

(5) (Hosa - JIB, Op. 102 ot 2009 r., B cua ot 22.12.2009 r., npeaumina ain. 4, op. 60 ot 2011 r., B cuiia ot
5.08.2011 r.) Pa3pemrenue 3a TbproBust Ha APeOHO C JIEKAPCTBEHH MPOAYKTH B alTeKa, KOSATO Ce OTKPHBA B
HaceJieHo MscTo ¢ Hacenenue moxa 10 000 skutenu, ce u31aBa Bb3 OCHOBA Ha 3asiBIICHHE [T0 00pa3sell, KbM KOETO
ce IpuJiarar:

1. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r., 6p. 67 ot
2020 r.) mokymentuTe 1o ai. 1, 1. 1 —6;

2. (u3m. - 1B, Op. 102 or 2012 1., B cuna ot 2.01.2013 r.) 1oKyMeHT 3a 1uiaTeHa takca B pasmep 50 Ha CTo OT
TakcaTa, onpejesieHa B Tapudata mo wi. 21, aj. 2 3a u3naBaHe Ha pa3pelleHHe 3a THProBHs Ha APeOHO C
JIEKAPCTBEHU MPOJIYKTHU IO wi. 222, an. 1.

(6) (Ilpenumna an. 4, nom. - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npeauiina ai. 5, u3m., op. 60 ot
2011 r., B cuna ot 5.08.2011 r.) 3asiBneHueTo U JOKyMeHTHUTe 1o aji. 1 u 5 ce moxasat B MAJL.

(7) (Ilpenumina amn. 5, uszm. - 1B, 6p. 102 ot 2009 1., B cmma ot 22.12.2009 1., npenumiaa an. 6, u3Mm., 6p. 60 ot
2011 r., B cuma ot 5.08.2011 ., O6p. 67 oT 2020 r.) B nenst Ha mocThIBaHe Ha 3asgBIeHUETO 110 an. 1 wiu 5 UAJI
u3Mpama mo ciuyxebeH pea HckaHe a0 cboTBeTHara P31 3a uw3maBaHe Ha XWTHEHHO 3aKIIOYCHUE.
Pernonannara 31paBHa WHCIEKIUS M3[aBa XUTHEHHOTO 3aKJIIOYEHHE B CPOK 10 14 THU OT MOCTHIIBaHE HA
WCKaHeTO W To u3mpama o ciayxebdeH pen Ha MAJL Jlo mony4yaBane Ha XHTHEHHOTO 3akitoueHune B MAJL
CPOKBT 1o 4JiI. 229, an. 2 criupa 1a Teye.

(8) (Hora — /1B, Op. 48 ot 2015 1., mom., O6p. 91 ot 2018 r.) B neHs Ha nocThIIBaHE Ha 3asBJICHUETO 1O al. 1 U
5 MAJI nznpama no ciry>ke0eH pell CKaHe 10 Y TIpaBUTENHUs ChbBET Ha bbarapckus ¢apmaneBTHUEH ChIO3 3a
W3/IaBaHe Ha YJIOCTOBEPEHHE 3a BIIMCBAHE B HAIIMOHAIHUSI €JIEKTPOHEH PErHCTHDP Ha WwieHoBeTe Ha briarapckust
(dbapMaIrieBTH4EH ChI03 — 32 MarkucThp-(papmaieBTa, ppKOBOJIUTEN Ha alTeKaTa U J0 YIPaBUTEIHUS CHBET Ha
Bbrearapckara aconuanus Ha TOMOITHUK-(apManeBTUTe — 3a TOMOIIHUK-(hapMaIieBTa, PbKOBOAMNTEN Ha anTeKa
B OTIPE/ICJICHUTE OT 3aKOHA CITy4daH, KaKTO U 32 MPEJI0CTaBsiHEe Ha WH(GOPMAIUI OTHOCHO HAJIO)KEHU HAKa3aHUS
o peja Ha 3aKOHA 3a ChCIOBHATA OpTaHU3alMs Ha MarucThp-hapMalieBTUTE U Ha 3aKOHA 32 3/IPaBETO.

(9) (Hoa— 1B, 6p. 48 ot 2015 r.) YIpaBUTEIHUAT CHBET NPEOCTaBs JOKYMEHTHTE 10 all. 8 B CPOK 5 paboTHH
JTHY OT ITOCTHIIBaHE HA NCKAHETO.

(10) (Hosa — B, 6p. 103 ot 2017 r., B cuna ot 1.01.2018 r.) U3neiaauTENHATA areHIus MO JeKapcTBara
YCTaHOBSIBA CITY»KEOHO 00CTOSATEICTBAaTa OTHOCHO CHANMOCTTA Ha JIUIATa 1Mo al. 1, T. 5, koraro ca Obiarapcku
rpaxaaHu.

Y. 229. (1) (Jom. - B, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r., ot™., 6p. 60 0T 2011 1., B cua
or 5.08.2011 r.).
(2) (Jom. - 1B, 6p. 71 ot 2008 T., B cuia ot 12.08.2008 r., u3m., 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r.,
op. 60 ot 2011 r., B cuna ot 5.08.2011 r., nom., 6p. 18 ot 2014 r.) B eqHOMECeUeH CPOK OT NOCTHIIBAaHE Ha
JOKYMEHTauATa 1o wi. 228, an. 6 m3mbaHuTenHusIT aqupexkrop Ha MAJL, cnen cranosume Ha ExcrieprHus
CHBET IO THPTOBHUS HA APEOHO C JIEKAPCTBEHH IPOAYKTH, M3/1aBa pa3pelieHue 3a U3BbPIIBAaHE HAa THPTrOBHS Ha
IpeOHO C JIeKapCTBEHH NMPOAYKTH B anTeKa WM NPaBd MOTHUBHpAH OTKAa3 3a M3/IaBAaHETO Ha pa3pelIcHHE.
Pa3pemennero ninm 0TKa3bT ce BphUBa HA JIMIIETO, MOJIANI0 3asBIICHHE.

76



(3) (U3m. - IAB, 6p. 60 or 2011 1., B cmwma ot 5.08.2011 r.) B 15-mHEeBeH CpOK OT MOCTHIIBaHE Ha
TOKyMeHTaruaTa mo wi. 228, an. 6 MAJI n3sppiisa mpoBepka Ha MPEACTABCHUTE TOKYMEHTH M YBEIOMSIBA
MUCMEHO 3asBUTENS 32 yCTAHOBEHUTE HECHOTBETCTBHS MIIM HEMTBJIHOTH. B Te3u ciydan CpoKbT 10 ai. 2 cnupa
Jla Tede OT JeHsI Ha YBEIOMSBAaHETO 10 OTCTPaHIBaHE HAa HEOCTAThIUTE.

(4) (Homa - /IB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) B ciydaii ue B cpok 0 60 mHU OT maraTta Ha
YBEAOMSBAHETO IO al. 3 3asBUTENAT HE OTCTPAHW KOHCTATHPAHUTE HECHOTBETCTBUS WM HEITBIHOTH,
MPOM3BOJCTBOTO MO W3J]aBaHE Ha pa3pellieHue 3a THProBUs Ha APeOHO C JEKaPCTBEHH MPOAYKTH WU 3a
MPOMSTHA B M3/IaJICHO pa3pelIeHre ce MPEeKpaTsBa.

(5) (IIpemumHa an. 4 - B, 6p. 71 ot 2008 1., B crma ot 12.08.2008 r., u3m., 6p. 60 ot 2011 1., B cmima ot
5.08.2011 r.) Otka3bT Ha W3NBIHUTENHUS AupekTop Ha MAJI 3a u3gaBaHe Ha paspellleHHe MOANEKH Ha
o0>kaJBaHe 1o pena Ha AIMUHHUCTPATHBHONPOLECYATHHS KOACKC.

Y. 229a. (Hos - /IB, 6p. 23 ot 2009 1., B crra ot 30.03.2009 1.) (1) (M3m. m mom. - JIB, Op. 41 ot
2009 r., B cuna ot 2.06.2009 1., u3m., 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r., 6p. 52 ot 2020 r., B cuna ot
9.06.2020 r.) M3npaHMTENHATA areHLIMS 10 JIeKapcTBaTa ciry>keOHo u3npamia B P3M no MecToHaxoxaeHue Ha
CHOTBETHATA alTekKa ¢ M3aICHO pa3pemieHue mo @wi. 229, ai. 2, BKIIOYBAIIO W3BBPIIBAHE HA THPTOBHUS Ha
IpeOHO C XpaHUTEITHHN A00AaBKH, TUETHYHHU XPaHH 3a CIIEIHATHA MEIUIIMHCKH eI, XPaH! 3a KbpMadeTa U
MIPEXOJIHU XpaHH, KOTIHE OT Pa3pelIeHUETO 3a BIIMCBAHE B PErUCThpa Mo Wi. 24, an. 1 oT 3akoHa 3a XpaHUTE.
(2) (M3m. m mor. - JIB, 6p. 41 ot 2009 1., B cuna ot 2.06.2009 1.) AniTekurte, KOUTO U3BHPIIBAT THPTOBUS HA
IpeOHO C XpaHUTEITHHN JO0AaBKH, TUETHYHHU XPaHH 3a CIICIUATHA MEIUIIUHCKHU LIEJH, XPaHU 3a KbpMaveTa U
MPEXOAHU XPaHH, MOJIeKAT Ha KOHTPOJI TI0 pe/ia Ha 3aKoHa 33 XpaHHUTe.

Y. 230. (1) (U3wm. - [IB, 6p. 60 ot 2011 r., B crnta ot 5.08.2011 r.) M3nbiHUTEIHATA areHITHS 110
JIEKapCTBaTa BOAU PETUCTHP HA U3JaICHUTE Pa3peIlIeHHs 32 THPTOBHS Ha IPEOHO € JIEKapCTBEHU IPOAYKTH T10
. 229, ai. 2, KOWTO ChIbpKa:

1. HOMep ¥ JaTa Ha Pa3pelIeHHETO;

2. (mom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) HamMeHOBaHUe, BUJ HA THPrOBeIa, CEJAIUIIE U
ajipec Ha ynpaBJlieHHE Ha JIULETO, TOJYIHUIIO Pa3pellcHHUE;

3. (m3wm. - [IB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r.) uMme, eArHEH rPakIaHCKH HOMEP Ha PHKOBOJUTEINS
Ha arTeKara;

4. ampec Ha anTeKara;

5. IEMHOCTUTE, KOUTO 11I€ CE€ U3BBPIIBAT B alTEKATa;

6. 1aTaTa Ha MPEKPATSBAHETO HA Pa3pelICHUETO U 3aINYaBaHETO OT PETUCThpPA M OCHOBAHHUE 3a TOBA,

7. 3a0€JIeXKKH 110 BIIMCAHU O0CTOSITEIICTBA.

(2) (U3wm. - ]IB, 6p. 60 ot 2011 1., B cmma ot 5.08.2011 1.) [laHHM OT perucrbpa ce MyOIMKyBaT Ha CTpaHHUIIATa
Ha M3meIHUTENHATA areHIusl [0 JieKapcTBaTa B MHTEPHET.

Y. 231. (1) IIpu npomsiHa Ha BriMcaHuTe B peructhpa no wi. 230, an. 1, T. 2 - 5 oO6cTosATENCTBA
JIMLETO, TMOJyYHJIO Pa3pelIeHne 3a U3BbPIIBAaHE HAa THProBUs Ha APEOHO C JIEKapCTBEHH MPOIYKTH, M0/1aBa
3asiBIIEHUE 110 pefia Ha 1. 228, an. 1, KbM KOETO Mpuiiara U CBbp3aHHUTe C MPOMAHATa JOKYMEHTH.
(2) (Homa - JIB, 6p. 60 ot 2011 r., B cunma ot 5.08.2011 r.) B cimyuaii Ha mpoMmsHA €JHOBPEMEHHO Ha
HaMEHOBaHME W BUJ Ha THPIOBEIa, aJpec Ha anTeKara M PHKOBOJIUTEN Ha anTeKaTa ce I0JaBa HOBO
3asIBJICHUE TI0 pejia Ha wiI. 228, ail. 1 1 ce 3amania TakcaTa 3a U3/1aBaHe Ha pa3pelieHue 3a ThproBus Ha JIpeOHO
C JIKapCTBEHHU TMPOJYKTH B anTeKa, onpeenieHa B rapudara mo 4wi. 21, an. 2.
(3) (Homa - B, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) Jlume, momydnso pa3pelnieHne 3a ThproBus Ha
IpeOHO C JIEKapCTBEHH MPOAYKTH TI0 pelia Ha wi. 228, ar. 5, MoXKe J1a U3BBPIIH nmpomMsiHa 1o wi. 230, am. 1, T.
4 camo B HaceneHo MscTo ¢ HaceneHue 10 10 000 xutenu.
(4) (Hoea - IB, 6p. 60 o1 2011 1., B cuma ot 5.08.2011 r.) KoraTo nutiero 1o ai. 3 jxenae 1a W3BbPIIU MPOMSHA
o ui. 230, an. 1, 1. 4 B HaceneHo MsacTo ¢ Hacenenue Hax 10 000 sxuTenn, To 3amiala TakcaTa 3a U3JaBaHe
Ha paspelleHre 3a ThProBUs Ha IpeOHO ¢ JIEKApCTBEHU NPOJYKTH B allTeka, onpezelieHa B Tapudara 1mo .
21, am. 2.
(5) (IIpemumna an. 2 - B, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) Ilpn u3naBane Ha pa3pemieHUETO, C
KOETO Ce JIOIyCKa IpoMsiHaTa 1o aj. 1, ce mpuiarar pasnopeaduTe Ha 4. 229,

Yna. 232. (1) Jlekapute u nekapuTe MO JEHTAIHA MEIWIIMHA MOTAT Ja ChbXPaHABAT JEKApCTBEHU
MPOAYKTH MO CIHUCHK, OTPeieNieH OT MUHUCTBPa Ha 3ApaBeoa3BaHeTo.
(2) Koraro B HaceneHOTO MSCTO HsAMa anTeka, JUIAra Mo aj. 1 MoraTr Ja CbXpaHsSBaT M Ja MpoaaBaT
JIEKapCTBEHU NPOAYKTH CaMO aKo ca IMOJIYyYWJIM pa3pellieHHe 3a TOBA IO pell, ONpeelieH B Hapeada Ha
MHHHUCTBPA Ha 3[JpaBeOIa3BaHETo.
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Y. 232a. (Hos — JIB, 6p. 84 ot 2018 1., B crma ot 12.10.2018 1.) [IputexaTtenure Ha pa3penicHue
3a ThProBHS Ha APEOHO C JICKAPCTBEHU MPOIYKTH U auraTa mo wi. 207, air. 1, T. 5a u 6 exXeJHEBHO IPEIOCTABAT
Ha MAJI upe3 crienuanu3upanata eJeKTpoHHa cuctema o wi. 2176, an. 1 uadopmanms 3a:

1. mocTaBeHHTE UM KOJMYECTBA, TOCOUCHH IO JIEKAPCTBEHU MPOAYKTH, BKITOUeHH B 103U THBHMS JIeKapCTBEH
CIHCBK;

2. OTIYCHATHUTE/TIPOIAJCHUTE KOJIMUYECTBA, TOCOUCHH IO JICKAPCTBEHH MPOJYKTH, BKIIOUCHH B [To3uTHBHUS
JIEKapCTBEH CIHCDHK;

3. HAMYHUATE UM KOJHYECTBA, TOCOUYCHH IO JICKAPCTBEHH MPOJYKTH, BKIFOUEHH B [I03UTHBHHUS JTEKApCTBCH
CIIHCBK.

Y. 233. PpKOBOAUTENAT HA aliTeKaTa HOCU OTTOBOPHOCT 32 JICMHOCTUTE, MOCOYEHHU B Wi 219, an.

Yn. 234. (1) 3abpansBa ce nmpomaxbaTa Ha JEKAPCTBEHH MPOAYKTH Upe3 aBTOMATH, OCBEH Ha
JIEKapCTBEHUTE MPOAYKTH, TIOCOYCHHU B CITUCHK, OIpeieieH B HapenOara mo wi. 219, an. 2.
(2) ABTomaTute 1o an. 1 Morat ja ObJaT COOCTBEHOCT CaMo Ha JIHIara mo wi. 222 u wi. 238, ai. 2.
(3) 3abpansBa ce oKa3MOHHATA MPOIAK0a Ha IEKAPCTBEHHU MPOIYKTH.
(4) 3abpansBa ce mpogakOa 1Mo HHTEPHET Ha JIEKAPCTBEHU MPOIYKTH, OTITYCKaHH I10 JIEKAPCKO MPEANACAHUE.
(5) (Hoea — JIB, 0p. 67 ot 2020 r.) 3a0paHsBa ce BPBIIAHETO HA 3aKyIICHU JICKAPCTBECHHU MPOTYKTH.
(6) (Hoga - JIB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., mpeaumHa an. 5, 6p. 67 ot 2020 r.) JlekapcTBeHN
MPOAYKTH 0€3 JIEKapCKO MPEANUCAHNE MOTAT Jia Ce MPOJaBaT 10 HHTEPHET caMo OT alTeKa WU IPOTepus,
MOJTYYHITH Pa3pelICHHE TIPU YCIIOBHUATA U 110 Pejia Ha TO3M 3aKOH M Ha HapenOara o wi. 219, ai. 2, chOTBETHO
o 4. 243.
(7) (Hosa - /IB, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 1., mpenumiaa ain. 6, u3m., 0p. 67 ot 2020 r.) Anrrexknte
W Jporepuute Mo aj. 6 MyONMKyBaT Ha HMHTEPHET CTPaHUIlATa, Ype3 KOATO M3BHPIIBAT THPrOBUS HA
JIEKapCTBEHU MPOAYKTH 0e3 JeKapcKo MpeArucanue, oOIIo JIOro, paslo3HaBaeMo 3a Lenus EBponeickus
ChHI03.
(8) (Homa - B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., mpenumna an. 7, uam., op. 67 ot 2020 r.)
WzuckBaHusTa KbM OOLIOTO JIOTO MO aj. 7 ce OMpeleNsaT ¢ JeJerupaH akT no wi. 85B, maparpad 3 ot
HupextuBa 2001/83/EO.

Y. 234a. (Hos - IB, 6p. 102 ot 2012 1., B cmma ot 2.01.2013 1.) (1) U3rbiHUTETHATA ar€HINS TI0
JIeKapcTBaTa MyOIMKyBa M HOJIbpKa Ha CBOSITA MHTEPHET CTPAHHILIA!
1. nvapOpMAaIs 32 HALIMOHATHOTO 3aKOHOJIATEJICTBO, MTPHUIIOKHUMO 32 TPEIJIaraHeTo Ha JIEKapCTBEHH MPOAYKTH
3a mpoJaxx0a Mo MHTEPHET, BKIFOUNUTETHO HH(OpMaLKs OTHOCHO (paKTa, ye MOraT Jia ChILECTBYBAT Pa3IHUMUs
MEX[y AbPXKaBUTE WICHKH 110 OTHOLLICHNE Ha KIacu(pHUKauusiTa Ha JIeKapCTBEHUTE POIYKTH U Ha yCIOBUATA
3a JOCTaBSHETO UM;
2. uHopMaIyst OTHOCHO LENTa Ha 0OLIO0TO JIOTO;
3. COHMCBK Ha JUIaTa, Mpeylaraliy JeKapCTBeHN NPOAYKTH 3a NpoJax0a 110 HHTEPHET, KaKTO U aJpecuTe Ha
TEXHUTE UHTEPHET CTPaHUIIN;
4. (uam. — [IB, Op. 67 ot 2020 1.) 001112 HHPOPMAIIUS OTHOCHO PUCKOBETE, CBBP3aHU C JIEKAPCTBEHU MPOIYKTH,
JOCTaBsSIHA HAa OTPEOUTENINTE Ype3 MHTEPHET B HapyLIeHUE Ha HapenOara mo wi. 234, ai. 6.
(2) Unrepner ctpanunara Ha MAJI mo an. 1 e cBbp3aHa ¢ HHTEpHET cTpaHMlaTa Ha EBponeiickaTta areHius
IO JIEeKapCcTBaTa.

Y. 2346. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) M3nbiHUTETHATA areHIUS 110
JieKapcTBaTa y4acTBa B MPOBexkaHu oT EBporeiickata komucus u EBporneiickara areHIus 1o JiekapcTBaTa
MHGOPMAITMOHHN KaMIIaHUUA OTHOCHO OIACHOCTTA OT (hamduiupanu JIeKapCTBEHH MPOYKTH.

Y. 235. (1) PazpenienneTo 3a U3BBpIIBaHE HA THPTOBHUS HA JPEOHO C JIEKAPCTBEHH MPOYKTH IO
1. 229, an. 2 ce npekparaBa ¢ IpeKpaTsIBaHe JSHHOCTTa Ha JMLaTa 1o wi. 222 u 225.
(2) (U3m. - [IB, 6p. 60 ot 2011 ., B cuiia ot 5.08.2011 r.) UsnbaaurenausT nupekrop Ha MAJI npekpatsiBa
pa3pemeHreTo 3a N3BbPIIBAaHEe Ha THPTOBUS Ha IPEOHO C JIEKAPCTBEHH MPOAYKTH:
1. mo Monba Ha JTUIETO, TOIYYHIIO pa3pelIieHUe 3a U3BbPIIBaHE HA THProBUs Ha APEOHO;
2. KOTaTo ce yCTaHOBH, Y€ PHKOBOAMTENAT HA aliTeKaTa He OTrOBaps Ha M3MCKBAHUATA, IOCOYEHH B Wi. 224 n
225.
(3) (U3m. - B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) B 14-1HeBeH cpok OT NpeKpaTsBaHe Ha JEHHOCTTa
no an. 1 nuuara no wi. 222 u 225 nucMeno ysenomsisat MAJL.

Ya. 236. (1) Anrekara He MOXKe jJa Obae 3aTBopeHa 3a moBede oT 30 JHM B paMKHTE Ha €IHA
KaJjleHJapHa roJiiHa opaju OTChbCTBUE HA PHKOBOJUTENS H.
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(2) (dom. - [IB, 6p. 71 o1 2008 r., B crita ot 12.08.2008 r., u3m., 6p. 12 ot 2011 r., B cuyna ot 8.02.2011 r., Op.
60 ot 2011 1., B cruta ot 5.08.2011 r.) Korato ppKOBOIUTENAT Ha anTekaTa HE € B ChCTOSHUE J1a M3ITBIIHABA
3aJIBIDKCHUSTa CH TIOpay TOJ3BaHE Ha OTIYCK IPH BPEMEHHA HETPYAOCHOCOOHOCT mMopaau OoJecT,
OpEMEHHOCT W paXkIaHe MM OCHHOBSBaHE M OTIYCK 3a OTIVICKJaHe Ha MaJIKo AeTe mo peaa Ha Koxaekca Ha
Tpy/ia, anTeKkaTa MOXe Jia padOTH 3a CPOK HE MOBeUe OT JIBE TOJAUHU MOJI PhKOBOJICTBOTO HA JPYT MarucThp-
(hapmareBT, ChOTBETHO ITOMOITHHUK-(papMaIieBT, B CIIydauTe Mo Wwi. 225, KOWTO OTToBaps Ha N3UCKBAHUATA TI0
1. 224. B Te3u ciyyau ce u3jjaBa pa3peiieHue OT H3MbIHUTETHMs qupekTop Ha MAJL

(3) PaspemenueTo 1o ai. 2 ce u3nana B cpok a0 30 gHm.

Yn. 237. Ilpu mpexparsBaHe ACHHOCTTAa Ha JUIETO, MONYYMIO pa3pelleHne 3a OTKpHUBaHE Ha
anTeKa, JICKAPCTBEHUTE TPOIYKTH MOrar Jia ObJaT MPOoJIaJiCHU Ha JIUIA, TTOYYWINA Pa3pelIeHUE 3a ThProBUs
Ha eJJpo C JIEKApCTBEHU MPOTYKTH.

Y. 238. (1) (U3m. - 1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 1.) JlekapcTBeHM TIPOAYKTH,
KOHUTO Ce OTIyCKaT 0e3 JIeKapCcKo MpeAucaHre, Morar Jia ce mpoAaBaT B Aporepus. B aporepusita morat na
ce MpojaBaT U MPOAYKTH U CTOKH ChC 3HAYCHHE 32 3paBETO Ha YOBEKa, ONpEAEICHU B Hapeadara no . 243,
Y MEIULIWHCKY M3IEITHSI.
(2) (M3m. - IB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 1.) [IpaBo ma M3BBPIIBAT THPTOBUSA Ha APEOHO C
JIEKApCTBEHW TPOAYKTH, KaTO OTKPHUBAT JpOTepUsi, UMAaT BCHYKH (U3MYECKH W IOPUAMYECCKH JIUIIA,
peructpupanu 1Mo ThProBCKUs 3aKOH WIIH IO 3aKOHOIATEIICTBOTO Ha JbpPIKaBa WICHKA.
(3) (U3m. - OB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 1.) PrKkoBOmMTENAT Ha Aporepus TpsaOBa Oa e
MEIUITMHCKU CIICIIUAIMCT, KOMUTO:
1. He e NuILIeH OT MPABOTO Ja YNPasKHIBA MPOQecHsTa Cu;
2. He € OCHXKJIaH 3a MPECTHIUICHHS, CBbP3aHU C yIpakKHABaHE Ha mpodecusara My, 3a IPECTHIUICHUS TPOTUB
CO6CTBCHOCTT3 1 CTOIMaHCTBOTO WJIM 34 YMUIIJICHH MPECTBIUVICHUA NPOTUB JIMYHOCTTA,
3. ©Ma Haii-MaJKo eJHa TOJIMHA CTaX IO CIEIHATHOCTTA.

Y. 239. (1) (M3m. - [IB, 6p. 60 ot 2011 ., B cuma ot 5.08.2011 r.) JIporepuu ce oTKpuBaT cief
peructpauus B cboTBeTHaTa P31
(2) (M3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) JIunara no ui. 238, an. 2 moaasar B CbOTBETHaTa
P3U 3asBienue 3a peructpaiys, KbM KOETO MpHIIaraT CIeJHATE JTOKYMEHTH:
1. (m3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) nanuu 3a EnuHauS MueHTHUKAIIMOHEH KO Ha
THProBella WIKM KoomepauusiTa oT ThProBCKUsl PETUCTHP, a 3a APYXKecTBaTa, PETUCTPUPAHU B IbpKaBa -
yneHka Ha EBpomelickusi cbio3, wim B ObpkaBa - crpaHa mo CropadymeHuero 3a EBpomeiickoTo
WKOHOMHMYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyaJlHa PErucTpalys Mo HAMOHATHOTO 3aKOHOAATENICTBO,
n3Ja/ieH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA AbPXKaBa Ha JuuaTa mo wi. 238, ai. 1;
2. (mom. — 1B, 6p. 103 ot 2017 1., B cuna ot 1.01.2018 r.) moxymeHT 3a 00pa3oBaHHE W CBUJCTEIICTBO 3a
CHIUMOCT Ha JIMLETO, OIPEAEICHO 32 PPKOBOAMTEI Ha APOTEPUSTA, aKO HE € OBJIrapcKy IpakIaHuH,
3. MEIUIIMHCKO CBUIETENICTBO HA JIULETO 110 T. 2;
4. (ot™. - IB, 6p. 60 ot 2011 r., B crna ot 5.08.2011 1.);
5. (otm. - JIB, 6p. 60 ot 2011 1., B cuma ot 5.08.2011 r.);
6. TOKyMEHT 3a IUIaTeHa IbpiKaBHA TaKkca B pa3Mmep, onpeneneH B Tapudara mo wi. 21, an. 2.
(3) (Homa - JIB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) B 14-1HeBeH CPOK OT MOCTHIIBAHE HA 3asIBIICHUETO
no an. 2 P3U u3BbpiIBa npoBepka OTHOCHO Clia3BaHe M3MCKBAaHUATA Ha HapeabaTa mo wi. 243. B ciyuanre,
KOT'aTO CE yCTAaHOBH, Y€ HE Ca CIa3eH! 3MCKBaHUs Ha HapendaTa 1o wi. 243, B 7-IHEBEH CPOK OT N3BBPIIBAHE
Ha npoBepkara P3U naBa npeanucanus u onpeaesst CPOK 3a OTCTPAHSBAHETO UM.
(4) (Homa - JIB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) B 14-1HeBeH CPOK OT MOCTHIIBAHE HA 3asIBIICHUETO
U JOKYMEHTHTE 1O all. 2 qupekTopsT Ha P3U yBenomsiBa MMCMEHO JIMLIETO 32 KOHCTaTUPAHUTE HEIIBJIHOTH B
TSX U ONPEAETs CPOK 32 OTCTPAHSBAHETO UM.
(5) (Hoea - JIB, 6p. 60 ot 2011 r., B cua ot 5.08.2011 r.) 3a nojaBaHe Ha 3asBJICHUE 3a PErHCTPALIUs Ha
JpoTepys WITH 3a U3BBbPIIBaHE HA MPpOMsiHA 110 Wwi. 242 crorBeTHara P3U chOupa Takcu B pa3mep, onpeneneH
c tapucdata mo ui. 21, an. 2.
(6) (Hosa — IB, 6p. 103 ot 2017 r., B cuma ot 1.01.2018 1., m3m., Op. 67 ot 2020 r.) PerronanHaTa 3apaBHa
WHCIICKIIUST YCTAHOBSIBA CITY’)KEOHO 0OCTOSATEIICTBATA OTHOCHO CHIMMOCTTA HA JIUIIETO I10 aj. 2, T. 2, KOTaTo €
OBJArapcKu rpakIaHuH.

Yn. 240. (U3m. - 1B, 6p. 60 ot 2011 r., B cmima ot 5.08.2011 r.) (1) B 14-mHeBeH cpok oT
M3BBpPIIBaHE HA TpoBepkara mo 4i. 239, an. 3 WM OT OTCTpaHsABAaHE HA HEMBIHOTHTE o wi. 239, am. 4
mpekTopsT Ha P3U m3nmaBa ynocroBepeHre 3a perucTpaius Ha JpOrepHsl Wi MpaBd MOTHBUPAH OTKa3 3a
U3JIaBaHETO My.
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(2) (Homa - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) JlupexkropsT Ha P31 MoTHBHpaHO OTKa3Ba
M31aBaHETO Ha yIOCTOBEPEHUE 332 PETHCTPAITUs Ha JIMIETO 1o Wwi. 238, ai. 2, Koraro:

1. He e mpeICTaBeH HAKOM OT TOKyMEHTHUTE 1o wi. 239, an. 2;

2. B cpoka 1o ui. 239, an. 4 3aBUTEAT HE € OTCTPAHUI KOHCTATUPAHUTE HEITBJIHOTH.

(3) (Hosa - IB, 6p. 102 oT 2012 1., B cmma ot 21.12.2012 r.) Koraro B cpoka 1o ain. 1 gupektopsT Ha P3U HE
€ M37aJl YIOCTOBEpEHHE 3a PETUCTPALMS Ha APOTepHrs WIH HE € HallpaBIII MOTUBHPAH OTKa3, Ce MpHeMa, Je €
HAJIMIIC MBJIYAIUBO ChIJIACHE.

(4) (Hosa - /1B, 6p. 102 012012 1., B cmma ot 21.12.2012 1.) B cirygauTe 1o an. 3 3asBUTENAT MOKE [1a 3aII09HE
M3BBPIIBAHE HA 3aiBCHHUTE JCHHOCTH TIpH cHa3BaHe Ha wi. 29 or 3akoHa 3a OrpaHWYaBaHe
aJIMMHUCTPATUBHOTO PETYJIMPaHE U aJIMUHUCTPATUBHUS KOHTPOJ BEPXY CTOMAHCKATA JACHHOCT.

(5) (Ilpenumna an. 2 - /1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) Otka3zsT Ha aAupekTopa Ha P3U mo an.
1 moxnexxn Ha oO’kanBaHe MO pea Ha A IMUHUCTPATHBHOIPOIIECYATHUS KOIEKC.

Y. 240a. (Hos - IB, 6p. 102 o1 2012 1., B cuma o1 21.12.2012 1.) (1) JupekTopbT Ha CHOTBETHATA
P3U npekpartsBa che 3amoBel pEruCTpalysITa Ha APOTePHSL:
1. mo Mox6a Ha JHIETO, TTOIYIHIIO YIOCTOBEPEHUE 3a PETUCTPALS HA APOTEPUS;
2. c IpeKpaTsBaHe JISHHOCTTA Ha JIUIETO Mo wi. 238, ai. 2, 3a K0eTo To yBeJoMsBa choTBeTHaTa P3U.
(2) B 14-mHeBeH cpok OT MpekpaTsiBaHe Ha AeWHOCTTa mo ail. 1, T. 2 jmumero mo wi. 238, an. 2 mUCMEeHO
yBenomsiBa cboTBeTHaTa P3U.

Y. 241. (1) (M3m. - [IB, 6p. 60 ot 2011 t., B cuma ot 5.08.2011 r.) B crotBeTHaTa P3U ce Boau
PETHCTBD Ha M3/IAJICHUTE YJIOCTOBEPEHUS 3a PETHCTPALIUS Ha IPOTepHsi, KOWTO ChAbPKA:
. HOMEp | JlaTa Ha U3JaJICHOTO YAOCTOBEPEHHUE;
. CelaNuIIIe U aJipec Ha JUIETO, MOYIHUIIO YIOCTOBEPEHHUE 32 PETHCTPAIHs Ha IPOTePHs;
. M€, JIMYHU JaHHU U aJIpec Ha PhKOBOIUTENS HA APOTEPHSITa;
. aJpec Ha JporepusTa,
. JaTa Ha TIpeKpaTsIBaHe HA PETHCTPANHUATA M OCHOBAaHUETO 32 TOBA;
. 3a0€JIeKKH TI0 BITMCAHUTE OOCTOSATENCTBA.
(2) (U3m. - [IB, 6p. 60 ot 2011 1., B cruta ot 5.08.2011 r.) JlaHHM OT perucThpa ce myOoIMKyBaT Ha CTpaHHUIIATa
Ha choTBeTHaTa P3U B uHTEpHET.

AN LN AW —

Ya. 241a. (Hos - IB, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) HarmoHanHuAT perucTsp Ha
M31aJICHUTE YIOCTOBEPEHUS 3a PErUCTpaIis Ha Aporepus o wi. 19a, an. 3 ceabpka:
. HauMeHoBaHue Ha choTBeTHaTa P3U, n3nana y1ocToBepeHneTo 3a perucTparus;
. HOMED U JlaTa Ha U3JaJICHOTO YAOCTOBEPEHHE;
. CelaNMLIE U aJpec Ha JIUIIETO, OIYyYMIIO YIOCTOBEPEHHE 3a PETUCTPaLs Ha APOrepHs;
. M€ Ha PHKOBOAUTEIIA Ha ApOrepusiTa,
. aipec Ha IpOrepusITa;
. 1aTa Ha MpeKpaTsIBaHe Ha PErHUCTPALMATa 1 OCHOBAHUETO 3a TOBA.

O N kAW —

Yn. 242. Ilpu mpoMsiHa Ha ajpeca Ha APOTEpHsTa WIM HAa PHKOBOIUTENS JIUIETO, MOTYYHIIO
YIOCTOBEPEHHUE 32 OTKPUBAHETO M, 1MOaBa 3asBJICHUE 10 pena Ha wi. 239, an. 2 u CBBp3aHUTe ¢ TIPOMSHATA
JIOKYMEHTH.

Yn. 243. YcenoBusra v peIbT 3a OpraHu3aiiys Ha paboTa B IporepusTa ce ONpe/eIiAT B Hape10a Ha
MHUHUCTBpPa Ha 3][paBeoa3BaHETo.
I'naBa enmnanecera
PEKJIAMA HA JIEKAPCTBEHUTE NPOAYKTHU

Y. 244. (1) Pexnama Ha jiekapcTBEHH MPOJYKTH € Besika hopma Ha mH(OpMaIys, pecTaBsHe,
MPOMOLMSI WM TIPEAJIOKEHUS ¢ 1el Jla ce CTUMYJIMpa NMpeANHUCBaHEeTo, Npojakdara uian ymnorpebaTa Ha
JIEKapCTBEHUS IPOJYKT U BKIIIOYBA!

1. pexnama, npeHa3HAYECHA 3@ HACEICHUETO;

2. pexnamMa, IpeHa3HaueHa 3a MEIUIMHCKUTE CIIEIIUAINCTH;

3. mocenieHne Ha METUIIMHCKY ThPrOBCKH MPENCTABUTENN P MEAULIMHCKH CIIELUAINCTH;

4. mpeocTaBsiHE HA MOCTPH OT JIEKAPCTBEHH MTPOAYKTH;

5. CHOHCOPCTBO Ha IIPOMOIIMOHAIHH CPEUTH U HAyYHH KOHTPECH, ITOCEIaBaHu OT MEIUIIMHCKY CIIEIHATTUCTH,
BKJIFOUMTEITHO ¥ TOEMAHETO Ha TEXHUTE Pa3HOCKU 110 IbTYBAHETO U IIPECTOSI B ChOTBETHATA AbP>KaBa, B KOSATO
ce IIPOBEX/a MEPOIPUITUETO.

(2) He mpencraBnsBa pexiiaMa Ha JIEKapCTBEHU HMPOAYKTH:
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1. TeKCT BHPXY BTOpUYHATA OMMAKOBKA U B JINCTOBKATA, KOMTO € 0I00pEH B MpoIielypara 1o pa3peliaBaHe 3a
ymotpeoa;

2. KOPECHOHJCHIIUS 0 MOBOJ CHeNU(HUUEH BBIPOC WK MPOOJIEMaTHKA, CBbP3aHU C JaJICH JICKapCTBECH
MPOJIYKT;

3. nHGOPMALIMOHHU CHOOIICHUS U yKa3aHUs OTHOCHO IPOMEHH B OMTAKOBKATA, MPEYTIPEkKACHUS 32 HEXKEITaHU
JICKApCTBEHU PEaKIK KATO YacT OT OOIINTE MEPKH 3a 0€30MaCHOCTTA Ha JICKAPCTBEHUS MPOIYKT, ThPTOBCKU
KaTajo3W W LICHOBH JIUCTH, TIPH YCIOBUE Y€ HE BKJIIOYBAT JAHHH C PEKIIAMEH XapaKTep [0 OTHOIICHHE Ha
JICKApCTBEHUS TIPOIYKT;

4. U3SBJICHUS, OTHACSIIH CE€ JI0 37PaBETO HAa YOBEKA MM 3a00JSIBAHMUS, KOTATO T€ TUPEKTHO WK HHIUPEKTHO
HE HacOYBaT KbM JICUCHHE, TPOPUIAKTHKA UM TUATHOCTUKA C JIEKAPCTBCHH MPOAYKTH;

5. IpOBEXIaHUTE OT MUHUCTEPCTBOTO HA 3/IPABEOINA3BaHETO KAMITAHWHU 110 BAKCHHUPAHE Ha HACEICHUETO,
KOTaTO CBBP3aHUTE C TSIX MATEPUAIN HE ChIbPIKAT JAHHHU 32 KOHKPETEH JICKAPCTBEH MPOJIYKT.

Y. 245. (1) [IpurexxaTensT Ha pa3pelICHUETO 3a YIoTpeda e JIkKEH Ja Ch3aaie HayqHO 3BEHO
3a paslpocTpaHeHHe Ha WHQPOpMaIUs 3a JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO € TONYyYWI pa3peleHue 3a
ynorpeba 1o pefia Ha TO3H 3aKOH.

(2) IlpuTexaTenar Ha pa3penieHHeTo 3a ynorpeda e [TbKeH Ja:

1. rapanTupa, 4e pexiiamara Ha JeKapCTBEHUsI IPOAYKT € IpeJcTaBeHa Ha HACEJICHUETO WM HA MEIUIIUHCKUTE
CHEIMaTUCTH BHB BUJ, CHOTBETCTBAIl] HA W3MCKBAHMATA HA Ta3W TIJaBa, U B CHOTBETCTBHE C H3MIAJCHOTO
paspeuienue 3a peknama ot MAJL;

2. pasnoJsara ¢ JaHHU U MaTCpuaii OT BCUYKU PCKIAMHHU KaMIIaHWH, NPCANPUCTH B paMKUTC Ha HEroBarTa
JEHHOCT, BKIIOYUTEIHO ¢ MH(pOpMAaINHs 3a TPYIUTe, 32 KOUTO peKiaMaTa € MpeJHa3HauyeHa, 3a HaylHa Ha
OCBIIIECTBABAHETO 1, KAKTO U 3a JIaTaTa Ha CTapTUPaHe Ha PeKIIaMHATa KaMITaHHUS;

3. rapaHTHpa 00YYCHHUETO HA MEIUIIUHCKUTE ThPrOBCKH MPEICTAaBUTEIIH;

4. M3BIHSIBA TOYHO H B ONPECIICHUS CPOK YKa3aHMATA Ha ATHKHOCTHUTE JIMLA 110 KOHTPOJIa Ha peKiiamara.
(3) MenunmHCKHTE THPTOBCKU TPEACTABUTENH TPsSOBa N1a IOKIAIBAT Ha HAYYHHWTE 3BEHA IO all. | BCska
nH(popMaIus 3a ynorpedara Ha JEKapCTBEHUTE MPOIYKTH, KOUTO PEeKIaMHUPaT, 0OCOOEHO MO0 OTHOIIIEHUE Ha
I/IH(I)OpMaHI/IﬂTa 3a HEKCJIaHU JICKAPpCTBCHU PCAKIIUU, CT)O6HICHI/I UM OT MCIUIIMHCKUTEC CIICIUAJINCTH.

Y. 245a. (Hos - 1B, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) [lomycka ce pekiiaMa caMo Ha
JICKapCTBEHU TPOJYKTH, 32 KOUTO € M3/IaJICHO pa3pelleHne 3a yIoTpeda Mo pea Ha TO3M 3aKOH.

Y. 246. (1) CpappxkaHreTo Ha pekiiamaTa TpsOBa Ja CbOTBETCTBA HA IAHHUTE OT 0J00peHaTa Ipu
paspeinaBaHeTo 3a yrnoTpeba KpaTka XapaKTepUCTHKAa Ha JICKAPCTBEHHUS MPOAYKT M Ja MPEJCTaBs camo
ITOCOYCHHTE TIPU pa3pelraBaHeTo 3a ynoTpeda MoKa3aHusl.

(2) PexiiamaTa Ha neKkapcTBEHHWs MPOMYKT TpsAOBa Ja HAcOYBa caMO KbM IpaBWIIHATA My yrnorpeba, Kato
MpeacTaBs OOCKTUBHO TEPANEBTUYHHWTE IIOKAa3aHUS Ha JICKApCTBEHUS MPOAYKT, Oe3 Ja mpeyBearuaBa
BB3MOXKHOCTHTE 32 JIeUueHHEe, TPOPIIAKTHKA WK JUArHOCTUKA C JIEKAPCTBEHUS MPOIYKT.

(3) Pexitamara He TpsOBa Aa ChABPIKA TOABEK IAIIA HHPOPMAIIHSL.

(4) (Hosa - IB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) Pexnamara He MOe Jja ChIbpikKa MPEJIOKEeHNE
n/vim oOelaHKe 3a NMOJIapbK /WK JAPyra UMYIIECTBEHA WIIM HEMMYIIIeCTBEHA o0Jiara.

(5) (Hoea - /1B, 6p. 71 ot 2008 r., B cmuma ot 12.08.2008 1.) MeIUIIMHCKY CIIEIUAITUCT HITN JIUIIE, TPEICTABAIIO0
Ce 3a MEIMIIMHCKU CIICHUAINCT, HE MOXE Ja W3BBPIIBA MpsSKa WIM KOCBEHA pekjiaMa Ha JICKapCTBEHHU
MPOJYKTH B TICUATHUTE U/WJIH B €IICKTPOHHUTE MEJINHU, KAKTO U B MHTEPHET.

Y. 247. Ilpex HaceneHHETo ce AOMYyCKa peKiama camo Ha JIKapCTBEHU NMPOAYKTH, KOUTO Ce
OTIyCKaT 0€3 JIEKapCKO MpenucaHue.

Y. 248. (Jlon. - AB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) M3BBH cityuauTe 1o wi. 247 ce
JIOMYCKAT PEKJIAMHYA KaMIIAHWW TO0 BAaKCHHUpAaHE, MPOBSXKIAHW OT MPUTEKATEIUTC HA pa3pelicHHe 3a

yrIOTpe6a, IpU ClIa3BaHC U3NCKBAHWATA HA YJI. 251 n IIpu yCJIIOBUA U 1TO P&, OMPEACICHU B Hape;[6aTa I10 4JI.
249.

Ya. 248a. (Hos - IB, 6p. 71 ot 2008 r., B cruma ot 12.08.2008 1.) 3abpansBa ce pekiiamMara B
WHTEpPHET Ha JIEKAPCTBEHU MPOJYKTH, KOUTO C€ OTIYCKAT IO JIEKAPCKO MNpEIUCaHUE, C U3KIIOYCHUE Ha
peKJIaMHHM KaMITaHWH 110 BaKCHMHHUpPAHEe, M3BBLPIIBAHY 10 peaa Ha wi. 248 u 000peHr OT KOMIICTCHTHHUTE
Oprasm.

Yu1. 249. MznuckBaHusITa KbM peKJIaMaTa Ha JIEKapCTBEHUTE MPOAYKTH € ONPEAEIT ¢ Hapeada Ha
MUHHUCTBpa Ha 3[JpaBe0Na3BaHETO.
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Yn. 250. 3asmieHme 3a paspelraBaHe Ha pekjamMa Ha JICKapCTBEH TMPOAYKT C€ IojlaBa OT
MIPUTEKATEIS Ha pa3pelIeHUETO 3a yIoTpeda Ha JIeKapcTBEHHS IPOYKT WK YIIBIIHOMOIIIEHO OT HETO JIHIIE.

Y. 251. (1) 3a paspemaBane Ha pekiiamata juneTo mo wi. 250 noxgasa B UAJI 3asBieHue mo
o0pasel, 0100peH OT U3MBJIHUTEIHHS AUPEKTOP Ha areHIHATa, IPUAPYKEHO OT:
1. mpoekT Ha pekamMara;
2. HOTapHAITHO 3aBEPEHO ITBITHOMOIITHO OT MPHUTEXATENs Ha Pa3pelIeHneTo 3a yoTpeda, Koraro 3asBICHUETO
ce MojaBa OT JpyTo JIUIIE;
3. mMTepaTypHUTE U3TOYHUIIN Ha U3TIOI3BAHUTE IIUTATH, TAOIUIN WIH APYTH MaTEpUaIH, KOTaTO IMa TAKMBA;
4. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpeneseH B Tapudara mo wi. 21, am. 2.
(2) IpoexTute 3a pexnama mo an. 1, T. 1 TpsOBa xa ca scHH, C pa3dupaeM TEKCT, B CIydyauTe, KOraTo uMma
TaKbB, U J1a 1aBaT Bb3MOYKHOCT 32 OLICHSBaHE Ha BCUYKUTE i €IeMEHTH - TEKCT U WIIOCTPALUH.
(3) Kem MAJI ce cp3naBa ExcriepreH chBeT 1Mo pekiiamara. B chcTaBa My ce BKITIOUBAT JIEKAPH U CIICITHATTHCTH
C IPaKTHYECKH OMHT B 00JIACTTa Ha peknamarta. M3menautenuust aupextop Ha MAJI onpenenst cbe 3amoBen
CbCTaBa Ha ChBETa, KbM KOMTO ce BKIIIOUBAT 1O €AMH MpeacTaBuTen Ha Komucusra no npodecuonanta eTuka
Ha beirapckus nekapcku cbio3, Ha bearapckus 3p001ekapcku ¢hio3 U Ha bearapckus GpapmarieBTHYEH ChIO3,
pa3Mepa Ha Bh3HarpakIEHUETO Ha YWICHOBETE My M YTBBPK/IaBa MPAaBUITHHK 33 YCIOBHATA U pefia 3a paboTaTta
My. B cbcTaBa Ha chBeTa MoraT a ObJIaT BKIIOYEHU U MPEACTABUTENN Ha MAIIMEHTCKUTE OPraHu3alim.
(4) CeBerpT TO anm. 3 W3rOTBS EKCHEpPTH3a MO IPOEKTa Ha peKJiaMaTa W TOATOTBS CTAHOBHIIE IO
M3OBIHUTENHUS aupekTop Ha NAJL
(5) IIpu ycranoBsiBaHE Ha HECHOTBETCTBHS Ha peKJiaMaTa ¢ U3UCKBAHUATA HA TO3U 3aKOH B 7-JTHEBEH CPOK OT
naTaTa Ha HojaBaHe Ha 3asBieHueTo mo an. 1 MAJI naBa mucMeHHM yKasaHMs 3a OTCTPaHSBaHETO UM B
€HOMECEUEeH CPOK OT JIaTaTa Ha yBeaoMiIeHneTo. CpoKbT 3a MPOU3HACSHE CITUpA J1a TeUe 3a IEPUOoia OT JISHS
Ha YBEJJIOMSIBAHETO JI0 OTCTpaHsIBaHE Ha HEChOTBETCTBUATA.
(6) B cnyuaii ue 3asgBUTENAT HE U3MBJIHU YKA3aHUATA B €THOMECEUCH CPOK OT JIaTaTa Ha YBEIOMSBAHETO I10
ai. 5, mporenypara 1o pa3pemiaBaHeTo ce MPeKpaTsBa.

Y. 252. (1) B eqHOMEcedeH CpOK OT MpEICTaBsHE Ha JHOKyMEHTarusaTa mo wi. 251, am. 1 BB3
OCHOBa Ha CTAHOBHINETO MO wWi. 251, an. 4 u3npauuTennustT aupektop Ha MAJI paspemraBa che 3amoBen
peKiIaMaTa WM paBu MOTHUBHPAH OTKa3, 32 KOETO YBEJOMSIBA MIPUTEXKATEIS Ha Pa3pelICHUETO 3a YIOoTpeoa.
(2) (Hosa - /IB, 6p. 60 o1 2011 ., B cmia ot 5.08.2011 r.) KoraTo B cpoka 1o aji. 1 m3mbIHUTETHUST JUPEKTOP
Ha MAJI He pa3penin chC 3amoBe]] pekjiamara WiId He HalpaBu MOTHBHPAH OTKa3, ce MpUEMa, Ye € HaJHIe
MBJIYAJIMBO ChIJIACHE C MTPOEKTa Ha pekinama o wi. 251, an. 1, 1. 1 u Ts1 Moke Aa ObJie pa3npoCTpaHsIBaHa.
(3) (ITpeaumna an. 2 - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) OTKa3bT HA U3N'BJIHUTETHUS AUPEKTOP
MOJUIEXKH Ha 00XaJIBaHe 10 peAa Ha AJAMUHUCTPATUBHOIPOLIECYATHHUS KOJEKC.

Ya. 253. (1) U3gamnenoto paspenieHne Ha pekiiamara mo wi. 252, an. 1 ce oTHacs 3a KOHKPETeH
JIEKapCTBEH MPOAYKT B PAMKHTE Ha CPOKA HA BAIMTHOCT HA Pa3pelIeHneTo My 3a yrnorpeoa.
(2) Koraro ca u3BbpIeHr IPOMEHH B pa3pelIeHUETO 3a YIoTpeda Ha JIEKapCTBEH MPOIYKT, KOUTO BOJAT 10
MPOMEHHU B pa3pellieHa pekjiamMa Ha TO3W MPOAYKT, MPUTEKATEIAT Ha pa3pelIeHHeTo 3a ynoTpeda mojiasa B
WAJI 3asBneHue 3a mpomsiHa.

Y. 254. [Ipu npoMsHa Ha pa3pelleHaTa pekiiaMa JuueTo no wi. 250 moaasa 3asBlI€HUE O peaa
Ha 4. 251.

Y. 254a. (Hos - /1B, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) Pexnamara, npeqHa3HadeHa 3a
MEAMIUHCKUTE CIIEIMAINCTH, HE Ce pa3peliana 1o pena Ha ui. 250 - 252.
(2) Pexmmamara mo ain. 1 ce pasmpocTtpansiBa cien mojaaBaHe Ha yBegomiteHue g0 MAJL, kbMm koeto ce mpuara
MIPOEKT Ha peKjamara, 1 IpH clia3BaHe M3MCKBAHWATA HA Ta3W TJIaBa U Ha HapeadaTa mo wi. 249.

Yu. 255. (1) 3abpansBa ce pa3poCcTpaHEHUETO Ha MOCTPHU Ha JIEKAPCTBEHH MIPOAYKTH, ChIIbPIKALIH
HapKOTHYHHM BEIIECTBA IO CMHUCHJIA Ha 3aKOHA 32 KOHTPOJI BbPXY HAPKOTHYHUTE BEIIECTBA U IPEKYPCOPUTE.
(2) 3abpansiBa ce AMPEKTHOTO MPENOCTABIHE Ha MOCTPH Ha JIEKAPCTBEHHW MPOIYKTH OT MEAWIIMHCKHUTE
THPTOBCKH TPEACTABUTENH 10 Wi. 244, ain. 1, T. 3 Ha HacEeIECHUETO.

Y. 256. MocTpu OT JIEKapCTBEHH MPOJYKTH CE MPEIOCTABAT HA MEIUIIUHCKU CHEIIMATUCTH TIPU
YCIJIOBHSI | TI0 PEII, OTIpEIeNieH B Hapeabara 1mo wi. 249,

Yna. 257. (1) MeauumHCKUTE THPrOBCKH IpeAcTaBUTeNH No wi. 244, am. 1, 1. 3 TpsidBa ma ca
MpeMUHaIN 00y4YeHHUs], OPTraHU3UPAHH OT IPUTEKATENS Ha Pa3peIieHUETO 3a ynoTpeda, KOUTO ' € Ha3HAunI,
Jla IpUTeXKaBaT HayqYHH O3HAHMS M J]a MOTaT Jia MPEAOCTaBAT TOYHA U Bb3MOXHO Hail-ITbiiHa HH(pOpMaus 3a
JIEKApCTBEHUS TIPOYKT, KOUTO MPENCTABSIT.
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(2) Ilo BpeMe Ha BCSKO IOCEIICHWE MEIUIIMHCKUTE THPTOBCKU IPEACTABHTEIN TPsAOBa da pasIoyiaraT C
KpaTKaTa XapaKTepHCTHKa Ha MPOIYKTa M C IaHHU 3a [ICHUTE Ha JIEKAPCTBEHUS MPOIYKT U 32 yCIOBHATA 32
3aIlIallaHeTo My U Jia TH MPEI0CTaBAT IPU TIOUCKBAHE.

(3) Ilpu npexncraBsHe Ha JICKAPCTBEHU MPOAYKTH MPE] MEAUIIMHCKH CICIIHATUCTH MEIUIIMHCKUTE ThPTOBCKU
MpeICTaBUTENN HE MOTAT J1a TIpeiaraT MoJapbily U Jpyra UMYIIIeCTBeHa U HENMYIIIeCTBeHa obara.

I'naBa nBanagecera
PEI'YJIUPAHE HA IEHUTE HA JIEKAPCTBEHUTE NPOAYKTHU
(3ara. u3m. - [IB, 6p. 102 o1 2012 1., B cuia ot 21.12.2012 r.)

Pazngen 1
(3arua. HoBo - /IB, op. 102 ot 2012 r., B cusa ot 21.12.2012 r.)
Hanmonasien cbBeT Mo lieHU U peuMOypcrpaHe Ha JIEKAPCTBEHUTE MPOXYKTH

Y. 258. (U3m. u nom. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1., B
cwia ot 21.12.2012 r.) (1) (M3m. — IB, Op. 43 ot 2016 1.) KbM MUHHCTBpPA Ha 3/JpaBeONa3BaHETO CE Ch3/IaBa
Harmmonanen chBeT 1Mo 1ieHN U penMOypcHupaHe Ha JIEKapCTBEHHUTE MPOAYKTH, HApHYaH MO-HaTaThK "chBeTra'.
CBBeTHT € I0PUINIECKO JINIE Ha OF0PKETHA U3MIPHIKKA - BTOPOCTEIIEHEH pa3opeanTen ¢ OromKeT. Tol e che
CTaTyT Ha AbpKaBHa KOMHCHS cbe cepanuiie rp. Codust.

(2) HetinocTTa Ha chBeTa ce puHAHCHPA OT JbPKABHUs OIOJDKET upe3 Orojpkera Ha MUHHUCTEPCTBOTO Ha
3IIpaBeOIa3BaHETO.

(3) CoBeThHT € KoJeTuajeH OpraH U ce ChCTOU OT MPEACEIaTeN U NIECTUMA WICHOBE, OT KOUTO TPUMa Ca JIEKapu
501041 MaFI/ICTLp'(bapMaHCBTI/I, ABaMa IOpUCTHU U ABaMa UKOHOMUCTHU, BCUYKU CHC CTaX IO CICHHUATIHOCTTA HC
mo-Manko ot 5 rogunu. lIpencenaTensat u 4wieHOBETEe Ha ChBETa ce M30UpaT M 0CBOOOXKIAaBAT C PEIICHNE Ha
MuHHCTEpPCKHUST CHBET IO NMPEAJoKEeHNEe Ha MUHHUCTHpA Ha 3[paBeomna3BaHeTo. lIpencemarenst ppKoBOAH
JICHOCTTA Ha ChBETA U T'O IPE/ICTABIISBA.

(4) UneHnoBeTe Ha ChbBETa HE MOTAaT Ja 3aeMar UTHKHOCT WIM Ja W3BBPIIBAT JeHHOCT o wi. 19, am. 6 or
3akoHa 3a aAMUHUCTPALIUATA.

(5) HeitnoctTa Ha chBeTa ce MmoJAnoMara OT aJJMHUHUCTPALIUS, YUATO CTPYKTypa U opraHusanus Ha pabora ce
ONPEIENAT C YCTPONUCTBEH IPABWIHMK, IPUET OT MUHUCTEPCKHUS ChBET.

Y. 259. (M3m. - 1B, 6p. 60 ot 2011 1., B cmma ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1., B cuna ot
21.12.2012r.) (1) CBeTsT:
1. yTBBpKJaBa, OTKa3Ba Ja YTBBbPH, N3MEHS WX 3aJM4aBa [[eHa Ha JIeKapCTBEHH MPOIYKTH 1o 4wi. 261a, ai.
1
2. yTBBbpK/laBa, OTKA3Ba J1a YTBBP/IM, M3MEHs WK 3aJIM4aBa IpeieiHa [IeHa Ha JIEKAPCTBEHH MPOIYKTH 110 YJl.
261a, an. 2;
3. perucTpupa, 0TKa3Ba jia perucTpupa, M3MEHs WK 3aJIM4aBa LIEH! Ha JIEKapCTBEHUTE NPOIYKTH, OTITyCKaHU
0e3 JekapcKo Mmpeanucanue no 4wi. 261a, an. 3;
4. (u3m. — 1B, Op. 48 ot 2015 r., Op. 102 o1 2018 r., B cmiia ot 1.01.2019 1., u3m. u gom., Op. 64 or 2019 r.,
Op. 67 ot 2020 r.) mpreMa, OTMEHS HJIM M3MEHs (apMaKo-TepaneBTHYHH PBHKOBOJICTBA, KOMUTO BKIFOUBAT
KPUTEpPHH 3a OLIEHKa Ha pe3yJiTara OT NpWiIaraHara Tepanus M ajJrOpUTMH 3a JIEYCHUE C JIeKapCTBEHHU
MPOIYKTH, CIIe]l CTAHOBHIIIE Ha ChOTBETHHS €KCIIEPTEH ChBET 10 MEAMIIMHCKA CIIEIIHATHOCT WIIH METUIIMHCKA
JerHocT mo wi. 6a, an. 1, T. 1 oT 3akoHa 3a 31paBeTo, KaTto B ciydaid uye B 30-THEBEH CPOK OT MOJIyIaBaHETO
Ha MCKAHETO HE MOCTBIIM CTAaHOBUIIE OT CHOTBETHHUS €KCIIEPTEH CBHBET, ChbBETHT YTBBPKAABA, OTMEHS HIIN
nu3MeHs (papmMako-TepaneBTUYHUTE PHKOBOJCTBA; (hapMaKO-TEpalneBTUYHHUTE PHKOBOJCTBA CE€ IMpHEMAT C
Hapenou u ce oOHapoBaT B "JIbpikaBeH BECTHUK";
5. BKJIFOYBA, TPOMEHS MITM M3KITIOYBA JIEKAPCTBEHH MPOAYKTH OT [103UTHBHHUS JIEKAPCTBEH CITUCHK;
6. (HoBa — /IB, 6p. 102 ot 2018 1., B cuia ot 1.01.2019 r.) U3BBpIIBA OLIEHKA HA 3APABHHUTE TEXHOJIOTUU Ha
JIEKApCTBEHU TIPOJTYKTH;
7. (mpenumHa T. 6 — JIB, 6p. 102 o1 2018 1., B cumta ot 1.01.2019 1.) monapprxa u aktyanusupa llozutuBHus
JIEKapCTBEH CIHCDHK;
8. (noBa — /1B, 6p. 48 ot 2015 r., npeaumna 1. 7, 6p. 102 oT 2018 1., B cuna ot 1.01.2019 r.) nognbpxa
perMOYpPCHUS CTaTyC Ha JIEKAPCTBEHHUTE MPOAYKTH HA BCEKH TPU TOJUHH OT BKIIFOUBAHETO UM B [103UTHBHUS
JIEKapCTBEH CIHCDHK;
9. (moBa — JIB, Op. 48 or 2015 r., npenumna 1. 8, u3m., 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) oka3zpa
CHJICHCTBHE P JOTOBAPSHETO HA OTCTHIKH B cirydanuTe 1o wi. 45, an. 10, 13 u 21 ot 3akoHa 3a 3paBHOTO
OCUTYpsIBaHE 3a JIEKAPCTBEHHW TPOJYKTH, 32 KOUTO ca TOAAJCHH 3asBICHHS 3a BKIIOUBaHe B [103WTHBHUS
JIEKapCTBEH CIHCDHK;
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10. (moBa — JIB, 6p. 102 o1 2018 1., B cmma ot 1.01.2019 r.) onpenens gekapcTBEHUTE MPOAYKTH, 32 KOUTO CE
npoclneisBa epeKThbT OT TepanusiTa, CPOKBT, KAKTO W JICYCOHNUTE 3aBEJICHUS, B KOHTO CE W3BBHPIIBA, MPU
yCJIOBUSI, 110 PeJl K KPUTEPUH, OTIpE/ieieHH B HapeabaTa mo wi. 261a, an. 5;

11. (moBa — JIB, Op. 102 ot 2018 1., B cuna ot 1.01.2019 r.) u3BbpmBa uHPOPMAIIMOHHA, H3IATEICKA U
M3CIIeI0BATENICKO-HaydHa JIEWHOCT, CBBhpP3aHa C IIEHOOOpa3yBaHETO, pEeMMOYPCHpAaHETO W JIeKapCTBEHATa
TTOJTNTHKA,;

12. (moBa — JIB, 6p. 103 ot 2020 1., B cuna ot 1.01.2021 r.) reHepupa yHHKaJleH HAIMOHAJICH HOMED 3a
nAeHTA(UKAHA Ha BCEKH JIEKAPCTBEH MPOAYKT U 'O BIIMCBA B PETUCTHPA IO al. 2, T. 4;

13. (moBa — JIB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r1.) ocurypsiBa CBp3aHOCT Ha HAIIHOHAIIHUS HOMEP
mo T. 12 ¢ koaa Ha npoaykTa 1o ui. 19, an. 4 B Ilo3UTUBHUS IEKapCTBEH CITUCHK.

(2) CeBeThT BOAM MyOIMYHU PETUCTPH Ha:

1. yTBBpACHUTE [IEHN Ha JIEKAPCTBEHUTE MPOIYKTH 1Mo wi. 261a, ai. 1;

2. YTBBPACHUTE MPEACTHU IICHU Ha JIEKAPCTBEHUTE MPOAYKTH 10 Wi. 261a, an. 2;

3. perUCTPUPAHUTE LIEHN Ha JIEKapCTBEHUTE MPOAYKTH 1o wiI. 261a, ain. 3;

4. (moBa — JIB, 6p. 103 ot 2020 r., B cuma ot 1.01.2021 1., m3m., 6p. 16 ot 2024 1., B cmuta ot 23.02.2024 1.)
HaI[MOHAITHUTE HOMEpA 3a WACHTU(UKANNS Ha JIEKAPCTBEHUTE MPOTYKTH.

(3) CbBeThT OCBILECTBSIBA KOHTPOJI BBPXY Npojak0ara Ha JEKApCTBEHH MPOAYKTH C yTBbpJCHA IICHA,
TpeieTHa [ieHa U PeTUCTPUpPaHa IeHa.

(4) (M3m. — 1B, 6p. 67 or 2020 r.) CeBersT npueMa NHUCMEHWTE 3asBICHHS 32 YTBBPXKIaBaHE WU
perucTpupaHe Ha [I€Ha WIM 32 BKIIOYBaHE, U3KIIOYBaHEe, IIPOMEHH, NOJIbpKaHEe Ha PeUMOYpCEH CTaTyc U
OLICHKA Ha 37]paBHUTE TEXHOJIOTUH Ha JICKAPCTBEHUTE MPOAYKTH OT [103UTHBHHUS JIEKaPCTBEH CITUCHK IO Ta3u
TJIaBa, U3BBHPIIBA IPOBEPKH U IIPOYIBAHUSA TI0 TAX U CE€ MPOU3HACS C MOTUBUPAHH PEIICHUS.

(5) CeBeThT cHOMpa TaKCH B pa3MepH, ONPEeNIieH! B Tapudara mo wi. 21, an. 2, 3a mojaBaHe Ha 3asBJICHUS
3a:

1. yTBBpXKIaBaHe, pETUCTPUPAHE WM TMPOMSHA B YTBBPJACHATA WM PETHUCTpUpaHaTa I[eHa Ha JIEKapCTBEH
TIPOJTYKT;

2. (u3m. — 1B, 0p. 48 ot 2015 r.) BKJIFOUBaHE, MPOMSHA WM MOIbPKAHE HA PEUMOYPCHUS CTATyC Ha BKJIFOUYCH
B CITUCHKa 10 ui. 262, an. 1 JexapcTBeH NPOAYKT;

3. (moBa — 1B, Op. 102 ot 2018 1., B cuna ot 1.01.2019 r.) onieHka Ha 3/IpaBHATE TEXHOIOTHH.

Y. 2591, (Hos — JIB, 6p. 103 or 2020 1., B cuia or 1.01.2021 r.) (1) Hauuonanuust HoMep 3a
WACHTU(HKALINS HA JIEKapCTBECHUS MPOIYKT 1O wi. 259, an. 1, T. 12:
1. ocurypsiBa eHO3HaYHO UICHTU(HUINPAHE HA BCEKH JICKAPCTBEH MIPOAYKT U ONEPATUBHA CHBMECTUMOCT Ha
WH(GOPMALMOHHUTE CUCTEMH B 3/IpaBEONAa3BAHETO;
2. ce U3MO0J3Ba OT BCUYKH JIMIA, BbB BCUYKH PETHCTPH W APYrd 0a3W JaHHM, KaKTO M B MEIHUIIMHCKATa
JNOKYMEHTAIMsl, CBbP3aHa C JIEKapCTBEHUTE POIYKTH.
(2) 'erepupaHeTo 1 BIIUCBAHETO B PETUCTHPA 1O WiI. 259, ait. 2, T. 4 Ha HAIMOHAJIEH HOMED 32 UICHTU(UKAIUS
Ha BCEKH JIEKapCTBEH MPOIYKT C€ M3BHPILBA 110 pell, ONpeesieH B Hapeadata mo wi. 261a, an. 5.
(3) U3mrbiiHuTENIHATA areHIMs 110 JekapcTBara npenoctaBs Ha ChBeTa B €IEKTpOHEH (opmar mo obpaser,
YTBBPIIEH OT HETr0, MHPOPMALHS 32 Pa3peleHUTE 3a YyIOTpeda 1 peruCTpUPaHUTE JIEKapCTBEHU MPOAYKTH Ha
Teputropuata Ha Penybnuka bbarapus m paspemienute 3a ynorpeba MO IEHTpalM3WpaHa MpoLenaypa
JIEKapCTBEHU MPoayKTH 1o pena Ha Pernament (EO) Ne 726/2004 na EBpornetickus napiameHT u Ha ChBeTa
or 31 mapt 2004 r. 3a ycraHoBsBaHe Ha mpouenypu Ha OOIIHOCTTa 3a pa3pellaBaHe W KOHTPOJ Ha
JIEKapCTBEHU NPOIYKTHU 3a XyMaHHa M BeTepuHapHa yrnoTpeba u 3a cb3naBaHe Ha EBpomeiicka areHuus mo
JIeKapcTBaTa, 1Mo pejl, OTpesesieH B Hapendara no wi. 261a, an. 5.

Y. 259a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., m3m., 6p. 102 ot 2012 ., B cumna
ot 21.12.2012 1.) (1) 3acenanusita Ha chBeTa ca PEJOBHHU, aKO HA TAX MPUCHCTBAT MTOBEYE OT MOJIOBUHATA OT
o01must Opoii Ha YIeHOBETE MY.

(2) CoBerhT B3eMa pelieHns ¢ MHO3MHCTBO MTOBEYE OT MOJIOBHHATA OT OOIIHSI OpOoil Ha YWIEHOBETE CH.

(3) (HoBa — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) Ha 3acenanusita Ha ChBeTa 3aABDKUTEITHO
npuchCTBaT Npeactapures/mpeacrasuteny Ha H3OK, MunnctepcTBoTO Ha 31paBeona3Banero u MAJL, korato
Ce M3BBPIIIBA OIICHKA HA 3IPABHUTE TEXHOJIOTHH.

(4) (IlpegumnHa an. 3 — 1B, 6p. 102 ot 2018 ., B cuna ot 1.01.2019 1.) Ha 3acenganusTa Ha ChBeTa MOXeE J1a
ObJlaT KaHEHW Ja MPUCHCTBAT 3aMHTEPECOBAHUTE CTPAHM, KOMTO CE YBEAOMSBAT 3a JaraTa M 4Yaca Ha
3aceaHNeTo, B KOETO 1€ Ce pasriiexk/1a HalpaBeHOTO HUCKAHE.

Y. 2596. (Hoe - /1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 or 2012 r., B cujia
ot 21.12.2012 r.) (1) ChBeTHT Ce nMpou3HACS B CPOK JO:
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1. mecTaeceT MHU, KOTATO € TIOaACHO 3asiBICHIEC 3a YTBBPKIaBaHe Ha IeHa 1Mo Wwi. 261a, air. 1 u BKIroYBaHe
Ha JIEKapCTBEHHS MPOAYKT B [103UTHBHNS TEeKapCTBEH CIIHCHK;

2. TPUAECET JIHU, KOTaTO € TMOJAJCHO 3asBJICHHE 33 MPOMSHA WIH 3aJIMYaBaHe HA BKIOYCH B [lo3uTUBHUS
JISKaPCTBEH CITUCHK MPOJYKT;

3. TpuaeceT THU, KOTaTo € MOJaeHo 3asBIeHIE 3a YTBbP)KIaBaHe, MPOMSIHA WM 3aJIMYaBaHe Ha IIeHa 10 WL
261a, an. 2;

4. TpUIECeT JHU, KOTATO € MMOaJICHO 3asBIICHUE 32 PETUCTPUPAHE, POMIHA WJTU 3 IMYaBaHE Ha IICHA IO YJI.
261a, an. 3;

5. TpuaeceT AHU 32 YTBbPKIaBaHe/pPETUCTPUPAHE HA IIEHA Ha JIEKAPCTBEHU MPOAYKTH, 32 KOUTO € TIOIyYeHO
paspelieHue 3a napaeieH BHOC;

6. (moBa — JIB, Op. 48 ot 2015 r., usm., 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) cTo U ocemzeceT aHHU,
KOTaTo € MOAaJIeHO 3asBJeHNE 3a BKIOUYBaHe B [103MTHBHMSA JIeKapCTBEH CITUCHK HA JIEKAPCTBEH MPOIYKT C
HOBO MEXJIyHAPOIHO HEMIATCHTHO HAUMEHOBAHUE, MOJIJIKAII0 Ha OI[CHKA HA 3[[PABHUTE TEXHOJIOTHH,

7. (moBa — JIB, Op. 48 or 2015 r.) mectaecer OHU, KOTaTo € IMOJAAJCHO 3asBICHUE 3a MOJIbpPKaHE Ha
peuMOypCHUS CTaTyC Ha BKIIOYEH JIEKapCTBEH NPOAYKT B [103NTHBHUS JIeKapCTBEH CITUCHK;

8. (moBa — /1B, 6p. 102 ot 2018 1., B cmma ot 1.01.2019 r., u3m., 6p. 67 ot 2020 r.) meBeTmeceT AHH, KOTATO €
MO/IaJICHO 3asBJICHUE 3a Pa3IlIUPsABaHE HAa MOKAa3aHUs Ha BKIIIOUEH B [103UTHBHMS JIEKAPCTBEH CIIUCHK MTPOIYKT,
3a KOUTO 0 MOMEHTA HE € 3aIlIalllaHo;

9. (moBa — /1B, 6p. 102 or 2018 1., B crma ot 1.01.2019 1.) meBeTnecer AHMU, KOTATO € TIOJA/ICHO 3asBJICHUE 32
OLICHKA Ha 3/IpaBHUTE TEXHOJIOIUH.

(2) 3a nexapcTBeHHUTE MPOAYKTH IO 4WiI. 262, all. 5 ChbBETHT CE MPOU3HACS B CPOK O TPUAECET AHU, KOraTo e
MOAAICHO 3asBJICHUE 33 YTBBPKJIaBaHE Ha LieHa o wi. 261a, an. 1 u BkItouBaHe Ha npoAyKTa B [lo3uTuBHUS
JIEKapCTBEH CIHCHK.

(3) Cpoxogete 1o ai1. 1 1 2 3amoyBaT Ja TEKAT OT JlaTaTa Ha M0JIJaBaHE Ha 3asBJICHUE 110 pejia Ha Hapea0ara 1mo
1. 261a, an. 5.

(4) (HoBa — JIB, 6p. 67 or 2020 r.) Koraro 3a nmexapcTBeH MpOAYKT B OOJHWYHA OIMAKOBKA, CHITIACHO
paspelieHneTo 3a ynorpeda, € moaaeHo 3asBICHUE 3a H3BBPIIBAHE Ha Mporeaypa 1o wi. 259, an. 4, cbBETHT
ce TIPOM3HACS B CPOKOBE C €/IHA BTOPA MO-KPaTKU OT ONpeneacHuTe B all. 1 u 2.

Y. 2598. (Hos - JIB, 6p. 60 ot 2011 1., B cuma ot 5.08.2011 r., ot™m., 6p. 102 ot 2012 1., B cuya
or 21.12.2012 r.).

Y. 259r. (Hos - JIB, Op. 60 or 2011 r., B cuna ot 5.08.2011 r., ot™., 6p. 102 ot 2012 r., B criia
or 21.12.2012 r.).

Y. 260. (U3wm. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuia oT
21.12.2012 r.) Ipp>kaBHUTE OPTaHH, JIHKHOCTHUTE JIMIIA U 3asIBUTEITUTE 110 Ta3H IJIaBa ca JUThKHH J1a OKa3BaT
CHJICHCTBUE HA CHBETA U HA CIYXHUTEJIUTE B HETO MIPU U3IIbJIHEHUE HA BB3JIOXKEHUTE UM 33 IbJDKCHUS.

Y. 261. (U3wm. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., 6p. 60 ot 2011 r., B cuna ot
5.08.2011r.,6p. 102 o1 2012 1., B cuma ot 21.12.2012 r.) (1) UneHoBeTe Ha ChbBETA M HETOBUTE CITYKHUTEIH ca
JUTBXKHH J1a HE pas3riiacsBaT 00CTOATEICTBa U ()aKTH, CTaHAJIM UM U3BECTHH IPU WJIH 10 MOBO/] U3IIbIHCHHUE HA
CIIy’)kKeOHUTE MM 3aTbJDKEHUS TI0 TO3W 3aKOH, OCBEH 10 MTMCMEHO MCKaHe Ha JbP)KaBeH OpraH, KOraTo TOBa €
MIPEABUACHO ChC 3aKOH.

(2) BpB BpB3Ka ChC 3aABKEHUATA CH O al. | JuIlaTa MOAMUCBAT JEKJIapaius mo odpasell, YTBbPJEH OT
TpeJice1aTeNs Ha ChBeTa.
Pazpen Il
Perynaupane u perucTprpaHe Ha HEHUTE HA JIeKAPCTBEHUTE MPOAYKTH.
AJITOPUTMH 32 JIeYeHHe C JIeKapcTBeHH MPoayKTH. OUeHKa HA 3IPaBHUTE TEXHOJIOTHH.
(3ara. HoBo - /IB, 0p. 102 ot 2012 r., B cuaa ot 21.12.2012 r., gom., 6p. 102 ot 2018 r., B cu1a ot
1.01.2019r.)

Y. 261a. (Hos - /IB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r., m3m., 6p. 102 ot 2012 1., B cuina
ot 21.12.2012 r.) (1) CeBeTbT perynupa LUEHUTE Ha JIEKAPCTBEHUTE MPOIYKTH, BKItOYBaHU B llo3nTHBHMSA
JIEKApCTBEH CIUCHK M0 Wi. 262, an. | W 3amianianu ¢ MyOJHUYHN CPECTBa, B ChOTBETCTBHE C HA-HUCKHUTE
pedepeHTHH [IEHH OT AbPXKABH WICHKH.

(2) CeBerbT perynupa NpeAeHUTE LEHH Ha JIEKapCTBEHUTE NMPOJYKTH, KOMTO CE€ OTIyCKAT IO JIEKapCKO
Mpeanucanye, M3BbH Te3W MO ajl. | B ChOTBETCTBHUE C Hali-HUCKUTE pehepeHTHH IIEHH OT JbPIKaBH YICHKH.
(3) ChBeThT perucTpupa MakKCUMAaIHUA MPOAAKHU IICHH HA APEOHO Ha JICKAPCTBEHUTE MPOJIYKTH, KOUTO CE
OTIyCKaT 0€3 JIEKapCKO MpenucaHue.
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(4) Llenara, onpezesieHa mo peaa Ha ail. 1, e v mpenerHa IieHa Ha JISKapCTBEHHUTE MPOTYKTH TIPH MpoaakOaTa
M Ha ApeOHO.

(5) MuHHCTEpPCKUAT CBBET IO MPEIUIOKCHUEC Ha MHUHUCTBpPA Ha 3JIPaBEOIa3BaHETO OMpEICNs ¢ Hapeada
YCIIOBUSTA M TIpaBUJIaTa 3a peryjrpaHe Ha [CHUTE Ha JICKAPCTBEHUTE MPOAYKTH IO all. 1, 3a peryiupaHe Ha
MpeJeTHUTEe 1IeHH Ha OTIYCKaHHWTE MO JIEKapCKO MpENHCaHue JEKAPCTBEHH TMPOAYKTH MO al. 2 TpHu
npoaaxbaTa UM Ha JpeOHO, KAKTO M YCIOBUATA M pefia 33 PETHCTPUPAHE HA IICHUTE HA JICKAPCTBCHUTE
MPOAYKTH, KOUTO CE OTITycKaT 0e3 JIeKapcKo Mpeanucanue.

(6) (HoBa — 1B, 6p. 67 ot 2020 r.) HammonanHata 3apaBHOOCHTYpHUTEIHA Kaca W MHWHHCTEPCTBOTO Ha
3[IpaBeolla3BaHETO MPENOCTABAT HA ChBEeTa MHPOPMAIHSA 32 3aIJIaTeHUTE JIEKAPCTBEHH MPOAYKTH MO WI. 262,
a. 6 mo pen, onpeaesicH B Hapendara 1o ai. 5.

Yn. 2616. (Hor — JIB, Op. 67 ot 2020 r.) JlekapcTBeH MPOIYKT MOXKE Ja C€ MpojiaBa Ha
TEPUTOPHATA HA CTpaHATa caMO CJIe]| BIIM3aHETO B CHJIa HA PENICHUETO Ha ChBETA 3a YTBHPIKIaBaHE Ha
1IeHa/TIpeIeITHA [IeHa WK PETUCTPUPAHE Ha IICHA, C U3KITFOUEHHUE Ha JICKAPCTBECHUTE MPOYKTH 10 WI. 9 1 266a.

Y. 2618. (Hos — /IB, 6p. 67 ot 2020 r.) (1) JIekapcTBeH MPOAYKT MOXKE Ja ce MpojaBa Ha IICeHa,
HE TM0-BHCOKa OT YTBBpJAEHATa IeHa mo wi. 261a, am. 1, oT mpenenHaTta neHa no wi. 26la, an. 2 wim oT
perucTpupaHaTa meHa mo wi. 261a, am. 3.
(2) TeproBebT Ha ApeOHO € JIBKEH Ja MOCOYM IMPOJAa)KHaTa IIeHa BHPXY OMAaKOBKaTa Ha JIEKapCTBEHHS
MPOAYKT HAa 0003HAUYEHO OT MPOU3BOAUTENS MACTO.
(3) Lenure Ha nekapcTBEHUTE NMPOLYKTH, BKIIOYEHH B CTOMHOCTTA HAa OKa3aHaTa OT Je4eOHHUTE 3aBEICHUS
MEIUIMHCKA TTOMOIII, HE MOXe J1a ObJaT MO-BUCOKH OT IIeHaTa, Ha KOATO JICYeOHOTO 3aBEACHUE € 3aKyTUIIO
JIEKapCTBEHUS IPOAYKT OT ThProBela Ha epo.
(4) JlexapcTBeH MPOIYKT HE MOKE J1a Ce MpOaBa Ha JeYeOHNUTE 3aBSICHMUS 10 WI. 5 0T 3aKOHa 3a JIeYeOHUTE
3aBEJICHUS M Ha JIeueOHUTE 3aBEACHUS C AbPKaBHO W/Miu oOmMHCKO ydyactue 1mo wi. 9 u 10 ot 3akona 3a
nedeOHUTE 3aBeICHNS Ha 1IeHa, I0-BHCOKA OT CTOMHOCTTA, ONpe/esieHa 1Mo peaa Ha Hapeadarta mo wi. 261a,
an. 5.
(5) 3a mexapcTBeHHTE MPOILYKTH, BKIItOUeHH B [103UTHBHAS JIeKapCTBEH CHHUCHK MO Wi 262, ai. 6, T. 1 ¢ HuBO
Ha 3artaniane 100 Ha cTo, He ce HauKcisABa Hal0aBKa 3a THProBel Ha IpeOHO MPH OTIYCKAHETO UM B alTeka.

Y. 262. (Ion. - JAB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 1., O6p. 88 ot 2009 1., B cuia oT
6.11.2009 r., m3m., Op. 98 ot 2010 1., B cuma ot 1.01.2011 r., 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r., 6p.
102 or 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 15 or 2013 r., B cuna or 1.01.2014 1.)
[To3UTHBHMSAT JICKAPCTBEH CIUCHK CE M3rOTBS W MOJIABPKAa OT ChBETAa M BKIIOYBA JICKAPCTBEHH MPOIYKTH,
OTITyCKaHHM TI0 JIEKAPCKO TPEANHICaHne M 3aIlIalllaHd ChC cpeicTBa oT Oropkera Ha H30K, ot nppxkaBHUS
Oro/KET M3BBH 00XBaTa Ha 33IbJDKUTEITHOTO 3/IPaBHO OCUTYpSIBaHE, OT OI0KeTa Ha JIeueOHUTE 3aBEACHUS 110
4. 5 or 3akoHa 3a JieueOHUTE 3aBelieHHsS W OT OroJKeTa Ha JIeUeOHWTE 3aBEJCHHS C ABPKABHO W/HIH
obmuHCKo yyactre 1o Wwi. 9 u 10 ot 3akoHa 3a ieueOHNTE 3aBEICHUS.
(2) (U3m. — [IB, 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r.) [103UTHBHHUAT JEKAPCTBEH CIMCHK BKIFOYBA
JICKAPCTBEHU NPOAYKTH, KIacHPUIUMpaHd 10 (HapMaKOJIOrMYHH TPYHH ChIJIACHO KOJa IO aHATOMO-
TEeparneBTUYHO-XMMUYHATA KJIaCHU(PUKAIWsl, ChC ChOTBETHUTE MEXKIYHAPOIHM HEMATCHTHH HAaMMCHOBAHUS,
MIPUHAJISKAINNTE KbM TSIX HAMMEHOBAHUS, ChC CHOTBETHATA Je(pHHUpaHA THEBHA J103a/TepaneBTHYCH KypC,
1eHa mo wi. 26la, an. 1, mpeneiiHa IieHa Ha JICKAPCTBEHUTE MPOJYKTH NMPHU MpojaxbaTa UM Ha JIpeOHO,
pedepeHTHa CTOWHOCT 3a NehMHUpPaHa JTHEBHA J103a/TepalieBTUUEH KyPC, CTOMHOCT Ha ONaKOBKATa, U34YKMCIeHa
Ha 0a3aTta Ha pedepeHTHa CTOHHOCT/TepareBTUIeH KypcC 3a JeprHUpaHa THEBHA /1032, HUBO HA 3aIulaliaHe,
TEeparneBTHYHN MOKa3aHUs W MEXIyHapojeH koia Ha 3abomsBanusata (MKB). 3a nexapcTBeHHTE MPOLYKTH
pedepeHTHaTa CTOWHOCT e onpeieis Ha 0a3aTa Ha onpe/ieiieHa e MHUpaHa JHEBHA 1032 WK TepareBTHUCH
Kypc, WIHA KOHIICHTPAIHS WA 00eM.
(3) (U3m. — 1B, 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r., 6p. 67 ot 2020 r.) B [lo3uTnBHMSA JIeKapCTBEH
CIMCBHK CE BKJIIOYBAT JICKAPCTBEHU MPOIYKTH, HA KOUTO MEKIYHAPOIHOTO HEMATEHTHO HAUMEHOBAHUE, KbM
KOETO MPHUHAICIKH JIEKAPCTBEHUST MPOIYKT/KOMOUHAIMATA — IPH KOMOMHHUPAHH JIGKAPCTBEHH MPOIYKTH, C
M3KIIFOUEHUE HA TEHEPUYHHTE JIEKAPCTBEHU IPOIYKTH U JIEKAPCTBECHHUTE TPOTYKTH, KOUTO ChIABPIKAT aKTHBHO
BEIIECTBO WJIM aKTHBHHU BEIIECTBA C JI00pE YCTaHOBEHA yrnoTpeda B MEIUIIMHCKATA [TPaKTHKa, CE 3alljalia OT
00IIIeCTBEH 37JpaBHOOCUTYPUTENCH (DOHI M/WJIU ¢ IyOJIMYHM CPEJICTBA MPH ChIIUTE TEPANICBTHYHH ITOKA3aHUS
TIOHE B 5 TbpKaBH, IOCOYEHU B Hapeadara rmo wi. 261a, ain. 5. MexIyHapoJHOTO HEMATEeHTHO HAMMEHOBAaHHUE,
KBbM KOETO MPUHAJICKH JICKAPCTBEH MPOJIYKT, IPeIHA3HAUEH 32 JICUSHUE Ha PEJIKH 3a00JIsIBaHus, Ce 3arlialia
OT OOIIECTBEH 3ApaBHOOCUTYpUTETCH (POHA W/WIKM ¢ MyOJMYHW CPEJCTBa IPH CHIIUTE TEPareBTHYHH
MMOKa3aHus TIOHE B 5 OT BCUYKH IbPKABH YJIICHKH.
(4) (Hom. — 1B, 6p. 48 o1 2015 1., u3Mm., Op. 102 o1 2018 r., B cmuta ot 1.01.2019 r.) JlekapcTBeHUTE TPOAYKTH
B [103UTHBHUS JIEKAPCTBEH CIIMCHK C€ MOA0MpAT ChOOpPa3HO JIOKA3aTeNICTBA 3a €()UKACHOCT, TEpaleBTUYHA
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e(eKTHBHOCT, 0E30IMacCHOCT M aHau3 Ha (PapMaKo-HKOHOMHUYECKH TIOKa3aTelld KaTo 3a JICKapCTBEHHTE
MPOAYKTH C HOBO MEXAYHApOJHO HEMaTeHTHO HAaNMEHOBAaHHE CE€ W3BBPIIBA M OIEHKA Ha 3IPaBHUTE
TexHosornu. OleHKaTa Ha 3APaBHHUTE TEXHOJIOTUHM C€ M3BHPILIBA IPU YCIOBHA W 1O pei, ONpElclieHH C
Hapezabara mo ui. 261a, an. 5.

(5) (U3m. — 1B, 6p. 102 o1 2018 1., B cmma ot 1.01.2019 r.) Koraro equs nin moBede JIeKapCTBEHHA IPOAYKTH
CHC CHIOTO MEXTyHAPOJHO HETTATEHTHO HAMMEHOBaHUE, JIeKapcTBeHa (hopMa 1 KOHIIEHTpAIHsl Ha aKTUBHOTO
BEIIECTBO, BeUYe ca BKJIIOYEHU B CHOTBETHATa 4acT Ha [l03WTHBHMS JIEKApCTBEH CIIUCHK, HE CE M3BBHPIIBA
OIIeHKa 110 ai. 4.

(6) (M3m. — JIB, 6p. 67 ot 2020 r.) [I03UTUBHHAT JEKAPCTBEH CIHCHK C€ CHCTOM OT YCTHUPH MPHUIIOKCHUSI U
BKJTIOYBA!

1. mexapcTBeHU MPOAYKTH, MpeTHA3HAYCHM 3a JICYeHHE Ha 3a00JisIBaHMsI, KOWTO ce 3aljlalar mo pega Ha
3aKkoHa 3a 3PaBHOTO OCUTYPSIBAHE;

2. IeKapCTBEHU MPOIYKTH, 3aIIalllaHy OT O10/)keTa Ha JJedyeOHUTE 3aBeJICHUS 110 Wil. 5 0T 3aKoHa 3a JIedeOHUTe
3aBEJICHUS U OT OIO/KeTa Ha JIeYeOHNUTE 3aBeICHHsI C IbPYKaBHO /MM OOLIMHCKO y4acTue 1mo wi. 9 u 10 ot
3aKoHa 3a Je4eOHHUTE 3aBEICHUS;

3. (mom. — JIB, Op. 67 ot 2020 r.) mexapcTBeHH MPOAYKTH, mpenHazHavueHu 3a nedenne Ha CIIMH, Ha
nH(pEKIUO3HU 3a00issBaHUs, Ha 3a00JIIBaHUS HM3BBH 00XBaTa Ha 3aKOHA 3a 3APAaBHOTO OCUTYpSBaHE,
3alallaHy 1o peAa Ha wi. 82, an. 1, T. 8§ or 3akoHa 3a 3IpaBeTO, KAKTO M BAKCHUHU 33 3aJbJDKUTEIHU
MMYHH3allAd W PEUMYHH3AINH, BAKCHHU IO CIIEIUATHU TMOKa3aHWUS W TPHU U3BBHPEIHH OOCTOATENCTBA,
cennpUIHU CepyMHU, IMYHOTIO0YIIMHY, ONlpeelieH: ¢ HapeabaTa mo wi. 58, ajn. 2 ot 3akoHa 3a 3ApaBeTo;
4. mpesenHa 1eHa Ha JICKapCTBEHUTE MPOAYKTHU 10 Wi. 261a, an. 4 mo eneMeHTH.

(7) MunucrepcTBoTO Ha 3apaBeonasBadero 1 H30K morat ga mpaBsaT NpeioxkeHust 10 chBeTa Mo wi. 258,
an. 1 3a mpepasriexaaHe Ha BKIIOYCHU JIEKAPCTBEHU MPOAYKTH B [103UTHBHUS JIEKApCTBEH CIHCHK IMPH
YCIIOBHSI U TIO PEJI, ONIPENICIICHU B HapeadaTa 1o wi. 261a, an. 5.

(8) HammonamuaTa 3IpaBHOOCHTYpPHTENTHA Kaca 3aIbiamia JIEKapCTBEHHUTE MPOMYKTH Mo ai. 6, T. 1 mpu
YCIIOBUSITA U TIO pelia Ha HapenOarTa mo wi. 45, ain. 9 oT 3akoHa 3a 3[paBHOTO OCHTYpPSBaHE.

(9) (Hosa — 1B, Op. 18 ot 2014 r., mom., Op. 48 ot 2015 r.) YcinoBusTa, npaBuiiaTa ¥ KPUTCPUHTE 32
BKJIFOUBAHE, IIPOMCHHU I/I/I/IJII/I N3KJIIOYBAHC Ha JICKAPCTBCHU IMPOAYKTHU OT ITo3uTuBHUS JICKaApCTBCH CIIMCBHK U
3a IOJAbpKaHe Ha peMMOYpPCHUS CTaTyC Ha JIEKapCTBEHUTE MPOAYKTH C€ OIPEIEIIAT B Hapeaodara mo wi. 261a,
an. 5.

(10) (HoBa—/IB, 6p. 48 o1 2015 1., u3Mm., 6p. 102 012018 ., B crma ot 1.01.2019 r.) JIekapcTBeHUTE IPOAYKTH
o ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 3[paBHOTO OCUT'YPSIBAHE, 32 KOUTO HE Ca IOTOBOPEHU OTCTBIIKH, HE CE
BKITtOUBAT B [103UTHBHMS JIeKapCTBEH CIUCHK. JloroBOpHUTE 32 MpeIoCTaBsIHE Ha OTCTHIIKY MOCTHIIBAT B ChBETA
IO pej, onpenesieH B Hapeadara mo wi. 261a, an. 5.

(11) (Hosa — JIB, 6p. 48 ot 2015 1., m3m., Op. 102 ot 2018 r., B cmna ot 1.01.2019 r.) JlekapcTBenure
MPOJYKTH, 32 KOUTO B IIpOIeaypara 1mo wi. 259, an. 1, T. § He ce ToKake MOJ0KHUTETHATA OIEHKa IPHU TIXHOTO
BKIIIOYBaHEC, C€ U3K/IIKOYBAT OT Io3uTuBHUS JICKaApCTBCH CIIMCHK.

(12) (Hoea — /1B, 6p. 84 o1 2018 ., B cuna ot 12.10.2018 1., m3m., 6p. 102 oT 2018 1., B cuna ot 1.01.2019 1)
MuHHUCTEPCTBOTO Ha 3paBeONa3BaHETO 3alliallla JIEKapCTBEHUTE MPOAYKTH Mo ail. 6, T. 3 ¢ HOBO
MCKAYHApPOJHO HETIATCHTHO HAMMCHOBAHUEC, aKO NMPE€AN BKIIFOUBAHETO UM B ITo3uTuBHUS JICKApCTBCH CIIUCHK
€ CKJIFOUYEHO MpPEJBApUTEIHO PAMKOBO CIOpPa3yMEHHE MeXJTy MUWHHCTEPCTBOTO HA 3ApaBEONa3BaHETO M
MIpUTEXKATENsT HA Pa3pellIeHHeTo 3a yImoTpeOda/HeroB YIIbIIHOMOIICH MPEACTABUTEN OTHOCHO MakKCHMallHaTa
CTOWHOCT, J0 KOSITO CHOTBETHHST JIEKAPCTBEH MPOIYKT MOXKE Ja Ce J0CcTaBi Ha MUHHCTEPCTBOTO Ha
3[[paBeola3BaHeTO MO peAa Ha 3aKOoHa 3a OOIIECTBEHUTE MOPHUYKH. CIOPasyMEHHETO € 3aJIBIKHTEIHO 32
cTpanuTe 1o Hero. Criopa3zyMeHHsATa OCTHIIBAT B ChBETA IO PEJI, OTIPENeTIeH ¢ Hapeabata mo 1. 261a, a. 5.
(13) (HoBa — JIB, 6p. 102 ot 2018 r., B cmma ot 1.01.2019 r.) JIekapcTBeHUTE MIPOAYKTH TI0 ai. 6, T. 3 ¢ HOBO
MEXYHApOJHO HEMAaTeHTHO HaWMEHOBAaHWE, 32 KOWTO HE € CKIIOYEHO TIPEIBAPUTENHO PaMKOBO
criopazyMeHue 1o ait. 12, He ce BKIOYBaT B [103UTHBHUS JIEKaPCTBEH CIHICHK.

(14) (Homa — /1B, 6p. 103 ot 2020 r., B cmia ot 1.01.2021 r.) 3a nekapcTBeHUTE MPOAYKTH 110 ail. 6, T. 3, 3a
KOUTO CTOMHOCTTA, 3aIuialaHa ot Oro/pkera Ha MUHHCTEPCTBOTO Ha 37[paBeola3BaHeTo, ce U3UKCISIBA Ype3
rpynupaHe, B KOETO HE y4acTBaT JIEKAPCTBEHH MPOIYKTH HA JIPYTY NPUTEIKATEIH HA pa3pelleHue 3a yrnoTpeoa,
MUHHCTEPCTBOTO Ha 3ApaBEONa3BaHETO M MPHUTEXKATeNMTe Ha pas3pellleHHe 3a YNoTpeba WIM TeXHH
YI'BJIHOMOIIEHH NPEACTaBUTENN €XETrOJHO CKII0YBAT PAaMKOBH CIIOPA3yMEHHS OTHOCHO MaKCHMallHaTa
CTOﬁHOCT, 0 KOATO CBHOTBETHUAT JICKAPCTBECH MNPOAYKT MOXKE Ja C€ OO0CTaBd Ha MI/IHI/ICTepCTBOTO Ha
3/[paBeola3BaHeToO MO pelia Ha 3aKOHA 3a OOIIECTBEHHTE MOPBUKH. YCIOBHITA W PEIBT 3a CKIIOYBAHE HA
PaMKOBHUTE CIIOPAa3yMEHUs Ce ONPENeIsiT ¢ Hapendara o wi. 82, ain. 1, T. 8 or 3akoHa 3a 371paBeTo.

(15) (HoBa — 1B, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.) Pasnopenbara Ha an. 14 He ce mpuiara 3a
TCHCPUYHU JICKAPCTBCHU IMMPOAYKTH M 34 BAKCHHU 34 3aIbJDKUTCIIHU UMYHU3AIIUNU U PEUMYHU3AIMN, BAKCUHU
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MO CTCUHATHU MOKAa3aHUs W NPU H3BBHPEIHH OOCTOSITENCTBA, CHENU(UYHU CEPyMH, HMYHOTIOOYIMHE U
JpyTH OMOTIPOJYKTH, CBBP3aHH ¢ MPOo(UIIaKTHKATa Ha 3apa3HUTE OOJIECTH, ONpEAeTIeHN ¢ HapeadaTa 1o 4il.
58, an. 2 ot 3aKkoHa 3a 3/1paBeTo.

(16) (Hoea — JIB, 6p. 103 ot 2020 r., B cuia ot 1.01.2021 r.) 3a nekapcTBEHUTE MPOAYKTH TO ai. 12
MaKCHUMAaJIHaTa CTOMHOCT 10 aj. 14 He Moke Ja OBJe IMO-BUCOKA OT CTOMHOCTTA, ONpeeiicHa B PAMKOBOTO
criopa3zyMeHue 1o ai. 12.

(17) (Hoa— IB, 6p. 103 o1 2020 1., B cruta ot 1.01.2021 r.) MHHHUCTEPCTBOTO Ha 3/IpaBEOIIa3BaHETO HE MOXKE
Jla 3arUiama JIeKapCTBEHUTE TPOAYKTH 1O ajll. 14 Ha CTOMHOCTH, TIO-BUCOKH OT MaKCHMajHaTa CTOWHOCT Ha
CHOTBETHHSI JIEKAPCTBEH MIPOAYKT, OMpPE/IelIeHa B pAMKOBOTO CIIOpasyMeHHe 1o ai. 14.

(18) (Hoea — 1B, Op. 103 ot 2020 1., B cuna ot 1.01.2021 r.) JlekapcTBeHHUTE MPOAYKTH IO ail. 14, 3a KOUTO
HE € CKJIFOYCHO paMKOBO CIIOpa3yMeHue 1o ail. 14, He ce 3amiamaTt oT MUHHCTEPCTBOTO Ha 3IpaBe0Na3BaHeTo.
(19) (HoBa — JIB, 6p. 16 ot 2024 r., B cuma ot 23.02.2024 r.) JlekapcTBEHUTE MPOIYKTH, 33 KOUTO B
orpeneNieHus cpok He e npeaoctaBeHa Ha MAJI undopmanusita no 4. 68, an. 1, . 11 mwun. 217, 1. 6, He ce
3aIIalaT ¢ MyOJUYHU CPEJICTBA 3a CPOKA HA HEM3IBJIHCHHUE Ha 3abJDKCHHUATA 10 WI. 68, an. 1, 1. 11 u
217, 1. 6. 3a menuTe Ha 3aIUTaliaHe Ha JIEKAPCTBEHH MPOIYKTH ¢ myOnmaHu cpeactBa MAJI execeammaHO
npenoctaBst Ha H30K u MunmcTepcTBOTO Ha 3/paBeona3BaHeTo HH(POpPMANHSA 32 JIEKApPCTBEHUTE TMPOAYKTH
MO U3pEUYCHHUE MTBPBO.

(20) (Homa - B, 6p. 16 ot 2024 r., B cuma ot 25.08.2024 1.) JlekapcTBEHUTE MPOIYKTH, HA KOUTO HE €
MpOBEepeHa aBTEHTHYHOCTTA 4Ype3 IMoKaszaTennuTe 3a 0e30macHOCT mo wi. 168, an. 8§ m He e Je3aKTUBUpaH
WHIAWBUOYAJTHUAT I/II[GHTI/I(i)I/IKaHI/IOHeH 6ener B cuUCTE€MaTa OT pPErucTtpu B CBHOTBETCTBHUE C I[CJ'IGFI/IpaH
pernament (EC) 2016/161, He ce 3amnamar ¢ myOoauyHH CpecTBa. 3a LENNUTE Ha 3arliallaHe Ha JIEKapCTBEHU
MPOAYKTH C MyONIMYHHU cpefcTBa OOMEHBT Ha JaHHM 3a JIEKapPCTBEHUTE MPOIYKTH IO MU3pEeUeHHe IMbPBO Ce
OCBIIECTBSBA IO pefia Ha uil. 272B.

Y. 262 (Hos — JIB, 6p. 67 ot 2020 1.) (1) (U3m. — IB, 6p. 103 ot 2020 1., B cuina ot 1.01.2021
r.) B npunoxennsra Ha [1o3uTHBHUS TEKapCTBEH CHUCHK MO WiI. 262, ai. 6 ce moco4Bar: KOJI MO0 aHATOMO-
TepaneBTUYHO-XUMUYHA KiIacu(UKaIus, MEeXIyHapoaHO HenaTeHTHO HauMeHoBanue (INN), HaumeHoBaHue
Ha JIEKapCTBEHMsI MPOMYKT, JIeKapcTBeHaTa (popMa U KOJMUECTBOTO Ha AKTUBHOTO JIEKAPCTBEHO BEIECTBO,
OIIAKOBKAa, IPUTEKAaTe]l Ha pa3pelleHHeTo 3a ymoTpeba, AeguHUpaHa MAHEBHA J03a/TepaleBTUUCH
Kypc/KOHIIeHTparus/o0eM, meHata mo wi. 26la, am. 1, pedepeHTHa CTOHHOCT, CTOMHOCT 3a OIAKOBKA,
u3dncieHa Ha Oa3ara Ha pedepeHTHa CTOMHOCT, HMBO Ha 3aIlIalllaHe Ha JIEKApCTBEHUS IPOIYKT,
TepaneBTHYHH MOKazaHust ¥ 3abomsBanus mo MKDB, npowusBoauTen/mpousBoauTeny, WHPOpManus 3a
OTpaHMYCHHATA B HAUMHA HA IPEANHNCBAHE IPH Pa3IMIHU HHANKAIIMH, HAIIMOHAJICH HOMED 3a HICHTU (UKL
Ha JIEKapPCTBEHHMS POAYKT 1o uil. 259%, an. 1 u monbaHUTENHA HHOPMALIHS.
(2) TTo3UTHBHUSAT JIEKAPCTBEH CIUCHK ChABpXKa HH(POPMAIUS OTHOCHO BHJA HA JIGKAPCTBEHHS TMPOAYKT,
oIpenelieH B Mpolenypara Mo pa3pelaBaHeTo My 3a ynorpeba. MHdopmamnusTa 3a BUIa Ha JI€KapCTBEHUS
npoaykT ce npenctass oT MAJI B 7-1HeBeH CpOK OT MOCTHIIBaHE HA 3allUTBAaHE OT cTpaHa Ha HanmonamHus
CBBET I10 IIEHU U peuMOypcHpaHe Ha JIeKapCTBEHUTE MPOYKTH 32 BCEKH KOHKPETEH JIEKAPCTBEH TPOYKT.

Y. 2622, (Hos — JIB, 6p. 67 ot 2020 1.) MUHUCTEPCTBOTO Ha 3/paBeonas3saneTo, Hanponanuara
30paBHOOCUTYPHUTEJIHA Kaca M JIe4YeOHWTE 3aBEICHMs NPENOCTaBAT Ha ChBeTa MbJIHA HMHpOpMauus 3a
3alTaTeHHUTE JISKAPCTBEHU MPOYKTH 10 Wwi. 262, an. 6, T. 1 — 3 1o pex, onpeseneH B HapeabaTa no wi. 261a,
ai. 5.

Y. 2623 (Hos — JIB, 6p. 67 ot 2020 r.) (1) [IpuTexkaTenar Ha pa3pelIEHUETO 3a YIOTpeda WK
HETOB YI'bJIHOMOIIIEH NPEJICTABUTEN € [UIBKEH B CPOK JIBa PabOTHH JHM OT MOJTyYaBaHE Ha PEIICHHETO Ha
ChBeTa 3a MPOMsHA Ha lieHaTa 1o 4iI. 261a, an. 1 — 3 Ha nekapcTBEH NPOIYKT Ja yBEIOMH IO MOAXO AT HAaYUH
Bearapckust hapManeBTHYEH ChIO3 UM THPrOBLMTE HA €1pO, a T€ CHOTBETHO Ja YBEAOMST THPTOBLMTE HA
IpeOHO C JIEKapCTBEHU NPOIYKTH.
(2) CeBerpT mo ciyxebeH pel yBemoMmsiBa MMHHCTEPCTBOTO Ha 37paBeona3BaHeTo W HarwonamHarta
37paBHOOCHUT'YPUTENTHA Kaca 32 PEIICHUATA, 32 KOUTO € JOIyCHATO MPEIBAPUTEITHO U3ITbIHEHNUE.

Y. 262a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™., 6p. 102 ot 2012 ., B cuina
ot 21.12.2012 r., "HOB, Op. 102 oT 2018 1., B cuma ot 1.01.2019 r.) (1) OrneHka Ha 3ApPaBHUTE TEXHOJIOTHH TIO
wi. 262, an. 4 He ce U3BBPIIBA 332 TEHEPUYHH JIEKAPCTBEHN NMPOAYKTH H 32 JIEKAPCTBEHH MPOTYKTH, KOUTO
ChIbPIKAT AKTHBHO/aKTUBHU BEIIECTBO/BEIECTBA C JOOPE YCTAHOBEHA yNoTpeda B MEAMIIMHCKATA MTPAKTUKA.
(2) 3a nekapcTBeHHTE MPOIYKTH, BKJIFOUYEHU B [103MTHBHUS JEKapCTBEH CIUCHK, CE M3BBHPIIBA OIICHKA Ha
3[[PaBHUTE TEXHOJOTHH, KOTATO € 3asBEHO pa3lUpsSBAaHE HA TEPANeBTHYHWUTE IOKa3aHWs, 32 KOWUTO JO
MOMEHTA He € 3aIliallaHo C MyOJIMYHU CPEJICTBA, TIPU YCIIOBHS U IO P, ONpeNIeNIeHH ¢ Hapendara 1o 4il.
261a, axn. 5.
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(3) MunucrepctBoTo Ha 3npaBeonasBaneTo 1 H30K Moxke MOTHBHpPAHO Ja TIOMCKAT U3BLPIIBAHE HA OIICHKA
Ha 3/IpaBHUTE TEXHOJIOTHH Ha JICKAPCTBEHU TPOJIYKTH, BKIIIOYCHH B [103UTHBHUS JIEKAPCTBEH CHUCHK, TMPH
yCJIOBUS M TIO Pe]l, OTIpeieSieH: ¢ Hapeadata mo 4i. 261a, an. 5.

Y. 2626. (Hos — /1B, 6p. 102 or 2018 1., B cuna ot 1.01.2019 1.) (1) (U3m. — JIB, 6p. 67 ot 2020
r.) B Ilo3uTuBHHS JeKapcTBEH CHHCHK C€ BKIIOYBAT JIEKAPCTBEHW MPOMYKTH, NMPHHAIEKAIMA KbM HOBO
MEXIYHapOJHO HEMaTeHTHO HAaMMEHOBaHWE, 32 KOMTO € W3BBpPIICHA OIEHKA Ha 3APAaBHUTE TEXHOJOTHH.
OneHkaTta Ha 30paBHUTE TEXHOJOTMU € YacT OT Mpoleaypara Mo BKIOYBAaHE Ha JICKAPCTBEHUS! MPOAYKT B
[To3uTHBHMS JeKapCTBEH CIHCHK, KaTO ChABPKA KIMHAYHA U (hapMaKO-MKOHOMUYECKa OIIEHKA U BKITIOYBA!
1. aHaM3 Ha 3MpaBHUS IPOOIIEM;
2. CpaBHUTEJICH aHAJIM3 Ha TepaleBTHYHAaTa e(pUKacHOCT, ePEeKTHBHOCT M 0E30MacHOCT Ha JEKapCTBEHUS
MPOAYKT;
3. aHanu3 Ha (hapMaKO-MKOHOMHYECKHUTE ITOKA3aTEIIH;
4. ananu3 Ha OI0/PKETHOTO Bb3/IEHCTBHE.
(2) Ouenkara Ha 3ApaBHATE TEXHOJIOTHH CE€ U3BBPIIBA MO CICAHUTE KPUTECPUU:
1. HanMu¥Me WK JTUTIca Ha aNTepHATHBHO JICUeHHEe Ha 3a00IIBaHETO;
2. HaJMYUe Wi JIMTICA Ha JIEKapCTBeHA AITEPHATHBA 32 JICUCHHE Ha 3a00IsIBaHETO;
3. edukacHOCT ¥ TepanieBTHYHA €pEeKTUBHOCT Ha JICYEHHETO — OLICHKA Ha TepalleBTUYHATA 10133, YIbIKaBaHe
MPOIBIDKUTEITHOCTTA Ha )KUBOTA M MOAOOpABaHE KaYeCTBOTO HAa XKUBOT, HAMAJSIBAaHE HA YCIIO)KHEHHUATA OT
OCHOBHOTO 3a00JIIBaHE;
4. Opoli Ha MOTCHIMAIHUTE TAlUEHTH;
5. 6e30MacHOCT Ha JIGKapCTBEHHs MPOIYKT — YECTOTa U CEPUO3HOCT Ha HEKENAHWTE PEeaKIMd, HYXAa OT
MpIJIarane Ha JOMBIHUTEIHH MPO(UIAKTUYIHY WIH TEPANleBTUIHN MEPKH 32 MPEAOTBPATIBaHE HA HEXKEIaHU
peaxumu;
6. bapMako-WKOHOMHYECKH TOKA3aTeNN — Pa3Xxo[Au 3a Tepamusl ¢ JIEKApCTBEHMS MPOAYKT U CpaBHCHUE Ha
pa3xoauTe 3a Tepanvs ¢ HATHYHUTE alTepHATHBH, CHOTHOIIIEHUE Pa3X0oJl — Pe3yiTaT, MKOHOMHUYECKa OI[eHKa
Ha JIOITBITHUTEITHUTE TTOJI3H;
7. MON3M OT 3[paBHATa TEXHOJOIHs, MpEeACTaBeHU 4pe3 criedeneHa rogunHa kuBoT (LYG), ronuna XuBOT,
cbobOpasena ¢ kauectBoTo (QALY), vy mpu nurca Ha JaHHU 32 KpaliHH pe3ysTaTH — 4pe3 MpeloCTaBsHe Ha
MEX/IUHHU TaKWBa,
8. aHanu3 Ha OIO/KETHOTO BB3ZCHUCTBIE Ha Oa3aTa Ha OYaKBaH Opoil MAlMEHTH;
9. olleHKa Ha pa3Xxo/uTe Ha MyOIMYHU CPEICTBA 3a S-TOAMIICH EPHO;
10. aranu3 Ha 3ApaBHATA MMEPCIIEKTHBA 32 HHCTUTYIUATA, KOATO 3aIUIalla ChOTBETHOTO JICUEHHE C ITyOTHIHI
CpeICTBa, Wi O0IIeCTBeHATA ITEPCIICKTHBA;
11. MopayiHu ¥ €TUYHU ChOOpaXkeHus (MU CICUPUIHH TPYITH 3a00JISIBAHNS).
(3) (HoBa — IB, 6p. 67 ot 2020 1.) B crorBeTHOTO mpriokeHue Ha [103UTHBHUS JEKapCTBEH CITUCHK Ce
BKITIOUBAT JIEKAPCTBEHU MPOAYKTH, TPHHAJUISKAIINA KbM HOBO MEXKITyHAPOIHO HETIATEHTHO HANMEHOBaHNE, 32
KOUTO € W3BBpIICHA OllEHKa Ha 3/IpaBHUTE TEXHOJOTMH 1O peja Ha al. | M 3a KOUTO MMa TIOHE elHa
MOJIOKUTENTHA OIIEHKA Ha 3/[paBHATA TEXHOJIOTHUS OT JbpKaBHA HHCTUTYNUsS Ha BenukoOpuranus, @pannus,
I'epmanus u [IBenus.

Y. 262e. (Hoe — /IB, 6p. 102 ot 2018 ., B cuia ot 1.01.2019 1.) (1) (don. — B, 6p. 67 ot 2020
r.) [IpocnensBanero Ha epekta OT TepanusaTa 1o wi. 259, ain. 1, T. 10 ce U3BBpIIBA OT JeUeOHH 3aBEICHHUS,
orpeneneHn oT HarmoHanmHWsS CHBET 1O MEHW W peMMOypCHUpaHe Ha JIEKapCTBEHUTE MPOIYKTH, 1O pel,
ofpesieNieH B HapenOara mo wi. 261a, am. 5.
(2) (U3m. — 1B, 6p. 67 ot 2020 r.) HaumoHaTHUAT CHBET MO IEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE
MPOJYKTH U3BBPIIBA aHAJHM3 HAa ChOpaHaTa OT JeueOHNTe 3aBeIeHNs HHPOpMAIH 110 all. 1 TP yCIOBUS U 110
pen, onpeneneHu B Hapeadara 1o wi. 261a, an. 5.
(3) (Hoea — 1B, Op. 67 ot 2020 r.) JleueOunuTe 3aBefaeHus Mo ai. 1 MPeaOCTaBAT HA ChBETA JOCTHII JIO
MEIUIIMHCKATA TOKyMEHTAIIHSI, BOJICHA OT TSAX, OTHOCHO IPHUJIaraHETO HAa KOHKPETEH JIEKAPCTBEH MPOIYKT, 32
KOWTO ce mpociensBa eeKThT OT TeparusTa.

Ya. 263. (M3m. - [IB, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 1., 6p. 15 ot 2013 1., B cuna ot
1.01.2014 1.) Cbc cpencTBa OT AbpKaBHUS OF0KET U3BHH 00XBaTa Ha 3aIBDKUTEITHOTO 3IPABHO OCUTYpSBaHE
MOrar Jia ce 3aIljIallat JIEKapCTBEHU MPOAYKTH, OTITYCKAHU I10 JIEKAPCKO MPEeANUCaHne, KOUTO He Ca BKIIIOUCHU
B CIIUCHKA MO wi. 262, an. 1, HeoOXoauMu 3a MPO(WIAKTHKA WM JICUSHUE TPH CMUJEMUYHU B3PHBOBE,
eMUIeMUN, TTAaHAEMIH, KaKTO U MPH HAIMYHUETO Ha MPEIoJIaracMo WA MOTBHPICHO Pa3mpoCcTpaHeHUE Ha
XUMUYECKU WM OMOJIOTMYHHU areHTH WU SAPEHA PaTaalIlisl.
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Ya. 264. (Uzm. - [IB, 6p. 60 ot 2011 1., B cuma ot 5.08.2011 r., 6p. 102 ot 2012 r., B cuya ot
21.12.2012 1.) (1) (dom. — JIB, 6p. 18 ot 2014 1.) IIpu nmpeycTanoBsiBaHe Ha IIpogaxoute 1mo wi. 54, ain. 3 Ha
JIEKapCTBEH MPOIYKT, KOUTO € BKJIIOUeH B [lO3UTHBHUS JIEKApCTBEH CHHCBHK, M KOTaTO B PaMKUTE Ha
CBHOTBETHOTO MEXAYHAPOAHO HEMATeHTHO HAMMEHOBAHUE HSMa pa3pelleH 3a yrnorpeda Mo TO3U 3aKOH APYT
JIEKapCTBEH MPOIYKT, MPUTEKATEIST Ha pa3pelIeHUeTo 3a yrmoTpeda MUCMEHO yBenoMsiBa MUHHCTEPCTBOTO
Ha 37[paBeona3BaHeTo M HarmoHa HHS CHBET 1O IIEHN M peMMOypCHpaHe Ha JIEKapCTBEHUTE MPOTYKTH.

(2) (dom. — JIB, Op. 18 or 2014 r.) [IpurexarensT Ha pa3pelICHUETO 3a ynorpeda MHCMEHO yBEIOMSBa
MuHHICTEPCTBOTO Ha 3/IpaBeona3BaHeTo ¥ HarroHamHus CHBET 110 1IeHU U peMMOypCHpaHe Ha JIEKapCTBEHHUTE
MPOAYKTH U B CIy4aWTe Ha MPEYCTAHOBSIBAHE MPOAAKONTE Ha JIEKAPCTBEH MPOAYKT, YMATO II€HA CIYXKH 32
ompenensiHe Ha pedepeHTHa CTOMHOCT B pPaMKUTE HAa CHOTBETHOTO MEXKAYHAPOJHO HEMAaTEHTHO
HaMMEHOBaHHUE U JIEKapCTBeHa (opma.

(3) Koraro npomykTsT 110 ai1. 1 u 2 e mpegHa3HaueH 3a JeueHue Ha 3a00IsIBaHAS, KOUTO Ce 3aIliamiar mo pena
Ha 3aKoHa 3a 37JpaBHOTO OCUTYpsIBaHE, IPUTEKATEIAT HA pa3pelICHUETO 3a yoTpeda MUCMEHO YBEIOMSBa U
H3O0K B cpoxosere 1o ain. 4.

(4) llpuTrexxarensaT Ha pa3pelIeHNETo 3a YmoTpedba € JUIkKEeH Ja U3BBPIIN YBEJOMIIEHHETO Mo an. | He mo
KbCHO OT 18 Meceria npeny 1ataTa Ha MPEyCTAaHOBSBaHE HA IPOJAAKONTE, a B CIIy4auTe 1O all. 2 - He 0-KBCHO
OT TPH Mecella Ipe/iy 1aTaTa Ha IpeyCTaHOBsIBaHEe Ha MPoAaXOuTe.

(5) (Hom. — IB, Op. 18 ot 2014 r.) Jlo mpeycTaHOBsIBaHE Ha MpoaaxoOuTe mo ai. 1 u 2 mpuTexaTenir Ha
paspeleHueTo 3a ynorpeda € JATHKEH Ja OCUTYPH TOCTaThUHU KOJHMYECTBA OT CHOTBETHHS JIEKAPCTBEH
MPOAYKT 3a 337l0BOJISIBAHE HA 3[[PaBHUTE MOTPEOHOCTH, OCBEH B CIY4aWTe, KOraTo MPEYCTaHOBSIBAHETO CE
IIBJDKYM Ha HAKOE OT OCHOBAHUATA 10 Wi. 276 uiu 1o wi. 277.

(6) Crnen m3THyaHe HA CPOKOBETE TI0 all. 4 MPUTEKATEIAT Ha Pa3pelIeHHeTo 3a yIoTpeda 1moiaBa 3asBIeHIe U
CbOTBCTHUTC JOKYMCHTHU 3a U3KIIIOYBAHC Ha JICKAPCTBCHUA MIPOAYKT OT Tlo3uTuBHUS JICKApCTBCH CIIMCHK.

(7) Koraro crex mpeycraHOBsIBaHE MPOAaKOUTE Ha JICKAPCTBEHHUS MPOIYKT MPUTEKATEIST HAa pa3pelieHUeTo
3a yrnoTtpeba He € H3MBIHII 33JbJDKEHUETO CH 110 all. 6, ChBETHT o WI. 258, ai. 1 ciry:ke0HO TO H3KITF0YBA OT
[lo3uTHBHMS TEKAPCTBEH CIHCHK.

Y. 265. (1) MuHUCTEPCKUAT CHBET ch3aaBa KoMucus mo mpo3pavHocT.
(2) (Hom. - B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) CbcraBbT Ha KomucusaTa mo mpo3pavyHoOCT ce
ompenenss oT MUHHCTEPCKHS CBHBET IO TMpeAoKeHHe Ha MUHUCThpa Ha 3[paBeomna3BaHeTo. B Hes
3aJIBJDKUTEITHO C€ BKJIIOUBAT MPEJICTaBUTENN Ha MUHHUCTEPCTBOTO Ha 3/IpaBeorna3BaHeTo, Ha MUHHCTEPCTBOTO
Ha TpyJa U couuanHara nonutuka, Ha MAJI, na H30K, na bbarapckus nekapcku cbio3, Ha bbarapckus
3b00NIEKapCKN ChI03, Ha bearapckust (apmarieBTHUeH ChIO3 W Ha OpPraHM3aldd Ha TAINUEHTUTE U
(hapmareBTHYHATA UHTyCTPHSL.
(3) (M3m. - JIB, 6p. 60 ot 2011 r., B cuta ot 5.08.2011 r., 6p. 102 o1 2012 1., B cunia ot 21.12.2012 r.) Jlune,
KoeTo e wieH Ha Komucusra mo nmpo3payHoct, He MOXe Aa ObJe 1 WwieH Ha HannoHamHus ChBET 1O IIEHU U
peumOypcupaHe Ha JIEKAPCTBEHUTE MPOTYKTH.
(4) MuHHCTEpPCKHAT CBHBET ONpeaess ¢ MPaBWIHUMK YCIOBHsATA W pena 3a pabora Ha Komucusara mo
MIPO3PAYHOCT.

Y. 266. (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuia oT
21.12.2012 r., 6p. 67 ot 2020 r.) (1) KomucusiTa no mpo3padHocT € opraH, mpej KOUTo MOXKe Jia ce 00KalBaT
110 aIMUHHUCTPATUBEH PEJl PEIICHUATA Ha ChBETA.

(2) Pemenusira Ha Komucusita o Ipo3pavyHoOCT ce B3eMaT C MHO3HHCTBO JBE TPETH OT ChCTaBa M.
(3) Pemenusita Ha cbhBeTa MOXKE J1a ce 0OXKanBaT 1O chAcOeH ped u 0e3 Aa e u3uepnaHa Bb3MOXKHOCTTA 32
OCTIOPBAHETO UM TI0 3/IMUHUCTPATHUBEH PEJI.

Yua. 266a. (Hos - JIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) (1) Koraro nedenuero Ha
ChOTBETHO 3aboisiBaHe € 0e3 anTepHaTHBa B CTpaHaTa, 3a KOHKPETEH NAIlMeHT MOXKE Ja Cce Ipuiara
JISKapCTBEH MPOJYKT, KOMTO € pa3peliieH 3a yrnorpeda B CTpaHa - uieHKa Ha EBponeicKus b3, pa3pelieH ¢
3a ynotpe0a 1o pejia Ha TO3M 3aKOH, HO HE e pa3NpoCTpaHsBa Ha ObJIrapCcKus mnasap.

(2) (U3m. — IB, 6p. 102 ot 2018 1., B cuna ot 1.01.2019 r.) ExeromHo mo mpemiokeHue Ha JiedeOHUTE
3aBeJieHUs] 3a OOJIHMYHA IIOMOII W CJIeJ CTAHOBHUIIE HA CHOTBETHHS EKCIIEPTEH ChBET 10 CHOTBETHATA
MEIUIIMHCKA CTICTTHATHOCT MJIH MEAUITMHCKA IEHHOCT 0 WiI. 6a, ait. 1, T. 1 oT 3akoHa 3a 3[paBeTO MUHUCTHPHT
Ha 3JIpaBeOla3BaHETO YTBbPXKIAaBa CIIHCHK HA JIEKAPCTBEHUTE MPOAYKTH IO all. 1, KOWTO ChIbpiKa ClieHATA
nHpopMaLus:

1. KO 110 aHATOMO-TEPaNeBTUYHO-XUMUYHATA Kilacu(DUKaIus;

2. MEXIyHapOIHO HEMATCHTHO HAMMEHOBAaHUE, KbM KOSTO PHUHAJICKH MTPOAYKTHT;

3. 3a0oJsBaHe 10 MEXKIYHAPOACH KO/ Ha 3200 ISIBaHUSITA;

4. nexapcTBeHa (popMa U KOJIMYESCTBO aKTUBHO BEIIECTBO;
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5. MOMBJIHUTETHA HHPOPMATTHS.

(3) CmewkbT 110 ai. 2 ce myOIMKyBa Ha CTpaHUIaTa Ha MUHHCTEPCTBOTO HA 3IpaBEOTIa3BaHETO B MHTEPHET.
(4) YcioBusiTa ¥ pebT 3a BKIIOYBAHE, POMEHU WM M3KJIIOYBAHE HA JICKAPCTBEHHU MPOJYKTH B CIHCHKA 110
aJl. 2 ce ompeaensT ¢ Hapenoara mo wi. 9, an. 1.

(5) (Hom. — AB, 6p. 88 ot 2023 1., B cma ot 20.10.2023 1., 6p. 16 ot 2024 1., B cmia ot 23.02.2024 r1.)
JlekapCTBEHUAT MPOAYKT MO all. | ce JocTaBs MO CHENUATHA MOPhUKa HA JICYeOHO 3aBeJicHHE 32 OOJHUYHA
MTOMOII] TIPH YCJIOBHS U 10 PEJI, ONPEICIICHU C Hapeaoara o wi. 9, at. 1, KOWTo BKITIOYBAT HAH-MaJIKO €{Ha OT
CJICJIHATE Bh3MOXKHOCTH:

1. upe3 mpouenypa Mo MpsIKO JoToBapsiHe 6e3 MpeABapuUTEeNTHO OOsBICHNE IPH MIpriiarane Ha wi. 79, an. 1, 1.
4 ot 3aKkoHa 3a OOIECTBEHUTE OPHUKH;

2. 9pe3 CKII0YBaHE Ha PAMKOBH CITOPa3yMEHUsI 3a JISKAPCTBEHUTE MPOAYKTHU B CIIUCHKA 10 all. 2 OT MUHUCThPA
Ha 3/IpaBeoNa3BaHETO;

3. Oe3 mpuiarane Ha 3aKoHa 3a OOIIECTBEHUTE MOPBYKH, B CIy4ail Ha JIMTICA HA PAMKOBO CIIOPa3yMEHHE IO T.
2, Kato OOSIBJICHHMETO 3a CKIIOYCH JIOTOBOP ce MyOnHMKyBa Mo pena Ha wi. 26, an. 1, T. 3 or 3akoHa 3a
00IIEeCTBEHNUTE TTOPHIKH.

(6) PproBOIUTEIAT HA JICYCOHOTO 3aBEACHHE TI0 aJI. 5 HOCH OTTOBOPHOCT 3a MPHJIAraHeTO Ha JICUCHUETO 10
anm. 1.

Yua. 2666. (Hos — JIB, 6p. 67 ot 2020 1.) (1) [lo m3kiroveHne, Ipy JHIca Ha alTepHATHBA 3a
JIieYeHrEe Ha KOHKPETEeH MallMeHT U caMO B MHTEPEC Ha HETOBOTO 37paBe, pa3pelieH 3a ynorpeda B cTpaHara
JIEKapCTBEH MPOJYKT MOXKE J1a Ce TIpUJIara U3BbH YCIOBHATA Ha Pa3pELICHUETO 32 yoTpeOda Ha JICKapCTBEHHUS
MPOAYKT, IPY HaJH4YHe Ha HAYYHHU JI0Ka3aTeICTBa 3a 0€30MacHOCTTa 1 e()UKACHOCTTA HA TO3HU MPOAYKT.
(2) JlekapcTBEeHHST MPOIYKT MO al. | ce MpeAmnrucBa OT KOMHCHS OT TPUMa JIEKapH OT JedeOHO 3aBeJIeHHE 3a
OOJIHUYHA TOMOII] C IPU3HATA CIIEIMATHOCT 10 poduia Ha 3a00IBaHETO, KOUTO MOTHBHPAT MPEIMTHUCAHUECTO
3a BCEKH KOHKPETEH MallieHT.
(3) Jleuennero o an. 1 ce mpoBex/1a B Ie4eOHO 3aBeIeHUE 32 OOTHIUYHA ITOMOIII CJIe]T TOJTy9aBaHe Ha TUCMEHO
WH(OPMHUPAHO CHIIIACHE OT MalMeHTAa.
(4) Bceku erar oT JIedeHHETO Ha MAallMEHTa ce IPOCEe/sIBa U JOKYMEHTHpPA OT JIEKapUTe OT KOMUCHSITA IO all.
2, KOUTO HOCAT OTTOBOPHOCT 32 MPOBEXKIaHE Ha JICUSHUETO 1o ai. 1.
(5) Komucwusira o an. 2 yBenomsisa M3meaautenHa areHmws "Meaumuackn Hagzop' u MAJI 3a mpoBexaaHoTo
JiedeHue 1o ai. 1.
(6) YcnoBusTa U peAbT 3a oJdy4YaBaHe Ha HHPOPMHUPAHO ChIJIACHE OT MAIlUEHTA TO0 ajl. 3, MPOCIICIIBaHETO U
JTOKYMEHTHPAHETO Ha JICUEHUETO 110 all. 4 1 Ha 0€30IacHOCTTa U e(PUKACHOCTTA Ha JIEKapPCTBEHUS MPOIYKT Ce
oTpeiensT B Hapenoara mo wi. 9, an. 1.
(7) (Hom. — [IB, 6p. 62 ot 2022 1., B cruta ot 5.08.2022 r.) B cmydaute 1o an. 1 1ekapcTBEHUAT IPOAYKT HE CEe
3amama ¢ MmyOJMYHU CPEeJCTBa, C M3KIIOYEHHWE Ha ciiydanTe mo wi. 82, aim. 3 oT 3akoHa 3a 3ApaBeTo,
oTpesieNieHn B Hapeadara mo wi. 82, ain. 6 ot 3aKoHa 3a 37paBeTo.

I'naBa TpuHanecera
ABbPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE MNPOAYKTHU

Ya. 267. (1) (Hon. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) MuHHCTEPCTBOTO Ha
3[[paBeONa3BaHeTO PHKOBOJM JBPKABHUS KOHTPOJ BBPXY JIEKapCTBEHUTE NMPOAYKTH. HemocpencTBeHOTO
PBKOBOJICTBO C€ OCBILECTBSABA OT IIIaBHUS IbP)KaBEH 3/IpaBeH MHCIIEKTOP, OT MpejceiaTelsl Ha ChBETa 10 Ul
258, ain. 1, or msnbaHuTenHU Aupektop Ha MAJI n ot aupexropute Ha P3U, kouTto ca qbp:kaBHH MHCTIEKTOPU
M0 KOHTPOJIA BBPXY JIEKAPCTBEHUTE MPOTYKTH.

(2) (Jom. - AB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) Opranu 3a IbpKaBeH KOHTPOJI BBPXY
JIEKapCTBEHUTE MPOTYKTH ca ChbBETHT 1O 4. 258, an. 1, MAJI u P31.

(3) (HoBa — /IB, 6p. 67 ot 2020 r.) PernonannuTte 3paBHA WHCTIEKLIMU B PAMKHTE HA CBOSITA KOMIIETEHTHOCT
cpaeicTBaT Ha MAJI pu ochIiecTBIBaHE Ha IEHHOCTUTE MO KOHTPOJIA BBPXY JEKApPCTBEHUTE MPOIYKTH.

(4) (Hom. - JB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r., mpeaumua an. 3, 6p. 67 or 2020 r.)
HenocpeacTBeHUAT KOHTPOJI C€ YIIPaXKHsIBA OT JUIBKHOCTHH JIUIA - HHCIEKTOPH U €KCIIEPTH, OTIPEACIICHH ChC
3arMmoBeN Ha TpejcenaTens Ha chBeTa mo wi. 258, am. 1, Ha gupextopa Ha MAJI mnm Ha nupexTopa Ha
cpoTBeTHara P31.

(5) (IIpegumna an. 4 — AB, 6p. 67 ot 2020 r.) [Ipu ockiiecTBsIBaHE HA KOHTPOJIHHUTE CH (DYHKIIH OPraHUTe
o ai. 1 Morar Jia moucKat ChAeHCTBHETO Ha OpraHuTe Ha MUHHUCTEPCTBOTO HAa BHTPEITHUTE PabOTH.

Y. 267a. (Hos - /1B, 6p. 60 ot 2011 r., B cunia ot 5.08.2011 r., u3m., 6p. 102 or 2012 r., B cujia
or 21.12.2012 r., 6p. 102 oT 2018 r., B cra ot 1.01.2019 1.) (1) (Ilpenuiien Texct Ha wi. 267a — JIB, Op. 67
or 2020 r.)UzmbaxuTenHa areHuus "MeAMUMHCKH Haa30p” OCBLIECTBSBA KOHTPOJ 3a CIA3BaHETO Ha
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yTIBBbpACHHUTE (hapMaKO-TEPANleBTHYHN PHKOBOACTBA M W3BBPIIBAHETO HA OIEHKA Ha e(eKTHBHOCTTAa Ha
TepamusaTa B ChOTBETCTBHE C KpUTEPUUTE 1O WI. 259, an. 1, 1. 4.

(2) (HoBa — 1B, 6p. 67 ot 2020 r.) M3mbnautenna areHuus "MeIuIUHCKH HaA30p" MOXKeE /a W3BHPIIBA
MIPOBEPKU B amlTeKkuTe Mo wi. 222, an. 4, KOUTO BKJIIOYBAT MPOBEPKA 32 CHOTBETCTBHUETO Ha BHJIOBETE U
KOJINYECTBATa JIEKAPCTBEHHU NPOLYKTH, KOUTO Ca MPEANHUCAaHH W/WIN IPUIOKEHN Ha NAlIUEHTUTE, C BUIOBETE
U KOJMYEeCTBaTa JIEKAPCTBEHH IIPOAYKTH, KOMTO cCa OTIyCHaTH OT aIlTeKaTa, KOraro Te3H JIeKapCTBEHH
MPOAYKTH Ce 3aranar ¢ myOJINYHN CPEICTBA.

Y. 268. (1) U3npaHuTEeTHATA areHINS 0 JIEKapCTBaTa YIPAKHIBA KOHTPOJI BBPXY:
1. (mom. - 1B, 6p. 102 o1 2012 1., B cruma ot 2.01.2013 1.) CHOTBETCTBUETO HA ITOMEIICHHATA, CHOPHKEHUATA
W YCIOBHSTA 332 MPOHM3BOACTBO, KOHTPOJ, CbXPAaHEHHWE M THPTOBHUS C JEKAPCTBEHU MPOIYKTH M aKTUBHH
BEIIECTBA U 3a ClIa3BaHEe Ha M3UCKBaHUATA Ha JloOpara Mpou3BOCTBEHA MPAKTHKA HA JIEKAPCTBEHH MPOIYKTH
u JlobpaTa qucTpubyTOpCKa MPAKTHKA;
2. (m3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) geliHOCTTa HA MPUTEKATEIUTE HA pa3pellIcHUe 3a
ynorpeba, Ha MPOU3BOIUTEINTE, BHOCUTEINTE, THPrOBLUUTE HA €APO C JICKAPCTBEHU MPOAYKTH U aKTUBHH
BEIIECTBA, HA IOCPEIHHUIINTE B 00JIACTTA HA JIGKAPCTBEHUTE TIPOAYKTH, Ha alITEKUTE U IPOTEPUNTE;
3. KauecTBOTO, 6€30MACHOCTTA U €(h)UKACHOCTTA HA JIEKAPCTBEHUTE MPOAYKTH;
4. KIMHUYHHUTE W3MUTBAaHUS Ha JIEKAPCTBEHWTE MPOMYKTH W KOHTPOJI 3a CIa3BaHE HAa W3UCKBAHHUATA Ha
JloOpara KIMHUYHA TTPAKTHKA;
5. nexapcTBeHaTa WH(GOpPMAIHs, CBhP3aHa C pa3pelraBaHeTo UM 3a yrmoTpeda u pekiamara;
6. (m3m. - /1B, Op. 102 ot 2012 ., B cuna ot 21.12.2012 r.) cucremaTa 3a mpociensBaHe Ha JIeKapcTBEHA
0e30macHOCT Ha TPUTEkKATEIUTe Ha pa3pelieHue 3a ymorpeba M 3a cra3BaHe M3MCKBaHUATa Ha JloOpara
MPaKTHKA 32 MPOCTeIsIBaHe Ha JIEKapCcTBeHa O€301acHOCT;
7. (HoBa — J/IB, Op. 16 oT 2024 r., B cuna ot 23.02.2024 1.) U3IBIHESHUETO HA 33 IBJKSHUSITA 10 WI. 68, ai. 1,
T. 11 mumn 217, 1. 6;
8. (moBa — [IB, 6p. 16 o1 2024 ., B cma ot 23.02.2024 r.) M3IBIHEHUETO HA 33IBIDKSHHUATA 1O WI. 2720, ai.
3u4.
(2) (U3m. — [IB, 6p. 102 o1 2018 1., B cuna ot 1.01.2019 r.) Pernonanuure 3apaBHA WHCTICKIIUU YIPAKHSIBAT
KOHTPOJ:
1. BBpXy MOMEIIEHHTA, CbOPBKECHHATA, YCIOBUATA 32 ChXPAaHEHHE U THPTOBUS C JIEKAPCTBEHU TPOIYKTH;
2. BbpXY JACHHOCTTa Ha THPTOBIMTE HAa €/IpO, ANTEKUTE U APOTEPUHTE, PA3MOJIOKEHH HAa TEPUTOPHATA Ha
ChOTBETHATa 00JIACT;
3. 3a cmasBaHETO Ha YTBBPACHHUTE IICHW, MPEIEIHUTE IIEHH, PETUCTPUPAHUTE IEHW Ha JIEKapCTBEHHTE
MPOJYKTH TPHU TpoAakdara UM Ha JpeOHO OT anTeKuTe M APOTEPHUHTE, PA3IMOJOKEHH Ha TEPUTOPHUATA HA
ChOTBETHATa 00JIACT;
4. (moBa — /1B, 6p. 67 ot 2020 T.) BEpXY AEHHOCTHUTE 10 YHUIIIO’KABaHE HA JIEKAPCTBEHU MPOIYKTH.
(3) (HoBa — 1B, 6p. 102 o1 2018 ., B cmuta ot 1.01.2019 r.) CeBersT 1o uit. 258, an. 1 ynpakHsiBa KOHTPOJ:
1. 3a cna3BaHeTO Ha YTBBPJCHHUTE IICHHW, MPENEITHUTE LIEHH M PETUCTPUPAHUTE IIEHU Ha JICKAPCTBEHUTE
MPOAYKTH MPU MPOJaK0aTa UM OT THPTOBIIUTE HA €APO C JIEKAPCTBEHU MPOJYKTH;
2. (mom. — JIB, 6p. 67 ot 2020 r.) BBpXy NEHHOCTTA HAa MPHUTEXKATEIUTEe Ha pa3pellieHus 3a ynorpeba Ha
JIEKApCTBEHW TMPOAYKTH W THPTOBIMTE HAa €ApPO C JIEKAPCTBEHH MPOJYKTH OTHOCHO CIIa3BaHETO Ha
3aIbJDKCHUTA M, OTIPEISICHH ¢ HapeabaTa mo wi. 261a, ai. 5.
(4) (Ilpegumua am. 3 — B, 6p. 102 or 2018 r., B cuma or 1.01.2019 r.) C HUAJI ce ceriacysar
WHBECTUIIMOHHUTE MPOEKTH 32 CTPOMTEICTBO Ha HOBU W/WIU TPEYCTPOHCTBO HA CHINECTBYBAIH OOEKTH,
CBBP3aHH C MMPOU3BOJICTBOTO Ha JIEKAPCTBEHH MPOAYKTH Ch0oOpa3Ho mpasuiara 3a JloOpara npon3BojcTBeHA
MPAKTHKA HA JEKApCTBEHH MTPOYKTH.

Y. 268a. (Hos - /IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 1.) (1) (M3m. — 1B, 6p. 84 o 2018 1.,
B crta oT 12.10.2018 r.) Japenus Ha ekapcTBEHH MPOAYKTH OT MPUTEKATETN Ha pa3pelIeHne 3a yrnoTpeoa,
MIPOM3BOANTENH, THPTOBIM HA €po U ApebHo U oT bearapckus YepBeH KPBCT MOTar Jia ce M3BBPIIBAT CaMO
cliell mojaBaHe Ha yBenomyieHue or gapurens no MAJI mo oOpasen, yTBBpAEH OT MHUHHCTBpa Ha
3/IpaBeOIIa3BaHETO IO MPEIIOKEHIE Ha H3MBIHUTETHIS qupekTop Ha MAJL
(2) Japenusita ce U3BBPIIBAT NIPH CHa3BaHEe Ha MpaBuiara 3a JloOpa mapurencka npaktuka Ha CBETOBHATa
3/lpaBHa OpraHu3arysl.
(3) (Or™. — 1B, 6p. 84 o1 2018 1., B cuiia ot 12.10.2018 1.).
(4) JleueOnute 3aBenenus u bearapckust YUepsen kpbeT yBemomsiBaT MAJI 3a momyueHuTe napeHus Ha
JIEKapCTBEHU MPOAYKTH B 7-IHEBEH CPOK OT MOJyYaBAHETO MM.
(5) B kpas Ha Bcsiko Tpumeceune MAJl u3npama nadopmanust B MUHUCTEPCTBOTO Ha 3ApaBEONa3BaHETO 3a
M3BBPIICHUTE JTAPEHNUS 10 all. 4.
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(6) 3a M3BBPIIBAHETO HA MAapeHUE Ha JIEKAPCTBEH MPOIYKT IO MOJI0a Ha JieueOHO 3aBe/ieHre, TpeaHA3HAUCH
3a JIeYEHHWE Ha KOHKPETEH NMallUeHT B JKMBOTO3acTpallaBalllo ChCTOsSIHUE, Aaputendar ypeaomsisa UAJI B 7-
JTHEBEH CPOK OT M3BBPIIIBAHETO MY.

(7) Hapenusara mo an. 6 He Morar jAa HaJBUIIABAT KOJIWYECTBOTO, HEOOXOAMMO 3a €OHOKpaTeH Kypc Ha
JIeYEeHNE.

Y. 269. (1) KorTpoasT 1mo 9. 267 ce U3BbPIIBaA Upe3 HHCIICKITUH 1 TA00paTOPHU U3ITUTBAHHUS.
(2) Uucnieknmute v 1a00paTOPHUTE U3MUTBAHUS 110 aJl. 1 Ce M3BBPIIIBAT:
1. BBB BpB3Ka ¢ U37aBaHe Ha pa3pemieHus 3a ymoTpeda, IpOU3BOICTBO, BHOC U CEPTU(UKATH 10 pe/ia Ha TO3U
3aKOH;
2. BBbB BPB3Ka C OCHILECTBIBAHE HAA30P Ha Mazapa Ha JIeKapCTBEHH MPOAYKTH;
3. mpu 3agBsBaHe OT cTpaHa Ha EBponeiickara komucus, Ha EBpornelickaTa areHIus Mo JeKapcTBaTa Wil OT
CTpaHa Ha KOMIIETEeHTHHUS OpPTaH Ha JpyTa Jbp)KaBa WICHKa;
4. mpu 3asBsIBaHE OT CTpaHa Ha MPOU3BOANTEN, BHOCHTEIN WM PUTEkKATel Ha pa3pelleHune 3a ynorpeda n3BbH
ciydauTe mo T. 1.
(3) (M3m. - IB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 1.) M3nbaaATETHATA areHITUS 10 JIEKapcTBaTa
W3BBPIIBA WHCIIEKITUH:
1. Ha TPOM3BOAMTEIH HA JICKAPCTBEHHU MPOYKTH, Pa3IIOIOKECHN Ha TepuTopusiTa Ha Pemmyonuka beiarapus, Ha
IbprKaBa WICHKA WIH B TPETH TbPIKABH;
2. Ha BHOCUTENH U THPTOBIIM Ha €IPO C JIEKAPCTBEHH MPOIYKTH;
3. Ha TOMEIEHHUATA Ha MPOWU3BOIUTEINTE, BHOCUTEINTE M THPrOBLIUTE HAa €ApPO HAa AKTUBHH BEIIECTBA,
pa3nonokeHu Ha Teputopuara Ha Penyonuka beirapus;
4. Ha IOMENICHNUATA Ha POU3BOAUTEIHN WIIH THPTOBIM HA €IpO HA aKTUBHU BEIECTBA, PA3IMOJI0KEHU B TPETH
JbPKaBH, KAKTO ¥ HA TIPOU3BOIUTEIIA WM BHOCUTEIH Ha TIOMOII[HYU BEILICCTRA,
5. Ha TIOMEUICHUATa Ha TPUTEXATENUTe Ha pa3pelieHHs 3a yrnorpeda Ha JEKapCTBEHH MPOAYKTH M Ha
MTOCPEHHUIINTE B 00JIACTTA HA JIEKAPCTBEHUTE TIPOTyKTH, PETUCTPUPAHU TI0 pena Ha wi. 212a;
6. KaTo YacT OT cepTH(pHKAIMOHHA TPOIEenypa, KOATO € BbB Bpb3Ka ¢ MoHOrpadguu Ha EBporeiickarta
(dapmaxores;
7. Ha IPOM3BOAMTENN HAa U3XOJAHU MaTEPUAIH 110 MMCMEHO UCKaHe Ha MPOU3BOJUTEIS.
(4) UsmpnaMTENHATA areHIMS 10 JeKapcTBaTa M3BHPIIBA MHCIEKIWK HA MPOW3BOJUTENN HA JIEKApPCTBEHU
MPOAYKTH, yCTAHOBEHH B TPETa Ibp)KaBa, BbB BPB3Ka C MOJIICHO 3asBJICHUE 32 MOJlyYyaBaHe Ha pa3pelieHue
3a yrnoTpeba Ui BHOC.
(5) (U3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) UHCcekuuute 1o an. 3 u 4 ce u3BbpIIBAT B
CHOTBETCTBHE C PHKOBOJICTBA, IpHeTH OT EBporneiickaTa KoMUCHs.
(6) (U3m. - JIB, Op. 102 ot 2012 1., B cuiia ot 21.12.2012 r.) M3nbaHuTenHaTa areHIus 10 JieKapcTBaTa
ydJacTBa 1o uckane ot EBporiefickata komucusi, EBponeiickara areHIus o JieKkapcTBaTa Win Ibp)KaBa YIeHKa
MIPH U3BBPIIBAHETO HA MHCIIEKIIMH 110 ai. 3 B EBpomelickus Chi03 Win B TPETH JBbPIKABH.
(7) (U3m. - B, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) M3mbJIHKTEIHATA areHIIUS 110 JICKapCcTBaTa CH
ChTPYIHUYU U 00OMeHs nH(popmanus ¢ EBporneiickara areHIys 1o jJeKapcTBaTa py IJIaHUPaHe U U3BbPIIBAHE
Ha WHCTIEKIMUTE TIO all. 3.
(8) (Homa - /IB, 6p. 102 ot 2012 r., B cmiia ot 21.12.2012 r.) M3nbeaHUTEIHATA areHITUs 10 JIEKapCTBaTa CH
chTpyauuun ¢ EBporelickaTa areHIusi 1o JieKapcTBara MPH KOOPAUHHUPAHETO HA WHCICKIUM B TPETH
JbPYKABH.

Y. 269a. (Hos - /IB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 1.) (1) (M3m. — [IB, 6p. 67 ot 2020
r.) JoexHOCTHUTE Tia 1o wi. 267, an. 4 u3roTBAT 0K 3a BCSIKA M3BBPIICHA WHCIIESKIHS 110 1. 269, ai.
3 u 4 3a cria3BaHeTO HA MPUHIMIIUTE U PbKOBOICTBaTa 3a J[oOpa mpou3BoicTBeHA NpakThka win 3a Jloopute
TUCTPUOYTOPCKH MPAKTHUKH, WK 3a ClIa3BaHEe W3MCKBAHUATA HA TJIaBa OCMa, KAKTO ¥ W3UCKBAHMATA HA TO3U
3aKOH.
(2) HoxmansT o ai. 1 ce mpegocTaBs Ha MPOBEPSBAHOTO JIUIIE, KOSTO MOXKE JIa TIPEICTABU OCIICIKKH 110 HETO.
(3) Ilpu monmywaBane Ha obocHoBaHO MckaHe WAJI mampamia mo eneKTpoHeH MbT AOKJIaguTe 1Mo al. 1 Ha
KOMIIETEHTHHS OpTaH Ha Jipyra JbpikaBa WwieHkKa Wik Ha EBponeiickaTta areHIus 1o jgekapcTpara.

Ya. 2696. (Hos - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynraTt Ha
W3BBPLICHA WHCTIEKLMS 1o Wi. 269, an. 3 ce ycraHOBU ChOTBEeTCTBHE ¢ JloOpaTa mpon3BOICTBEHA MIPAKTHKA,
cboTBeTHO [[0oOpuTe MUCTPHOYTOPCKM MPaKTUKH, Korato € npuinoxumo, UAJl n3gaBa Ha mpou3BOAUTENS,
BHOCHTEJISI WJIM Ha ThproBena Ha ejpo ceprudukar 3a J(oOpa Mpou3BOJCTBEHA NPAKTHKA, CHOTBETHO
ceprudukar 3a JJoOpa nucTpuOyTopcKa npakTuka B Cpok 70 90 THU OT U3BBPIIBAHE HA HHCIICKIIUATA.

(2) Koraro B pe3ynraT Ha M3BBpLICHA MHCHEKIMSA MO wi. 269, an. 3 ce ycTaHOBH, Y€ NMPOU3BOAUTEIST,
BHOCHUTENSAT WM THPrOBEIBT HA €Ap0 Ha JIEKAPCTBEHW MPOAYKTH WIM Ha aKTHBHU BEIIECTBa HE CIa3Ba
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W3WCKBAHMATA HA 3aKOHA W/VITH IPUHIMITUTE U PhKOBOCTBaTA 3a JloOpa Mpon3BOICTBEHA MPAKTUKA /UK HA
Jobpute muctpubyropcku nmpaktuku, MAJI n3maBa cTaHOBHUIIE 32 HECHOTBETCTBHE.

(3) U3mpnauTenHaTa areHIus 1Mo JieKapcTBaTa BbBEKAa B Oa3ara naHHM 1o Wwi. 147 u3mageHute cepTudukaT
no an. 1 1 uapopmanus mo an. 2.

Ya. 2698. (Hos - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Koraro B pe3ynraTt Ha
M3BBpIIeHa HHCTeKuA 1Mo wi. 270, an. 1, T. 5 ce ycTaHOBH, Ye MPUTEKATEIAT Ha pa3perieHneTo 3a yrnorpeda
HE Cla3Ba U3UCKBaHUsATA Ha T7aBa ocMa, MAJI naBa npeanucanus 3a OTCTPaHABAHE HA HEChOTBETCTBHATA.
(2) B cayuante mo an. 1 MAJI yBemomsiBa appkaBuTe WieHKH, EBponeiickara areHIws 1Mo JeKapcTBaTa u
EBporeiickata KoMucus.

Y. 270. (1) (U3m. — B, 6p. 67 ot 2020 r.) B paMkuTe Ha CBOsITAa KOMIIETCHTHOCT JJIHKHOCTHHUTE
nuua mo wi. 267, an. 4 uMar mpaso:
1. (m3m. - IB, Op. 102 or 2012 r., B cuma ot 2.01.2013 r.) Ha OOCTHI [0 BCHYKH JOKYMEHTH, CBBP3aHU C
MpeaMeTa Ha MHCTIEKIIUATA, KaKTO U 0 JOKYMEHTH, CBbP3aHH IPSAKO WM KOCBEHO C HApyIIEHUE Ha TO3U 3aKOH
WM Ha 3aKOHOAATEJCTBOTO Ha JIbPXKABUTE WICHKHU, BbBEKAANM H3nckBaHusTa Ha upextusa 2001/83/EO,
HE3aBHCHUMO OT (popMara Ha IOKyMEHTa;
2. 1a pa3mopesT Ha BCSAKO JIUIIE [1a TIPEIOCTaBH CBECHHS 32 HAPYIICHUS 110 T. 1, KOUTO ca My U3BECTHHU;
2a. (HoBa - IB, 6p. 102 o1 2012 1., B cna o1 2.01.2013 r.) 12 MHCIIEKTHPAT MPOU3BOICTBEHUTE U THPTOBCKHUTE
00eKTH Ha TPOW3BOAMTENNTE HAa JIEKAPCTBEHH NPOMYKTH, aKTHBHH WU TIOMOIIHU BEIIECTBa, KaKTO U
mabopaTopunTe, U3MOI3BAHH OT MIPUTEKATEIUTE HA pa3pelIeHre 3a IPOU3BOJICTBO WM BHOC;
3. 1a MHCIIEKTHPAT 110 BCIKO BpeMe OOEKTHTE, MOICKAIH Ha KOHTPOJ, U Ja U3UCKBAT, MPOBEPSBAT U MPABST
KONHS OT BCUUKHU JIOKYMEHTH, CBBP3aHH C ISUIOCTHATA ICHHOCT Ha KOHTPOJIUPAHHS O0CKT;
4. na B3emat mpoOu OT JIeKapCTBEHU MPOIYKTH, aKTUBHY 1 IIOMOIITHH BENIECTBA 3a JAO0OPATOPHU M3MUTBAHNUS;
5. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Aa MHCHEKTHpAT MOMEIICHHUATA, APXUBUTE,
JOKYMEHTHTE i OCHOBHATA IOKYMEHTAIMS Ha CHCTeMaTa 3a IPOoCIIe/siBaHe Ha JIeKapCTBeHaTa 0€30IacHOCT Ha
MIPUTEXKATEISI Ha pa3pelIeHrueTo 3a yrmoTpeda WK JIMIa, Ha KOUTO € BB3JIO0XKIII H3BbPIIBAHE Ha JCHHOCTHTE
IO TJIaBa OCMa;
6. (uoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 12 M3BBPIIBAT MPOBEPKA OTHOCHO CIIa3BaHETO Ha
YIBBPJCHUTE LEHH, TPENCIHUTE ICHH WM PETUCTPUPAHUTE LEHH TpU MpoaaxbaTa Ha JIEKapCTBEHU
MPOIYKTH;
7. (mpemumHa T. 6 - JIB, 6p. 102 o1 2012 1., B crta ot 21.12.2012 1.) 1@ ChCTABST aKTOBE 32 YCTAHOBSBAHE Ha
aJIMUHHUCTPATUBHH HApYIICHUS.
(2) (Orm. - IB, 6p. 102 oT 2012 1., B cuma ot 21.12.2012 1.).
(3) Uznpaaurennust aupexkrop Ha MAJI nim crorBeTHHAT AupekTop Ha P3U B 3aBHCHMOCT OT MOAYMHEHUETO
Ha JTBKHOCTHOTO JIMIIE, YCTAHOBUIIO HAPYIIIEHHETO, UMa TIPaBo Jia:
1. pa3nopeny MMCMEHO Ha HAPYIIUTEIA Ja MPEYyCTaHOBU HapyIieHHeTo 1o ai. 1, 1. 1;
2. W3WCKBA OT HapyUIUTENs Na ACKIapupa, 4e Iie MPEyCTAaHOBH HapylleHwero mo ain. 1, T. 1 u mpu
HEOOXOIMMOCT JIa TO 3aJIBJDKH J1a HallpaBH JeKJapalusira oOIeCTBEHO JIOCTOSIHHUE;
3. pa3nopeau npekpaTsBaHe WK 3a0paHa Ha BCSKO HapylIeHue 1Mo ail. 1, T. | ¥ npyu HeoOXO0AUMOCT Jia HalpaBH
pasmopexIaHeTo 3a IpeKpaTsIBaHe Wi 3a0paHa Ha HAPYIIEHUETO OOIIECTBEHO JOCTOSHUE.
(4) (Hosa - /IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) [Ipencenarenst Ha chBeTa 1o 4. 258, an. 1 uma
MIPaBo Jia pa3Nnope Iy MMCMEHO Ha HApYIIUTENS J1a IPEyCTaHOBH HAPYIIEHHETO, YCTAHOBEHO MPH MpOBepKaTa
mo an. 1, T. 6.

Y. 270a. (Hos — IB, 6p. 67 ot 2020 1.) (1) IIpu ochiecTBsiBaHE Ha KOHTPOJHUTE CU (DYHKITUH
CBHBETHT MO WI. 258, an. 1 uma npaso ga:
1. u3nckpa nHOpMAaIus 3a:
a) IOCTaBeHUTe Ha TepuTopusara Ha PemyOivka beiarapus konmdecTBa 1Mo JIeKapcTBEHU MPOAYKTH, KAKTO U
[IEHUTE Ha TSIXHOTO MPUI00HUBAHE;
0) THProOBIIMTE HA €IPO, Ha KOUTO Ca JIOCTABEHU KOJIMYECTBATA JICKAPCTBCHM MTPOJAYKTH 110 OykBa "a";
B) JiaTaTa, Ha KOSTO Ca U3BBPIICHHU JTOCTaBKUTE 110 OykBu "a" u "0";
T') HAIMYHUTE B CKJIAI0BETE KOJIMYECTBA, TOCOYCHHU IO JIEKAPCTBEHHU MPOIYKTH;
2. IpoBepsiBa THPTOBCKY HIIM JIPYTY KHUKA, IOKYMEHTH M HOCHTENH Ha MH(OpPMAIIUS C OTJIe/l YCTaHOBSBaHE
Ha CIa3BaHE HAa YTBBPACHUTE IIEHM, MPENCITHUTE LEHW WJIN PETUCTPUPAHHUTE LEHU Ha JIEKAPCTBEHHUTE
MPOJYKTH;
3. U3UCKBa W CHOMpPA OPUTMHAIHU JTIOKYMEHTH, JaHHH, CBEJICHUS, KHIKA, CIPAaBKA W APYTH HOCHUTEIH Ha
nH(pOpMAaIUs 32 yCTAHOBSIBAHETO HA CIIa3BaHE HA YTBBPACHUTE IIEHHU, IPEICTHUTE IEHN WIIH PETUCTPUPAHHUTE
LIEHU Ha JIEKapCTBEHUTE NPOAYKTH; M3HCKBA 3aBEPEHH KON Ha IMUCMEHUTE JOKYMEHTH U 3aBEPEHU
pa3nevyaTKky Ha JaHHU OT TEXHUYECKH HOCHUTEIH;
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4. MOJTy4YH JIOCTBII OT TPOBEPSIBAHUTE JIUIIA 10 ABTOMATU3UPAHUTE UM UH(POPMAIIMOHHN CUCTEMH, TIPOIYKTH
WU apXUBH, KOTaTO ChOMpaHETO, ChXpaHsIBaHETO M 00paboTkaTa Ha MHGPOPMANKATA C€ U3BBPIIBA IO TO3U
HAYWH.

(2) Ilpu ochlecTBsiBaHE Ha KOHTPOJHUTE CU (YHKIHH CHBETHT MMa IMIPaBO Jla M3UCKBA OT MPOBEPIBAHUTE
JIUIIA TIPEIOCTaBsHe Ha HH(pOpPMAIIXS ¥ JOKYMEHTH IMo al. | B ONpeesieH OT HEero CPoK.

(3) CeBerpT MOXE [a CKIIOYBA CIIOPAa3yMEHHs 3a B3aWMOJCHUCTBHE C JAPYTHM KOHTPOJIHH OPraHU, MpPHU
W3IIbITHEHNE Ha PYHKIUHUTE CH 1O ail. 1.

Y. 271. (1) PernonamauTe 3ApaBHM HHCIICKITUH MMAaT MPaBO Ja:
1. ciupaT CTPOUTENCTBOTO U /1a M3AaBaT MPEAIICAaHNs, KOTaTO YCTAHOBAT HAPYIICHUS HA XUTUEHHUTE HOPMHU
W W3UCKBaHMS B Mpolleca Ha MU3MBIHCHWE Ha CTPOUTEJICTBOTO; MIPHU HE3AKOHHO CTPOMTEIICTBO Ha OOCKTH U
CHOPBHKEHHS 32 IPOU3BOACTBO, ChXpaHeHHe U MPpoAax0da Ha JeKapcTBEHU NPOIYKTH yBeaoMsBaT upekuusta
3a HAI[MOHAJICH CTPOUTENIEH KOHTPOJI WK TEXHUYecKarTa Ciryx0a Ha oOIHara;
2. 3a0paHsBaT IMyCKaHETO B EKCIUIOATalMs M Ja CIHUpaT eKCIUIoaTalusTa Ha OOCKTH U CHOPBKEHHS NpU
HapylllaBaHe Ha M3MCKBAaHUTA U HA XUTHEHHUTE HOPMHU IPU IPOU3BOICTBOTO, CHXPAaHEHHUETO U MpojaxbaTa
HAa JIEKAPCTBEHH MPOAYKTH - IO OTCTPAHSIBAHE HA HAPYIICHUSTA;
3. (mwm. - IB, 6p. 71 ot 2008 1., B crma ot 12.08.2008 1., Op. 67 oT 2020 T.) GI1OKMPAT JIEKAPCTBEHH MPOAYKTH
clle[l moNlyyaBaHe Ha MHCMeHO yBeaomuieHHe oT MAJl 3a Hanuyme Ha JAOKyMEHTHpaHa WHQOpMaIus 3a:
HECHOTBETCTBHE C H3WCKBAHHMATA 32 KAueCTBO; JICKAPCTBEHHW NPOAYKTH, BHECEHH WIH TPOU3BEIACHH B
HapylIeHEe Ha TO3U 3aKOH; JEKapCTBEHU MPOAYKTH, KOUTO Ce Mpe/jIaraT B OMAaKOBKH C JTUCTOBKH, KOUTO HE
OTTOBapsAT Ha M3UCKBAHMSITA HA TO3W 3aKOH U M3MpaniaT MocTpu oT Tsax B MAJL;
4. nmaBaT 3aKJIOYCHHS 332 CHOTBETCTBHETO Ha OOEKTUTE HAa KOHTpPOJa C HOPMATHBHO OMpEACIICHUTE
W3UCKBaHWS,
5. U3gaBaT pa3NopeXIaHHs, NPEANUCAHUS U YKa3aHUs B PaMKUTE Ha CBOsSITa KOMIIETEHTHOCT, KOUTO ca
3aJbJDKUTEITHH 32 BCHUKH JINIIA HA TEPUTOPHATA HA CHOTBETHATA 00J1acT;
6. (moBa — JIB, 6p. 67 ot 2020 T.) OCBIIECTBIBAT KOHTPOJ IO W3ITBIHCHHWETO HAa Pa3MOpEeXIaHUITA 32
M3TETIISTHE Ha JIEKaPCTBEHU MPOIYKTH OT OOCKTHUTE, Pa3IIOIOKEeHH Ha TEPUTOPHUATA Ha ChOTBETHATa 00JIACT.
(2) (don. — IB, 6p. 67 ot 2020 1.) [IpnHYIMTETHATE aIMUHUCTPATHBHU MEpKHU 10 ail. | i no wi. 270, an.
3 ce Hanarar chC 3anoBe Ha qupekTopa Ha P3U. Komwme oT u3ganenara 3amoen ce usmnpaiia Ha MAJL
(3) 3anoBenuTe MO ai. 2 moaJIeKaT Ha O0OXKaIBaHe o pefa Ha A IMUHICTPATHBHOIPOIIECYATHUS KOJIEKC, KAaTO
00>KaJIBaHETO HE CIHPA U3ITBITHEHUETO HM.
(4) (Hoea — 1B, Op. 67 ot 2020 r.) Pernonannure 3paBHU HHCIIEKIIUU yBenoMsBat MAJI, koraTo ycTaHOBST,
qe:
1. anTeka Ha TepUTOpHWATA HAa CHOTBETHaTa obOnact He paboru moBede oT 30 THM B paMKHTE Ha €lHA
KaJIeHJapHa TOJIMHa;
2. HIMa anTeKa Ha ajpeca, 3a KOWTO € HM3[aJIeHO pa3pellleHHe 3a THProBusl Ha APEOHO C JIEKapCTBEHU
MPOIYKTH.

Y. 272. (1) U3nbpaHuTenHaTa areHnys o jJekapcrpaTa:
1. (mom. - /1B, Op. 102 ot 2012 1., B cuia ot 2.01.2013 r.) 3a0paHsiBa IMycKaHETO B €KCIJIOATAIMS U CIHpa
eKCIUIoaTaluATa Ha OOEKTH M ChOPBKEHHMSA NpU HapyllaBaHe mpaswiara Ha JloOpaTa mpou3BOACTBEHa
MPaKTUKa Ha JIEKAPCTBEHH NPOJYKTH M HAa AKTUBHM BEIECTBa, KakTo M Ha JloOpuTe AUCTpHOYTOpPCKU
MIPaKTHKH 10 OTCTpaHsIBaHE HA HAPYIIEHUSATA,
2. 3a0paHsiBa MPOM3BOJCTBOTO, BHOCA, M3HOCA U THPrOBHUTA HA JIEKAPCTBEHHU NMPOAYKTH, KOUTO MPSKO HIN
KOCBEHO 3acTpallaBaT 3[paBeTO Ha XOpaTa, W Paslopexia Te Aa ObAaT YHHUILOKEHH, NpepaboTeHH WU
W3IIONI3BaHU 3a JPYTH LENH;
2a. (HoBa - JIB, Op. 102 ot 2012 1., B cuya ot 2.01.2013 r.) 3ammM4aBa OT perucThpa JHUIaTa, H3BbPIIBAIIN
JEHHOCT 110 MIOCPEIHUYECTBO € JIEKAPCTBEHH MPOLYKTH, IPH HECTIa3BaHEe Ha 3aAbJDKEHUATA 10 WiI. 2126.
3. BpEMEHHO CTHpa eKCIUIoaTanusATa Ha 00EKTH 3a ThProBHsI Ha €p0 M Ha JPeOHO C JIEKAPCTBEHH MPOIYKTH,
KOTaTo HE Ce M3MBIHABAT YCIOBHUATA, IPH KOWUTO € M3AaJI€HO CHhOTBETHOTO Pa3pelIeHHE;
4. Onokupa JEeKapCTBEHM NPOAYKTH NPH HAIMYME Ha JOKyMEHTHUpaHa MH(opMalnus 3a: HEChOTBETCTBHUE C
W3UCKBaHMATA 33 KA4eCTBO, €(HEKTUBHOCT 1 0€30ITaCHOCT; JIEKAPCTBEHH MPOAYKTH, BHECEHH HJIH MPOU3BEICHU
B HapyIIeHHE Ha TO3M 3aKOH, KaKTO ¥ JIEKAPCTBEHU MPOIYKTH, KOUTO CE Mpe/iaraT B OMIAKOBKH C JIUCTOBKH,
KOUTO HE OTrOBapsAT HAa M3MCKBAaHUATAa HAa TO3M 3aKOH; NPU HEOOXOAWMOCT HapeXIa HM3TErJSTHETO UM OT
anTeKUTe U IPOrepruuTe, OT CKIaJOBETE 32 THProBUs Ha €IpO, OT MPOU3BOIUTEIINTE U JICUEOHNUTE 3aBEICHUS
Y yBEJIOMSIBA 32 TOBa MUHHCTEPCTBOTO HA 3[IPaBEONa3BaHETO;
5. (u3m. — J/IB, Op. 84 ot 2018 1., B cuia 6 Mecena ciel myOIMKyBaHe Ha ChOOIIEHUETO 0 Wwi. 82, maparpad
3 or Pernmament (EC) Ne 536/2014) oTHema M31a€HOTO pa3pellieHHE 3a KIMHUYHO H3MUTBaHE, CIHpa
MIPOBEXAAHETO HAa KIMHUYHOTO U3ITMTBAHE WK 33IbJKaBa BBH3JI0KHUTES 1a T0/1a]Ie 3asBJICHHE 3a ChLIECTBEHA
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MpPOMsIHA B KIIMHUYHOTO M3IMTBaHE NpU ycTaHOBeHH HapymieHus Ha Permament (EC) Ne 536/2014 mpu
YCIIOBHSATA U TIO pejia, PEJIBUICHU B HETO;

Sa. (HoBa - JIB, Op. 71 ot 2008 1., B cma ot 12.08.2008 r., u3m., 6p. 102 ot 2012 1., B cuna ot 2.01.2013 1.,
nor., Op. 67 ot 2020 r.) pasmopexna OJOKHpaHe, W3TETJISHE W YHUIIOXaBaHe Ha (ammmduimpann
JICKaApCTBCHU MPOAYKTH W Ha JICKAPCTBCHU MPOJYKTH C HEYCTAHOBEH MPOM3XOJ], KAKTO M Ha JIEKApCTBEHU
npoaykTu B ciydante o 4. 24 u 30 ot [enerupan pernament (EC) 2016/161;

56. (voBa - /IB, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) u3BbpIIBa MPOBEPKU HA HATIPABEHUTE AAPEHUS 110
4. 268a, ain. 1;

6. W3aBa pa3NoOpeKIaHHs, MPEINHCAHUS ¥ YKa3aHWs B PAMKUTEC Ha CBOSTA KOMIIETCHTHOCT, KOHWTO Ca
3abJDKUTEITHH 32 BCHUKH JIULIA;

7. (noBa - /1B, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) mocrast mox Bb30paHa JIeKapCTBEHU NPOIYKTU H
AKTHBHH BEIECTBA MPU ChMHCHUE B OTKJIIOHCHUE HA KAYECTBOTO MM 4Ype3 MOCTABSHE HA YAOCTOBEPUTEITHU
3HAIM B OOEKTHUTE 32 MPOU3BOJICTBO.

(2) llpunyauTenHUTE AaAIMUHUCTPATHBHUA MEPKH 1o an. | wim mo ui. 270, an. 3 ce HajmaraT Cbc 3alOBe] Ha
nupekTopa Ha MAJL.

(3) 3anoBenuTe 1O ai. 2 moaJIekaT Ha O0XKaIBaHe Mo pefa Ha A IMUHICTPATHBHOIPOIIECYATHHUS KOJIEKC, KaTo
00>KaJBaHETO HE CIHMPa U3ITBITHEHUETO HM.

Y. 272a. (Hos - /1B, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 r.) (1) C menerupanu akToBe MO I
526, maparpad 2 ot Jupexrtua 2001/83/EO ce ycraHOBsSIBAT HEOOXOAMMHTE MEPKHU 3a MPEIOTBPATSIBAHE
MyCKaHEeTo B oOpalieHre Ha JICKapCTBEHU MPOAYKTH, BbBeIeHH B EBpoIelicKust Chl03, HO HeNpeaHA3HAUYCHH
3a MycKaHe Ha na3apa Ha EBpomeiickus cbio3, 32 KOUTO MMa JIOCTATHYHO OCHOBaHHS 3a ChbMHEHHE, Y€ ca
¢danmupunmpany.
(2) VzmbnaurTenHaTa areHuMs MO JIEKapcTBaTa NpeanpueMa HeoOXOJUMMHUTE MEpPKH B CHOTBETCTBHE C
JeTieTUpaHUTe aKToBE MO ajl. | 3a MpenoTBpaTsBaHE IMyCKaHETO B OOpalleHHe Ha JIGKapCTBEHH MPOAYKTH,
BbBeICHU B EBponeiickus Cb103, HO HENPEIHAa3HAUCHH 32 IIyCKAaHE Ha Mma3apa Ha EBponeiickus Cbio3, 32 KOUTO
¥Ma JIOCTaThYHO OCHOBAHHUSA 32 ChbMHEHHE, Ue ca (hammmbuimpany.
(3) MurHunueckurte opranu ysenomssatr MAJI 3a BbBexkAaHETO Ha TepuTopusTa Ha Penyonuka brarapus na
JIEKapCTBEHU MPOIYKTH IO ajl. | ¢ orjies mpeanprueManeTo Ha MEpKH 10 ail. 2.

Yn. 2726. (HoB — [JIB, 6p. 67 ot 2020 1.) (1) Ilpurexarenute Ha pa3pelieHne 3a
MPOM3BOJICTBO/BHOC, MPHUTEKATEIUTE Ha paspellleHne 3a yrnorpeda, MPHUTEKATeNUTe Ha pa3pelicHUe 3a
napajieieH BHOC, MPUTEXKATENUTE Ha pa3pelicHHe 3a THProBUS HAa €Ipo C JIGKAPCTBEHH NPOIYKTH,
MPUTEKATEITUTE HA Pa3pelieHre 3a ThProBHUs Ha JpeOHO C JIEKApCTBEHU MPOAYKTH B alTeKa U JIeueOHUTe
3aBeJICHUS U3BBPILBAT AecTBUATa, onpeaeieHu B [enerupan perinament (EC) 2016/161.

(2) berapckara opranu3anus 3a BepuuKalys Ha JJeKapcTBaTa Ch3/1aBa U ynpasisisa HalmoHaneH perucTsp
no wi. 32, T. 1, Oyksa "0)" ot Henerupan pernament (EC) 2016/161, xoiito oOciyBa TepuTOpHATa Ha
Pemry0nvika beirapust.

(3) (Hom. — [IB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 1.) IIpaBo Ha Ge3BB3ME3NIEH U MPSAK JOCTHII JI0
perucTspa 1o ai. 2 u 10 HHOopMaIusITa, KOSTO Ce ChIbp)Ka B HETO UMAT CIICTHUTE HAIITMOHATTHH KOMIIETEHTHH
opranu cbprinacHo wi. 39 ot denerupan periament (EC) 2016/161:

1. V3mpnHuTeNnHAaTa areHIUs IO JieKapcTBaTa — 3a IIeJIMTEe Ha YIOpPaKHSABAHE HAa HAI30p BBPXY
(YHKIIMOHUPAHETO HA PETHCTPUTE W pa3ciie[iBaHe PU ChMHEHHE 32 cilydau Ha danmuduipane, KakTo U 3a
HesmTe Ha (papmMakosoruuHaTa OIUTEIHOCT WK (PapMaKOeTHIEeMHOIOTHTA,;

2. MuHHCTEpCTBOTO Ha 3/ipaBeona3BaneTo, HanronannaTta 3qpaBHOOCHTYpUTENTHA Kaca M ChbBETHT 110 4JI. 258,
ain. 1 —3a menuTe Ha 3arIaliaHe Ha JIEKapCTBEHHU MPOJYKTH C MyOJIUYHH CPECTBA.

(4) (HoBa— JIB, 6p. 16 o1 2024 1., B cma ot 23.02.2024 r.) MHOpManus oT perucThbpa 1o ai. 2 ce IpeaocTaBs
W IpU [IOUCKBAHE OT HALIMOHAJIHUTE KOMIIETEHTHH OPTaHu IO all. 3 B ChOTBETCTBHUE C [lenerupan perjaMeHT
(EC) 2016/161, BriIrOYMTEIIHO 3a LIEJIUTE Ha 3aIUlalllaHe Ha JICKAPCTBEHHU MPOJIYKTH C IMYOJIMYHH CPE/ICTBA,
KaTto chAbpXKaHueTo W (opmara Ha HHQOpMAaMATAa M CPOKBT 3a MPEIOCTABIHETO M Ce OmpeiensT B
CHOTBETHOTO MCKaHE.

Ya. 272B. (HoB — JIB, Op. 16 ot 2024 1., B cuma ot 23.02.2024 r.) 3a uenure Ha 3aruiaiiane Ha
JICKAPCTBEHU NPOAYKTH C MyOJHYHH CpeiAcTBa MHUHHCTEPCTBOTO Ha 3/IpaBeolia3BaHETO, M3mbiHUTEIHATA
areHIus 1o JiekapcTBara, HallMoHAMHUAT ChBET MO IEHH M penMOypcHpaHe Ha JIEKAPCTBEHHUTE MPOAYKTH,
Hammonannara 3apaBHOOCUTYpUTENHA Kaca, brirapckara opraHuzainus 3a BepuUQUKaIUs Ha JIEKApCTBATa,
MIPUTESKATETUTE HAa pa3pelieHe 3a THPrOBUS HA €IpPO C JICKAPCTBEHHW MPOMYKTH, MPUTEKATEIUTE Ha
paspelleHue 3a ThProBus Ha APEOHO C JIGKAPCTBEHH MPOIYKTH, JIeUeOHUTE 3aBeneHus o wi. 222, an. 4, T. 1
1 2, IEHTPOBETE U XOCIHCHUTE 110 Wi. 222, an. 4, T. 3 1 4 1 jeueOHnTe 3aBeACHUS 10 Wi. 222, anl. 6 ocurypsBar
olepaTHBHA ChbBMECTUMOCT M CBHP3aHOCT 32 aBTOMATHU3UPaH OOMEH Ha JJaHHU B MAIIMHHO YeTHM (opMmaT B
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peaxHo BpeMe Ha HarmmonanmuaTa 3apaBHOMH(DOpMAIIMOHHA crcTeMa 1o 4. 28T, ai. 1 oT 3akoHa 3a 31paBeTo,
CrieIuan3upaHaTa €JIeKTpoHHa cucteMa mo @wi. 2176, am. 1, permcthpa mo w@wi. 259, am 2, T. 4,
nHpOpMaLMOHHATa cicTeMa 1o wi. 63, an. 1 oT 3akoHa 3a 3ApaBHOTO OCHTYPSABaHE, CUCTEMaTa OT PEerucTpu
no cmuchbia Ha [enerupan pernament (EC) 2016/161 u unpopManoHHUTE CHCTEMH Ha MPUTEKATEIUTE HA
paspeleHue 3a ThPTOBHSI HA €/IPO C JIEKAPCTBEHH MPOAYKTH, MPUTEIKATENNTE HA Pa3pelleHne 3a ThPrOBUs Ha
IpeOHO C JIeKapCTBEHW MPOAYKTH W Ha JieueOHHTE 3aBeneHus mo wi. 222, am. 4, T. 1 u 2, nueHTpoBeTe U
XOCIIUCHTE MO wiI. 222, an. 4, T. 3 u 4 1 neueOHUTE 3aBefeHus Mo wi. 222, ai. 6.

Ya. 273. (1) YcnoBusATa W peapT 3a B3eMaHE Ha NMPOOWTE, M3BBPIIBAHE HA HW3MUTBAHUATA H
3aIlTalaHeTo UM Ce ONPENIeNAT B Hapea0a Ha MUHHUCThPA Ha 3[PaBeoIa3BaHeTo.
(2) Ilpu ocmopBaHe Ha pe3yATaTUTE OT U3BBHPIICHH JAOOPATOPHU W3MUTBAHUS CE TPABAT TOBTOPHU
n3nuTBaHus. Te ce M3BBPIIBAT MPU MUCMEHO MCKaHE OT 3aMHTEpPECOBaHATa CTPaHa, HAMPABEHO B 7-IHECBCH
CpPOK OT J]aTaTa Ha IMoJly4yaBaHe Ha pe3yJyitaTa OT TbPBOHAYAIHOTO W3MTUTBAHE.
(3) lloBTOpHUTE M3MHUTBAHUS 110 AJT. 2 CE U3BBPIIBAT OT CKCIIEPTH, ONPEACICHH OT U3ITBIHUTEIHUS JUPEKTOP
Ha UAJI, kouTo He ca ydacTBAIA B IThPBOHAYAIHOTO HM3MUTBAHE, B NMPUCHCTBUETO HA YIIBIHOMOIICH
MpeJCTaBUTEN Ha 3aMHTEPECOBaHATa CTPAHA.

Y. 274. (1) YcenoBusTta u peapT 3a OJTOKHUpaHe ¥ U3TETIISTHE Ha JIEKAPCTBEHH MPOAYKTH, IIOKA3aIH
HECHOTBETCTBHE C M3MCKBAHMATA 332 KaYeCTBO, 0E30IACHOCT M e(HKACHOCT, ce OIpenessIT B Hapemda Ha
MUHHCTBPA Ha 3/IpaBEOIa3BaHETO.

(2) (U3m. — JIB, 6p. 67 ot 2020 r.) YcnoBusATa U penbT 3a YHHUIOKABAHETO HA JIEKAPCTBEHUTE TPOIYKTH Ce
OTIpPEIEIIAAT B Hapea0a Ha MUHUCTBPa Ha 37]paBeoIa3BaHeTo.

Y. 275. (1) Ipu ocwinectsiBane Ha koHTpona MAJI npeanpuema BcHUky HEOOXOAUMHU MEPKH, 32
Ja OCUTYpH NPaBWJIHO BaJMIUpPAaHE HA IPOLECUTE HA IMPOU3BOJACTBO M IMPEUUCTBAHE HA JIEKAPCTBEHHU
MMPOAYKTH, IMMOJIYUCHHU OT YOBCHIKA KPBHB WM YOBCUIKA I1JIa3Ma, IIOCTOAHCTBO B KAaUCCTBOTO HA MAapTHUAUTE U
rapaHTupaHe, JOKOJKOTO TEXHOJIOrUuATa IO3BOJIsABA, OTCHCTBUCTO HA CHCHI/I(bI/I‘IHa BUpPYCHA KOHTaMUHAIIUA.
(2) Ilpomssomutenute yBemomsaBar WMAJI 3a Meronma, W3Moji3BaH 3a HamallsiBaHE WM OTCTpPAaHABaHE Ha
MAaTOr€HHHU BUPYCH, KOUTO MOTAT Aa ObJAT MPEHECEHH UPEe3 JIEKAPCTBEHU NMPOAYKTH, IOTYyYEHU OT YOBELIKA
KPBB WJIM YOBCIIIKA I1a3Ma.
(3) UznmbnHuTeNnHATa areHNuWs MO JIeKapcTBaTa M3MUTBA MM W3Mpalla 3a W3MUTBaHE B Apyra oduiuamHa
nabopatopusi 3a KOHTPOJI Ha JICKApCTBEHU NMPOAYKTH B PermyOnuka bbarapus uinm B apyra OJbpikaBa WwieHKa
MOCTpPHU OT HACHIICH/HEPA3IAT MPOIYKT W/UJIH JIEKAPCTBEH MPOAYKT 32 M3MUTBAHE WM B X0/ 3a OLIEHKA Ha
3asIBJICHUE 32 pa3pelllaBaHe 3a yrnoTpeoda no wi. 46, ai. 1, T. 2 WM clie]] u3aBaHe Ha pa3pelicHue 3a yrnorpeoa.

Y. 276. Mznbaaurennust aupektop Ha MAJI cbe 3anoBe BpeMEHHO CIUpPa, OTHEMA, IIPEKPATIBa
WX TIPOMEHSI pa3pelIeHUeTo 3a ynorpeda Ha JIeKapCTBEHHUS MPOAYKT/PErucTpaluira, KOraTo ce yCTaHOBH,
qe:
1. ©Ma HeZloMycTUMa HEXENaHa JISKapCTBeHA peakys Ipy NpaBUiIHa yrorpeda, Win
2. IUIICBa TepaneBTHYHa e(hUKACHOCT (TeparneBTHYHa e(prKacHOCT JIUICBA, KOraTo c€ yCTAaHOBH, Y€ HE MOTaT
na ObJaT MoTy4eHH 00SBEHUTE TePAeBTUUHH PE3YIITATH NPU pa3peniaBaHeTo My 3a yroTpeda), nim
3. CHOTHOIIIECHHUETO TIOJI33/PHUCK € HeOIArONPHUITHO MPU MPaBHITHA yIIOTpeba, HiTh
4. KOTMYECTBEHUST U KAUECTBEHUT ChCTAB HA JICKAPCTBEHUS MIPOAYKT HE OTrOBapsT Ha ACKIapUpaHUs MpH
paspelaBaHeTo 3a ynorpeba, win
5. JaHHUTE OT JOCHUETO MO WI. 27 - 32 ca HeBEPHU, UK
6. (m3Mm. - /1B, 6p. 71 o1 2008 1., B cuma ot 12.08.2008 r.) JaHHUTE OT AOCUETO 110 Wi. 27 - 32 He ca IOMbIHEHN
WM HE ca IPOMEHEHH ChITIACHO U3UCKBAHMATA HA IV1aBa TpeTa, pasaen VI, wim
6a. (HoBa - IB, Op. 102 o1 2012 1., B cuna ot 21.12.2012 r.) He ce U3MBIHABAT yCIOBUATA IO WiI. 55a, 56 unu
56a, nun
66. (HoBa - /IB, 6p. 102 o1 2012 r., B cuna ot 21.12.2012 r.) npou3BOACTBOTO HA JIEKAPCTBEHUS MPOAYKT HE €
M3BBPIIECHO B ChOTBETCTBHUE C OMMMCAHUS HAUYMH HAa MPOM3BOACTBO 1Mo Wwi. 27, an. 1, 1. 7, win
7. (m3m. - IB, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 r.) He ca U3BBPIICHN KOHTPOIHN U3NTUTBAHUS WJIH T
HE Cce U3BBPILBAT B CHOTBETCTBUE C METOJUTE, MOCOUEHH B Wwi. 27, ain. 1, T. 8, uiu
8. maHHWTE BHPXY OIAKOBKATa W/WJIM B JIMCTOBKATA HE ca B CHOTBETCTBUE C OJI00PEHUTE MPH M3JIaBAHETO Ha
pa3pemneHneTo 3a ynorpeoa;
9. (moBa - /1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) mpuTeKaTENAT Ha paspelieHue 3a ynorpeda He e
W3IIBJIHUI 33IbJDKEHUsATA 110 wieH 45, naparpad 1 ot Pernmament (EO) Ne 1901/2006.

Ya. 277. (1) UsnenautennusaT qupekrop Ha MAJL, He3aBucuMo OT MepKHTe 10 Wwi. 276, 3a0paHsBa
CBhC 3aI0Be/l CHAOJSBAHETO C JIEKAPCTBEHUS! MPOAYKT M pas3lopekaa ONOKMPAHETO M M3TETVITHETO MYy OT
nasapa, Koraro:
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1. (m3m. - IB, 6p. 102 o7 2012 1., B crma ot 21.12.2012 r.) mMa HeOIMyCcTHMA HEXETaHa JICKapCTBEHA PEaKITHs,
WIN

2. TUTICBa TepaNeBTUYHA €PUKACHOCT, WIH

3. (m3m. - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) CHOTHOIIEHUETO MOJI3a/PUCK € HeOIaronpUsITHO,
WITH

4. KOJIMYECTBECHUAT M KAUYECTBEHUAT CHCTAB Ha JICKAPCTBEHHUS POJIYKT HE OTTOBApSAT HA NEKJIapHPaHUS TPH
paspelaBaHeTo 3a ynorpeba, nin

5. KOHTPOIBT HA JIEKAPCTBEHUS POIYKT W/MIIH Ha ChCTaBKUTE M HA MEKIMHHHUTE €TAIHN OT MIPOM3BOICTBEHUS
IpoLeC He € W3BBPIICH, WIN HE Ce M3IBIHABAT M3MCKBAHMATA, IPU KOWTO € M3MAICHO Pa3pelIeHUETo 3a
MPOM3BOJCTBO.

(2) Uzsnbnautennust aupektop Ha MAJI moxe na Hanoxu 3abpaHa mo aji. | ¥ camMo MO OTHOLICHHWE Ha
KOHKPETHH NAPTUAN OT JIEKAPCTBEHHUS IPOIYKT.

Y. 278. (1) U3npaautenaust nupekrop Ha MAJL cbe 3amoBen BpEMEHHO CMpa WM OTHEMa
paspelIieHneTo 3a ynorpeba Ha Tpyna WM HAa BCHYKH JICKAPCTBEHW MPOJYKTH, 32 KOMTO IO OTHOILICHHE
MACTOTO MM Ha MPOU3BOACTBO HE CE€ M3MBIHIBAT MU3UCKBAHUATA, TP KOUTO € M3aJCHO Pa3peIIeHUETO 3a
MIPOU3BOACTBO.

(2) Uznbmaurennust aupektop Ha MAJI ocBen MepkuTe 1o wi. 276 MOXKe ChC 3alloBe]] BpEMEHHO J1a CIipe
BHOCA Ha Tpylla WJINM HAa BCUYKHU JIEKAPCTBEHH NPOAYKTU OT TPETH IbpPXKABH MM Ja OTHEME H3IaACHOTO
paspelleHre 3a BHOC HA Ipyla WIM Ha BCUYKH JIEKApCTBEHHW NMPOIYKTH, KOTaTO HE Ca B CHOTBETCTBHUE C
M3MCKBaHMATA Ha IJ1aBa IeTa.

(3) M3nbnautenuust nupextop Ha MAJI ocBeH MepkuTe 1Mo Wi. 276 MOXKe ChC 3all0BE]] BPEMEHHO Ja CIIPE UITH
Jla OTHEME Pa3peIICHUETO 3a MPOU3BOACTBO Ha TPyTa WM HAa BCHUKH JIEKAPCTBEHH NMPOLYKTH, KOUTO HE ca B
CHOTBETCTBHE C M3UCKBAHUATA Ha IJ1aBa MeTa.

Y. 279. (1) 3anoBeaute no wi. 276, 277 unu 278 ce BppUYBaT Ha MPUTEXKATENA Ha pa3pelieHUeTo
3a yrnorpeba, CbOTBETHO Ha IIPOU3BOJUTENS MIIM BHOCUTEIISL.
(2) 3anoBequTe Mo ain. 1 momyexaT Ha oOXkaIBaHe MO pefa Ha A IMUHICTPATHBHONPOIIECYATHUS KOJIEKC, KAaTO
00>KaJIBaHETO HE CIHPA U3ITBITHCHUETO HM.

Ya. 280. (1) INpu ycraHoBsBaHE Ha HaApYyIICHHS Ha pa3NopeAOUTe Ha TJaBa eIuHajeceTa,
CHOTBETHO Ha HapenOaTa 1mo wi. 249, m3nbpaHUTENTHUAT qupektop Ha MAJI pasmopexna cbe 3amoBes crimpaHe
pa3snpoOCTPaHEHUETO Ha peKamara.

(2) Cwc 3anoBeara mo an. 1 aupextopsT Ha MAJI Moxe Aa 3aabKu pekiaMoaaTens Ja MyOJuKyBa Wil Aa
pasnpoctpanu ceriaacyBano ¢ MAJI onpoBep:keHne Ha TBbPAEHUTA B peKiIaMaTa Ype3 ChIIUTE CPEICTBA U B
chinus popmaT u ooem.
(3) 3anoBenTa 1o ain. 2 MojUIekKHM Ha 00XKaJIBaHe 1Mo peAa Ha AJIMUHUCTPAaTUBHOIIPOLIECYATHHS KOJEKC.
I'naBa yeTnpuHanecera
AIMHUHUCTPATUBHOHAKA3ATEJIHU PA3IIOPE/IBA

Y. 281. (1) (Jom. - IB, op. 71 ot 2008 r., B cuia ot 12.08.2008 . usm., 6p. 102 ot 2012 1., B
cura ot 2.01.2013 r.) Kolito mpom3Bex/a, BHAcs, MPOJaBa, ChbXpaHsBa WM TMPEIOCTaBs 3a ymoTpeba B
Peny6nuka bbarapus jgekapcTBeHH NPOAYKTH, KOUTO HE ca pa3pelieHy 3a ynoTpeda, U3BbH CIIydyauTe Mo 9.
8, 9 u 10, kaKTO M TaKMBa C HEYCTAHOBEH MPOU3XO/I, aKO HE MOJJICKHU Ha MO-TEKKO HaKa3aHHE, Ce HaKa3Ba C
rino6a ot 25 000 go 50 000 8.
(2) CpuroTo HaKa3zaHUE ce Hajara W Ha JIMaTa, KOUTO MIPOU3BEXKAT, BHACST, IPOJaBaT WM JOIyCKaT Ja ce
ynotpebsiBar B PenyOnuka buiarapust nekapcTBeHM NMPOAYKTH, KOUTO HE OTrOBapsT Ha M3UCKBaHMSITA Ha
neiicTBamara papMaKories ¥ Ha yCJIOBUATA [IPH pa3pelaBaHeTo UM 3a yroTpeoda.
(3) Koraro napymenusara no an. 1 u 2 ca cCBbp3aHH ¢ Hepa3pelIeHn 3a ynoTpeda JeKapCTBEHH MPOIYKTH,
ChbpPIKAIIM HAPKOTUYHHU BEIIECTBA, WM MPU MOBTOPHOTO UM HM3BBPUIBAHE, aKO JESHUATA HE CHCTABISABAT
MpeCTHIUIEHNE, pa3penIeHNeTo, U31aJIeHO TI0 peJa Ha TO3H 3aKOH, Ce OTHEMA.
(4) MennuuHCKH CIEIUaTUCTH, KOUTO MPOU3BEXKIAT, IPOIaBaT WK NPEAOCTABAT HEpa3pelIeHH 3a yrorpeda
JIEKApCTBEHU MPOAYKTH, C€ JIMIIABAT OT MPaBo Ja yIpakHIBAT npodecusTa cu 3a Cpok oT 6 Mecena 70 JBe
TOJUHM.
(5) Hakazanunero mo an. 4 ce Hajara chC 3aroBe/l HA MHHHCTBPA Ha 3PaBEOINa3BaHETO MO MPEATIOKEHIE Ha
M3ITBIHATENHNA qupektop Ha MAJL

Ya. 282. (1) KoiiTo nponasa iekapcTBEHH MPOAYKTH B OMAKOBKH WMJIM C JINCTOBKH 3a MAaIlUEHTA,
KOWTO HE OTTOBAPSIT HAa M3UCKBAHUATA HA TO3H 3aKOH, c€ Hakaspa ¢ riaoba ot 750 go 1500 niB., a mpu mMOBTOPHO
W3BBPLIBAHE HA CHUIOTO HapylleHue - ¢ rinoda ot 1500 no 3000 mB.
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(2) Koiito mpomaBa ekapcTBEHH MPOIYKTH O3 JINCTOBKH 3a MAIMeHTa, ce Haka3Ba ¢ 1y106a ot 750 go 1500
JIB., a TIPY TTIOBTOPHO M3BBLPIIBAHE HA CBHIIOTO HapyIIeHue - ¢ riaoda ot 1500 mo 3000 ns.

Y. 283. (1) Kolito BHacs, ThpryBa WM MPENOCTaBs 3a ynorpeda JIEKapCTBEHH MPOAYKTH C
M3TEKBJ CPOK HA TOJHOCT, ce Haka3Ba ¢ rioba ot 10 000 mo 20 000 nB.
(2) Koiito HapyiiaBa mbpBHYHA/BTOPHYHA OMAKOBKA WM MPOAABA/MIPENIOCTABs JEKAPCTBECHU MPOIAYKTH C
HapylleHa ThPBUYHA/BTOPHYHA OMAaKOBKa, c€ Haka3Ba ¢ rioba ot 750 mo 1500 nB., a mpu MOBTOPHO
Hapyienue - ¢ rioda ot 1500 mo 3000 nB.

Yn. 284. (1) Koiito mpomsBexaa, BHACS WM THPTryBa Ha €lpO C JIEKAPCTBEHU MPOAYKTH HITH
MpoJiaBa JIEKapCTBEHU MPOAYKTH, 03 Jja Ma pa3pelieHue 3a ToBa, ce Hakaspa ¢ ri06a 50 000 .
(2) (Hom. - IB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B cuna ot 2.01.2013 1.)
Koiito mpowusBekaa, BHACSI WM THPTryBa Ha €IpO C JIGKAPCTBEHH NMPOAYKTH WM IMpojAaBa JEKapCTBEHU
MPOJYKTH B HAPYIICHUE HA M3/IQJICHOTO Pa3pellieHHEe WU MPOaBa, ChXPaHsBa WITH MPEJOCTaBs JIEKapCTBEHU
MPOAYKTH, KOUTO ca ¢ HEYCTaHOBEH MPOU3XO0/, Ce Haka3Ba ¢ ri06a ot 25 000 go 50 000 nB.
(3) (dom. - AB, 6p. 71 or 2008 1., B crna ot 12.08.2008 1.) B cayuaunTe mo an. 1 u 2 opranuTe Ha Ibp>KaBHUS
KOHTPOJI CITUPAT ChC 3aMOBE EKCILIOATAIMATA Ha O0CKTA.
(4) 3amoBexra 1o an. 3 moUIeKH Ha oOXallBaHe IO pefa Ha AIMUHUCTPATUBHOIPOIECYATHHAS KOJIEKC, KaTo
00>KaJBaHETO HE CIHMpPa U3ITBIHEHUETO .

Y. 284a. (Hos - /1B, 6p. 102 o1 2012 1., B cuma ot 2.01.2013 1.) (1) (Ilpeaumen TexcT Ha wi. 284a
— JB, 6p. 67 ot 2020 r.) Koiito mpom3Bexna, BHACS, W3HACS, ChXpaHs;IBa, MPOJaBa WA MPEJOCTaBS
danmmumduurpaHn JIEKapCTBEHW MNPOAYKTH, KakKTO M TOCPEJHMYM TpU MOKYIKO-TipoaaxbaTa Ha
(danmupuMpany JIeKapcTBEHUTE MPOIYKTH, ¢e Haka3Ba ¢ riio6a ot 25 000 no 50 000 ..
(2) (HoBa— JIB, 6p. 67 ot 2020 r.) Ha mpuTesxaTen Ha pa3pelieHue 3a MPOU3BOICTBO WX 32 BHOC, TPATEXKATET
Ha pa3pelleHne 3a yrnorpeda Win MpUTeKaTell Ha pa3pelleHre 3a napaiesieH BHOC, KOMTO He U3IBIIHH CBOE
3aJ/bJDKEHIE OTHOCHO MOKa3aTeNuTe 3a 0€30acCHOCT Ha JIEKAPCTBEHUTE MPOAYKTH, OTIPEILIICHO B TO3U 3aKOH
i B lenerupan pernament (EC) 2016/161, ce manara umymiectserna caakius ot 5000 mo 10 000 nB., a mpu
MIOBTOPHO M3BBPIIBAHE HA CHUIOTO HApyLIEHHE — uMylecTBeHa caHKuus oT 25 000 mo 50 000 nB.

Y. 2846. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) [Ipurexkaren Ha pa3peiicHUe 3a
MIPOM3BOJCTBO, KOWTO HE M3IIBJIHABA 3abJDKEHUATA cu 1o wi. 160, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIUS OT
5000 no 10 000 nB., a mpu MOBTOPHO U3BBHPIUBAHE HA CHUIOTO HAPYLIECHUE - C UMYILECTBEHA caHKUUs oT 10
000 mo 20 000 1.

Y. 284s. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) (1) (IlpeauiieH TekcT Ha 9.
2848, mom. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpuTexarten Ha pa3pelieHne 3a THProBUs Ha
€pO C JIEKApPCTBEHU MPOAYKTH, KOWTO HE M3ITBIHSBA 3aIbDKeHUATa cr 1o wi. 207, an. 1, 1. 1 —3, 1. 4a — 14
U aj. 2, ce HakasBa ¢ uMmymiectBeHa cankiusa ot 2000 xo 5000 niB., a mpu MOBTOPHO U3BHPIIBAHE HA CHIIOTO
HapyleHue - ¢ umyiectseHa cankuus ot 5000 no 10 000 nB.
(2) (Hoa— /IB, 6p. 84 ot 2018 ., B crma ot 12.10.2018 1.) [Iputexaren Ha pazpelieHue 3a THProBUs Ha €1Ipo
C JIEKapCTBEHU MPOJIYKTH, KOWTO ce CHAaO/sIBA C JIEKAPCTBEHH MPOILYKTH OT JINIA, Pa3JIMYHH OT MOCOYCHHTE B
1. 207, an. 1, . 4, ce Haka3Ba ¢ umyniecTseHa cankuus ot 25 000 go 50 000 nB., a mpy MOBTOPHO U3BHPIIIBAHE
Ha CBIIOTO HapylleHue — ¢ uMmymiecrseHa caukuus ot 50 000 o 100 000 nB.
(3) (HoBa — JIB, 6p. 67 ot 2020 r.) Ha mpuTexaTen Ha pa3perieHue 3a ThPTroBUS Ha €ApO C JCKAPCTBEHU
MPOIYKTH, KOWTO HE M3ITBJIHU CBOE 3aIbJDKCHUE OTHOCHO TIOKa3aTeNuTe 32 0e30IacHOCT Ha JICKApCTBEHUTE
MPOAYKTH, ONPENEIICHO B TO3HM 3aKOH, B I10JI3aKOHOB HOPMATHBEH aKT I10 MPHJIAraHeTO Ha TO3M 3aKOH WM B
Henerupan pernament (EC) 2016/161, ce nanara umymectBeHa cankius ot 5000 mo 10 000 nB., a mpu
MTOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylIeHne — uMmymiectBeHa cankuys ot 10 000 zo 20 000 ns.

Y. 284r. (Hos — J/IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 1., u3m., 6p. 103 ot 2020 1., B criia
ot 1.01.2021 r.) (1) (Ilpeaunmen Texct Ha wi. 284r — JIB, 6p. 16 ot 2024 1., B cuna ot 23.02.2024 r.) Koiiro
HE U3ITBIHABA 33IBJDKEHUATA CU 110 Wi. 68, ai. 1, T. 9, ce Haka3Ba ¢ rimo6a B pazmep ot 50 000 mo 100 000 nB.,
a TIpH MTOBTOPHO M3BHPIIIBAHE HA CHITOTO HapyIieHue — ¢ riro06a B pazmep ot 100 000 mo 150 000 nB.

(2) (HoBa — /1B, 6p. 16 ot 2024 r., B cma ot 23.02.2024 r.) KoiiTo He M3mbIHsBA 33bJDKCHHAATA CH TI0 YJI.
68, am. 1, 1. 11 mw an. 217, 1. 6, ce Haka3Ba ¢ riaoda B pazmep oT 15 000 mo 25 000 nB., a MpU MOBTOPHO
M3BBPINBAHE HA CHIIOTO HApPYIIEHUE — ¢ TJI00a B pazmep oT 25 000 mo 55 000 ns.

Yn. 284n. (Hos — /1B, Op. 84 ot 2018 r., B cuia ot 12.10.2018 r1.) Ko#iTo M3BBpIIM M3HOC HA
JIEKapCTBEHU NPOJIYKTH, BKIIIOYEHH B CIIMCHKa 1o wi. 2178, an. 1, ce Haka3Ba ¢ rioda B pasmep ot 50 000 no
100 000 mnB., a Ipu MOBTOPHO M3BBHPIIBAHE HA CHIIOTO HapyIIeHne — ¢ T71o6a B pazmep ot 100 000 xo 150 000
JIB.
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Y. 284e. (Hos — 1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 ., ot™m., 6p. 67 ot 2020 r., HOB, Op.
103 012020 1., B crima ot 1.01.2021 r1.) Ko#iTo HEe M3IMBIHN WM HE H3IBJIHA B ONIPEICTICHUTE B 3aKOHA CPOKOBE
33JIBIDKEHUETO CH 3a MpelocTaBsHe Ha nHpopMarus 1o wi. 2176, an. 3, T. 1, ce Haka3Ba ¢ ri100a B pa3mep OT

5000 no 10 000 nB., a mpu MOBTOPHO U3BBLPILBAHE HA CHINOTO HApyIIeHUE — ¢ Ti00a B pazmep ot 10 000 xo
15 000 nB.

Y. 284:k. (Hos — /1B, 6p. 84 o1 2018 1., B cumma ot 12.10.2018 1., ot™., O6p. 67 oT 2020 T., HOB, Op.
103 ot 2020 1., B cuna ot 1.01.2021 r.) Koiito npenoctasu napopmanus no wi. 2176, an. 3, T. 1 ¢ HemrbJIHO
W/WITA HETOYHO ChABPIKAHKE, Ce Haka3Ba ¢ ri1o0a B pazMep ot 3000 mo 5000 1B., a mpr TOBTOPHO U3BBPIITIBAHE
Ha CBHIOTO HapyIlIeHne — ¢ raoba B pazmep ot 5000 1o 10 000 ms.

Yn. 2843. (Hos — /IB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r., usm., 6p. 67 ot 2020 r.) 3a
HEM3ITbJIHEHUE Ha 3a1bJDKeHUsITa 1o wi. 2176, an. 10 Ha usnbiHuTenHus qupektop Ha MAJL, choTBEeTHO Ha
JUTEXKHOCTHO Jttie oT MAJL, ce Hanara riro6a B pasmep ot 50 000 go 100 000 7iB., a Tpu TOBTOPHO U3BBPIITBAHE
Ha CBILOTO HapyueHue — raoda B pazmep ot 100 000 o 150 000 nB.

Y. 284u. (Hoe — JIB, 0p. 105 ot 2020 r., B cmna ot 11.12.2020 r.) KoliTo u3Bhpim u3HOC Ha
JIEKapCTBEHU MIPOAYKTH, BKIIFOUEHH B 3amoBe/Ta o wi. 2177, ce Haka3Ba c riaoba B pazmep ot 50 000 xo 100
000 nB., a TpH TOBTOPHO M3BBPIIIBAHE HA CHIIOTO HapyIIeHHe — ¢ Ta00a B pazmep ot 100 000 mo 150 000 iB.

Y. 285. (1) Koiito ThpryBa ¢ JieKapcTBEHU MPOAYKTH 0e3 cepTU(HUKAT 32 0CBOOOXKIaBaHE Ha
nmapTuja, ce Hakaszsa c rioda ot 5000 mo 10 000 1B., a mpu MOBTOPHO U3BHPIIBAHE HA CHIIOTO HAPYIICHHE - C
rio6a ot 10 000 go 20 000 nB.
(2) (U3wm. - [IB, 6p. 60 ot 2011 1., B crita ot 5.08.2011 r.) Teproser; Ha eApo, KOMUTO JOCTaBs HA IPOrepUU
JIEKApCTBEHU MPOIYKTH, KOUTO C€ OTIYCKAT IO JIEKapCKO MpeaucaHue, ce HaKka3Ba ¢ UMYIECTBEHA CAHKIIUS
ot 2500 mo 5000 nB., a mpu MOBTOPHO HapyIieHue - ¢ Toda ot 5000 xo 10 000 nB.
(3) Keanudunupano e, TOMyCHAIO M3BBPIIBAHE HA MPOJax0a HA MAPTHAU JICKAPCTBCHHU MPOIYKTH Oe3
cepTu(UKaT 3a 0CBOOOKIaBaHE Ha BCsAKA OTMICIHA ApTUA, Ce Haka3Ba ¢ riobda ot 2500 xo 5000 1B,

Y. 285a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., m3m., 6p. 102 ot 2012 1., B cuna
or 21.12.2012 r.) Ilpurexaren Ha pa3pemieHHeTO 3a ynoTpeda, KOWTO HE YBEJOMH MHHHUCTBpa Ha
3JIpaBeOIa3BaHETO 3a NPEYyCTaHOBSIBaHE Ha MPoJaxOuTe 1o wi. 264, ce Haka3Ba C UMYIICCTBEHA CAHKIUS OT
25 000 mo 50 000 nB.

Y. 2856. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Koiito nmponssexaa, BHACH,
HU3HacH, HpOI[aBa NN C’bXpaHHBa AKTHUBHMH BCIICCTBA B HapyuleHI/Ie Ha U3MCKBaHHUATA HAa TO3U 3aKOH, C€ HaKa3Ba
¢ rinod6a ot 10 000 go 20 000 ..

Y. 2858. (Hoe — /IB, 6p. 18 oT 2014 1., m3Mm., Op. 84 ot 2018 1., B cmma ot 12.10.2018 r.) Koiito
W3Hece JIEKaPCTBEHHU MPOIYKTH B KOJMYECTBA, MO-TOJEMH OT KoiudecTBaTa o wi. 207, an. 1, T. 15, 6yksa "r",
ce Haka3Ba ¢ rioba B pazmep ot 50 000 go 100 000 7B., a MpH TOBTOPHO W3BBPIIBAHE HA CHUIOTO HAPYIIEHUE

— ¢ rio6a B pasmep ot 100 000 mo 150 000 .

Y. 286. (1) (Jom. — [IB, 6p. 84 ot 2018 1., B criia 6 Mecena ciief| MyOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014) 3a KIIMHUYHY U3MUTBAHUS, U3BBPIICHU B HAPYIICHUE
Ha To3u 3akoH wiu Ha Permament (EC) Ne 536/2014, ako M3BBPIIEHOTO HE CHCTABIISIBA MPECTHIUICHUE, HA
BUHOBHHTE JIUIIA, JOMTYCHANN WM U3BHPIIWIA TOBAa HapylleHue, ce Hanara rimoda ot 5000 mo 10 000 nB., a
MPU TIOBTOPHO JIONTyCKaHEe MM W3BBPIIBAHE Ha CHIIOTO HapymieHue - riobda ot 10 000 go 20 000 xnB.
(2) Ha MeMIMHCKH CHICIUATMCTH, AOYCHAIIU MM W3BBPIIUIN HAPYIICHUS 10 al. 1, MOXe Ja Ce HAJIOKH U
HakaszaHue "JHIIaBaHe OT MPaBo Ja YIpaxXHABaT npodecusira cu' ot 6 Mecena 10 ABe TOAMHU.
(3) Mspxkara no an. 2 ce Hajara OT MUHUCTBHPa Ha 3APaBEONa3BaHETO IO MPEUIOKEHUE Ha U3ITbIHUTEIIHUS
nupektop Ha MAJL

Y. 287. (1) (Hom. - IB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r., u3m., 6p. 60 ot 2011 r., B cuia

or 5.08.2011 r.) Ko#To wu3BBpImIBa THProBHi Ha JpeOHO C JIEKAPCTBEHM MNPOAYKTH, 0e3 Ja uma
paspelieHue/yIoCTOBepeHre 32 TOBa, WM  paboTH B HapylIeHWe Ha  W3I3JCHOTO MY
paspeleHue/y10cToBepeHne, ce Haka3ga ¢ riioda ot 5000 xo 10 000 is.
(2) (HoBa— /IB, 0p. 84 o1 2018 1., B cmia ot 12.10.2018 r.) Teproser Ha ApeOHO, KOHTO JOCTABU JIEKAPCTBEHU
MPOAYKTH OT CHHchKa mo wi. 2178, an. 1 Ha THpProBel Ha €Apo WM Ha APYTH JIMIA B HApyIICHHE Ha
W3MCKBAHMATA HAa TO3W 3aKOH WJIM Ha MOA3aKOHOBUTE aKTOBE IO HETOBOTO IMpHJIaraHe, ce€ Haka3Ba C 1yioda,
CBHOTBETHO My ce Hajara umyuiectsena cankuusg ot 10 000 o 20 000 nB., a mpy MOBTOPHO HapyIIEHUE — OT
25000 mo 35 000 xaB.
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(3) (IIpenummaa ai. 2 - /1B, 6p. 84 ot 2018 r., B crima ot 12.10.2018 1.) Haka3anueTo mo an. 1 ce Hayiara u Ha
JIUIIaTa, KOUTO U3BHPIIBAT THPrOBUS Ha IPeOHO B anTeKa Wi JIPOTepHs cie]] IpeKpaTsBaHe JIeHCTBUETO Ha
pa3pelIeHneTo/yA0CTOBEPEHUETO.

(4) (U3wm. - [IB, 6p. 71 ot 2008 1., B cuiia ot 12.08.2008 r., gom., 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.,
npeauirHa an. 3, op. 84 or 2018 r., B cmra ot 12.10.2018 r.) KoiiTo mpomaBa nim ChbXpaHsABa B IPOTEPHS
JIEKapCTBEHHU MPOJYKTH, KOUTO CE€ OTITYCKAT 10 JICKAPCKO MPEICAHNUE HITU MTPOAYKTH U CTOKH ChC 3HAUCHHE
3a 3/[paBeTO Ha YOBEKa M3BHH OIpeJelieHuTe B HapeaOara mo wi. 243, ce Haka3Ba C T06ara no an. 1, a mpu
MOBTOPHO W3BBPIIIBAHE HA CHIIOTO HAPYIICHUE C€ OTHEMa W3IaJCHOTO YAOCTOBEpEHHE 32 PErHCTpaliys Ha
Jporepusl.

(5) (IIpenumina an. 4, usm. - II1B, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) B ciyuaute mo an. 1, 2 u 3
OpraHUTE Ha JIbP)KaBHUSI KOHTPOJI BbPXY JICKAPCTBCHUTE MPOIYKTH CIUPAT ChC 3aMOBE]] CKCIUIOATALIUITA Ha
o0eKTa.

(6) (Ot™m. - JIB, Op. 71 ot 2008 T., B cuna ot 12.08.2008 r., npeaumiHa ain. 5, u3m., op. 84 or 2018 r., B cua
ot 12.10.2018 r.) 3amoBenTa 1o ax. 5 mMoUIekH Ha OOKaNBaHE 1O peAa Ha A IMHUHUCTPATUBHOIIPOLCCYaTHHS
KOJIEKC, KaTO 00)KaIIBAaHETO HE CITUPA M3ITBIHEHUETO H.

Ya. 287a. (Hos - /IB, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 1.) (1) MeauImMHCKN CIICIIHAIIUCT,
KOHTO paboTH NpW JMIa, W3BBbPLIBAIM THPrOBUS Ha APEOHO C JIGKAPCTBEHH MPOAYKTH, 0€3 na hMaT
paspeleHue/yJ0CTOBEpEHHIE 3a TOBa, c€ Haka3Ba ¢ riioda ot 2500 go 5000 ns.
(2) Hakazanmero mo an. 1 ce Hajara ¥ Ha JuIe MO al. 1, KoeTo padOTH B amTeKa WA APOTEpHUS CIeI
npeKpaTsBaHe JeHCTBUETO HA pa3pelIeHUEeTO/yA0CTOBEPEHHETO M.
(3) Ilpu ycraHoBeHHU MOBeYE OT JIB€ HApyIIEHUS MO al. | ¥ 2 MUHUCTHPHT Ha 3/IpaBEOINa3BaHETO MOXKE Ja
JIMILIY CHOTBETHUS MEAULIMHCKY CIELUAIUCT OT MPABO J1a YIPaKHABA podecusiTa CH 3a CPOK [0 ABE TOIUHH.

Y. 2876. (Hos - IB, 6p. 102 ot 2012 r., B cmita ot 2.01.2013 r., u3m., 6p. 67 ot 2020 r.) Koiito
HU3BBLPIIBA THPrOBUA C JIEKAPCTBEHHU IIPOAYKTHU 10 UHTEPHET B HAPYILLICHUE HA U3UCKBAHUATA HA TO3U 3aKOH U
Ha HapezabaTa mo wi. 234, an. 6, ce Haka3Ba c rioda ot 5000 xo 10 000 nB.

Yn. 288. (1) Teproeen Ha ApeOHO C JEKAPCTBEHU MPOIYKTH, KOWTO € JOMYCHAN JACHHOCTHTE,
MOCOYCHH B wiI. 219, na ce U3BBPIIBAT OT HEMPABOCIIOCOOHO JIMIIE, C€ HaKa3Ba ¢ MMYIIECTBEHA CAHKIIUS OT
5000 mo 10 000 nB., a Mpy MOBTOPHO HapyIIEHUE C€ OTHEMA M3/IaJICHOTO Pa3pellicHHE 3a THProBUs Ha IPeOHO.
(2) B cyganre mo an. 1 opranuTe Ha AbpXKaBHUS KOHTPOJI CIIMPAT ChC 3aMOBE]T €KCIUIOATANNATA HAa 00EKTa.

Y. 288a. (Hos — /IB, 6p. 67 ot 2020 r.) Ha npurexaren Ha pa3pelieHre 3a ThProBUs Ha APEOHO
C JIEKapCTBEHHU TPOAYKTH B alTeKa, KOWTO HE H3IMBIHH CBOE 3aJB/DKCHHE OTHOCHO ITOKa3aTeluTe 3a
0e30IMacHOCT Ha JIGKAPCTBEHHUTE MPOIYKTH, OIpPEJeNeH0 B To3u 3akoH wim B [lemerupan pernament (EC)
2016/161, ce namara nmymectBeHa cankiusa ot 1000 mo 3000 nB., a Tpu MOBTOPHO M3BBHPIIBAHE HA CHIIOTO
HapylieHrne — umymiectsena cakius ot 5000 mo 10 000 nB.

Yn. 2886. (Hos — IB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 3a HeW3mbJIHEHHE Ha
3aJIBIDKEHUSTA TI0 Wi. 2720, an. 3 u 4 ce Hanara uMymiecTBeHa cankius B pazmep ot 5000 xo 10 000 nB., a
MIpH MIOBTOPHO M3BBPIIBAHE HA CHIOTO HapyIIEHHE — UMYIIeCTBeHa caHkius B pazmep ot 10 000 o 15 000
JIB.

Y. 289. (1) (Ilpegumen texct Ha wi. 289 - IB, 6p. 60 ot 2012 r., B cua ot 7.08.2012 1., u3m.,
op. 102 or 2018 r., B cuna ot 1.01.2019 r.) Koiito mpoaaBa jekapcTBeHH NMPOAYKTH Oe3 oOpa3yBaHa HIIH
perucTpupana 1eHa Wi 1o [eHH, Pa3IidHu OT 00pa3yBaHMTE 110 pe/ia Ha TO3H 3aKOH, Ce HaKa3Ba C riiobda oT
1500 mo 3000 nB., a mpu MOBTOPHO M3BBPIIBaHE HA CHIIOTO HapylieHne — ¢ rimoda ot 2500 mo 4000 nB.

(2) (Homa - JIB, 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r., u3m., 6p. 102 ot 2012 ., B cuma ot 21.12.2012 1.,
noir., op. 67 ot 2020 r.) IIpurexkaTen Ha pa3pelieHue 3a ynorpeda WM ThProBell Ha eApo C JCKApCTBEHU
MPOAYKTH, KOMTO HE M3MBJIHU 33JbJDKEHHE, ONpeneieHo ¢ Hapenbara mo wi. 26la, anm. 5, ce Hakas3Ba ¢
nmymectBeHa caHkius ot 5000 mo 10 000 nB., a mpy MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYLIEHHE - C
nmytectBeHa cankiys oT 10 000 mo 20 000 ns.

(3) (Homa - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., oT™., Op. 102 o1 2018 1., B cmuma ot 1.01.2019 .,
HOBa, Op. 67 or 2020 r.) Ha TeproBen Ha eapo C JIEKapCTBEHH IMPOAYKTH, KOMTO MpOAaBa Ha JieueOHO
3aBe/IeHUE JIEKAPCTBEHH MPOIYKTH, BKItOUEHH B 1103UTHBHUS JeKapCTBEH CHHCHK, HA II€HA, MMO-BHCOKA OT
CTOHHOCTTA, 00Opa3yBaHa Mo pefa Ha HapeabaTa mo wi. 261a, an. 5, ce Hanara uMmymiecTBeHa cankus ot 3000
10 5000 nB., a Ipy MOBTOPHO MU3BBPIIBAHE HA CHUIOTO HapylIeHHE — UMylecTBeHa cankuusa ot 6000 o 10
000 nB.

(4) (Hosa — /IB, 6p. 67 ot 2020 r.) Ha meue6no 3aBeneHue mo 1wi. 262, ai. 6, T. 2, KOETO 3aKyIH JEKaPCTBEHU
MPOAYKTH, BKIIOUYEHH B [103NTHBHNMSA JIeKapCTBEH CITUCHK, Ha [I€Ha, TO-BUCOKA OT CTOWHOCTTA, 00pa3yBaHa 1o
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pena Ha HapenOara mmo wi. 261a, an. 5, ce Hanmara umymectBena cankuus ot 3000 xo 5000 8., a mpy TOBTOPHO
M3BBPIIBAHE HA CHIIOTO HApYIIeHNE — mMyIecTBeHa caukius oT 6000 go 10 000 nB.

(5) (HoBa — IB, Op. 67 ot 2020 r.) Hapymenusita o an. 1 — 3 ce ycraHOBSIBAT C aKTOBE, ChCTABCHH OT
JUTHXHOCTHH JIMIA, OMPENCICHH OT MpeicenaTeNis Ha chbBeTa mo wi. 258, am. 1, a HakazaTenHHTe
MOCTaHOBJICHUS CE M3/IaBaT OT MpeceaaTels Ha chBeTa mo wi. 258, an. 1.

(6) (HoBa — JIB, 6p. 67 ot 2020 r.) Hapymenusra mo an. 4 ce yCTaHOBSBaT C aKTOBE, ChCTAaBEHU OT
JUTHXHOCTHH JIMIIA, ONPENEICHA OT M3IBJIHUTEIHUS TUPEKTOp Ha M3mbaHutenHa areHuus "MeauiMHCKA
Ha/30p", a HaKa3aTeIHWUTE MOCTAHOBJICHUS CE W3JaBaT OT WM3MBIHUTEIHHS TUPEKTOp Ha M3mbiaHHTEHA
areHrus "MeTuImHCKHA Haa3op'.

Y. 289a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) (MU3m. - AB, 6p. 102 ot 2012
r., B cra ot 21.12.2012 r., 6p. 102 or 2018 r., B cuna ot 1.01.2019 r.) Koiito pabotu B HapyiieHHe Ha
YTBBpIEHUTE (papMaKo-TepaneBTUYHN PHKOBOJICTBA HJIM H3BBPIIBA OLCHKA HA pEe3yiTara OT TepanusiTa B
OTKIJIOHCHHE OT KpUTepUUTE 10 wi. 259, an. 1, T. 4, ce Hakaspa ¢ riioba ot 1000 mo 2000 nB., a Ipu MOBTOPHO
W3BBPUIBAHE HA CHUIOTO HapylieHue - ¢ rmoda ot 2000 go 3000 mB.
(2) (U3m. — 1B, 6p. 102 ot 2018 1., B cmmma ot 1.01.2019 1.) Hapymienusita mmo an. 1 ce ycraHOBSIBAaT ¢ aKTOBE,
CbCTaBEHU OT ATBXHOCTHH JIMIA, ONPEIENCHH OT M3IbIHUTENHHUS OUPEKTOp Ha M3mbiHUTENHa areHuus
"MenuiuHCKH Haa30p", a HakazaTeIHUTE MOCTAHOBJCHHS C€ HM3/4aBaT OT M3MBIHUTEIHUS IUPEKTOp Ha
W3nbnaurenna areHuus "MenuIUHCKY HaA30p".
(3) (HoBa — 1B, 6p. 67 ot 2020 r.) Koraro npu npoBepkute 1o wi. 267a, ai. 2 ce yCTaHOBH HECHOTBETCTBUE
Ha BHAOBETC M KOJIMUYCCTBATa JICKAPCTBCHU MNPOAYKTHU, KOUTO Ca MNpCANHCAHU I/I/I/IJII/I MNPUIOKCHHU Ha
MNaUEeHTUTE, C BHUAOBCTC MU KOJIMYCCTBATA JICKAPCTBCHU IIPOAYKTH, KOMTO Ca OTIIyCHATH OT aIllTCKaTta,
W3nbnHurenHa areHuus "MenuIMHCKY Ha30p" yBEAOMsIBA OpraHa, KOWTO 3aIuialla CbOTBETHHS JIEKAPCTBEH
MPOAYKT C ITyONWYHU CPEJICTBA, a TIPU AaHHH 32 H3BBPILICHO NMPECTHIUICHUE Ce3Upa KOMIIETEHTHUTE OpPraHHu 3a
npeanprueMane Ha ISHCTBUS 110 HaKa3aTelTHO Npeciie/IBaHe.

Ya. 2896. (Hos — IB, 6p. 67 ot 2020 r.) (1) Koiito mpoBexma leueHne B HapylieHHE Ha
M3HUCKBaHMATA 110 WI. 2660, ce Haka3Ba ¢ r106a ot 1000 go 3000 1B., a pu MOBTOPHO U3BHPIIBAHE HA CHIIOTO
HapyuieHue — ¢ riaoba ot 2000 no 4000 nB.

(2) Hapymenusta mo an. 1 ce ycraHOBSIBaT ¢ aKTOBE, ChbCTAaBEHU OT JIBKHOCTHHU JIMIA, ONpPEIENIEHH OT
V3OBJIHUTEIHUS JAUPEKTOp Ha H3nbaHutenHa areHuus "MeaunuHCKH Han3op', a HaKa3aTeJIHUTE
TIOCTaHOBJICHUS C€ U3AaBaT OT U3IIBIHUTEIHIS JUPEKTOp Ha M3mbaHuTeNHa arenus ""MeauInHCKH Haa3op".

Ya. 290. (1) (U3m. - OB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Koiito pexmamupa
JIEKapCTBEHU MIPOAYKTH, KOUTO HE Ca Pa3pelleHn 3a yrnoTpeda 1Mo peqa Ha TO3W 3aK0H, Ce Haka3Ba C 1i1oda oT
10 000 go 20 000 maB.

(2) (Homa - 1B, 6p. 71 ot 2008 r., B crita ot 12.08.2008 1.) KoiiTo pexmamupa mpoayKT, KaTo My IPUITHACBA
W/WJIM HACOYBa KbM CBOWMCTBA, CBBP3aHH C MPOQHUIAKTHKA, JUATHOCTHUKA WJIH JISYSHHE Ha OOJIECTH IPH YOBEKa,
ce HakasBa ¢ r1o0a ot 10 000 mo 20 000 xs.

(3) (Ilpegumna an. 2 - JIB, op. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Kolito pexiamupa jekapcTBEHU
MPOAYKTH B HApYIIEHUE HA TO3H 3aKOH, ce Haka3pa ¢ rioba ot 10 000 xo 20 000 nB.

(4) (Ilpequmina an. 3, usm. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Hakazanusta mo an. 1 - 3 ce
HaJIaraT W Ha JIMIAaTa, JOIMyCHAIN N3TbYBAHETO, MMyOJIMKYBaHETO U pa3NpOCTPAHEHHETO Ha peKiiamara.

Ya. 290a. (Hos - B, 6p. 71 ot 2008 1., B cmuta ot 12.08.2008 1.) MeAUITMHCKY CIIEIIUATUCT WIIH
JIUIE, TIPEJCTAaBAIIO CEe 3a MEIUIIMHCKU CICHUAUCT, KOSTO H3BBPINBA IMpsKa WM KOCBEHA peKjaMa Ha
JICKApCTBEHU TIPOJYKTH B MIEYATHUTE W/UIIH B €JICKTPOHHUTE MEJIMHU, KAKTO M B UHTEPHET, CE HaKa3Ba ¢ riioda
ot 1000 mo 5000 nB., a mpu moBTOpHO HapymeHue - oT 3000 7o 10 000 nB.

Y. 2906. (Hos - IIB, 6p. 60 ot 2011 r., B crna ot 5.08.2011 r.) KoiiTo u3BbpIN JapeHue Ha
JIEKapCTBEHU NPOAYKTU B HapylleHHe Ha wi. 268a, an. 1, ce Haka3Ba ¢ riobda or 1000 xo 3000 nB., a npu
MTOBTOPHO M3BBPIIBAHE HA CHIIOTO HapymieHue - ¢ riioda ot 3000 mo 5000 nB.

Ya. 290B. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [IpuTexxaren Ha pa3pericHue
3a yrmoTpeda, KOUTO MPOBEX/1a HEMHTEPBEHIIMOHATHY ITPOYYBAaHUS B HAPYIICHUE Ha TO3M 3aKOH, CE HaKa3Ba C
nmytiectBeHa caukmus ot 5000 mo 10 000 5B., a pyu MOBTOPHO W3BBLPIIBAHE Ha CHINOTO HAPYIICHHE - C
nmytectBeHa cankiys oT 10 000 mo 20 000 ns.

Y. 290r. (Hos - /IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 1.) [Ipurexaten Ha pa3penieHue 3a
ynoTpeba, KOWTO He M3IBJIHABA YCIOBUATA MO 4i. 55a, S56a u 560, ce Haka3Ba ¢ UMyILIECTBEHA CaHKIMA OT
5000 mo 10 000 nB., a Mpu MOBTOPHO M3BBPIIBAaHE HA CHIIOTO HAPYIICHUE - C UMYIIECTBEHA CaHKIHA OT 10
000 mo 20 000 JB.
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Y. 290a. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) IlpuTekaTen Ha pa3pericHue 3a
ynorpeba, KONTO He U3MBJIHABA 3aabibkeHuATa Mo wi. 190 - 192, 1946, 1948, 1943 u 194u, ce Haka3Ba
umytiectBeHa caukius ot 5000 mo 10 000 nB., a mpu MOBTOPHO M3BBHPIIBAHE HA CHIIOTO HAPYIICHUE - C
umymectBeHa cankuus ot 10 000 go 20 000 ns.

Y. 290e. (Hos - /1B, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) [IpuTeskaTen Ha pa3perieHue 3a
ynorpeba, KOHTO He H3ITBJIHBA 3a0bJDKeHnATa 110 Wi. 193 1 194, ce Haka3Ba ¢ uMmymecTBeHa caakmust ot 2000
1o 5000 nB., a Ipy MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYLIEHHE - ¢ UMylIecTBeHa caHkuusA ot 5000 no 10
000 nB.

Ya. 291. (1) (dom. - JIB, 6p. 60 ot 2011 r., B cmra ot 5.08.2011 1., 6p. 60 ot 2012 1., B cHuIa OT
7.08.2012 1., u3m., Op. 102 ot 2012 1., B cuna ot 21.12.2012 r., o, 6p. 84 ot 2018 1., B crta ot 12.10.2018
r., 6p. 67 ot 2020 r., u3m., 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) Koraro Hapymenusita no 4. 281 -
284a, an. 1, un. 284r — 284u, 285, 2856, uwi. 286, ain. 1, un. 287 u 2870, un. 289, an. 1, 4. 289a, wi. 290, ui.
2900, un. 292 u un. 294 ca W3BBPUICHH OT FOPUAMYECKU JIUIA WIA €IHOJUYHU THPTOBIM, CE Hajarat
MMYIIECTBCHHU CAHKIIMU B pa3Mep, HE TIO-MalIbK OT TPOWHUS pa3Mep Ha MPEABHICHUTE MUHUMAHU Pa3Mepu
Ha CHOTBETHHUTE TJIOOM W HE MO-TOJSIM OT TPOMHMS pa3Mep Ha NPEeABHICHUTE MaKCHMaJIHH pa3MepH Ha
CHOTBETHHTE TII00H.
(2) (dom. - 1B, 6p. 60 ot 2012 1., B cmna ot 7.08.2012 r.) 3a HapymeHus mo 4wi. 289, an. 1 umyniecTBeHara
CaHKITUS € B IEBETOPEH pa3Mep Ha Ha/IB3eTaTa CyMa, aKo TS HAJBHIIABA MAKCUMAITHUS pa3Mep Ha CAaHKIMATA
o ain. 1.
(3) Hanaraneto Ha MMyIIECTBeHA CAaHKIUS HE WU3KIIOYBA HAJaraHeTO HA I71I00a Ha BUHOBHUTE JTBKHOCTHHU
JIUIIA.
(4) Hanaraneto Ha WMYIIECTBEHH CAaHKIIUM HE M3KJIFOYBA HAIATAHETO HA MEPKUTE, MPEIBUICHH OTHOCHO
MPABOCIIOCOOHOCTTA HA METUITMHCKUTE CIICIIUATUCTH U KBATU(PHUIIMPAHUTE JIHIIA.

Ya. 292. (1) Koiito He M3MBIHU pa3mopekaaHe, MPeaIucaHnue WM yKa3aHWe Ha OpraHuTe Ha
TbpKaBHHSI KOHTPOI IO TO3H 3aKOH, M3BBH ciaydante mo wi. 270, an. 1, T. 2 u an. 3, ce Haka3Ba ¢ 1i106a ot
1500 mo 3000 mnB.

(2) 3a HewsmBIHEHKE Ha pa3nopexaane mo wi. 270, an. 1, T. 2 u an. 3 BUHOBHUTE JIMIIA CE HAaKa3BaT C T100a
ot 500 o 1000 aB.

Y. 293. (1) (Usm. - IB, 6p. 102 ot 2012 ., B cuma ot 2.01.2013 1., 6p. 84 ot 2018 1., B cmima ot
12.10.2018 r.) Ilpu HecnazBaHe Ha YCIOBHSITA, IPU KOUTO ca U3AAJCHU pPa3pelleHHUTa/yJOCTOBEPEHUTA 3a
MIPOM3BOICTBO, BHOC, NApasiejicH BHOC, THPTOBUS HA €IpO U ThProBUs Ha JIPeOHO ¢ JICKApCTBEHU MPOIYKTH B
anTeKka, KakTo U B ciayvyaute mo wi. 281, am. 1 - 3, wi. 283, am. 1, un. 2848, an. 2 u wi. 287, an. 2
M3MBIHATETHUAT AupekTop Ha MAJI n3nasa 3amoBen 3a TSXHOTO OTHEMAaHe.

(2) (U3m. - ]IB, 6p. 102 ot 2012 r., B cmita ot 2.01.2013 r., Op. 84 ot 2018 r., B cuiia ot 12.10.2018 r.) I1pu
Hecrna3BaHe Ha YCJIOBHUSATA, IPU KOUTO € M3AaJIEHO YJOCTOBEPEHHUE 3a PErHUCTpallysl Ha JpOTepus, KaKTo U B
ciydaute mo ui. 287, an. 4 nupektopbT Ha cboTBeTHaTta P3M wM3maBa 3amoBes 3a OTHEMaHE Ha
YIOCTOBEPEHUETO.

(3) Ilpu Hem3mBIHEHUE HA 3aABDKCHUETO 3a yBeJAoMsBaHe o wi. 204, an. 3 3a nmpekpaTsBaHe HAa ICHHOCTTA
OT CTpaHa Ha THProBella Ha eIpo C JIEKAPCTBEHW MPOIYKTH M3MBIHUTETHHAT aupektop Ha MAJl mu3nasa
3aroBe]I 3a OTHEMaHe Ha U3aJICHOTO pa3pericHue.

(4) (Hosa — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [Ipn HensmbIHEHHE HA U3UCKBAHUSATA 32 U3HOC
Ha JIEKAPCTBEHM MPOIYKTH MO TiaBa JeBeTa "O" OT THProBel] Ha €Ipo C JIEKAPCTBEHH MPOAYKTH
M3ITBTHATETHUAT qupekTop Ha MAJI n3masa 3amoBen 3a OTHEMaHe Ha pa3pelieHneTo, KoraTo ThProBeIlbT Ha
€pO U3BHPIIY OBTOPHO HapyIICHHE MO Wi. 28411 11 2858 MIIM KOTaTO CUCTEMHO HE M3ITHIHABA 3abJIKECHUATA
cu o . 207, am. 1, 1. 15.

(5) (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 1., npenumnina an. 4, 6p. 84 or 2018 r., B cuna ot
12.10.2018 r.) [Ipu HEM3IBIHEHNE HA 33IBDKEHAETO 3a YBEIOMSIBaHE 10 Wi. 235, an. 3 3a mpekparsBaHe Ha
JEHHOCTTA OT CTpaHa Ha MPUTEKATEI Ha pa3pelieHre 3a U3BbPIITBAHE HAa THPrOBHsI Ha IPEOHO C JIEKapCTBEHU
MPOAYKTU U3MBIHUTENHUT qupekTop Ha MAJI u3nasa 3anoBes 3a OTHEMaHE Ha U3JAJ€HOTO pa3pelIeHuE.
(6) (Ilpegumrna an. 5, m3m. - IB, 6p. 84 o1 2018 ., B crma ot 12.10.2018 r.) 3anosenute mo ai. 1 - 5 momymexar
Ha oOkajBaHe IO pela Ha AJMHHHCTPATUBHOIPOILIECYAHUS KOJEKC, Karo O0O0aJlBAHETO HE CIupa
M3OBJIHEHUETO UM.

Yu1. 294. Koiito Hapymu pa3nopeaduTe Ha TO3U 3aKOH WK HapeaOUTeE M0 MPUIaraHeTo My, U3BbH
ciydante 1o wi. 281 - 293, ce Hakazga c riioda ot 1000 zo 3000 71B., a pu OBTOPHO M3BHPIIIBAHE HA CHIIOTO
HapyuieHue - ¢ rao6a ot 3000 go 5000 nB.
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Ya. 295. (1) (U3m. — JIB, 6p. 102 ot 2018 1., B cmma ot 1.01.2019 1., 6p. 67 ot 2020 r.)
Hapymennsra mo 1031 3aKOH Ce YCTaHOBSIBAT C aKTOBE, ChCTABEHH OT UTHKHOCTHH JIHIIA 0 Wi. 267, ai. 4.
(2) (dom. — IB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r., ot™., Op. 102 oT 2018 1., B cmma ot 1.01.2019 1.).
(3) (U3m. — 1B, 6p. 102 ot 2018 r., B cua ot 1.01.2019 r.) HakazarenHuTe MOCTaHOBJICHUS CE M31aBaT OT
MUHUCTBHpPA Ha 37paBEOIa3BaHETO, OT TTIABHUS IbPKABEH 3/[paBeH HHCIIEKTOP, OT MpeceaTelNsl Ha ChBeTa 10
1. 258, an. 1, or m3mbnHETENHUS mupekTop Ha MAJI m ot ampektopure Ha P31 B 3aBucuMocT OT
MOTYMHEHUETO HA JTHKHOCTHOTO JIUIE, YCTAHOBUIIO HAPYIIICHUETO.

(4) (Homa — JIB, 6p. 102 ot 2018 r., B cmma ot 1.01.2019 r.) Haka3aTenauTe MOCTAaHOBIICHHS MOXE Ja CE
W3/IaBaT ¥ OT JPYTH [UTHKHOCTHH JIMIA, OTIPABOMOIIIEHH! OT JIUIIATa 1Mo al. 3, KaTo MpeaceaaTersaT Ha ChBeTa
o wi. 258, an. 1 Moke Aa OmpaBOMOLIY APYT WICH HA KOMUCHSTA.

(5) (Hora — JIB, Op. 67 ot 2020 r.) Pernonannure 3apaBHu uHCnekiyu ypenomsisar UAJl 3a chcTaBeHHTE
aKTOBE 3a YCTAaHOBSBaHE HA AaJMUHUCTPATHBHH HApyIIEHWS H 3a BIE3NUTE B CHJIAa HaKa3aTeIHU
MOCTaHOBJICHUS, N3aICHH TI0 peAa Ha TO3H 3aKOH.

Ya. 296. CncTaBgHEeTO Ha aKTOBETE, HW3JaBAHETO, OOKAIBAHETO M U3INBIHEHHETO Ha
HaKa3aTeITHUTE MMOCTAHOBJICHUS C€ M3BHPINBAT MO peia Ha 3aKOHA 32 aJMHHUCTPATUBHHUTE HAPYIICHWUS U
HaKa3aHWs.

Y. 297. (U3m. — /1B, 6p. 84 ot 2018 1., B cuina ot 12.10.2018 1.) (1) B cnyyanre nHa ui. 281, 282,
283, 284, 285 n 287 Haka3BalIMT OPraH MOCTAHOBSIBA U OTHEMAaHE B I10J13a HAa IbP)KaBaTa HA JIEKAPCTBEHUTE
MPOAYKTH — MpPEIMET Ha W3BBPLICHOTO HapyLICHWE, NMPH YCJIOBHS M IO pell, ONpelesicHH B 3aKOHa 3a
aJIMUHHUCTPAaTUBHHUTE HapylIeHUS W Haka3aHuss U B cboTBercTBHe ¢ Permament (EC) Ne 952/2013 nHa
EBpomneiickus napaament u Ha CbBeta oT 9 okroMBpu 2013 1. 3a cb3aBane Ha MuTHHYecku Kojieke Ha Chro3a
(OB, L 269/1 ot 10 oxromBpu 2013 r.) u Pernament 3a m3mbiaaenne (EC) 2015/2447 na Komucusita ot 24
HoemBpu 2015 . 32 onpezensiHe Ha TOAPOOHH MPaBUIIA 32 MIPUJIAraHETO Ha HAKOU pasnopenou Ha PermameHT
(EC) Ne 952/2013 na EBpomnetickus mapnamenT 1 Ha ChBeTa 3a ch3faBaHe Ha MUTHHYECKH KoJieke Ha Chro3a
(OB, L 343/558 ot 29 nexemspu 2015 1.).
(2) JlekapcTBeHHUTE MPOIYKTH IO al. | Ce YHUIIOXKABAT IIPH YCIOBUATA U TIO peia Ha HapenOara 1o wi. 274,
a. 2.

JON'BbJHUTEJHU PA3INIOPEABU

§ 1. Ilo cMuchia HAa TO3U 3aKOH:
1. (M3m. - IB, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 1.) "AKTHBHO BelIecTBO" € BCSIKO BEIIECTBO HITH CMEC
OT BEILIECTBA, MPEJHA3HAYEHU 3a H3IIOJ3BAHE 33 MPOM3BOACTBOTO HA JICKAPCTBEH NPOIYKT, KOUTO IPH
W3M0J3BAHETO CH B HETOBOTO MPOM3BOACTBO CE€ NPEBPHIIAT B AKTHBHA CHCTaBKa Ha TO3U INPOIYKT,
MpeHa3HadYeHa 3a yInpaKHsBaHe Ha (apMaKoIOrMYHO, HMYHOJIOTHYHO WJIM METa0OJHUTHO NEHCTBUE C I
BBH3CTAHOBSIBaHE, KOPUTUPAHE WU MPOMSHA Ha (GU3HOIOTUYHU (DYHKIIMU WK 32 MTOCTaBSHE HAa MEJMIIMHCKA
JMarHo3a.
2. "buoexkBUBaICHTHOCT" € HAJIMIIE, KOraTo JICKApCTBEHUTE MPOAYKTH ca (papMaleBTUYHO EKBUBAICHTHH HIIH
(dhapMarieBTHYHY aJITEPHATHBH, H aKO TEXHUTE OMOHAIMYHOCTH CJie]l IPUIIOKECHUE B ChIaTa MOJIApHA JI03a ca
MOJJOOHM 10 TaKkaBa CTEIEH, 4ye epeKTUTE UM IO OTHOLICHUE Ha e(pUKacHOCT M 0€30MacHOCT Ca ChIIECTBEHO
HOoIO0HH.
3. "buonannyHOCT" € CKOPOCTTA U CTETEHTAa, C KOUTO aKTHBHOTO BEIIECTBO MJIM TEPANIEBTHYHO aKTHBHATA MY
gacT ce abcopOMpaT OT JekapcTBeHaTa (opMa M cTaBa HaJlMYHO B MICTOTO Ha aelictBue. Koraro
JICKApCTBEHOTO BELIECTBO € NMpeIHAa3HAYeHO Ja YNPaKHH CUCTEMEH TepaneBTHYeH e(eKT, OMOHAINYHOCT
03Ha4YaBa CKOPOCTTA U CTETNEHTA, C KOUTO JIEKAPCTBEHOTO BEUIECTBO MIIM TEPANICBTUYHO aKTUBHATA MY YacT Ce
0cBOOOKIaBa OT JieKapcTBeHaTa popMa v MpeMUHABa B 00IaTa [UPKYJIanusl.
4. (U3m. — 1B, Op. 84 ot 2018 ., B cuia 6 Mecena cies MyOJuKyBaHe Ha ChbOOLICHUETO 10 Wi. 82, nmaparpad
3 ot Pernament (EC) Ne 536/2014) "Bpomrypa Ha n3cnegoBaTens" e Opolrypa Ha U3CIe10BaTels 10 CMUCHIIA
Ha wI. 2, maparpad 2, touka 23 ot Pernmament (EC) Ne 536/2014.
5. "BanuaHa nokyMeHTalusA" € JOKyMEHTAlMs, KOSITO [0 ChAbPKaHHUE U ITBIHOTA OTTOBApPs HAa M3UCKBAHMATA,
NpeIBHUICHH B OIpeieieHa POoLeaAypa 110 TO3H 3aKOH.
6. "BemecTBo ¢ 100pe ycTaHOBEHA ynoTpeba B MEAUITMHCKATA MTPAKTHUKA" € BEIIECTBO, 32 KOETO MOTaT Ja ce
MPUIIOKAT CICTHUTE KPUTEPUH:
a) MepHOIbT 3a JI0Ka3BaHEe Ha JoOpe ycTaHOBeHATa yrnorpeda B MEAWIMHCKATa PAKTHKA € HE MO-KPaTbK OT
10 roguHM OT nMaTara Ha IbpPBaTa CHCTEMAaTH3MpaHa M JIOKYMEHTHpaHa yrnorpeba Ha BEIIECTBOTO Karo
JIEKApCTBEH MPOIYKT B EBporelckus cbro3 niau B EBPOINENCKOTO MKOHOMHUYECKO IIPOCTPAHCTBO;
0) KONMMYECTBEHH aCIEKTH Ha yrnoTpebaTa Ha BELIECTBOTO, KaTO C€ B3eMe NPEABH] CTEIIEHTa Ha yrnoTpeda B
MeAMIMHCKATa IPAKTUKa, CTETIEHTa Ha yroTpeba Ha reorpad)cky MPUHLIMI U CTETNEHTa Ha IpocieIsiBaHe upe3
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cucremara 3a 0€30MacHOCT, BKIFOUUTEIHO IPOyYBaHUs, IIPOBEICHU IPEAU IIyCKaHEeTO Ha [a3apa U cjel] ToBa
n nyOJuKyBaHa HaydHa JIMTepaTypa 3a €NMICMMOJIOTMYHU IMPOYYBAaHUS M B YAaCTHOCT CPaBHUTEJIHU
eMHUEMHUOJIOTHYHH MTPOYYBaHUS;

B) BHUCOKa CTCNEH Ha Hay4YeH WHTEepec KbM ymoTpebaTa Ha BemlecTBOTO (Opoil HaydHH NyONmUKaluu) U
€IMHCTBO B HAYYHUTE CPEIH B HAYYHUTE OLICHKU.

7. "BropuuHa omakoBKa'" € OITaKOBKaTa, KOSATO HE BJIH3a B HEITOCPEACTBEH KOHTAKT C JIEKAPCTBEHHS ITPOYKT.
8. (M3m. — JIB, 6p. 84 ot 2018 1., B cuiia 6 Mecena ciiesl myOJUKyBaHE Ha ChOOIIEHUETO 1o Wi, 82, maparpad
3 ot Pernmament (EC) Ne 536/2014) "Bwanoxkuren" € CIIOHCOp IO CMHCHJIA Ha 9. 2, maparpad 2, Touka 14 ot
Pernament (EC) Ne 536/2014.

9. "I'eHepuueH JieKapcTBEH MNPOAYKT" € JIEKapCTBEH MPOAYKT, KOWTO MMa €AWH W ChIl KadyecTBEH M
KOJIMYECTBEH CBHCTaB IO OTHOIICHHWE HAa AKTHUBHUTE BEIECTBA M ChIIaTa JeKapcTBeHa (opma Karo
pedepeHTHUs JEeKapCTBEH NMPOAYKT, U OMOEKBUBAJIEHTHOCTTa MY C pe(EepeHTHHS JIEKapCTBEH IPOIYKT €
J0Ka3aHa C MOIXOMASALIM HM3MHUTBAaHMA 32 OMOHATMYHOCT. Pa3nmnuHuTe mepopaiHd JeKapcTBeHU (opmu c
He3a0aBHO 0CBOOOYXKIaBaHe ce CMATAT 3a elHa U Chllla JIeKapcTBeHa (hopma. Pasnuanute conu, ecTepu, eTepHy,
N30MEPH, CMECH OT U30MEPH, KOMIIJIEKCH WU JE€PUBATU HA AKTUBHO BEILIECTBO C€ CMATAT 3a CHILOTO AKTUBHO
BEIIECTBO, OCBEH aKO TE C€ Pa3JINIaBaT 3HAYMTEIHO 0 CBOSTa 0€30MacHOCT W/MiH €(hUKACHOCT.

10. (U3m. — /1B, 0p. 84 ot 2018 1., B cuiia 6 Mecena ciiel| myoJuKyBaHe Ha ChOOIICHUETO 1o Wi, 82, maparpad
3 ot Permament (EC) Ne 536/2014) "I'maBeH m3cimenoBaTen" € riaBeH M3CISAOBATEN IO CMHCHIA HA 9. 2,
naparpad 2, touka 16 ot Permament (EC) Ne 536/2014.

11. "Jledpunupana qHeBHa g03a" € cpellHa JHEBHA MOIbPIKaIla J03a OT JaJieH JCKApCTBEH MPOIYKT, KOSTO
ce IpwuJiara Ipy Bb3PacTHU 10 OCHOBHOTO MOKa3aHUE HA JICKAPCTBEHHS POIYKT.

12. (U3m. — /1B, 6p. 84 ot 2018 1., B cmita 6 Mecema cieq| myOJuKyBaHe Ha ChOOIIEHHEeTo 1o Wi. 82, maparpad
3 ot Pernmament (EC) Ne 536/2014) "loOpa k1MHUYHA TpakTHKA" € J00pa KIMHUYHA MPAKTUKA M0 CMUCHIIA
Ha wiI. 2, maparpad 2, touka 30 ot Permament (EC) Ne 536/2014.

13. "Jlobpa nmabopaTopHa mpakTHKA" € crcTeMa OT MEXIyHapOoJHO MPU3HATH MpaBHia MO OTHOIIEHHE Ha
YCIIOBHSATA 3a IUTAHUPAHE, IMPOLIECUTE Ha OPraHU3HpaHe, U3BbPIIBAHE, NPOCICAIBAaHEe U JOKYMEHTUPAHE Ha
J1Ta00PAaTOPHUTE M3MUTBAHUS.

14. "JIoOpa mpou3BOJICTBEHA MPAaKTHKA" € CUCTeMa OT MEKAYHApOJHO OM3HEC MPU3HATU MpaBHiA, KOATO
o0XBalla BCHYKM CTPaHM Ha MPOM3BOACTBOTO - IIEPCOHAJN, IIOMELICHMSA, CHOPBHKEHHUs, MaTepuasy,
JOKYMEHTAIIMsI, Ka4eCTBEH KOHTPOJL, M MIMa 3a 1Tl J]a OCUTYpH 0e3011acHOCT, e(hUKACHOCT M CHbOTBETCTBHE ChC
crernuQuKaysITa.

15. (Hom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "IbpkaBa uieHKa" € IbpXKaBa - WICHKA Ha
EBpomnelickusi cpro3 mim IbpxkaBa - crpaHa no Crnopasymenuero 3a EBpomelcKkoTo HMKOHOMHYECKO
MPOCTPAHCTBO.

16. "ETuxet" e nH(OpMaIus BbpXy IbPBUYHATA MIIM BTOPUYHATA OMAKOBKA HA JIEKAPCTBEHUS MPOIYKT.

17. "IMyHOJIOTMYEH JIEKAPCTBEH NPOAYKT' € JIEKapCTBEH MHPOAYKT, KOMTO ChABP)KA BAKCUHHU, TOKCHHH,
cepyMu MM ayiepreHd. B o0xBara Ha BAKCHHUTE, TOKCHHUTE U CEPYMHTE BIIM3aT areHTH, KOUTO CE U3IOI3BaT
Jla Ch3/1a/IaT aKTUBEH UMYHHUTET WM JIa YCTAHOBAT CHCTOSIHUE HA UMYHUTET, WIH J1a PESTU3BUKAT NAacUBEH
UMYHHUTET. AJIEPreHHTE Ca JIEKapCTBEHH MPOAYKTH, KOWTO ca IPEJHA3HAYECHH [a HIACHTU(PHULUHPAT HIIH
CTHUMYJIMpaT crenn(uvHa IeJIeHACOYeHa MPOMSHA B UMYHOJIOTUYHHUS OTTOBOP KbM aJIepruyeH arcHr.

18. "HU3cnenBane 3a OMOEKBUBAIECHTHOCT" € KIIMHUYHO M3IUTBAHE, C KOETO C€ LU Ja Ce JOKaKe, 4Ye JIBa
JIEKapCTBEHHU NMPOAYKTa ca OMOEKBUBAJICHTHH, aKO T€ ca (papMaleBTUYHO €KBUBAJICHTHH WK (papMalieBTUYHO
ITEPHATUBHU, U KOTaTO OMOHATMYHOCTHUTE UM CJIEI IPUJIaraHe B chllaTa MOJIAPHA 032 Ca CXOJHH JI0 CTETIEH,
KOSITO € YCJIOBUE 32 EKBUBAICHTHU €(PUKACHOCT U OE€30MaCHOCT.

19. "U3caensane 3a OMOHAJIMYHOCT" € KIMHUYHO M3IMTBAHE, C KOETO C€ LU Ja C€ ITOKaKe KaKBH ca
CKOPOCTTa U CTEIIEHTa, IPU KOUTO aKTUBHOTO BELIECTBO MJIM TEPANEBTUYHO 3HAUMMATa 4acT OT U3MUTBAHUS
JIEKapCTBEH MPOJIYKT JOCTUTAT OT JieKapcTBeHaTa (hopMa B CHCTEMHOTO KPHBOOOpaICHHE.

20. (U3m. — JIB, 6p. 84 ot 2018 1., B crita 6 Mecera ciej myoJuKyBaHe Ha ChOOIICHUETO 10 Wi. 82, maparpad
3 ot Pernmament (EC) Ne 536/2014) "M3nuTBaH jeKapcTBEH NPOAYKT" € M3MUTBAaH JIEKaPCTBEH MPOAYKT I10
cMHChIIa Ha 1. 2, maparpad 2, Touka 5 ot Pernmament (EC) Ne 536/2014.

21. (U3m. — JIB, 6p. 84 ot 2018 1., B crita 6 Meceria ciej myoJuKyBaHe Ha ChOOIICHUETO 1Mo Wi. 82, maparpad
3 ot Pernament (EC) Ne 536/2014) "UzcnenoBaten" e u3ciiegoBaTes N0 CMUCHIA Ha Wil. 2, maparpad 2, Touka
15 ot Pernament (EC) Ne 536/2014.

22. (U3m. — JIB, 6p. 84 ot 2018 1., B crita 6 Meceria cies myoJuKyBaHe Ha ChOOIICHUETO 1Mo Wi. 82, maparpad
3 ot Pernament (EC) Ne 536/2014) "Undopmupano cbriacue" € HHGOPMHUPAHO ChIIIacHe 10 CMUCHIIA Ha UIl.
2, maparpad 2, Touka 21 ot Pernament (EC) Ne 536/2014.
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23. "Kut" e BCAKO BEIIECTBO, KOETO OOMKHOBEHO Ipeny yrmoTpeda ce pa3TBapsi, CyCIIeHIUpa, pa3pekaa niu
KOMOWHHpa C PaIuOHYKJIHIH, B PE3yNTaT Ha KOETO Ce IOJIydaBa TOTOBHST PaJHOAKTHBEH JIEKapPCTBEH
MPOAYKT.

24, (U3m. — JIB, 6p. 84 ot 2018 1., B cuita 6 Meceria ciej myoJuKyBaHe Ha ChOOIICHUETO 1o Wi, 82, maparpad
3 ot Permament (EC) Ne 536/2014) "KnuHu4HO H3NUTBaHE HA JIEKAPCTBEH MPOIYKT" € KIMHIIHO W3IMUTBAaHE
10 CMHUCHJIa Ha WI. 2, maparpad 2, Touka 2 ot Permament (EC) Ne 536/2014.

25. "KnuHUYHO NpeauMCTBO" € 3HAYUTENTHO TEPaleBTUYHO WM AUATHOCTUYHO MPEIUMCTBO Ha €IUH
JIEKapCTBEH MPOAYKT B CpaBHEHHE C JIEKAPCTBEH MPOIYKT, KOUTO BeUe € MOTYyYHJI pa3penieHue 3a ynorpeoa.
25a. (Hosa — /1B, 6p. 84 ot 2018 1., B crma ot 12.10.2018 1., m3Mm., Op. 84 o1 2023 1., B cmna ot 6.10.2023 1.)
"KondnukTt Ha uHTEepecH" € KOH(QIMKT Ha MHTEPECH IO CMHUCHIA Ha TiiaBa ocMa, paszmen | or 3akoHa 3a
MPOTUBOACHCTBHE HAa KOPYILUATA.

26. (OtM. — /1B, 6p. 84 oT 2018 1., B cuya 6 Mecera cien MyOJIMKyBaHe Ha ChOOIIEHUETO 1Mo Wwi. 82, maparpad
3 ot Permament (EC) Ne 536/2014).

27. "JlucroBka 3a mamueHTa" € JUCTOBKA, ChAbpIKamla WHPOPMALHs 32 MOTPEOUTENs], KOATO CHIPOBOXKIA
JIEKapCTBEHUS MTPOIYKT.

27a. (Hosa - IB, 6p. 71 ot 2008 1., B cmia ot 12.08.2008 r., m3m., 6p. 102 ot 2012 1., B cmma ot 21.12.2012
r.) "JlekapcTBeH MPOAYKT 3a MOAEPHA Tepamus'" e JIEKapCTBEH MPOAYKT, OllpeeicH B WieH 2 oT PernameHT
(EO) Ne 1394/2007 na EBponeiickus napmamenT u Ha CbBerta oT 13 HoemBpu 2007 T'. OTHOCHO JIEKaPCTBEHHUTE
MIPOIYKTH 32 MOJIepHa Teparus 1 3a m3MeHeHnne Ha J(upextusa 2001/83/EO u Ha Permament (EO) Ne 726/2004.
276. (HoBa — JIB, Op. 84 ot 2018 r., B cua ot 12.10.2018 r.) "JlekapcTBeH MPOAYKT 3a ChCTPaJaTeIIHA
yrnoTtpeba" e JIeKkapCTBEH MPOJIYKT 3a NMalHaTHBHA yrnoTpeda 1o cMUChIa Ha wi. 83, naparpad 2 ot Pernmamenr
(EO) Ne 726/2004 na EBponeiickus mapnameHT 1 Ha ChBera.

28. "JlekapcTBEH NPOAYKT, MOJy4YeH OT YOBEIIKa IUIa3Ma MJIM OT YOBEIIKa KPBbB" € JIeKapCTBEH MPOAYKT,
MPOMU3BECACH OT YOBCHIKM KPBBHHU CHCTABKU W 4YpE€3 METOJ, BKIIHOYBAILl NPOMHIIJICH MPOIEC. KsM TX ce
OTHACAT aOyMUH, UMYHOTIIOOYITWHH, Koarynupamy (akTOpH W aHTHUIPOTEas3d, Pa3TBOPHU Ha IUIa3MEHHU
MPOTENHH, APYTH TUIa3MEeHN (PPAKIANA WIH KOMOWHAITUH OT THAX.

29. "JlekapCTBEeH POAYKT, IpeHA3HAUCH 32 JICYCHHE, TPO(UITAKTHKA U JMarHOCTUKA Ha PEIKH 3200 sBaHus "
€ IPOJYKT, KOUTO:

a) € IpeJHa3HaueH 3a ITUArHOCTHKA, MPO(IIAKTHKA WM JICYCHHE Ha KUBOTO3acTpallaBamy OOJIeCTH HUITH
MPOTPECHBHO MPOTHYAIIM XPOHUYHH 3a00NsABaHUs, KOUTO 3acsraT He mosede oT 5 Ha 10 000 voBeka Ha
TEPUTOPHATA HA CTPAHATA, WIIN

0) e mpeqHa3HAYeH 3a AMArHOCTHKA, MPO(IIAKTHKA WM JICUeHHE Ha )KMBOTO3acTpalllaBally OOJIECTH U Ha
CEPUO3HO YBPEKAAIIN 3APABETO XPOHUYHHU CHCTOSHUS (3a00JIsIBAaHHS C BUCOK JIST HA OOJIECTHOCBBp3aHATa
HEpaObOTOCTIOCOOHOCT M WHBAIHMIHOCT) M ca MPUIOKEHH JI0Ka3aTelICTBa, Ye Mpojakdara Ha MpOJyKTa He
OCHUTYpsiBA 3aJOBOJIMTEIHA BB3BPBIIAEMOCT, KOSTO Ja OIpaBaae HEOOXOAMMHTE WHBECTHUIINH 3a
Hay4YHOM3CIIEI0BATENICKA U pa3BOiHA IEHHOCT, 0e3 J]a iMa CTHUMYIIH 3a Ch3/IaTels Ha TIPOIYKTa, U

B) KOraTo HsMa 3aJI0BOJIMTENICH METOJ 3a JWArHOCTHKA, MPOQHIAKTHKA WIH JIeYeHHE Ha CHOTBETHOTO
CbCTOSIHHMEC, WM aKO HMMa TaKbB MCTOH, MPECHJIOKCHUAT JICKAPCTBCH IMPOAYKT MMa 3HAUUTCIIHO IIOBEYC
MPEeIMMCTBA OT HETO W TI0J13a 32 3aCETHATHTE OT TOBA ChCTOSTHHE.

30. "JlekapctBeHa ¢opMma"' e MOAXOJAIIAa 3a MPUEMaHE CTPYKTYpa, ChIbpalla aKTHBHOTO BEIIECTBO
(BemecTBa), KOSITO MOXeE Jia BKJIFOUBA HJIH Ja HE BKIIFOUBA IIOMOIIHH BEIIECTBA, OTyYeHa Ype3 MpuiiaraHe Ha
OTIpe/IeTICHH TEXHOJIOTHYHH OTIePAIlNH, OCUTYPSIBAIIIA KeJIaHUs TedeOeH ePeKT M CTAOMITHOCT IPH ChXPaHEHNE
B CpPOKa Ha T'OJTHOCT.

31. (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "JIure, ycTaHOBEHO Ha TEPUTOPUSTA HA IbpKaBa
yiieHKa" e TpaBeH CyOeKT, pETUCTPHUPaH MO TPAKJAHCKOTO WM THPTOBCKOTO 3aKOHOAATEJICTBO HA IhPKaBa
YJIEHKA WU Ch3/IaJIeH 110 CHIIaTa Ha HOPMATHBEH aKT, KOWTO MIMa CEJJANTHIIE 1 aJIpeC Ha YIpaBJIeHHE B bp)KaBa
YIEHKa WK B AbprKaBa - cTpaHa rmo CriopasyMeHueTo 3a EBponeiickoTo NKOHOMHUYECKO MPOCTPAHCTBO.

32. "MaructpanHa perentypa’ € nmpeanucaHue 3a JIeKapcTBeH MPOAYKT, U3TOTBEH B alTeKa 1o Mpercanne
Ha MEMLIMHCKH CHENHAINCT WK TI0 YTBBP/EHA PeLenTypa, IpeJHa3HaueH 3a ONpe/ieieH MalueHT.

33. "MexmyHapoHO HEMATCHTHO HANMEHOBaHKE'" € MPENoPHIAHOTO HAMMEHOBAaHNE HA aKTUBHOTO BEIIECTBO,
o00peno u nmyoaukyano ot C30.

34. (Uzm. — 1B, Op. 39 ot 2024 1., B cuna ot 1.05.2024 r.) "MenuIMHCKU crienuaniucTu” ca JeKapH, JeKapH
M0 JIeHTaJIHa MEAMLMHA, MATUCTHP-(hapMaleBTH, MEAULMHCKNA CECTPH, aKyLIEPKH, MEAULIMHCKH JIAOOpaHTH,
JIEKapCKH ACHCTEHTH W TIOMOIIIHUK-(apMaIieBTH.

35. "MenuIuHCKE THPTOBCKH MPEACTABUTEN" € JHUIE, MPEMUHAI0 CIIEIHaTHO OOyYCHHE W MPHUTEKABAIIO
Hay4YHU TIO3HAHMA 33 IPEAOCTaBIHE HAa TOYHA U IThJIHA HH(OpPMAaLKs OTHOCHO JIEKAPCTBEHHUS TPOAYKT, KOHTO
pexiaMupa.
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35a. (Hosa — JIB, 6p. 1 oT 2014 r., B cuia ot 3.01.2014 r.) "MemumnuHCcKO NpeAnrcanue’” e mpeanucanie Ha
JIEKapCTBEH MPOMYKT WM HAa METUIIMHCKO H3AENHe, M3alCHO OT JIMIE, KOETO YIpPaXHSBA peryihpaHa
MeAUIUHCKA Mpodecus Mo cMUchia Ha § 1, T. 1 OT TOMBJIHUTETHNUTE pasnope0n Ha 3aKoHA 3a IpU3HABAHE
Ha npodecroHaTHu KBaIu(UKaUK U KOETO MMa 3aKOHHOTO MPaBo Ja MpaBH TOBA B JAbpKaBaTa WICHKA, B
KOSITO C€ M3[aBa MEIUIIMHCKOTO TIPEITHCaHHE.

36. (Ot™m. — 1B, 6p. 84 ot 2018 1., B cria 6 Mecera cieq myOoIuKyBaHe Ha ChOOIIEHHEeTO 1o Wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014).

36a. (Hosa — /IB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) "MpexoBa n nHQOpPMaIMOHHA CUTYPHOCT" €
3amuTara Ha WHQOpMAIHITa OT HEMPABOMEPEH WM CIy4YaeH MOCTHII, M3MOI3BaHe, MpaBeHe MOCTOSHUE Ha
TPETH JUIA, TPOMSHA WIH YHUILIOKABaHE.

37. "HanumeHoBaHUE Ha JIEKAPCTBEH MIPOAYKT" € UMETO, AaIeHO Ha TIPOJYKTa, KOETO MOXe J1a Obe:

a) cB000HO N30paHO NMe (THPTOBCKO UME);

0) (u3m. - /1B, 6p. 12 0T 2011 r., B cina ot 8.02.2011 1.) 00monpueTo 3aeJHO ¢ THPrOBCKaTa MapKa UIIM UMETO
Ha MPHUTEXATEIs Ha Pa3peleHHeTo 3a yIoTpeoda;

B) (m3Mm. - IB, O6p. 12 or 2011 r., B cuma ot 8.02.2011 1.) HaydHO MMe 3a€THO C THPTOBCKATa MapKa U UMETO
Ha TIPUTEXKATENSI Ha pa3pelIeHneTo 3a yrnoTpeoa.

37a. (Hora — IB, 6p. 67 ot 2020 r.) "Hayunu noka3atesncrsa" ca KOHKPETHH MEAWIIMHCKHA W/WIH HAyYHU
NaHHW, TIOJY9€HH OT W3BBPIICHW KIMHUYHW W3NUTBAHWA, W/WIM JaHHW, JOKa3Balld Oe30MacHOCTTa U
erUKacHOCTTa Ha JIEKApPCTBEHUS MPOAYKT, KOWTO ca MyONWKYBaHW B HAyYHW W3JaHUS, HAIMOHATHU WU
MEXTyHApOIHU ITPOTOKOJIH 3a JICYSHNE WU JJOKJIIU 3a OIIEHKA Ha 3[JPAaBHUTE TEXHOJIOTUH.

38. "Hayuna umnuteparypa" e nyOnMKanus/myOJUKalMd Ha pe3yaTaTH OT HaydyHU M3CIICIBAaHUS B
CHeTMaTU3NPaHN MEXTyHAPOIHH HAYYHU U3IaHUS.

38a. (Hosa — /IB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) "HemocTur Ha JIeKapCTBeH MPOIYKT" €
HEJIOCTUTHT Ha JICKAPCTBEHU NPOJYKTH, BKIIOUCHH B [1O3UTHBHUS JIEKApPCTBEH CIUCHK, YCTAHOBEH Upe3
CHenraan3upanara eleKTpoHHa CHcTeMa 1o peia Ha wi. 2170.

39. "HoBO akTHBHO BELIECTBO" €:

a) XUMUYHO, OMOJIOTHYHO WM pagrodapMaieBTUYHO BEIIECTBO, KOETO HE € OO0 pa3pelieHo 3a ynorpeda
KaTo JIEKapCTBEH NPOAYKT B EBpONEHCKHUS CBIO3;

0) m30Mep, cMeC OT M30MEpH, KOMIDIEKC WM JepUBaT, WM CONl HA XMMHYHO BEIIECTBO, KOETO € OWiIo
paspelieHo 3a ynorpeba KaTo JeKapcTBeH NpoayKT B EBponelickus cbio3, HO ce pa3iniaBa 110 OTHOILICHHE Ha
0e3omacHoCTTa U €(pUKACHOCTTA CH OT MPEAMIIHO Pa3pelIeHO BEIIECTBO;

B) OMOJIOTHYHO BEIIECTBO, KOETO € OMIIO pa3pelieHo 3a yrmorpeda KaTo JeKapcTBeH NpoaykT B EBpomneiickus
CHI03, HO € C pa3lInYHa MOJIEKYIJIHA CTPYKTYpa, C Pa3IiMdeH MPOU3XO0/I [0 OTHOIIEHUE Ha N3XOJHUS MaTepHuall
WX € MTOJTyYEeHO Ype3 Pa3iIMueH MPOU3BOJICTBEH MPOIIEC;

r) paanodapManeBTUYHO BEIIECTBO, YNUTO PAIUOHYKIUANA WM MOJEKYJTHH BPB3KH (CHOTBETHO JIUTAH[IH),
KOUTO HE ca OWIIN pa3pelieHy KaTo JIEKapCTBEH MPOIYKT B EBponeiickus Chi03, MM MEXaHU3MbBT 32 CBbP3BaHE
B JIBOIKA Ha MOJICKYJIUTE U PaJIMOHYKIIMINTE HE € 0w pasperieH B EBponelickus chio3.

40. (U3m. — JIB, 6p. 84 ot 2018 1., B crita 6 Meceria ciej myoJuKyBaHe Ha ChOOIICHUETO 1Mo Wi. 82, maparpad
3 ot Pernament (EC) Ne 536/2014) "Hexenano crOutre" € Bcsika HeONMaronpusiTHa NPOMSHA B 3IpPaBHOTO
CbCTOSIHUE, HAOJII0J]aBaHa MpH TpUIIaraHe Ha JIEKAPCTBEH MPOAYKT Ha MAIMEHT, KOSTO He € HENpPEeMEHHO
MPUYMHHO CBBP3aHa C TOBA JICUCHHE.

41. (U3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r., 6p. 84 ot 2018 ., B cmiia 6 Mecena ciuen
nyOiukyBaHe Ha cboOmeHuero mo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) "Hexenana
JIeKapCTBeHA peakius" € BCEKM HeXKeJaH W HeNpeBHIIEH OTrOBOP KbM JIEKapcTBEH NMPOIYKT. Bumosere
HEeXeJlaHU JIEKAPCTBEHU PEaKIIN! ca:

a) (m3m. — /1B, 6p. 84 012018 1., B cmma ot 12.10.2018 ., B cmita 6 Mecena ciief] yOJIMKyBaHe Ha ChOOIIEHUETO
o wi. 82, nmaparpad 3 ot Permament (EC) Ne 536/2014) "HeouyakBaHa" - HeXxeJlaHa JIGKAPCTBEHA PEAKIIMS,
KOSITO HE € TIOCOYCHA B KpaTKaTa XapaKTepUCTHKaA HA MPOJYKTa WIH YHHTO XapaKTep, TEKECT MU U3XO0J1 HEe
OTrOBapST HA MMOCOYCHUTE B KpaTKaTa XapaKTePUCTHKA Ha TIPOIYKTa;

0) "momosupaHa" - HEXeJlaHA JIGKAPCTBEHA PeakiUs, 3a KOATO ChOOLIUTENAT WM IPUTSKATENAT Ha
paspelieHueTo 3a ynorpeba mpejrnoniara, 4¢ uMa Bb3MOXKHA NMPUYMHHO-CIIEJICTBEHA BPB3Ka C MPHEMAaHUs
JIEKapCTBEH NPOIYKT;

B) "ceprno3Ha" - BCeKH HEONMArompusTeH eeKT BbPXY 3IpaBHOTO CHCTOSHHE, KOWTO € cTaHaj NpUYMHA 3a
CMBPTEH H3XOJl, HETMOCPEJCTBEHA OIACHOCT 32 JKUBOTA, XOCIHTAIM3AIMS WIM YAbIDKaBaHE CpPOKa Ha
XOCTIMTANIN3AIUS, 3HAYNTEITHA WM TPAHN YBPEKIaHUsI, MHBAIMIN3AIMS U BPOJICHH aHOMAITUH;

') KOMOMHALIMN MEXIy peakuuu o oyksu "a", "6" u "B".

42. "O61monpueTo uMe" € MeKAYHAPOIHOTO HEMATEHTHO HAMMEHOBAHUE Ha JICKAPCTBEHOTO MIJIH ITOMOIIHOTO
BeriectBo (INN), npenopbuano ot C30; ako HsMa TakoBa, ce M3M0J13Ba uMeTo B EBporieiickara Gpapmakornes,

107



aKO M TaM JIUIICBA - IPYyro (hapMakoIneiHo uMe; KoraTo HsaMa (hapMaKoIneiHo UMe, CE U3I0I3Ba O0NIAHOTO
MIPHETO NME.

42a. (Homa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OCHOBHA JOKYMEHTAIlMsl Ha CUCTEMara 3a
npociiesBaHe Ha JeKapcTBeHaTa Oe3omacHOCT” € MmoapoOHO OmMHMcaHWe Ha CHCTeMaTa 3a MpOcie/sBaHe Ha
JieKapcTBeHaTa 0e30MacHOCT, U3IMON3BaHa OT MPUTEKATENs Ha pa3pelieHne 3a yrnorpeda mo OTHOIICHHE Ha
€/IMH WJIH TTOBeUe pa3pelieHu 3a ynorpebda JIeKapCTBEHH MPOYKTH.

426. (Hoea — JIB, Op. 48 ot 2015 1.) "Ouenka Ha 3ipaBHUTE TEXHOJIOTUU" €:

a) ¢opmMa Ha TONWUTHKAa B OO0NacTTa Ha HAYYHWTE H3CIEIBAHUS, KOATO NPOYyYBA KPATKOCPOUHHUTE U
IBITOCPOYHHUTE PEIYITATH, CBBP3aHH C IIPUIIATaHEeTO Ha 3IPABHUTE TEXHOJIOTHH, ¥ IMa 32 IIeJl Ja TIPEI0CTaBU
WHPOPMALIUS OTHOCHO aITEPHATUBHUTE 3IPaBHU CTPATETUH;

0) MyITUAMCUMIUIMHAPHA JAEHHOCT, KOSTO CHCTEMAaTHYHO OLEHSIBA TEXHUYECKUTE XapaKTEPHCTHUKH,
0c30omacHOCTTa, KIWHHYHATA €(PUKACHOCT ¥ e(QEKTUBHOCT, pPa3XOAUTe, CTOMHOCTHATa e(PEeKTUBHOCT,
OpTaHU3alMOHHUTE, COLHAIHUTE, MPAaBHUTE M CTHYHHUTE MOCICAWIM OT NPWIATaHETO Ha JIEKapCTBEHHU
MPOAYKTH B 37paBeOla3BaHETO U ce (OKycHpa BBPXY CTOHHOCTTa — KIMHMYHA MU MKOHOMHYECKA, KaTo
aHAIIM3BT € CPABHUTEJICH CIPSIMO CHIECTBYBAIlATa WIX Hail-moOpaTa KbM MOMEHTA aJTepHATHBA.

42B. (HoBa— /IB, 6p. 67 ot 2020 1.) "Odnnmanza mabopaTopus 3a KOHTPOI" € 1abopaTopwsi, KOSTO U3BHPIITBA
na00opaTOpHU M3MUTBAHUS HA JIGKAPCTBEHH MPOAYKTH OT MMETO Ha KOMIIETEHTHHUTE PEryJlaTOPHU OpPTraHd B
W3ITBTHEHNE Ha CHOTBETHH HAIIMOHAIHY U3UCKBAaHUS U € HE3aBUCHMA OT IPOU3BOIUTEINTE U IPUTEKATEIUTE
Ha pa3pelieHus 3a yrnoTpeda Ha JIeKapCTBEHH MTPOAYKTH.

43. "Ilaptuma" e ompeneneHoTO KOJUYECTBO OT JIEKAPCTBOTO, IPOU3BEACHO CHITIACHO YCTaHOBEHA
BB3MPOU3BOJMMA TEXHOJIOTUYHA CXEMa, OCUTYpsIBaIlla HEOOXOAMMUS TAPTHICH XOMOT€HUTET TI0 OTHOIICHHUE
Ha U3UCKBAHWUTE KOHTPOIHU TOKA3aTEIH.

43a. (Hosa - /1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) "[Inan 3a ynpasieHue Ha pucka" € moapoOHO
OIMCAaHNE Ha CHCTEMATa 3a yIpaBJeHUEe Ha PUCKA.

44. "TlonmppxaHe Ha pa3pelIeHueTo 3a yIoTpeda Ha JIEKapCTBEH MPOIYKT" BKIFOYBA BCHUKHA HEOOXOAUMU
NEHHOCTH C OrJie[ TOAIbpKAHE Ha akTyaJeH PEerHCTPAalMOHEeH CTaTyC Ha JIEKapCTBEHUS MPOAYKT,
BKITIOUHUTEITHO U TPOCIIEASIBAHETO HA JIEKapCcTBEeHAaTa 0€30MacHOCT.

44a. (Hosa— /1B, 6p. 48 o1 2015 r.) "[logubprkane Ha peMMOypCeH cTaTyc" € OlleHKa Ha JICKAPCTBEH MPOIAYKT
BB3 OCHOBA Ha JOKa3aTeNCTBa 3a €(UKACHOCT, TepaneBTHYHA €(PEeKTHBHOCT, OE30MacHOCT M aHaIW3 Ha
(hapMaKo-MKOHOMUYECKH TTOKA3aTeIH.

45. "Tlon3a" e MOJIOKUTEINICH Pe3yJITaT/TepaneBTUYHA ¢(hPUKACHOCT Ha JICKAPCTBCHMS MPOIYKT 3a OTACITHUS
MAaIUeHT, Tpymna OT MalMeHTH Win 3a 00mecTBoTo. KommdecTBeHaTa omeHKa Ha OYaKBaHATa MOJI3a BKIIIOYBA
MPUOIN3UTEITHO U3YUCIIEHUE Ha BEPOSTHOCTTA 32 TO3H TOJOXKHUTEIIeH PE3yIITarT.

46. (U3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 r.) "[lomomHo BemecTBO" € BCsIKa ChCTaBKa Ha
JIEKapCTBEH MPOAYKT, pa3IMYHa OT aKTUBHOTO BEIECTBO M OMAKOBHUHUS MaTepHall.

47. "llocTMapKeTHHTOBO TMpoydYBaHe" € BCSAKO MPOYYBaHE, MPOBEKIAHO MPHU yIMoTpeda Ha JIeKapCTBEHUS
MPOAYKT B paMKUTE Ha 0JJ00peHaTa KpaTka XapaKTepUCTHKa Ha MPOJyKTa B MEpUojia Clie]l pa3peliaBaHe 3a
ymoTpeoa.

47a. (Homa - [IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 1.) "IlocpenandectBo B 007aCTTa HA JIGKAPCTBECHHUTE
MPOAYKTH" ca BCUYKU JIEMHOCTH, KOMTO MMAT 3a IIeJI CKIIF0UYBaHe Ha JOTOBOP 32 MOKYIKa WK Mpojaax0a Ha
JIEKapCTBEHU MPOJIYKTH, C U3KITFOUEHNE HA ThPTrOBHATA HA PO, KOMTO HE BKIIOYBAT (PU3NUECKO AbpiKaHE U
KOWTO C€ M3pa3siBaT B JOrOBapsHE HE3aBUCUMO M OT UMETO Ha JIPYTo IOPHINIECKO M (PU3NIECKO JIHIIE.

48. (U3m. - 1B, 6p. 102 o1 2012 1., B cmma ot 21.12.2012 1.) "IlocTMapKeTHHTOBO MTpOyYBaHe 3a 0e30macHoCT"
€ BCAKO MpOy4YBaHe, CBHP3aHO C pa3pelicH 3a ynoTpeda JIeKapcTBEH MPOAYKT, MPOBEKAAHO C IEN Ja ce
uaeHTAu(GUIMpa, XapaKTepu3upa Wiu ONpeeld CTENeHTa Ha PUCKa 110 OTHOIIeHHE Ha 0€301acHOCTTa, Jla ce
MOTBEPAHN TPOGWIBT Ha 0E30MacCHOCT Ha JIEKAPCTBEHUS MPOIYKT HMIIH Jla C€ MPEleHH ePEeKTUBHOCTTa Ha
MEpKHTE 32 yIpaBlieHHE Ha PHUCKA.

49. "TloTeHITMAICH CEpUO3EH PHCK 3a 37[PABETO HA HACEIIEHNETO" ChIIIECTBYBA, KOTATO € HAJTUIIE BUCOKA CTEIICH
Ha BEpOSITHOCT ymnorpedara Ha JIEKAapCTBEH MPOAYKT Ja NpPeAM3BHKA HEOTCTPAaHHUMHM, HEHONPAaBUMH H
HEOOpaTHMHU HEraTUBHH TOCIIeACTBUS. [IporiechT Ha OlleHssBaHe UACHTU(PHUIIMPA OACHOCTTA OT PHUYUHSIBAHE
Ha BpEIW 3a 3/IpaBETO HA HACEICHUETO W JEHCTBUTEITHOTO M EKCIIOHWpaHE MpH IIHpoKaTa yrmoTpeda Ha
npoaykTa. CepHO3HUSAT PUCK 3a 3APABETO B KOHTEKCTa Ha ynoTpeda Ha ONpeAesieH JIEKapCTBEH MPOIYKT MOXKE
na ObJe MpeLeHeH Py CICTHUTE YCIIOBHS:

a) e(pUKACHOCT - JJAHHWUTE, TPEJICTABCHH 32 TepaneBTUYHATA €()UKACHOCT 110 OTHOIIICHHE HA TPEITI0KEHOTO
MoKa3aHue/TIoKa3aHusl, Ha MpeJIoKeHaTa IeJieBa IPyna/Tpynu NalueHTH W Ha MpeJuIosKeHara JO3UPOBKa,
MOCOYEHH B MPOEKTA Ha JIMCTOBKATa 3a MALMEHTa, HE 3allUTaBaT HAYYHO B IIbJIHA CTETECH NPETEHLMHTE 3a
e(MKaCHOCT;
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0) 0e30MacHOCT - OIICHKAaTa Ha JaHHUTE OT MPEAKIMHUYHATA TOKCHIHOCT/(hapMaKoJIornyHaTa 0€301MacHOCT U
KJIMHUYHA 0€30MaCHOCT He MOXKE J1a 3aIIUTH YOIUTEITHO 3aKII0UYCHNETO, Y€ BCHUKH MTOTCHINATHN CTPAaHH 32
0e30MacHOCT MO OTHOILICHHWE Ha IIeJieBaTa rpymna/Tpyny MAUeHTH ca TOYHO M W3YepraTesIHO OTPa3eHU B
MpeJIoKeHaTa JIMCTOBKA 3a MalMeHTa MM a0CONMIOTHATA CTENICH Ha PUCK € HeIIPHEMIINBA;

B) Ka4eCTBO - IPEJIOKEHUT HAYMH Ha POU3BOJICTBO ¥ KOHTPOJIHUTE METOAN HE MOTaT 1a FrapaHTHpPaT JIUIca
Ha CBHIIECTBEH Jie)eKT B KaYeCTBOTO Ha MPOAYKTa, KOMTO MOXE Jla Cce OTpa3H Ha 0e30MacHOCTTa W/HIN
e(UKacCHOCTTa HA MPOAYKTA;

T') CHOTHOIICHHE IT0JI3a/pUCK - OIICHKAaTa Ha CHOTHOIIEHHWETO IIOJI3a/pUCK € HeOJaronpusaTHA, IPEIBHI
XapakTepa Ha MICHTU(GHUIMPAHUS PHUCK/PUCKOBE W HAa MOTEHUMANHATa 032 3a IPEUIOKEHOTO
MoKa3aHue/oKa3aHusl U 1ieJieBaTa rpymna/rpynu MmanueHTH.

50. "[IpencraButen Ha JAMIETO MO Wi. 26, an. 1| WM HA TpPUTEKATEN HA pa3pelleHue 3a ynorpebda" e yuie,
YCTaHOBEHO Ha Teputopuara Ha PemyOnmka bearapus, ompeneneHo ot aunero mo wi. 26, an. 1 wim or
MpUTEeKATEeNs] Ha pa3pelleHHeTo 3a ynoTpeba Ja ro MpeAcTaBisBa Ipe] peryJaTOpHUTE OpraHd Ha
Teputopusara Ha Pemybauka beirapust.

51. "llpuemnuBo HWBO Ha Oe3omacHOCT" € HaJWIE, KOraTo TMPEACTABEHUTE MAaHHW CE TpHEMaT IIpH
CTaTUCTUYECKU IIOCTOBEpPHA OE€30MAcHOCT CIOpeA KIMHUYHHM H3IUTBAHMS, NPOBEICHU B CHOTBETCTBHUE C
Jlobpata KIMHUYHA IPAKTHKA.

52. "IIpon3BOACTBO Ha JIEKAPCTBEH MPOAYKT'" ca BCHYKH OTIEPAIINU, CBbP3aHU ¢ HaO0aBIHETO HA MaTEePHAIINTE,
TAXHOTO 00paboTBaHE NpU IPOU3BOJACTBEHHUS IPOLEC, BKIIOYUTEIHO ONAKOBAHE M CTHKETHPAHE,
Ka4eCTBEHHUAT KOHTPOJ, OCBOOOXKIaBaHETO HA MapTHIATa, ChbXpaHEHHUE, eKCIeJUpaHe U CBbP3aHMAT C TE3U
oTepa KOHTPOJL.

53. (Uzm. — /1B, 0p. 84 ot 2018 r., B cmita 6 Mecemna cies| myOJUKyBaHe Ha CHOOIIEHHETO 1o WiI. 82, maparpad
3 or Pernament (EC) Ne 536/2014) "IIpoTokoN Ha KIMHUYHO U3MUTBaHE" € MPOTOKOJI MO0 CMHUCHJIA HA Yl 2,
naparpad 2, Touka 22 ot Pernament (EC) Ne 536/2014.

54. "Ilyckane Ha mazapa" € pa3lpOCTPaHEHHETO Ha JICKAPCTBEHUs] NPOAYKT B THPrOBCKATa Mpexa Ha
TeputopusiTa Ha PermyOnuka bbiarapus u3BbH IUPEKTHUS KOHTPOJ Ha MPUTEXKATEsl Ha pa3pelieHHeTo 3a
yrnotpeoa.

55. "IIppBHUYHa OMaKOBKa" € OMaKOBKATa, KOSATO BIM3a B HETIOCPEJCTBEH KOHTAKT C JIEKapCTBEHUS MPOIYKT.
56. "PagmodapmanieBTHK" € JeKapCTBEH MPOIYKT, KOMTO, KOraTo € TOTOB 3a ymoTpeda, ChAbpKa eIUH W
noBeYe PafuoOHYKIUAN (PaJiOaKTUBHH U30TOIH ), BKIFOUEHH C MEJUIIMHCKA L.

57. "PapnonyknueH reaepatop” € BCsAKa CUCTEMa, KOATO BKIIOYBA (PUKCHPAH MaTepeH PaJAUOHYKIUA, OT
KOITO ce Mojy4aBa IbIIEpeH PaguoOHYKIIHNI, KOMTO ce OTAeNs Ype3 eIyupaHe WK upe3 APYTH METOIHU U ce
W3I0J13Ba B pasnodapMaleBTHK.

58. "PaguonyknuieH npekypcop' € BCeKH ApyT paguOHYKIIH/, IPOM3BEIEH 3a PaIHOAKTUBHO MapKUpaHe Ha
JPYyTO BEIIECTBO HEMOCPEACTBEHO MPEAH BbBEKAAHETO My B OpraHM3Ma Ha MalUeHTa.

59. "PacTuTeneH geKapcTBEH NPOAYKT" € JIEeKapCTBEH NPOAYKT, KOUTO ChIIbPKa KaToO JEKAPCTBEHU BEIIECTBA
€/THO VJTU TIOBEYE PACTUTEIHU BEIIECTBA, MIIHM €TUH MITH TIOBEYE PACTUTEITHH MPeTiapaTH, iU eTHO WX ITOBeYe
pacTUTEITHH BEIIECTBA B KOMOMHAIUS C €IMH WIIH TIOBEYE PACTUTEIHU MPETapaTH.

60. "PactuTennu BemecTBa" ca OCHOBHO PaCTeHUS WIIHM YacTH OT PACTSHHS, BOJOPACIH, T'bOU, JTUIICH, KOUTO
ca IeJv, Ha4yTeH! WM Hapsi3aHu, U ce U3M0JI3BaT B HeoOpabOTEHO ChCTOSIHUE, OOMKHOBEHO B M3CYILIEH BUI,
HO TIOHSIKOTA U ITpecHH. HsIKou ekcyiaTu, KOUTO He ca OMITH MOJI0KEHH Ha criennduiHa 00padoTKa, ChIIo ce
OTHACAT KbM DAcTUTEIHHTE BellecTBa. PacTuTenHure BemiecTBa TpsOBa Aa ca C TOYHO OINPENEICHO
00TaHWYECKO HAYYHO HAUMEHOBAHME HAa PACTEHUSTA, OT KOUTO IPOU3XOXKIAT, ChIVIACHO OMHOMHHAIHATA
cucrtema (poJ, BUJl, BAPUETET U aBTOP).

61. "Pacturenen npenapatr” € NpoAyKThT, KOWUTO Cc€ MOIy4yaBa Clell eKCTPAKLUs, JECTUIALINS, U3CTUCKBAHE,
(pakunoHUpaHe, MpeYNCcTBaHe, KOHIEHTPALHs UK epMEeHTalNs Ha PACTUTEIIHOTO BelecTBO. PacTurenHust
npenapar Moxe Jia ObJie CBIIO CTPUTH WIM Pa3NpalieHd pPacTUTENHH BEIECTBA, THHKTYPH, CKCTPAKTH,
eTepUYHM Maclia, MPepadOTeHN PACTHTEIHU TEYHOCTH/COKOBE.

62. "Penxu 3abomnsiBanus" ca 3a00JIIBaHUATA, KOUTO CE XapaKTepU3UpaT C YECTOTA HA pa3NpOCTpaHEHHE HE
mo-Bucoka ot 5 Ha 10 000 gyrmu oT HaCEICHHETO.

63. "PedepeHTeH JIeKapCTBEH NPOAYKT" € JIEKapCTBEH MPOIYKT, pa3pelieH Mo peja Ha 4. 23 B ChbOTBETCTBUE
C U3MCKBaHUATA Ha Wi 27.

64. (U3m. — IB, 6p. 67 ot 2020 r.) "Pedepentna cToiiHOCT 3a neduHUpaHa AHEBHA 103a" € Hal-HHUCKaTa
CTOMHOCT 3a JeuHUpaHa THEBHA 7032, ONpeJieicHa Ha 0a3ara Ha CTOWHOCTHTE 3a JeuHIpaHa JHEBHA J103a
Ha JIEKApCTBEHUTE MPOAYKTH MO MEXIyHAPOIHO HEMATCHTHO HANMEHOBAHNE ChC ChOTBETHATA JICKAPCTBEHA

¢dopma.
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65. "PedepenTHa CTOWHOCT Ha TEpaNeBTHYCH Kypc' € Hall-HHCKaTa CTOWHOCT Ha TEPaIeBTHYCH KypC,
ompezeneHa Ha 0a3a CTOHHOCTHTE Ha TepaleBTHYEH Kypc Ha JieKapcTBaTa IO MEXIYHapOIHO HETaTEHTHO
HalMEHOBaHHUE ChC ChOTBETHATA JIEKapcTBeHa (hopMa.

66. "Puck npu ynorpebara Ha JIeKapCTBEH MPOAYKT" €:

a) PUCK 3a 37paBeTO Ha MALMeHTa WM PUCK 3a 3[paBeTO Ha HACEJIEHHETO, KOMTO € CBhP3aH C KauecTBOTO,
0e30rmacHOCTTa WIH €(PUKACHOCTTA Ha JIEKAPCTBEH MPOAYKT;

0) puCK OT HeXXeJaHu epeKTH BbPXY OKOJIHATA Cpefa.

67. "CepHo3HO HEXeTaHO ChOWTHE" € BCAKa HEeOJIaronmpHusaTHA MPOMSHA B 3PABHOTO CHCTOSHHUE, KOSITO €
CTaHaJa MPHYMHA 33 CMBPTEH H3XOJ, HEMOCPEICTBEHA ONACHOCT 3a JKUBOTA, XOCIMTAIM3ALMS HIN
yI'bJKaBaHe Ha CPOKA HA XOCTIMTATU3AIMS, 3SHAYNTEITHI UJTH TPAH! YBPEKIaHUS, HHBATUIN3ALNS U BPOACHU
aHOMAJTUH.

68. "CepTudukar 3a 0cBOO0OK1aBaHe Ha MapTHAA" € JOKYMEHT, KOWTO ce M3JaBa OT KBATU(HUIIPAHOTO JIUIIE
Ha TMPOM3BOAMTEIIS WM HA BHOCUTENS 32 BCSAKA OTICIHA MapTUAA U BKIIOYBA M3UCKBAHUITA B CHOTBETCTBUE
ChC crienu(pUKaNUATa, KAKTO U BCUYKH PE3YITATH OT U3MUTBAHKITA 32 OCBOOOXK/IaBAaHETO HA MapTHAATA.

69. "Ceprudukar 3a HOTBIHUTETHA 3aKpmiia"' € JOKyMEHT, KOHTO MPEeIoCTaBsl JOMBIHUTENHA MaTEeHTHA
3aKpuJia Ha JIEKAPCTBEHUS IPOLYKT HAli-MHOTO 5 TOIUHM ClIeA AaTaTa Ha N3TUYAHE HA OCHOBHUS IIATEHT.
69a. (Hoga - /1B, 6p. 102 oT 2012 r., B cuza ot 21.12.2012 r.) "Cucrema 3a ynpaBjieHue Ha pucka’ e cucrema
OT MEPKH 1 JCHHOCTH 3a IPOCIeIsIBaHE Ha JIEKapCTBEHATa 0€301aCHOCT, IpeIHa3HAYCHHU 3a HICHTU(HLIKPAHE,
XapakTepu3HpaHe, NpeloTBPaTsIBAaHEe WM CBEXJAHE A0 MUHHUMYM Ha PHCKOBETE, CBBP3aHM C JIEKaPCTBEH
MPOAYKT, BKIIOUHTEITHO OLIEHKA HA e(DEKTUBHOCTTA Ha TE3H JCHHOCTH H MEPKH.

696. (Hosa - 1B, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 1.) "Cucrema 3a mpocieasBaHe Ha JIeKapcTBEHATa
Oe3omacHOCT" € cCUCTeMa, M3IIOJI3BaHa OT MPUTEKATENs Ha pa3pemeHue 3a ynorpeda u ot MAJI 3a uzmbiHeHne
Ha 3aJauuTe W OTTOBOPHOCTHTE IO TIJlaBa OCMa, IpeJHa3HaYeHa 3a OCHINECTBABaHE HAOIIOJCHUEC Ha
0e30macHOCTTa Ha pa3pelleHuTe 3a yrnorpeda JeKapCTBEHU MPOAYKTH U 32 OTKPHBaHE Ha BCAKA MPOMSHA B
CHOTHOIIEHHUETO TT0JI3a/PHUCK.

698. (Hoa — JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) "CucteMHO0" € HapyIIEHUETO, U3BHPIIEHO TPU
WX TIOBEYE MbTU B €IHOTOAMIICH CPOK OT BJIM3aHETO B CHJIa HA MTBPBOTO HAKA3aTENHO MOCTAHOBJICHHUE, C
KOETO Ha HapyLIUTEIls Ce Hajlara Haka3aHue 3a ChLIOTO 0 BUJ HApYIICHUE.

70. "CrienrHu orpaHHYUTETHH MEPKH 32 0€30MMacHOCT" ca BpeMEeHHH ITPOMEHH B HH(pOpManuATa 3a IpoayKTa
MO OTHOILCHHE Ha €JJHa WJIM MOBEYE YacTH OT KpaTKaTa XapaKTepUCTHKa Ha MPOAYKTa, MOKAa3aHUs, HAYMH Ha
MPUIOKEHHUE, TPOTHBOIOKA3aHUA U PEAYIPEKICHHUS, KOUTO ca pe3yiaTaT OT HoBa HH(OpMaIys, CBbp3aHa ¢
Oe3ormacHaTa yrmoTpeba Ha JIEKapCTBEHHUSI IIPOTYKT.

71. "CnonTanHo choOIIeHne" € T0OOPOBOIHO U3MPATEHO CHOOIICHHE 3a TO03UpaHa HeXKEIaHa PEaKIIHsl IIPU
ynoTpebara Ha JIeKapcTBEH MPOJYKT JI0 TIPUTEXKATEIST HA pa3pelIeHreTo 3a yrnorpeda, 10 OpraHu 3a HaJ30p
BBPXY JIEKAPCTBEHUTE NPOIYKTH WM 0 APYTH OPraHU3alii, KOETO HE IPOU3IIHM3a OT MPOyYBaHE WK Apyra
OpraHu3MpaHa cucTeMa 3a cbOMpaHe Ha HHPOpMaLHsL.

72. "Cpok Ha rOJHOCT Ha JIEKapCTBEH MPOAYKT' € MHTEPBAIBT OT BpeMe, B KOMTO, ako ce ChbXpaHsBa IpU
MPENHUCAHUTE YCIOBUS, JIEKAPCTBEHUSAT TNPOJAYKT OTroBaps Ha W3UCKBaHHATA Ha crenuduKanusira,
pa3paboTeHa Bb3 OCHOBA Ha M3CJIEIBAHUS 32 CTAOMIHOCT Ha HAKOJIKO MMaPTUAM OT roToBarta Gopma.

73. (M3m. - B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) "ChoTBETCTBAIl JIEKAPCTBEH MPOAYKT Ha
pacTUTeNeH JIeKapCTBEH MPOAYKT" € MPOAYKT, KOWTO ChIbPKa €THH U ChIII aKTUBHH BEIIECTBA, HE3aBUCUMO
OT ChCTaBa Ha MOMOIIHUTE BEIECTBA, IPEIHA3HAUEH € 32 €HA U ChIIa LeJl, C EKBUBAJICHTHO KOJIMYECTBO Ha
JIEKApCTBEHOTO BEILECTBO/BEILIECTBA, U C €IHA W ChlIa JO3UPOBKA, M CbC ChIIMA WM NMOAO0OEH IbT Ha
BBBEXK/JaHE KaTO MPOJYKTA, 32 KOWTO € T0/1aJICHO 3asBJICHUE.

74. "CpoOmenue 3a HeXelaHa JIKapCTBeHa peakusi’ € JOKyMEeHTUpaHa MHPOpMays 3a €JHa WU [T0BeYe
MOJI03UPaHN HEKEJIaHW PEeaKLMH, CBbP3aHU C yrnoTpedaTa Ha elIWH WM [OBEYE JIEKApPCTBEHU NPOIYKTH OT
€lIVH TMalMeHT. 3a 3a4MTaHe Ha BAIMJHOCTTA Ha CHOOIICHHETO 32 HEXelNaHa JIEKapCTBEHA peakius ca
HEOOXOJMMMH MHHUMYM JIaHHU 33 WJCHTUQUIMPAaHE Ha ChoOmmMTEeNs (MHUIMAIA WIH aJpec, WU
npodecus/CnenuaitHocT), Ha MaluueHTa (MHULWAIW WM Bb3PacT, WIM JaTa Ha paxaaHe, WIM I0J), Ha
HeXKelaHaTa Peakius/ChOUTHE U Ha TIOJI03UPAHUS JIEKAPCTBEH MPOJYKT.

75. (U3m. — JIB, 0p. 84 ot 2018 r., B cuia 6 Mecena ciel] myOJuKyBaHe Ha ChOOIICHUETO 110 Wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014) "CpbiecTBeHa NMpoMsHa B MPOTOKOJIA HA KIMHUYHOTO W3MUTBaHE" €
ChIIECTBEHA TPOMSIHA I10 CMUCHIIA Ha WiI. 2, maparpad 2, Touka 13 ot Permament (EC) Ne 536/2014.

75a. (Hosa - /IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) "ChImecTBeHH MPOMEHH B MPOTOKOJIA HA
HEMHTEPBEHIIMOHAITHO MMOCTMAPKETHHIOBO MpOy4BaHe" ca MPOMEHH, KOUTO IMOBIHSBAT Ha OE30MacHOCTTa,
(u3nUecKaTa Wi NCUXUYECKaTa HENPUKOCHOBEHOCT HA MAIIMEHTHTE WJIM Ha PE3YJITATUTE OT IPOYYBAHETO U
TSIXHATA UHTEPIPETAITHUSL.
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76. (M3m. - ]IB, 6p. 71 ot 2008 1., B crura ot 12.08.2008 r.) "Tpeta nepkaBa” e mbpkaBa, KOSTO HE € TbpikaBa
- yjeHKa Ha EBpomeiickus chio3, WM HE ¢ AbpXkaBa - crpaHa mo Cropa3symeHueTo 3a EBporeickoro
WKOHOMHYECKO MPOCTPAHCTBO.

77. "TeproBus Ha enpo" ca BCUUKU ACHHOCTH 1O NpUI0oOUBaHe, ChbXpaHsIBaHe, CHA0AsIBaHe, BHOC MIIM U3HOC
Ha JICKQpCTBEHU NPOAYKTH, C HM3KIIOYEHHE Ha CIlydauTe Ha TMPEAOCTaBsIHE Ha JIEKAPCTBEHU MPOAYKTH
TUPEKTHO HA HACEIEHUETO.

78. (U3m. — JIB, Op. 84 ot 2018 r., B cuiia 6 Mecena ciiel] myOJuKyBaHe Ha ChOOIICHUETO 1o WiI. 82, maparpad
3 ot Permament (EC) Ne 536/2014) "VdacTHUK" € y9aCTHUK 10 CMUCHJIA Ha 9. 2, maparpad 2, Touka 17 ot
Pernament (EC) Ne 536/2014.

79. (Ot™. — 1B, Op. 84 oT 2018 1., B crita 6 Mecera cien MyOJIMKyBaHEe Ha ChOOIICHUETO 110 wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014).

80. "dapmaxores" e COOPHHK C YTBBPIACHH CHEIM(HUKAINK ¥ CHOTBETHH HW3WCKBAaHHA BBHB BPB3Ka C
MPOM3BOJCTBOTO, HM3MUTBAHETO, CHXPaHSIBAaHETO M 0003HAYABAHETO HA AKTHBHU BEIIECTBAa, MOMOIIHU
BEIIECTBA, JIEKapcTBEHH (POPMH, MaTEpPHUaIN 32 ONIAKOBKH U ChCTaBHU YacTH Ha JIEKAPCTBEHHUS MPOIYKT.

81. "®apmakorneiitHa perenTypa’ e mpeAnrucaHue 3a JeKapCTBEH MPOIAYKT, H3TOTBEH B allTeKa M0 PerenTypa
OT fAeiicTBamia (papmaxores 1 IpeAHa3HaueH 3a MPEIOCTaBsIHE Ha TMAIIMEHTUTE B CHIIIATa anTeKa.

8la. (Hosa - /1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., 6p. 102 ot 2012 ., B cuna ot 2.01.2013 1.)
"@ammmdunrpaH IeKapcTBEH MPOAYKT" € BCEKH JIEKApCTBEH MPOIYKT, IPH KOKUTO ca MpeICTaBEHN HEBSPHO:
a) HeroBaTa WACHTUYHOCT, BKIIFOUNTEITHO TaHHUTE BbPXY TbPBUYHATA WIIM BTOPUYHATA My OMIAKOBKa, UMETO
My WM ChABPKAHUETO 10 OTHOIIEHHE Ha KOSTO U J1a € OT HETOBUTE CHCTABKH, BKIIOYHTEIIHO TTOMOLITHUTE
BEIIECTBA, U KOJIMYECTBOTO HA aKTUBHOTO BEIIECTBO B JO30Ba CMHUIIA;

0) HETOBUSAT U3TOYHHUK, BKIFOYUTEITHO TPOU3BOIUTENAT MY, IbP)KaBaTa, B KOSITO € IIPOM3BEIEH, IbpXKaBara, B
KOSITO € ITyCHAT Ha a3apa, Wik NPUTEeKATEIAT Ha pa3pelleHHeTo My 3a ynorpeda, uiu

B) XPOHOJIOTHSATA, BKIIOUUTEIHO 3alMCUTE U JJOKYMEHTHTE, CBbP3aHU C U3I0JI3BaHaTa BEpHra Ha I0CTaBKa.
He ce cmsra 3a pammmdunrpan nexapcTBeH MPOIYKT TaKbB C HEMPETHAMEPEHO IOMYCHATH OTKIOHEHUS B
KauecTBOTO, KaKTO W JIEKAPCTBEH NPOAYKT, KOWTO € IyCHAT Ha Ta3apa B HapylIeHWe Ha IpaBaTa Ha
WHTEJICKTyalHaTa COOCTBEHOCT.

82. "XoMeomnaTu4eH JIEKapcTBEH MPOAYKT' € JIeKapCTBEH MPOJYKT, MPUTOTBEH OT BELIECTBA, HAPHUYAHU
XOMEOTATHYCH M3TOYHHK, CHIIIACHO MPOM3BOJCTBEHHUTE Mpolleaypru Ha EBporeiickata dapmakores, a Ipu
JIUIICA HA TaKWBA - CHIIIACHO HAllMOHANHATA (hapMaKoriesl Ha JbpKaBa WiICHKA.

83. "llena, u3umncieHa Ha 0a3a pe)epeHTHA CTOWHOCT" € IIeHaTa, 00pa3yBaHa 3a BCEKU JICKApCTBEH MPOAYKT,
BKtoueH B [l03WTHBHUS JIEKapCTBEH CHIHCHK, M3YUCIIEHA Ha 0a3a ompeneneHara pedepeHTHa CTOMHOCT 3a
neduHMpaHa THEBHA J103a WK TepaleBTHYEH KYypC.

84. (Otm. — JIB, 6p. 84 ot 2018 1., B cuita 6 Mecena ciiel] myOJuKyBaHe Ha ChOOIICHUETO o Wi. 82, maparpad
3 ot Permament (EC) Ne 536/2014).

85. "3noynorpeba ¢ JeKapCcTBEHU MPOAYKTH'" € MOCTOSHHA WM €NM30AMYHA NpeAHaMepeHa MpeKOMepHa
ynorpe0a Ha JISKapCTBEHHU MPOIYKTH, MPUIPYKEHA C BPSIHU (PU3UUESCKH WUITH TICUXOJIOTUYECKH e(DEKTH.

86. (Hoga - /IB, 0p. 41 ot 2009 1., B cuina ot 2.06.2009 r.) "Kbvpmauera" ca aema noj 12 mecena.

87. (Hoga - JIB, 6p. 41 ot 2009 1., B cuna ot 2.06.2009 r.) "Xpanu 3a kbpMaueTa" ca XpaHu, IpeaHa3HAYCHU
3a crienduyHa XpaHUTENHA yrnoTpeba OT KbpMayeTa B MEPHO/a HA MIBPBUTE UM MeECENH, KOUTO CaMH ca
JOCTaThbUHU Jia 3aJ0BOJIAT XPAaHWUTEIHWTE HYXIW Ha TEe3M KbpMmadera JO0 MOMEHTa Ha BBHBEXKIaHE Ha
MTOIXOJIATIA JOITBIHATEIIHA XpaHa.

88. (Hoga - /IB, 6p. 41 ot 2009 1., B cuna ot 2.06.2009 r.) "[Ipexomuu xpaHu" ca XpaHu, NpeTHA3HAYCHH 32
cnenupuIHa XpaHUTEIHA yroTpebda OoT KbpMadeTa pH BBEXKIAHETO Ha MOAXO/SIIA JOIBIHUTEIHA XPaHa 1
KOUTO TIPEACTaBIIBAT OCHOBHATA T€UHA XpaHa OT IPOTPECHBHO YBEIMYABAIIOTO C€ pa3HOOOpa3re Ha XpaHHUTe
MIpH T€3U KbpMaveTa.

89. (Homa - IB, Op. 12 ot 2011 1., B cuna ot 8.02.2011 r.) "[IpomsiHa tun IA" e nmpoMsiHa ¢ MUHHMAITHO
BB3JICHCTBHE WM 0€3 Bh3JICHCTBUE BBPXY KA4eCTBOTO, O€30MACHOCTTAa MM €(PUKACHOCTTa Ha CHOTBETHUS
JIEKapCTBEH IPOIYKT.

90. (Hoga - /IB, 6p. 12 ot 2011 r., B cuia ot 8.02.2011 r.) "I[Ipomsana tun IB" e mpomsiHa, KOATO HE € HUTO
tut A, HuTO npomsiHa tum 11, HUTO pasiMpsiBaHe Ha 00XBaTa Ha pa3peIICHUETO 3a ynoTpeoa.

91. (Hosa - [IB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r.) "IIpomsna tun II" e npomsiHa, KOATO HE ce sSBsIBa
pasmmpsBaHe Ha 00XBaTa Ha pa3pelIeHHeTo 3a YynoTpeda U KOATO MOXeE J]a UMa ChIIECTBEHO Bb3/EHCTBHE
BBPXY Ka4eCTBOTO, 0€30MaCHOCTTa WITH e()UKACHOCTTA HA ChOTBETHHS JIEKAPCTBEH MTPOIYKT.

92. (Hogsa - /IB, 6p. 102 ot 2012 1., B cuiia ot 21.12.2012 r.) "[lenerupat akT" € aKT 10 CMUCHJIa Ha wi. 290
ot Jlorosopa 3a pyHkroHupaneTo Ha EBponelickus cbios.

§ 2. HaumenoBanueto Ha MAJI ce n3nucBa Ha 1aTHHMIA, KakTo cieaBa: "Bulgarian Drug Agency".
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§ 3. MUHHCTEPCKHUAT CHBET OIPEAEIIs YCIOBUATA U pea 3a Ha0aBsHE, ChXpaHsIBaHe U OOHOBSIBaHE
Ha JICKQpCTBCHUTE MPOJYKTH, ChXpaHsBaHU OT /IbpikaBHa areHius "JbpkaBeH pe3epB U BOCHHOBPEMECHHU
3amacu".

§ 4. (omn. — JIB, 6p. 18 or 2014 r.) To3u 3ak0oH BEBex1a pasnopeaodute Ha Jupexrusa 2001/83/EO
Ha EBporefickus mapmamenT u CbBeTa 3a yTBbpKJaBaHe Ha Kogekc Ha OOIIHOCTTA 32 JIEeKapCTBEHHU MPOAYKTH
3a XyMaHHa yrnoTpeba, mocientno uzMeneHa ¢ Jupexrusa 2004/27/EO na EBpomneiickust mapnamenT u CpBera,
u Ha [lupextuBa 2012/26/EC Ha EBponeiickust mapnamenT u Ha CbBeTa oT 25 oktomBpu 2012 1. 3a H3MeHeHne
Ha JIupextrra 2001/83/EO no otHOMmEeHNe Ha (hapmakonorndaara oaurenHocT (OB, L 299/1 ot 27 okTroMBpH
2012 1.).

§ 5. CpokoBeTe 3a 3amIUTa Ha JAHHUTE 3a peQEPEeHTHH JICKAPCTBEHHW MPOAYKTH CE€ MpHIarat
cbriacHo pasnopenoute Ha ui. 89 ot Permament (EO) Ne 726/2004 na EBponeiickus napnament u CbBerta u
1. 2 ot upektuBa 2004/27/EO na EBponeiickus nmapiameHnT u CrBera.

§ 5a. (Hos - /1B, 6p. 60 ot 2011 r., B cma ot 30.09.2011 r.) (1) (M3m. - IB, 6p. 102 o 2012 1., B
cwia ot 1.04.2013 r., 6p. 85 ot 2017 r.) MUHUCTEPCTBOTO Ha 3/IpaBeola3BaHeTo, HallMOHAIHUAT CHBET 1O
NEeHH W peuMOypcupaHe Ha IIeKapCTBEHHTE NPOAYKTH, V3MbIHUTENHATA arceHIMs IO JieKapcTBara W
PETHOHANHUTE 3/[PaBHU MHCIICKIIMH OCUTYPSBAT BE3MOXKHOCT 32 TIPEIOCTaBsHE HA HH(pOpMAIWs U IpUeMaHe
Ha 3asBJICHUS M JOKYMCHTHU 10 TO3U 3aKOH IO €JICKTPOHEH IBbT MPHU YCIOBUATA W IO pela Ha 3akoHa 3a
CJICKTPOHHUS JIOKYMEHT U €JICKTPOHHHUTE YAOCTOBEPUTEIHH YCIIYTH M 3aKOHA 32 CIEKTPOHHOTO YIIpaBIICHHE.
(2) MpenocTaBsHeTo HA WHPOPMAIUS U NMPUEMAHETO HA 3asSBJICHUS U JOKYMEHTH TO CJCKTPOHEH MBT Ce
HU3BBpPIIBAT CJCO OCUTYpsABAaHC Ha CBHOTBCTHUTC TCXHHYCCKHM KW OpPraHu3allMOHHH YCJIOBUA, KAKTO W Ha
CBOTBETHUTE IIPOrPAMHU NPOAYKTH.

§ 56. (Hos — /JIB, 6p. 67 or 2020 r.) 3a HeypeIeHUTE C TO3M 3aKOH CIy4YaW C€ TpHIIarar
pasmnopeaduTe Ha AIMUHUCTPATUBHOIIPOLIECYATHUS KOJIEKC.

INPEXOJHH U 3AKIIOYUTEJHU PA3SIIOPE/IBA

§ 6. 3aKOHBT 3a JICKapCTBATA U ANITEKUTE B XyMaHHaTa MeauiuHa (00H., /1B, 6p. 36 ot 1995 r.; Op.
61 ot 1996 r. - Pemienne Ne 10 na Koncruryimonnus cbix ot 1996 r.; usm., 6p. 38 ot 1998 r., Op. 30 ot 1999
r., 6p. 10 o1 2000 1., 6p. 37 0T 2000 T. - Pemmienne Ne 3 Ha Konctutynuonuus cpn ot 2000 r.; u3Mm., O6p. 59 ot
2000 r., 6p. 78 ot 2000 1. - Pemenue Ne 7 na Koncturyuunonuus cb ot 2000 r.; usm., 6p. 41 ot 2001 r., Op.
107 u 120 ot 2002 r.; momip., 6p. 2 ot 2003 r.; u3Mm., Op. 56, 71 1 112 o1 2003 r., 6p. 70 1 111 ot 2004 1., Op.
37, 76, 85, 87, 99 u 105 ot 2005 r., op. 30, 31, 34, 75 u 105 ot 2006 T.) ce OTMEHs, C U3KIIIOUYEHUE HA
pasmopenbara Ha wi. 10, an. 2, KOsATO ce mpuiara 3a CpoK J0 eHa TOAWHA OT JIeHS Ha BIIM3aHETO B CHJIA Ha
TO3HU 3aKOH.

§ 7. (1) Pazpemennsita 3a ynorpeda Ha JIeKapcTBEHH POIYKTH, U3aICHH 10 BIM3aHETO B CHJIA Ha
TO3H 3aKOH I10 HaIlMOHAJIHA MPOLEaypa, KOUTO ca paspelieHd U B AbPXKABUTE WICHKU 10 LEHTpaIN3UpaHa
MpoLeaAypa, ce MpeKpaTaBar, cuutano ot 1 auyapu 2007 r.
(2) Pazpemenusita 3a ynorpeba Ha JISKApCTBEHU NPOYKTH, U3/aJICHH JIO BIM3aHETO B CHJIA HA TO3HU 3aKOH I10
HalMOHAJHA MPOLEeypa, Ce€ MPUBEXKIAT B CHOTBETCTBHE C M3UCKBAHUATA My KbM J1aTaTa Ha OJHOBSBAHETO
uM.
(3) Paspemenusita 3a ynotpeda Ha JIeKapCTBEHH ITPOYKTH, KOMTO Momnaaar B ooxsara Ha Perimament (EO) Ne
726/2004 na EBponeiickust napiameHnT 1 ChBeTa U ca pa3pelleHH 3a ynoTpeda o peaa Ha OTMEHeHHsT 3aKOH
3a JIeKapcTBaTa W alTeKUTEe B XyMaHHAaTa MEIWIMHA KaTo CHLUIECTBEHO MOJOOHH INPOAYKTH, HO HE ca
paspemienu 3a ynorpeba B EBporelickus Chi03 10 LIEHTpaIU3UpaHa MpoLeaypa, ce MpeKkparsBar.
(4) JlekapcTBeHHTE IPOTYKTH, pa3pericHu 3a yrnorpeda B EBponeiickusi Chi03 0 IIEHTpaTH3upaHa mporeaypa,
YHETO HAIIMOHAJIHO pa3pelleHue 3a ynorpeda e mpekpaTeHo 1o pena Ha ain. 1, Morar aa ObAar NpoJaBaHH Ha
Tepuropusara Ha PermyOnrka brirapus B ONTakOBKY 1 € IMCTOBKU B ChOTBETCTBHE C MTPEKPATEHOTO HAIIOHAIHO
paspelienue 3a yrnorpeba, 3a CpoK He IMO-IbIIBl OT €HA TOJIMHA OT JaTara Ha MPEKPaTsIBaHETO MY.

§ 8. (1) YTBBpACHHTE NpeAEIHN LIEHH M PErUCTPUPAaHUTE LIEHH TI0 pella Ha OTMEHEHUs 3aKOH 3a
JIeKapcTBaTa M anTeKUTe B XyMaHHAaTa MEIWLIMHA Ha JIEKApCTBEHM NMPOAYKTH, Pa3pellieHH 3a ynoTpeda B
EBpomeiickusi cpi03 MO LEHTpaJM3UpaHa MPOIEAypa, YHETO HAIMOHAIHO pa3pelieHue 3a ymoTpeda e
MIpeKpaTeHo Mo pena Ha § 7, a. 1, ocTaBar B cuia B CpPOK J0 €/1Ha TOAMHA OT JaTaTa Ha MIPEKPaTIBAHETO MY.
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(2) YTBBpOCHUTE NMPEACITHA IICHN W PETUCTPUPAHNUTE IICHH 10 pejia Ha OTMEHEHHsI 3aKOH 3a JIeKapcTBara u
anTEeKUTe B XyMaHHATa MEJIUIIMHA Ha JIEKAPCTBEHU MPOIYKTH, M3BBH TE€3H MO all. 1, 0OcTaBaT B CHIIa B CPOK JIO
31 nexemBpu 2007 r.

§ 9. (1) 3asBneHuATa 3a pa3pelicHHE 3a YIOTpeOa, MOJHOBSIBaHE, NMPOMSHA Ha W3aJICHO
paspelieHue, oAaCH! 10 BIM3aHETO B CHJIA HAa TO3M 3aKOH, CE Pa3rIIeKIaT U MPHUKIIOYBAT MPH YCIOBUATA U
Mo pejia, MPEABHUJICHH B HETO.

(2) Tloganenute 3asBiIeHUS U JOKYMEHTAIIUS 3a pa3pellaBaHe 3a ynorpeda Ha JeKapCTBEHU MPOYKTH, KOUTO
Momajatr B oOXBaTra Ha Mpoleaypara mo wi. 74, ChbOTBETHO MO WI. 75, ce MPUBEXKIAT B CHOTBETCTBHE C
W3UCKBAHUATA HA TO3M 3aKOH B CPOK JI0 TPU MECeIla OT BIIM3aHETO MY B CHJIA.

(3) Koraro B cpoka 1o an. 2 3asBJICHHETO U JOKYMEHTAIUATA IO aj. 2 HE ca MPUBEJCHU B ChOTBETCTBUE C
W3UCKBAHMSTA HA TO3U 3aKOH, MPOIEAYypaTa Mo PA3TICKIAHETO UM Ce TIPEKPaTsBa.

§ 10. (1) KnuanyauTe M3NUTBaHMS, Pa3peNIeHH 10 BIM3aHETO B CHJIa Ha TO3H 3aKOH, CE IOBBPIIIBAT
10 TOCETAIlIHUS pef.
(2) 3asBreHusATa 3a NMPOBSKIAHE HA KIMHUYHO W3MUTBAHE Ha TepuTopusra Ha PemyOnmka bbarapus ce
M0/1aBaT, pasriIeXkaaT M MPHUKIIOYBAT NPU YCIOBHATA U IO PEla HA TO3W 3aKOH, CJeN BIM3aHEeTO B CHJa Ha
Hapezabara mo wi. 82, an. 3.
(3) 3asgBieHuUATa 32 MPOMEHH B Pa3pelieHN KIMHUYHYU W3MUTBAHUA, MMOJAJCHU JI0 BIM3aHE B CHJIa Ha TO3H
3aKOH, Ce Pa3riekIaT v MPUKITIOYBAT TIPH YCIOBUATA U IO pe/ia, IPEABUICHU B HETO.

§ 11. 3asBreHus 3a WU3AaBaHE Ha pa3pellEHUs 3a MPOU3BOACTBO U 3a THPrOBUS HAa €IpO C
JIEKapCTBEHHU MPOJYKTH, MOAAIEHH J0 BIM3aHETO B CHJIa HAa TO3M 3aKOH, Ce€ Pa3riexaaT M MPUKIIOYBAT MpU
YCJIOBHUATA U 110 peaa, IPEeABUICHU B HETO.

§ 12. (1) IlpousBomuTenuTe Ha JIEKapCTBA, MOJYUIIN pa3pelieHre 3a MPOU3BOJICTBO 0 pena Ha
OTMEHEHHMS 3aKoHa 3a JICKApCTBATa U allTCKUTC B XyMaHHAaTa MCIUIIMHA, IPUBCKAAT NPOU3BOACTBCHATA CU
JCHHOCT B CHOTBETCTBUE C M3MCKBAaHUITA HA TO3HM 3aKOH 110 OTHOIICHHE HA KBATH(DUIUPAHOTO JUIIE 11O Il
148, 1. 2 B CpOK TpH Mecelia OT BIU3aHETO B CUJIa HA TO3U 3aKOH.

(2) 3aBapeHnTe KbM BIHM3aHETO B CHJIa HA TO3U 3aKOH NMPOM3BOIUTENM OCBILECTBSBAT NIEHHOCTTA CH BB3
OCHOBA Ha M3JIaJICHUTE UM [0 pe/ia Ha OTMEHEHMs 3aKOH 3a JIeKapcTBaTa U alTeKUTe B XyMaHHAaTa MeAMIIMHA
paspelieHus.

§ 13. (1) JInmara, momy4dninm pa3pelieHre 3a ThProBys Ha eIpo C JIEKapCTBa [0 pella Ha OTMEHEHHS
3aKkoH 3a JICKapCTBAaTa W AlITCKUTEC B XyMaHHATa MCIUIIMHA, MPUBCKIAT ILGP'IHOCTTa CH B CBOTBCTCTBUEC C
W3UCKBAaHMATA HA TO3U 3aKOH B CPOK JI0 12 Mecela OT BIU3aHETO My B CHJIA.
(2) o u3naBaHe Ha pa3pelleHHe 3a ThProBUS Ha €JIpO C JIGKAPCTBEHH NMPOIYKTH O pella Ha TO3U 3aKOH, HO
HE M0-KbCHO OT M3THYaHE Ha CpoKa o ai. 1, nmumnara mo an. 1 ochliecTBIBAT AEHHOCTTa CH Bb3 OCHOBA Ha
U3/aJICHOTO 110 pesia Ha OTMEHEHUsI 3aKOH 3a JISKapCTBaTa U allTEeKUTE B XyMaHHAaTa MEAMLIMHA pa3pelleHue
3a THPTrOBHS Ha €APO C JICKapCTBa.
(3) C nzpaBaHeTo Ha paspelleHHE 32 THProBHA Ha €ApO C JIEKAPCTBEHHW HMPOIYKTH IO PeAa Ha TO3M 3aKOH,
CBhOTBETHO C M3THYaHE Ha CPOKa 0 ajl. 1, M3[aJeHOTO M0 pella Ha OTMEHEHMs 3aKOH 3a JiIeKapcTBaTa U
anTeKUTe B XyMaHHaTa MEAMIIMHA pa3pelleHue 3a ThProBHsI Ha €/IpO C JIEKapCTBa ce MPeKpaTsIBa.

§ 14. (1) JInuaTa, moyuyway pa3pemieHne 3a ThProBUs Ha e[po C JISKapCTBa IO pesia Ha OTMEHEHUS
3akoH 3a JICKapCTBaTa W AllTCKUTEC B XyMaHHaTa MEAWIIMHA, MOraT Ja OCHUICCTBABAT BHOC HaA JICKAPCTBCHU
MPOAYKTH Ha TepuTopusaTa Ha PemyOnnka beiarapust ot TpeTH IbpKaBH Bb3 OCHOBA Ha TOBA pa3pelieHue /10
NOJTyYaBaHe Ha pa3peleHne 3a BHOC IO Peia Ha TO3U 3aKOH, HO He I0-KBCHO OT 12 Mecela OT BIM3aHETO My
B CHJIA.

(2) B enHOMeceueH cpoK OT BIM3aHETO B CHJIa Ha TO3M 3aKOH JiniaTa ro an. 1 monasat B MAJI yBenomnenne
3a JIMLETO, KOETO IIE U3IIBJIHABA (PYHKIMUTE Ha KBATM(HUIMPAHO JIMLE 10 CMUCHIa Ha wi. 161, an. 2, 1. 1.

§ 15. CpoxbT Ha AeCTBUE Ha Pa3pELICHUATA 3a THPrOBHUsS HA €APO C MEAUIMHCKU W3AENus,
M3aJICHU TI0 pella Ha OTMEHEHUS 3aKOH 3a JICKapcTBaTa W alTEKUTe B XyMaHHATa MEIHIIMHA, CE YIAbIKaBa
ciyxe0Ho 70 31 nexemBpu 2007 r.

§ 16. (1U3m. - 1B, 6p. 19 ot 2008 1., oT™., Op. 71 oT 2008 ., B cuna ot 12.08.2008 r.).

§ 17. (1) 3aBapeHuTe 70 BIM3aHETO B CHJIAa HA TO3W 3aKOH JIPOTEPHUH OCHIIECTBIBAT JEHHOCTTA CH
Bb3 OCHOBA Ha M3/IaJICHUTE UM YJOCTOBEPEHHS 10 pejia Ha OTMEHEHUs 3aKOH 3a JICKapCTBaTa M alTeKUTe B
XyMaHHaTa MEIUIINHA,
(2) 3asBneHMs 32 M3/IaBaHE HA yJIOCTOBEPEHUS 32 PErUCTpaIHs Ha APOTEPUH, TIOAAICHH /IO BIU3aHETO B CHJIA
Ha TO3W 3aKOH, CC€ pa3rIC)KAaT U NPUKIIIOYBAT IIPpU YCIIOBUATA U 110 p€aa, NPpECABUACHU B HETO.
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§ 18. (1) (M3m. - JIB, 6p. 71 ot 2008 r., B cuma ot 14.04.2008 r., 6p. 10 ot 2009 1., B cuna ot
29.01.2009 r.) I1o3uTHBHUAT JEKAPCTBEH CIUCHK IO TO3M 3aKOH ce m3paboTBa 1Mo pea, MPeaBUICH B HETO, U
Biu3a B cuwia Ha 31 mapt 2009 r.

(2) (Uzm. - 1B, 6p. 71 o1 2008 1., B cuna ot 14.04.2008 r.) lo BIn3aHeTo B cHiia Ha CIUCHKA 110 ajl. 1 gelcTBar
[lo3uTHBeH nekapcTBeH cUCHK € [I03NTHBHUAT TeKapCcTBEH CHCHK, MpueT ¢ Hapenbata 3a ompenensHe Ha
MTO3UTHBEH JIEKAPCTBEH CIUCHK B PemyOnmka bearapus (o6H., JAB, 6p. 113 ot 2003 1.; m3Mm., 6p. 18 ot 2004
r., 0p. 4 or 2005 1. u Op. 8, 107 1 112 o1 2007 1.).

(3) (Homa - /1B, 6p. 71 ot 2008 1., B cuma ot 14.04.2008 1., u3Mm., 6p. 23 ot 2009 r., B cmia ot 30.03.2009 r.)
B nBymeceueHn cpok ciei BIM3aHETO B CHJIa HA CIHCHKA MO aji. | M3MBIHUTEIUTE HA MEIUIMHCKA TTOMOII
npennuceaT 1 H30K 3amnaiua nekapcTBeHUTE MPOAYKTH ChIUIacHO jJekapcTBeHus cnuchk Ha H30K, npuer ¢
Pemenne Ne PJ[-VC-04-127 ot 27 nexkemBpu 2007 T. 3a ompeaeisHE YCIOBHITA, Ha KOUTO TpsOBa naa
OTTOBAPSAT U3ITBIIHATENNTE HAa MEIUIIMHCKA ITOMOIIL, PeJIa 3a CKIIFOYBAHE Ha JJOTOBOPUTE C TSAX U JPYTH YCIOBUS
o ui. 55, an. 2, 1. 2,4, 6 1 7 oT 3aKoHa 3a 3ApaBHOTO OCUTYpsIBAHE.

§ 19. (1) B cpok mo Tpu Mecena OT BIM3aHE B CHJIa HA TO3H 3aKOH:
1. MUHUCTEPCKUAT ChBET U3MEHS U JIONIBJBA Y CTPOWCTBEHUS MPAaBWIHUK Ha M3MbIHUTEIHATA areHIUs 110
JICKapCTBaTa B CbOTBETCTBUE C TO3H 3aKOH;
2. MUHHCTBPBT Ha 3[jpaBeona3BaHeTo n3JaBa Hapeadara mo wi. 82, ai. 3.
(2) B cpok o 6 mecena OT BIU3aHE B CHJIa HAa TO3U 3aKOH MUHHCTEPCKUST ChBET IPUEMa U MUHUCTHPHT Ha
3IpaBeOINa3BaHEeTO U3/1aBa JPyTrUTe HOPMAaTUBHU aKTOBE 110 MPUJIAraHEeTo Ha 3aKOHA.

§ 20. Cnen n3TMyaHe Ha TBPBUTE JIBE TOJIMHU OT MaHAaTa Ha WICHOBETE Ha Komucuute mo wi. 103,
107,259 u 261 1o xxpeduii ce onpenenar NoJIOBHHATA OT WICHOBETE, YNITO MaHAAT ce IPEKpaTsBa.

§ 21. (M3m. - [IB, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 r.) B cpok 110 1BE TOAWHU OT BIIM3aHE B
cuia Ha To3u 3akoH MAJI npeanpuema HeoOXoauMuUTe ASHCTBUS 3a aKpeIUTHpaHe Ha 1abopaTopusTa CH 3a
KOHTPOJI Ha JIEKAPCTBEHH MPOAYKTH W aKTHBHHU BelllecTBa OT EBpomeHcKus TupekTopar mo KauecTBOTO Ha
JIeKapcTBaTa  37paBeola3BaHe.

§ 22. (B cuma ot 14.04.2008 r. - 1B, 6p. 31 ot 2007 r.) B 3akoHa 3a 371paBHOTO ocUrypsiBaHe (00H.,
B, op. 70 ot 1998 r.; u3m., 6p. 93 u 153 ot 1998 1., Op. 62, 65, 67,69, 110 u 113 o1 1999 1., 6p. 1, 31 u 64
ot 2000 r., Op. 41 ot 2001 1., Op. 1, 54, 74, 107, 112, 119 u 120 ot 2002 1., 6p. 8, 50, 107 u 114 ot 2003 r.,
op. 28, 38, 49, 70, 85 u 111 ot 2004 r., 6p. 39, 45, 76, 99, 102, 103 u 105 ot 2005 T., 6p. 17, 18, 30, 33, 34,
59, 95 u 105 ot 2006 1., 6p. 11 oT 2007 r., Op. 26 oT 2007 T. - Pemenue Ne 3 Ha KOHCTUTYIIMOHHUS ChJI OT
2007 r.) ce mpaBAT CICTHUTE U3MECHECHHUS:
1. B uin. 45:
a) anmaen 4, 5, 6 U 7 ce OTMEHAT;
0) anuHes 8 ce U3MEHS TakKa:
"(8) YcnoBusiTa M pefbT 3a 3aIUialllaHe Ha JIEKapCTBEHU NMPOAYKTH, BKIOYeHH B [[03UTHBHUS JeKapCTBEH
CHUCHK 10 WI. 262 oT 3aKoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJUIIMHA, HA MEAUIIMHCKN U3EITUL
M Ha JMETUYHM XpaHU 3a CIHEIUAIHU MEIUIIMHCKH IEIM Ce YpeXJaT ¢ Hapeada Ha MHHUCTBbpa Ha
3/paBeomna3BaHeTo."
2. B um. 55, an. 2, T. 7 ce n3MeHS Taka:
"7. CIUCHIMTE C MEIUIIMHCKH M3CIMS U JUSTUYHU XPaHU 3a CIHCIHUATHH MEAWIMHCKU IEIHA U IICHUTE, JI0
kouto H3OK HambIHO WM YaCTMYHO TH 3alljiallla; YCJIOBHUATA 3a MPEANHCBAHETO W IOJyYaBaHETO Ha
JIeKapcTBaTa, MEIUITMHCKHI H3/IEVsI U AUSTUYHH XPaHH 32 CTICIUAIHA MEIUIINHCKY T1eITH."

§ 23. B 3axoHa 3a ieuebHuTE 3aBeenus (00H., B, Op. 62 ot 1999 r.; uzm., Op. 88 u 113 ot 1999
r.; momp., op. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108 or 2000 r.; 6p. 51 ot 2001 r. - Pemenue Ne 11 na
Koncrurynuonnus cv ot 2001 r.; u3Mm., 6p. 28 u 62 ot 2002 1., 6p. 83, 102 1 114 ot 2003 1., 6p. 70 0T 2004
r., Op. 46, 76, 85, 88 u 105 ot 2005 r., 6p. 30, 34, 59 u 105 ot 2006 r.) ce MpaBAT CICAHUTE JOTBITHCHHUS:
1. Bun. 17 ce cp3naBa ai. 4:
"(4) B nmarHOCTUYHO-KOHCYNTAaTHUBHHS IEHTHP MOTaT Ja C€ MPOBEXAAT KIMHUYHM HW3MUTBAHHUS Ha
JIEKapCTBEHU NIPOAYKTH TI0 pe/ia Ha 3aKOHa 3a JIEKAPCTBEHUTE MPOJAYKTH B XyMaHHATa MEUIMHA. "
2. B 4. 26 ce ch3maBa an. 4:
"(4) B nucnancepa Morar Jia ce IpoBeX/JIaT KIMHUYHNA M3MUTBAHMUS HA JIEKAPCTBEHH MPOAYKTH IO pea Ha
3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIUIMHA. "

§ 24. B § 14 or npexoaHUTE U 3aKITIOYUTEIHUTE pa3nopeadu Ha 3akoHa 3a U3MEHEHHE Ha 3aKoHa
3a ChCIOBHUTE OpPTaHW3aIlMK Ha Jiekapute u cromatonosute (B, 6p. 76 ot 2005 r.) ce mpaBsT cieaHHTE
W3MEHEHUS U JOTbIHEHUS:
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1. JloceramHusT TEKCT cTaBa all. 1 ¥ ce M3MeHs Taka:

"(1) ManuBuayaTHUTE W TPYITOBUTE MPAKTHUKH 3a CTOMATOJIOTHYHA TTOMOII, CTOMATOJIOTHYHUTE U MEIUKO-
CTOMATOJIOTUYHUTE IICHTPOBE, KOUTO Ca PETMCTPUPAHHM KATO THPrOBIM MO TBHProBCKUS 3aKOH WU KaTO
KooIepalyu 1Mo 3akoHa 3a KOOIEPAIUUTE, MPUBESKIAT HANMECHOBAHHUATA CH B CHOTBETCTBHE C § 2 OT TO3U
3aKOH W BITMCBAT NPOMSHATa B THPTOBCKHUS peructbp, peructsp BYJICTAT u B ChOTBETHHUS peruoHajcH
IIEHTHP I10 37paBeora3Bane B cpok 1o 31 mexemspu 2007 ."

2. Cw3paBar ce ain. 2, 3 u 4:

"(2) UnauButyamHUTE MMPAKTHUKHU 32 CTOMATOJIOTHYHA TTOMOIII, KOUTO HE Ca PErHCTPUPAHH KaTO ThPTOBIH IO
TBproBekusi 3aKOH, MPUBEXKIAT HAUMEHOBAHUATA CH B CHOTBETCTBHE C § 2 OT TO3M 3aKOH W BITUCBAT
npomsiHaTa B peructbp bYJICTAT u B cbOTBETHUS perroHalieH LIEHTHP 110 3paBeola3BaHe B CpOKa 1o ai. 1.
(3) BriucBaneTo Ha mpoMsHATa HA HAMMCHOBAHHMETO 32 MPAKTHKUTE M LIEHTPOBETE MO ald. 1 B ThProBCKUS
peructbp u peructbp BYJICTAT ce n3BbpIBa, KaKTo ClIeIBa:

1. mo 1 romm 2007 r. - mo pena Ha THProBCKUs 3aKOH, 3aKOHA 3a KOOMEPAIMHUTE W 3aKOHA 3a PErUCThHpP
BYJICTAT;

2. ot 1 rom 2007 1. - 0 pena Ha 3aKoHa 3a ThPTOBCKUS PETHCTHD.

(4) IbpxaBHU TaKCH 3a BIMCBaHE HA MPOMEHHUTE 10 al. 1 u 2 He ce apipKart."

§ 25. B 3akoHa 3a maTeHTHTE U PErHCTpalysITa Ha none3nute Monenu (06H., B, 6p. 27 ot 1993
T.; U3M., 83 oT 1996 1., 6p. 11 oT 1998 1., Op. 81 0T 1999 1., 6p. 45 11 66 0T 2002 1., Op. 17, 30 ™ 64 OT 2006 T.)
B wi. 20 T. 7 ce OTMeHsL.

§ 26. B 3akoHa 3a chCI0BHATA OpraHu3alys Ha MarucTbp-papmarieBtute (00H., JIB, Op. 75 ot 2006
I.; u3M., Op. 105 0T 2006 T.) B wi. 5 T. 9 ce u3MeHs TaKa:
"9. naBa cTaHOBHUIIA 32 OTKPUMBAHE HAa anNTEeKW chIVIacHO wi. 228, an. 1, T. 9 oT 3akoHa 3a JIEKApCTBEHUTE
MPOJYKTH B XyMaHHaTa MeIuluHa."

§ 27. B § 1, . 7 or mombJHUTENHATa pa3mopenda Ha 3aKOHA 3a MHTErpalus Ha Xopara ¢
yBpexxaanus (00H., B, 6p. 81 ot 2004 r.; u3m., Op. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63,
95, 97 u 108 ot 2006 T.) M3peyeHHe BTOPO c€ M3MEHs Taka: "MeTUIMHCKUTE W3IeNus He ca TOMOIIHHU
CpeACTBa, MPUCTIOCOOJICHHS U ChOPBKEHHUS".

§ 28. B 3akoHa 3a aknM3uTe U JaHBUHUTE CKIanoBe (00H., /B, Op. 91 ot 2005 r.; u3m., 6p. 105 ot
2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 r.) B wi. 22, an. 3, T. 2 gymuTe "3aKoHa 3a JIeKapcTBaTa U
anTEeKUTEe B XyMaHHAaTa MEJMIMHA" ce 3aMEHAT ChC "3aKkoHa 3a JICKapCTBEHUTE IMPOIYKTH B XyMaHHATa
Meaummaa".

§ 29. B 3akona 3a reHeTHYHO Moau(UUIUpPaHu oprauu3Mu (00H., B, 6p. 27 ot 2005 r.; u3m., Op.
88 1 99 ot 2005 r., 6p. 30 ot 2006 1.) B wi. 2, an. 2, 1. 3 gymure "3aKoHa 3a JEKapcTBAaTa U alTEeKUTE B
XyMaHHATa MEUITMHA" c€ 3aMEHST ChC ""3aKOHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEAUITIHA".

§ 30. B 3akona 3a 3amuTa Ha notpedutenute (00H., AB, 6p. 99 ot 2005 r.; u3m., 6p. 30, 51, 53,
59, 105 u 108 ot 2006 1.) B wi. 186, an. 2, 1. 4 nymute "3akoHa 3a JIeKapcTBaTa M aNTEKUTE B XyMaHHATa
MeIuIrHA" ce 3aMEHST ChC "3aKOHA 3a IEKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEAUITIHA".

§ 31. B 3akona 3a 3apaBero (00H., JAB, 0p. 70 oT 2004 r.; usm., 6p. 46, 76, 85, 88, 94 u 103 ot 2005
r., op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r.) ce mpaBAT CIeTHUTE U3MECHEHUS:
1. B un. 4 nymute "3akoHa 3a JiekapcTBaTa U alTeKUTe B XyMaHHAaTa MEAWIIMHA" ce 3aMEHST ChC ""'3aKOHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHAaTa MEAUIIMHA " .
2. B un. 21, an. 3 gymure "3akoHa 3a JieKapCcTBAaTa U aNTEKUTE B XyMaHHaTa MEIULMHA" Ce€ 3aMEHAT ChC
"3akoHa 3a JIeKapCTBEHUTE NPOAYKTH B XyMaHHATa MeIULHA".

§ 32. B 3akoHa 3a KOHTPOJ BPXY HAPKOTUYHUTE BEIIECTBA U IpeKypcopute (00H., 1B, 6p. 30 ot
1999 r.; u3m., 6p. 63 ot 2000 1., Op. 74, 75 1 120 ot 2002 1., Op. 56 oT 2003 T., Op. 76, 79 M 103 oT 2005 T.,
op. 30, 75 u 82 ot 2006 T.) Ce MpaBAT CIACITHUTE U3MECHEHUS:
1. B wn. 32, an. 3 mymute "3akoHa 3a JieKapcTBaTa W aNTEKUTE B XyMaHHATa METUITMHA" CE 3aMEHST ChC
"3akoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIUITNHA".
2.Bun. 33, an. 1, . 1 xymute "3akoHa 3a jgekapcTBaTa M allTEKUTE B XyMaHHATa MEIULMHA" CE 3aMEHST ChC
"3akoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIUITNHA" .
3. B un. 34 cnen mymarta "uznmaBat" gymute "Ha MarucThp-hapMareBT" ce 3aamJaBar.
4. B un. 39, an. 2 nymure "un. 55, T. 2 oT 3aKoHa 3a JeKapcTBaTa U anTEKUTE B XyMaHHATa MEJUIMHA" ce
3aMeHAT ¢ "wi1. 197, 1. 2 oT 3aKoHa 3a JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIMHA".
5. B un. 44a an. 3 ce ormeHs.
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6. B ui1. 440 gymuTte "Maructbp-QpapMalieBT," ce 3anJaBar.
7. B § 1, . 14 ot nompiHAUTENHATA pa3nopenda qymuTe "3aKoHaA 3a JIEKapCcTBaTa M allTEKUTE B XyMaHHATa
MenuIrHA" ce 3aMEHST ChC "3aKOHA 3a IEKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEAUIIMHA".

§ 33. B 3akoHa 3a KpBBTa, KPbBOJAAPSABAHETO U KpbBONpeauBaHeTo (00H., JIB, op. 102 ot 2003 r.;
u3M., op. 70 ot 2004 r., 6p. 30 m 65 oT 2006 1.) B ui. 8, an. 4 mymute "3aK0oHa 3a JIEKAPCTBATA U AlITEKUTE B
XyMaHHaTa MeAuIrHA" ce 3aMEeHST ChC "3aKOHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa METUIIHA" .

§ 34. B 3akona 3a onasBane Ha okoiHara cpena (00H., JIB, 6p. 91 ot 2002 r.; monp., 6p. 98 ot 2002
I.; U3M., Op. 86 ot 2003 ., Op. 70 o1 2004 1., Op. 74, 77, 88, 95 1 105 o1 2005 r., O6p. 30, 65, 82,99, 102 1 105
ot 2006 r.) B wi. 140 xymute "(hapManeBTUIHH MPOIYKTH U MEIUIIMHCKY M3ETHS 110 cMUChia Ha § 1, 1. 40
OT JIOITBJIHUTEITHUTE pa3nopedn Ha 3aKoHa 3a JICKapCTBaTa U allTeKUTE B XyMaHHATa MEIUITMHA" CE 3aMEHST
¢ "JeKapCTBEHU MPOIYKTH, IO CMUCHIIA Ha 3aKOHA 3a JICKAPCTBCHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U
MEIULIMHCKA n3enus’”.

§ 35. B 3akona 3a xpanute (00H., /IB, 6p. 90 ot 1999 r.; usm., 6p. 102 ot 2003 r., 6p. 70 ot 2004
r., op. 87,99 u 105 ot 2005 r., 6p. 30, 31, 34, 51, 55 u 96 ot 2006 1.) B ui. 2, ai. 3 T. 4 ce U3MCHS TaKa:
"4. nexapcTBEHUTE MPOIYKTH MO CMUCHIIA Ha 3aKOHA 32 JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MeIUITHA".

§ 36. Jlo B1u3aHeTO B cujia Ha akToBeTe MO § 19 n3naneHuTe HOpMAaTUBHU aKTOBE MO IMIPUIIAraHETO
Ha OTMCHEHHs 3aKOH 3a JICKapCTBaTa M alTCKUTEC B XyMaHHAaTa MEAHWIMHA CC IIpujarat, JOKOJIKOTO HE
MPOTUBOPEYAT Ha TO3U 3aKOH.

§ 37. 3akoHBT BIM3a B CHIIA OT JieHs Ha 00HapoBaHETO MY B " /IbprkaBeH BECTHHK'", C U3KITIOUCHHE
Ha § 22, KOWTO BIM3a B CHJIA €/THA TOJUHA CIIC]] BIIM3AaHETO B CHUJIa HA TO3H 3aKOH.

3akonsbT € npuet ot 40-ro Hapomuo crOpanue Ha 30 mapt 2007 1. ¥ € oainievaTad ¢ OQUIIHATHUS
mevat Ha HapomHoTo crOpanume.

MNPEXO/JHU U 3AKTIOYUTEJIHHU PA3IIOPEABU
KBM 3aKOHA 32 H3MeHeHHe U J0bJIHeHHe Ha 3aK0HA 32 JIeKapCTBEeHUTE MPOAYKTH B XyMaHHATA
MeIUIUHA
(B, 6p. 71 ot 2008 ., B cuita ot 12.08.2008 .)

§ 65. (1) U3pmanenute 1Mo pena Ha OTMEHEHHWsS 3aKOH 3a JIGKapCTBaTa M alTEKWTE B XyMaHHATa

meaunmna (00H., JIB, Op. 36 ot 1995 r.; u3m., 6p. 61 ot 1996 1., 6p. 38 or 1998 1., Op. 30 oT 1999 1., Op. 10,
37,59 u 78 ot 2000 T., 6p. 41 ot 2001 1., 6p. 107 1 120 ot 2002 r., Op. 2, 56, 71 1 112 o1 2003 ., Op. 70 1
111 or 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; oT™., Op. 31 OT
2007 r.) paspemieHus 3a ynorpeba Ha JEKapCTBEHH MPOAYKTH, KOWTO MONaJaT B 0OXBaTa Ha OTMEHEHUS
Pernament (EO) Ne 2309/93 na CwBera ot 22 1onu 1993 r., ¢ xoiiTo ce ycraHoBsBa penbT B OOmHOCTTA 32
W3JlaBaHe pa3pellnTeNHH (JIMLEH3M) W YNpPaKHABAaHE HAaA30p HaJ JICKApCTBEHU CPEICTBA, W3IMOJI3BAaHU B
XyMaHHaTa W BETEpPHHApHAaTa MEIWIMHA, U ce Cb3laBa EBpomeiicka areHuus 3a OLEHKAa Ha JEKapCTBEHH
Cpe/CTBa, HO HE ca pa3pelieHH 3a yrnorpeda B APYrHTe AbP)KaBH WICHKH IO TpOIEAypaTa, YCTaHOBEHA C
ormeHeHata JlupektuBa 87/22/EMMO nHa CbBera or 22 nekemBpu 1986 1. OTHOCHO cOMMKaBaHe Ha
HAIlMOHAJHUTE MEPKH, CBBP3aHU C IYCKAaHETO HAa Ma3zapa Ha BUCOKOTEXHOJOIMYHM JIEYeOHM NPOIYKTH,
CIELHAITHO Te3H, IOIydeHH Ype3 Onorexnomnorust, uiu ¢ Permament (EO) Ne 2309/93, ce mpekparsgar.
(2) Uznanenute cnen 20 noemBpu 2005 r. mo pena Ha OTMEHEHHUS 3aKOH 3a JIeKapcTBaTa M alTEKUTE B
XyMaHHaTa MEAMLMHA pa3pelleHus 3a ynoTpeda Ha JeKapCTBEHU NPOAYKTH, KOUTO HOomajaT B 0OXBaTa Ha
Pernament (EO) Ne 726/2004 na EBpomeiickusi mapnameHT W Ha CbBeTa, HO HE ca pa3pelIeHU IO
HEHTpaTU3UpaHa MpoIeypa, ce IpeKpaTsIBar.

§ 66. (1) Maructbp-¢hapmaneBTH 1 MOMOIIHUK-(papMaLeBTH, KOUTO Ca MOJYUYHIIN pa3pelieHue 3a
OTKpPHBAaHE Ha anTeka Karo €IHOJIMYHU THPTOBLH, JICUEOHUTE 3aBEACHMS, KAKTO M OOIIMHHTE, MOJYUHIIH
paspelieHue 3a OTKPUBAHE Ha arTeKa Mo peia Ha OTMEHEHH 3aKOH 3a JIEKapCTBaTa U anTeKUTe B XyMaHHATa
MEIHIINHA, OCHIIECTBABAT JIEHHOCTTA CH Bh3 OCHOBA HA M3Ja/ICHUTE UM Pa3peIIeHNUS.

(2) llomapenute 10 BIM3aHETO B CMJIa HA TO3M 3aKOH 3asiBIICHUS 32 M3JjaBaHEe Ha pa3pelleHue 3a ThProBys Ha
NpeOHO ¢ JIEKAPCTBEHH MPOJIYKTH CE PA3TIICKIAT IIPH YCIOBHITA U IO Pejia, PEABUICHU B HETO.

(3) U3BbH cimyuanTe 10 aj. 1 3aBapeHUTE KbM BIM3aHETO B CHJIA HA TO3H 3aKOH JIUIIA, TIONYYMIIH pa3pelicHue
3a OTKpUBAHE Ha alTeKa, IPUBEKIAT IEHHOCTTA CH B ChOTBETCTBHUE C U3UCKBAHUATA MY B CPOK JI0 €/1HA TOAMHA
OT BJIIM3aHETO MY B CHJIA.
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(4) JIumata o an. 3 mogaBaT B MUHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO 3asABICHUE 32 IIPEPETUCTPAITUS, KbM
KOETO TpHJjarar:

1. 3asBIIEHIE 32 M3/IaBaHE HA pa3pelleHne 3a THPTOBHsI Ha APEOHO C JIeKapCTBEHHU MPOAYKTH OT JIMIATa 10 YJl.
222, an. 1, mo oOpasel, yTBbpJieH OT MUHUCTHPA Ha 3/IpaBeONa3BaHEeTo;

2. aKTyaJlHO YJOCTOBEpEHHE 3a BIUCBAaHE B THPTOBCKHS PETUCTHP, CHOTBETHO IOKYMEHT 3a aKTyallHa
perucTpanys Ha JUIETO Mo Wwi. 222, ai. 1;

3. KOmMe OT M3AaJCHOTO IO pela Ha OTMEHEHHs 3aKOH 3a JIeKapCcTBaTa U allTeKUTE B XyMaHHAaTa MEAULUHA
paspeleHue 3a OTKpUBAaHE Ha anTeka;

4. 3aBepeHO KOITME OT TPYIOBUS JOTOBOP WIX JOTOBOP 3a Bh3JIaraHe Ha yIpaBleHHe Ha PHKOBOAWTENS Ha
afnTeKara - B CIIy4auTe, KOraTo ce U3UCKBa TaKbB;

5. Aexyapanys ot JuuaTa mo wi. 222, an. 1, 4e ca 3ama3eHy yCIOBHATA, IPH KOUTO € U3/1aJIeHO pa3peleHueTo
3a THProBHA Ha APeOHO C JIEKapCTBEHH MPOIYKTH HA JIUIATA I10 ajl. 2;

6. JOKYMEHT 3a €JHOKpaTHO Iu1aTeHa Takca B pasmep 100 nB.

§ 67. Jlunara, noganu 10 BIM3aHETO B CUJIA HA TO3U 3aKOH 3as8BJICHHUS 3a IPEPETUCTpaLUs 110 pela
Ha OTMEHEHUs § 16 OT mpexoJHHUTE U 3aKIIOYUTEIHUTE pa3snopenOu, KOUTO 1€ OChIIECTBSIBAT AEHHOCTTA CH
CcbOOpa3HO M3MCKBAHMATA HA TO3M 3aKOH, [10JaBaT B MMHHUCTEPCTBOTO Ha 3[paBEOIIa3BaHETO B CPOK 10 TPHU
Mecela OT BIIM3aHETO MY B CHJIA CIIETHUTE JOKYMEHTH:
1. 3asgBeHe 10 00pasel, YIBPACH OT MUHUCTBPA Ha 31PaBeONa3BaHeTo;
2. aKTyaJHO YAOCTOBEPEHHME 3a BIHMCBAaHE B THPIOBCKUS PErHCTHP, CHOTBETHO NOKYMEHT 3a akKTyaslHa
perucTpanus UM 3aBE€peH IPenuc OT CXOJEH JNOKYMEHT 110 HAallMOHAIHOTO 3aKOHOJATEICTBO Ha AbpiKaBa -
4jieHKa Ha EBporneiickus cblo3, WK 110 3aKOHOJATEICTBOTO HA Ipyra AbpKasa - cTpaHa 1o CriopasyMeHueTo
3a EBponeicKkoTo HKOHOMHUYECKO NPOCTPAHCTBO, IO Wi 222, an. 1;
3. Tpy#OB OOrOBOp WJIM JOTOBOP 3a YNpaBIE€HHE Ha amnTekaTa, CKIIOYEH C MarucTbp-(papMareBT HIH
MOMOIITHUK-(DapMaIeBT.

§ 68. (1) Maructpp-hapmaneBT WK MTOMOIIHUK-(hapMareBT, OTYyYHIT pa3penieHne 3a OTKPHBaHE
Ha arTeKa 1o pesia Ha OTMEHEHus § 16 OT MpexXOAHMTE U 3aKII0UUTEIHUTE pa3nopeadu, MOXe Ja MPEeXBbPIIN
W3JIaJICHOTO MY pa3pelleHne Ha Jule 1o wi. 222, ain. 1.
(2) 3a u3BbBpLIBaHE Ha NMPEXBBHPISHETO JHLATA 1O aj. | moxaBaT B MUHUCTEPCTBOTO Ha 3ApaBEONa3BaHETO
3asBJICHNE, KbM KOETO IpUJIarar:
1. 3asBIIEHIE 32 M3/IaBaHE HA pa3pelleHNe 3a THPTrOBHs Ha APEOHO C JIEKAPCTBEHHU MPOAYKTH OT JIMIATA 110 YJl.
222, an. 1, mo obpasel, yTBbpJicH OT MUHUCTHPA Ha 3/IpaBeONa3BaHETo;
2. aKTyaJHO YAOCTOBEpEHHME 3a BIMCBAaHE B THPIOBCKUS PErHCTHP, CHOTBETHO NOKYMEHT 3a akTyallHa
perucTpanys Ha JULETO Mo wi. 222, ain. 1;
3. KOmHMe OT W3/aJICHOTO IO peia Ha OTMEHEHHS 3aKOH 3a JIEKapcTBaTa M alTeKUTe B XyMaHHATa MEUIIMHA
paspelIeHre 3a OTKPUBAaHE Ha alTeka WM pa3pellieHue 3a IpeperucTpanys o peaa Ha oTMeHeHus § 16 ot
MPEXOAHUTE U 3aKITIOUUTEIHUTE Pa3nopenou;
4. 3aBepeHo KOMHKeE OT TPYAOBHSI JOTOBOP U JJOTOBOP 3a yIpaBlieHHE Ha PHKOBOJUTEINS Ha allTeKara;
5. Aexyapanys ot JMiaTa mo wi. 222, an. 1, 4e ca 3ama3eHu yCiIOBHATA, IPH KOUTO € U3/1aJIeHO pa3pelieHueTo
3a THProBHA Ha APeOHO C JIEKAPCTBEHM NPOIYKTH Ha JIMLATa 1O ail. 1.
(3) IlpexBwpasHeTO 10 aj. 1 MOXKeE /1a Ce U3BBPIITU B CPOK J0 €THA TOAMHA OT BIM3aHETO B CHJIa HA TO3U 3aKOH.

§ 69. 3aBapeHuTe MpH BIM3aHETO B CHJIa HA TO3W 3aKOH APOTEPHUH MPOABIIKABAT J1a OCHIIECTBABAT
JEeWHOCTTa CH Bb3 OCHOBA Ha M3/Ia/ICHUTE UM yJJOCTOBEPEHUS 32 PETUCTPALIHS.

§ 70. Onpenenenara A0 BIM3aHETO B CUiia HA To3u 3akoH Komucusa no I103uTUBHUS J€KapCTBEH
CITUCHK OCBHINECTBABA ICUHOCTTA CH JI0 OMPEIEITHETO Ha HOBUS i ChCTaB B ChOTBETCTBUE ¢ WiI. 261, am. 6.

§ 71. llpomykTuTe, KOUTO MONIAAAT B 00XBaTa HA WII. 37 - TPAUIIMOHHU PACTUTEIHH JIEKaPCTBEHU
MPOAYKTH, U ca IIyCHAaTH Ha Ia3apa B CTpaHaTa KbM JaTaTa Ha BIM3aHE B CHJIa HA TO3M 3aKOH, CE IPUBEXK AT
B CHOTBETCTBHUE C M3NCKBAHUATA My He 1MO-KbCcHO OT 30 ampm 2011 r.

§ 72. (1) Mo 31 nexemBpu 2008 T. mocueTo 1Mo Wwi. 27 3a pa3pemniaBaHe 3a ynorpeda Ha JeKapCTBEH
MPOAYKT 10 NPOoLEAypa MO B3aMMHO NPU3HABaHE WM MO JEIEHTPAIM3MpaHa NpoLeaypa MOXe Jia ce IojaBa
BBB Qopmat "OOII TEXHUUECKH JJOKYMEHT .
(2) Ho 31 mexemBpu 2009 r. mocuero mo 4wi. 27 3a pa3peliaBaHe 3a ynorpeda Ha JICKApCTBEH MPOJIYKT IO
HaIMOHAJHA NpOoLEAypa MOXe Ja ce mojana BbB ¢opmat "OOII TEXHUUECKH JOKYMEHT .
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§ 75. 3aKOHBT BjIM3a B CHJIa OT JCHS Ha 0OHApOABaHETO My B "JIbpKaBeH BECTHHK'"', C M3KIIOUCHHE
Ha paznopenodara Ha § 64, T. 2, KosATo Bin3a B cuia oT 14 anprr 2008 T., 1 Ha pasmopendute Ha § 9, T. 4, § 41,
42 u 43, xouTo BIU3aT B cuia ot 26 roau 2008 1.

NPEXOJHHU U 3AKIIOYUTEJHU PA3ITIOPEABU
KBM 3aKOHA 32 H3MeHeHHe U J0NbJIHeHHe HAa 3aK0HA 32 JIeKapCTBeHUTe MPOAYKTH B XyMaHHATA
MeHIMHA
(B, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 1.)

§ 4. JlumaTa, MOMYYMIIM IO BIIM3aHETO B CHJIA HAa TO3M 3aKOH pa3pelieHune mo wi. 229, am. 2,
BKITIOYBAIIO U3BBPIIIBAHE HA THPTOBUS C XPAHUTETHH JOOABKH, MOTAT Jla M3BBPINBAT M THProBUs Ha APeOHO
C IMETUYHU XPaHU 3a CIICIUATHU METUITUHCKH LICIIH.

§ 5. B nBymecedueH CpOK OT BIM3aHETO B CHJa Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3[IpaBeolia3BaHeTo Ciry’keOHO m3mpamia B chorBeTHata PMOKO3 mo mecToHaxokIeHHe Ha anTeKuTe 3a
BIIMCBAHE B PETUCThpa Mo wi. 14, an. 1 oT 3akoHa 3a XpaHUTE KOMHUE OT paspelieHusTa mno wi. 229, an. 2,
W3JIaJICHH J0 BIM3aHETO B CHJjla HA TO3M 3aKOH.

NPEXO/JHHU U 3AKJTIOUUTEJHU PASIIOPE/IBU
KbM 3aK0HA 32 U3MeHeHHUe U JoIbJIHeHue HAa 3aK0HA 3a 3IpaBeTo
(IB, 6p. 41 ot 2009 r., B cuima ot 2.06.2009 1.)

§ 92. (1) JIunata, moy4duiy A0 BIM3aHETO B CHJIA HA TO3W 3aKOH paspelieHue mo wi. 229, ai. 2 ot
3akoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEIUIIMHA, BKJIIOYBAIIO M3BBPIIBAHE HA THPTOBUS C
XpaHHUTENHU JOOABKH, MOTAT Jia M3BHPIIBAT U THPTOBHA Ha IpeOHO ¢ XpaHU 3a KbpMayeTa U MPEXOHH XPaHH.
(2) B cpok nBa Mecewia OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHHCTEPCTBOTO HA 3/[PAaBEOINA3BAHETO CIIYKEOHO
n3npaima B cboTBeTHaTa PUOKO3 mo MecToHaxoXaeHHE Ha anTeKuTe, KOUTO W3BBpIIBAT M THPrOBUS Ha
NpeOHO C XpaHH 3a KbpMaueTa W MPEXOJHU XPaHU MO al. 1, 33 BIHUCBaHEe B perucrhbpa mo wi. 14, an. 1 or
3akoHa 3a XpaHHUTE KONUE OT paspelieHusTa mo wi. 229, an. 2 ot 3akoHa 3a JIEKAPCTBEHUTE NPOAYKTH B
XyMaHHaTa MEAULNHA, U31aACHH 10 BIM3aHETO B CUJIA HA TO3U 3aKOH.

NPEXOJHHU U 3AKITIOYUTEJHU PA3INIOPEBU
KBM 3aKOHA 32 H3MeHeHHe U T0bJIHeHHe Ha 3aK0HA 32 JIeKapCTBEeHUTE MPOAYKTH B XyMaHHATA
MeIuIHUHA
(B, 6p. 102 o1 2009 r., B cuima ot 22.12.2009 r.)

§ 4. (1) 3aBapeHuTe 10 BIAM3AHETO B CHJIA HA TO3W 3aKOH MarucThbp-QapMareBTH U MOMOIIHUK-
(hapmareBTH, KOUTO ca TOJYYHIIH pa3pelleHre 3a OTKPHBAHE Ha alTeka B HACEIEHUTe MecTa 1o wi. 228, air.
4 1o pesia Ha OTMEHEHHUs 3aKOH 32 JIEKapCTBaTa M allTeKUTE B XyMaHHaTa MeaunuHa (00H., JIB, Oop. 36 ot 1995
r.; Pemenne Ne 10 na Koncturyunonnus ¢b1 oT 1996 1. - 6p. 61 ot 1996 r.; u3m., Op. 38 ot 1998 ., 6p. 30 oT
1999 r., 6p. 10 ot 2000 r.; Pemenue Ne 3 na Koncrurynuonnus cbg ot 2000 1. - 6p. 37 ot 2000 r.; u3m., Op.
59 ot 2000 r.; Petnenue Ne 7 Ha Koncturynmonnus cba ot 2000 1. - 6p. 78 ot 2000 r.; m3m., Op. 41 ot 2001
r., op. 107 u 120 ot 2002 r., monp., Op. 2 ot 2003 r.; u3Mm., Op. 56, 71 u 112 ot 2003 ., 6p. 70 1 111 ot 2004
r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r., 0TM., Op. 31 0T 2007 T.) M
KOWTO HE ca IMOJalid 3asBICHUE 3a MPEPEeTUCTpanusi B cpoka mo § 66, am. 3 or 3akoHa 3a M3MEHEHHE U
JIOITbJIHEHHE Ha 3aKOoHa 3a JICKApCTBEHUTE MPOJYKTH B XymaHHata meauuuHa (B, 6p. 71 ot 2008 r.),
MNPUBEKAAT JEUHOCTTA CU B ChOTBETCTBUE C U3UCKBAHUITA HA TO3U 3aKOH B cpokK A0 31 suyapu 2010 r.

(2) Jlumara mo ain. 1 mogaBat B MUHHCTEPCTBOTO Ha 3/IpaBEOIA3BAHETO 3asBIICHHE 32 MIPEPETUCTPAIUS, KbM
KOETO Tpujarar:

1. 3asBIIEHME 32 M3/laBaHE HA pa3pelleHre 3a THProBHs Ha APEOHO C JIEKapCTBEHH MIPOAYKTH OT JIMLATA 10 4Jl.
222, an. 1 mo obpasew, yTBbpACH OT MUHHCTBPA Ha 3APaBEONa3BaHETO;

2. aKTyaJlHO YJOCTOBEpEHHE 3a BIMCBAaHE B THPTOBCKUS PETUCTHP, CHOTBETHO JOKYMEHT 3a aKTyaslHa
perucTpanys Ha JUIETO 1Mo Wwi. 222, ai. 1;

3. Komue OT U3AAJICHOTO MO pella Ha OTMEHEHHs 3aKOH 3a JEKapCTBaTa U alTeKUTE B XyMaHHATa MEAUIIMHA
paspelieHue 3a OTKpUBAaHE Ha anTeKa,;

4. 3aBepeHO KOIME OT TPYIOBUS JOTOBOP WIM JOTOBOP 3a Bh3JIaraHe Ha yIpaBleHHE Ha PHKOBOAWTENSA Ha
amnTeKarta - B CllydauTe, KOraTo c€ U3UCKBa TaKbB;

5. Aexyapanys oT JMuaTa mo wi. 222, an. 1, 4e ca 3ama3eHu yCIOBHATA, IPH KOUTO € U3/1aJIEHO pa3pelieHUETO
3a ThProBHS Ha APeOHO C JEKapCTBEHH MPOIYKTH HA JIMIATa Mo aj. 1;
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6. TIOKYMEHT, M3aJICH OT KMETa Ha ChOTBETHATA OOIIMHA, YIOCTOBEPSBAIIl OPOS Ha KUTEIUTE HA ChOTBETHOTO
HaceJIeHO MSICTO;
7. TOKyMEHT 3a €IHOKpATHO IUiaTeHa Takca B pazmep 100 nB.

§ 5. B cpok 10 Tpu Mecelia OT BIM3aHETO B CHJIa HA TO3M 3aKOH MHUHUCTBHPBT Ha 3[JpaBeoIa3BaHETO
M3MEHS M IOIBJIBa Hapeaoara mo wi. 219, anm. 2.

HNPEXO/JHU U 3AKJTIOYUTEJHU PA3IIOPE/IBA
KbM 3aK0Ha 32 U3MeHeHHUe U JobJIHeHue HAa 3aK0HA 3a 3IpaBeTo
(IB, 6p. 98 o 2010 1., B cmma ot 1.01.2011 1.)

§ 106. B 3akoHa 3a JlekapcTBEHUTE IPOAYKTH B XyMaHHaTa MeauuuHa (o6H., 1B, O6p. 31 ot 2007
T.; m3M., Op. 19 ot 2008 r.; Pemenue Ne 5 na Korcrurynmonnus cpa ot 2008 1. - 6p. 65 ot 2008 r.; u3m., Op.
71 ot 2008 r., 6p. 10, 23, 41, 88 1 102 ot 2009 r. 1 6p. 59 ot 2010 r.) HaBCSIKbAEC AYMHUTE "pErHOHATHUTE
WHCIICKITUH 3a/TI0 Olla3BaHe U KOHTPOJI Ha OOIIECTBEHOTO 3/ipaBe", "peruoHaHaTa HHCIICKIIHS 110 OTa3BaHe U
KoHTponl Ha obmectBeHoTo 3mpaBe” W "PMOKO3" ce 3aMeHAT CHOTBETHO C "PETHOHAITHHTE 3IIpPaBHU

WHCITeKIH", "'pernoHamHaTa 3apaBHa uaenekust" u "P31".

§ 121. 3akonsbT Bau3za B cuna oT 1 saayapu 2011 r. ¢ u3kiI0YeHUE Ha:
1. maparpadum 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, 0yka "a", 1. 7, 10, 11, 13 u 15, 6yksa "a", § 109, 110,
112, 113, § 115, 1. 5, § 116, 7. 4 u 6, § 117, . 5 u 7 u § 118, 1. 1, xouTo BIM3AT B CHJa OT ACHSI Ha
oOHapoaBaHeTO Ha 3akoHA B "J[bpikaBeH BECTHHK';

NPEXOJHHU U 3AKITIOYUTEJHU PA3INIOPEJABU
KBM 3aKOHA 32 H3MeHeHHe U T0bJIHeHHe Ha 3aK0HA 32 JIeKapPCTBEeHUTE MPOAYKTH B XyMaHHATA
MeHIMHA
(B, 6p. 12 o1 2011 r., B cuna ot 8.02.2011 r.)

§ 24. TloganeHuTe BaJIMIHU 3asBJICHUS U YBEOMJICHHS 3a IPOMEHU B pa3pellieHusATa 3a yrnorpeda
MpeIy BIM3aHETO B CHJIA HA TO3W 3aKOH CE Pa3rIIek/IaT 10 TOCETAITHUS P/,

§ 25. MHHUCTBPBT Ha 37paBEONa3BaHETO MPHUBEXK/IA B ChOTBETCTBUE C TO3M 3aKOH Hapeadara 1o
wI. 42 B CPOK JI0 TPH Mecelia OT BIM3aHETO MY B CHIIA.

HNPEXO/JHHU U 3AKJTIOYUTEJHU PA3IIOPE/IBA
KbM 3aKoHa 3a U3MEeHEHHeE U J0IbJIHeHNe Ha 3aKoHa 32 JleKapPCTBEHHUTE MPOAYKTH B XyMaHHAaTAa
MeIuIHHA
(B, op. 60 oT 2011 r., B cuna ot 5.08.2011 1.)

§ 66. (1) [IpousBogurenute 1Mo § 12, an. 2 OT MPEXOAHUTE M 3aAKITIOUUTEITHUTE Pa3Mopeon ce
MIPUBEXKIAT B ChOTBETCTBUE C M3UCKBaHUATA HA 9. 148 u Ha JloOpaTa mpou3BOICTBEHA MPAKTUKA, ONIPEACTICHN
o pena Ha 4. 152 B cpok 10 6 Mecelia OT BIM3aHETO B CUJIA HA TO3U 3aKOH.

(2) Cnen u3tnuanero Ha cpoka 1o an. 1 MMAJI usBbpiiBa mpoBepka OTHOCHO MPHUBEKIAHETO B CHOTBETCTBHE C
M3KUCKBaHMsATA Ha wi. 148 u Ha [loOpara npon3BOACTBEHA MPAKTUKA, ONIPE/ICIICHH 110 peaa Ha wi. 152,

(3) Korato crnen u3BspmBaHeTo Ha mpoBepkara o an. 2 MAJl ycraHoBH, 4e yCIOBHSATA 3a MIPOU3BOCTBO,
KOHTPOJI ¥ ChXpaHEeHHEe Ha U3XOJHUTE MaTepHalli 3a MPOMU3BOACTBO M Ha TOTOBUTE JICKAPCTBEHH MIPOAYKTH HE
OTrOBapsAT HAa M3UCKBAHUATA HAa TO3M 3aKOH M Ha JloOpaTa Mpon3BOACTBEHA IPAKTHKA, TS YBEJOMSIBA THCMEHO
CHOTBETHOTO JIMIIE 110 aj. | U JaBa MUCMEHU YKa3aHUS.

(4) B ciryuaii ye B cpok 10 60 AHM OT JaraTa Ha yBeIOMSBAaHETO CHOTBETHOTO JIMIE MO ajl. | He OTCTpaHH
KOHCTaTHpPaHUTE HECHOTBETCTBHS, M3MBIHUTETHHUIT mupektop Ha MAJl oTHema m3gameHOTO TO pena Ha
OTMCHEHHUS 3aKOH 3a JIKapCTBaTa U allTEeKUTE B XyMaHHaTa MeauimHa (00H., /IB, 6p. 36 ot 1995 r.; Pemenne
Ne 10 na Korcrurynnonaus b ot 1996 1. - 6p. 61 ot 1996 1.; uzm., 6p. 38 ot 1998 1., 6p. 30 oT 1999 1., OP.
10 ot 2000 r.; Pemenue Ne 3 va Korcturymmmonrawust ¢ba oT 2000 r. - 6p. 37 ot 2000 r.; u3m., 6p. 59 ot 2000
r.; Pemeane Ne 7 Ha Koncrutynmonuus cba oT 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001 1., Op. 107 1
120 ot 2002 r.; momp., O6p. 2 ot 2003 r.; u3Mm., 6p. 56, 71 u 112 o1 2003 1., 6p. 70 1 111 o1 2004 1., Op. 37, 76,
85, 87,99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 T.; 0TM., Op. 31 oT 2007 T.) pa3pemicHue 3a
MPOM3BOACTBO MpH ycioBuATa Ha wi. 160a.

119



(5) Korato cnen u3BBpIIBaHETO Ha MTPOBEpKaTa 1Mo aj. 2 ¢ YCTAaHOBH, Y€ CHOTBETHOTO JIMIIE 110 aJl. 1 He ce e
MIPUBEJIO B CHOTBETCTBUE ¢ M3MCKBaHUATA HA wi. 148 u Ha JloOpara MpoU3BOACTBEHA IIPAKTHKA 110 Wi, 152,
HAJI oTHeMa u3aicHO pa3pelieHe 3a MPOU3BOACTBO MPH YCIOBUATA Ha Wi, 160a.

(6) Korato cieq u3BbpIIBaHETO Ha MPOBEpKATa MO al. 2 C€ YCTAHOBH, Y€ ChOTBETHOTO JIMIIE 1O al. 1 ce e
TIPUBEJIO B CHOTBETCTBHE C M3UCKBaHMATA Ha wWi. 148 u Ha JloOpara MpOM3BOACTBEHA IIPAKTHKA 110 WI. 152,
NAJI n3naBa HOBO pa3pelieHue 3a MPOU3BOJICTBO IO Pelia Ha TO3W 3aKOH CIeNI:

1. mogaBaHe Ha 3asiBICHUE U TOKyMeHTarus o wi. 150 u 151, u

2. IpencTaBsHE Ha JOKYMEHT 3a I1aTeHa Takca B pazmep 1500 ns.

(7) Koraro B emHOMECEUEH CPOK OT MPUKIIOYBAHETO HA MPOBEpKaTa 1o ai. 2 JHUIETO 10 al. 6 He € MMoaalio
3asBiIcHUE W JoKyMmeHTarus mo wi. 150 u 151, u3gageHoTo paspelieHue 3a MPOU3BOJICTBO MO peAa Ha
OTMCHEHUS 3aKOH 3a JISKapCTBaTa U allTeKUTE B XyMaHHATa MEIUIMHA Ce TIPEKpaTsBa.

§ 67. (1) OTKkpuTHTE W HEMPUKIIOYMIN 0 BIN3aHETO B CHJIAa Ha TO3W 3aKOH IPOM3BOICTBA 3a
W3JlaBaHe WIH MPOMEHU Ha pa3pelleHHs 3a ThProBHsA Ha ApeOHO C JIeKapCTBEHH MPOAYKTH C€ Pas3TiIeKIaT U
JOBBPUIBAT IO TOCErallHus pe 0e3 MpeacTaBsHe Ha MpeiokeHue oT Bucmus chBeT no dpapManms.
(2) B cpox 1o nBa Mecena OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHHCTEPCTBOTO Ha 3ApaBeOla3BaHETO
npenocTasst Ha M3nbiaHuTenHAaTa areHIys 0 JieKapcTBara ¢ MPHEMHO-TIpeAaBaTeNIeH MPOTOKOJ apXuBa Ha
MIPUKJIIOUNIINTE TIPOU3BOJICTBA.
(3) B cpok mo aBa Mecema OT BIM3aHETO B CHJIA HAa TO3W 3aKOH MHHHCTEPCTBOTO Ha 3paBEONa3BaHETO
npenocTasst Ha M3mbiaHMTENTHATA areHIUs 10 JISKApCTBaTa ¢ MPUEMHO-TIPeAaBaTeNIeH IPOTOKOI BOJCHUS OT
MUHHCTEPCTBOTO Ha 3/IPaBEOINAa3BaHETO PETUCTHP HAa M3AAJCHUTE Pa3pellieHUs 3a THPTOBHs Ha APeOHO C
JIEKapCTBEHU MPOAYKTH B anTeKa.
(4) Cnen m3maBane Ha paspelieHue Mo pefa Ha an. | MUHHCTepCTBOTO Ha 3[[paBeona3BaHETO HM3Mpalia B
TPUOAHCBEH CPOK cny>1<e6Ho a0 WU3nbpaauTenHara arcHuys 1o JICKapCTBaTa KOIMME OT HEro 3a BIIMCBAHE B
perucThpa Ha U3AaJICHUTE pa3pelIeHus 3a THPrOBHs Ha IPEOHO C JIEKapCTBEHH MPOILYKTH.
(5) Cnen 3aBbpiIBaHe Ha MPOM3BOACTBATA MO all. | MUHUCTEPCTBOTO Ha 3ApaBEOINa3BaHETO MPEIOCTaBs Ha
W3npaHUTENHATA areHIus 10 JIeKapcTBaTa ¢ MPUEMHO-TIPeAaBaTeNIeH IPOTOKOJ TEXHUS apXUB.

§ 68. (1) 3asBneHusTa 32 U3]aBaHE WM POMEHH Ha YIOCTOBEPEHHS 32 PETHCTPAIHS Ha IPOTEPHH,
MOJIaJICHU 10 BIM3aHETO B CUJIA HA TO3U 3aKOH, C€ Pa3IJIeKAaT IPH YCIOBUATA U 110 Pea, IPEABUACHH B HETO.
(2) B cpox 10 eamH Mecel] OT BIM3aHETO B CHJIA HA TO3W 3aKOH M3mbIHUTENHATA areHIus 1Mo JIeKapcTBaTa
MpefocTaBsl Ha ChOTBETHATA pPETHOHATHA 3/paBHA WMHCHEKIHMS C TPUEMHO-TIPEaBaTelIeH IMPOTOKOI
3asBJICHUATA U JTOKYMEHTHTE, OAAJCHH 3a IPOU3BOJICTBATA 3a U3/laBaHEe HA yJOCTOBEPEHUS 32 PErUCTpaLUs
Ha JPOTepHH, KAaKTO M apX1Ba Ha MPUKITIOYMINTE TPONU3BOICTBA.
(3) B cpok 10 eamH Mecel] OT BIM3aHETO B CHJIa HA TO3W 3aKOH M3IbJHUTENHATA areHIus 10 JIeKapcTBaTa
npenocTassi HA MUHHACTEPCTBOTO Ha 3/IpaBeOa3BaHETO C MPUEMHO-TIPeaBaTesieH NpoToKoi BogeHus ot MAJI
PETHCTHDP Ha W31aICHUTE YIOCTOBEPEHHUS 3a PETUCTPALHS Ha APOTrepusl.
(4) B cpok 10 emH Mecell OT IPEeIOCTaBSIHETO Ha PEerucThpa Mo al. 3 MUHHCTEPCTBOTO Ha 3/[paBEONa3BaHETO
W3TOTBS U MTyOJIMKYBa Ha CTPaHUIATa CH HAITMOHATHHS PETUCTHP Ha U3/1aJICHUTE JI0 BIIM3aHETO B CHJIA HAa TO3U
3aKOH YZOCTOBEPEHHS 32 PETHCTPALMs Ha IPOTEPHH.

§ 69. (1) B cpok no Tpum Mecema OT BIHM3aHETO B CHJa HA TO3M 3aKOH MPOILEAYPHUTE 3a
YTBBPK/IaBAHETO UJTM PETHCTPUPAHETO HA IIEHH Ha JIEKapCTBEHUTE MPOIYKTH C€ M3BBPIIBAT I10 JTOCETAIIHUS
pexn ot KoMucusita o neHuTe Ha JIEKapCTBEHUTE TPOILYKTH.

(2) Cnen u3tnuaneTo Ha cpoka 1o ai. 1 Komucusra no neHure Ha JIeKapCTBEHUTE MPOAYKTH IPEA0OCTaBs Ha
Komucusita no nenn u peuMOypcrupane ¢ pueMHO-TIpeiaBaTeIeH MPOTOKON 3asBICHUATA U JOKYMEHTHTE,
MO/IaJICHH 32 TPOIIeTypuTe o al. 1, KaKTo M apXHBa Ha MPUKIIOYMUIINTE TPOIELypH 38 YTBBPKIaBaHE MU
perucTpupaHe Ha LIEHH Ha JIEKapCTBEHUTE MPOLYKTH.

(3) Cnen u3tnuaneTo Ha cpoka o ai. 1 Komucusra no neHuTe Ha JIeKapCTBEHUTE MPOAYKTH MPerIoCTaBs Ha
Komucusita mo nenm m penMOypcupaHe C TpHUEMHO-TIpeJaBaTeNieH MPOTOKOJ BOJEHUTE OT KOMHCHSTA
pErHuCTpH Ha U3JaIEHUTE PEUICHNS 32 YTBBPIK/IaBaHE WM PETUCTPAIHS Ha [IEHU Ha JIEKapCTBEHUTE MPOIAYKTH.

§ 70. (1) B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIA HAa TO3H 3aKOH MPOIEAYPUTE 110 BKIIOYBAHE,

M3KJIIOUBaHE W/WJIM IIPOMEHU Ha JIEKAPCTBEHU MPOIYKTH OT [103UTHUBHUS JIEKApCTBEH CIUCHK CE M3BBPIIBAT
10 jgoceramraus pea oT KoMucusita 1o mo3uTHBHHES JIEKAPCTBEH CITUCHK.
(2) Cren m3tnvaneTo Ha cpoka 1o an. 1| Komucusra mo mo3uTHBHUS JIEKAPCTBEH CIUCHK MPEIOCTaBs Ha
Komucusra mo neHu u peuMOypcrupane ¢ IPUEMHO-TIPEIaBaTeNIeH MPOTOKOJ 3asiBIICHUATA H JOKYMEHTHTE,
MIOAAQICHH 3a TPOIEIYpHUTE MO aj. |, KakTO W apXWBa HA NPUKITIOYIIIATE TMPOIEIYPH 3a BKIIOYBAHE,
M3KJIIOUBaHE W/WJIK IPOMEHHU Ha JICKAPCTBEHU NPOAYKTH OT [103UTHBHUS JIEKAPCTBEH CITUCHK.
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§ 71. JIppxaBHHTE TaKCH, BHECEHH IO IporeaypuTe 1o § 69, an. 1 u § 70, an. 1, ce pa3xoasar 3a
oOe3rneuaBaHe Ha ChOTBETHUTE aIMUHHCTPATHBHU IPOU3BOJICTBA, KAKTO W 3a JeliHocTTa Ha KomucusaTa 1o
MPO3PaYHOCT.

§ 72. (1) Llenure, onpeaeneHu mo pena Ha wi. 258, aj. 1, Ha TEKapCTBEHUTE MPOIYKTH, KOUTO KbM
BIIM3aHETO B CHJIa HA TO3M 3aKOH ca BKItOYeHHW B 1103WTHBHUS JIEKapCTBEH CHHCHK, C€ CMSATAT U 33 TEXHU
MIPEACITHA TIEHU TIPH MTpoaaxkoaTa UM Ha ApeOHO ChINIAcHO WiI. 258, ai. 3.
(2) B cpok o Tpu Mecena OT BIM3aHETO B CHJIa Ha TO3W 3aKOH KommucusiTa 1o LeHWTe Ha JEKapCTBEHUTE
MPOAYKTH CIYXeOHO 3ajrdaBa OT PErucThbpa Ha MPENeTHUTE IEeHH OOpa3yBaHWTE NpPENEeNHH IeHH Ha
JIEKapCTBEHUTE MPOTYKTH 10 aj. 1.
(3) Ho 31 gexemBpu 2012 T. mpuTekaTeIUTE Ha pa3pelieHus 3a yrnorpeda He MoraTt Jja MPOMEHSIT LieHaTa Ha
JIEKapCTBEH MPOAYKT C M3KIIIOUEHHE Ha HaMaJIABAHETO W 3a MPOAYKTH, KOUTO KbM BIM3aHETO B CHJIa HA TO3HU
3aKOH ca MMaJH OlpezesieHa [IeHa, HO He ca BKII0YeHH! B [103UTHBHUS TIEKapCTBEH CITUCHK.

§ 73. (1) C BiuzaHeTo B cuiia Ha TO3M 3aKOH 0Opa3yBaHUTE MpEACTHH LEHH Ha JICKApCTBEHUTE
MPOAYKTH, OTIYCKaHU MO JIEKAPCKO MpPEANUCAHNE, U PErHCTPUPAaHUTE LIEHH Ha JICKApCTBEHUTE MPOAYKTH,
OTITyCKaHH 0€3 JIEKapCKO MPEANICaHNe, CE CMATAT 33 TEXHU PETUCTPUPAHH LIEHH 10 Wwi. 258, am. 2.

(2) M3BbH ciyvanTe mo an. 1, ¢ BIM3aHETO B CHJIA Ha TO3W 3aKOH OOpa3yBaHUTE MpPENENHM IICHH Ha
JICKAPCTBCHUTE NPOAYKTH, KOUTO MPUHAMIICIKAT KbM MCKIAYHAPOJHO HCNATCHTHO HAMMCHOBAHUEC, KOCTO €
BKITFOUEHO B [103UTHBHUS TEKapCTBEH CIUCHK, C H3KITFOUEHUE HA TIPOTyKTUTE, BKIIOYEHU B MpUiIoskeHne No 2
Ha CIHUCHKA, C€ CMATAT W 3a TEXHH IPENeITHH [IEHU NpU Ipoaaxkdara UM Ha ApeOHO W HEe MOraT aa ObaaT
MPOMEHSIHHU 10 IPUEMaHeTo Ha HapenOara mo wi. 258, ain. 5.

(3) B cpok 1o Tpu Mecela OT BIM3aHETO B CHJIa Ha TO3M 3aKOH KoMucusATa 1o IeHUTE Ha JICKapCTBEHUTE
MNPOAYKTU U3TOTBSI PETUCTBPa MO Wwi. 261, an. 3, B KOMTO BIIUCBA LEHUTE 1O ail. 1.

§ 74. B cpok 5o Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3M 3ak0oH KoMucusaTa mo mo3uTHUBHUS
JICKApCTBCH CIIMCHK MIPUBCKIA ITo3uTuBHUS JICKApCTBCH CIMCHK B CbOTBECTCTBUC C UBMCKBAHHUATA 10 4YJI. 262,
am 5, 1.1-3.

§ 75. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHUCTEPCKUSAT ChbBET OIpPEIEs
cbcraBa Ha KomucusiTa o neHu u peuMOypcrpaHe.

§ 76. B cpok 10 Tpu Mecelia OT BIM3aHETO B CHJIa HA TO3U 3aKOH:
1. MEUHHCTBPBT Ha 3PaBEOINa3BAHETO U3MEHS U JIOITBJIBA HapeaouTe 1mo wi. 82, ain. 3, wi. 219, anm. 2 u um. 243
B CHOTBETCTBHE C TO3H 3aKOH.
2. MUHHUCTEPCKHST ChBET MpuemMa Hapeabarta mo wi. 258, an. 5 w w3meHs tapudara mo 4. 21, an. 2 u
YcrpolicTBeHUs IPaBUIIHUK Ha MUHHCTEPCTBOTO Ha 3paBEOINa3BaHETO B CHOTBETCTBHE C TO3HU 3aKOH.

§ 84. 3akoHBT BIM3a B CHJIA OT JIcHS Ha 00HapoABaHETO MY B "IbpKaBeH BECTHHUK' C U3KITIOUCHUE
Ha § 65, koiito Biau3a B cuia oT 30 centemBpu 2011 r.

HNPEXO/IHU U 3AKIIOYUTEJIHU PA3IIOPE/IBN
KbM 3aK0Ha 32 H3MeHeHHUe U JoMbJIHeHne HA 3aK0HA 32 TBPKABHUSA CITYKUTE
(B, 6p. 38 o1 2012 1., B cuima ot 1.07.2012 1.)

§ 84. (B cuma ot 18.05.2012 r. - JIB, 6p. 38 ot 2012 1.) B cpok o equn Mecelr oT 00HAPOIBAHETO HA TO3HU
3aKkoH B "/IbpkaBeH BECTHUK":

1. MuHuCTEepCKUAT ChBET NpuBexaa Kiacupukaropa Ha JITHKHOCTHTE B aIMUHICTPAIUATA B ChOTBETCTBUE
C TO3H 3aKOH;

2. KOMIIETEHTHHUTE OpraHd MpHUBEKIAT YCTpOfICTBeHHTe AKTOB€ Ha CbHOTBE€THATa aJMUHUCTpaLUSA B
CHOTBETCTBHE C TO3H 3aKOH.

§ 85. (1) llpaBooTHOmIeHWsITa ¢ JHMIaTa OT AJMHHHCTPAIMATE MO 3aKOHA 33 PaJAUOTO W
TeJCBU3UATa, 3aKOHA 3a HE3aBUCHMHs (MHAHCOB OJUT, 3aKOHA 3a CJIEKTPOHHHUTE CHOOICHHUS, 3aKOHA 3a
Komucusita 3a ¢puHaHCOB Ham30p, 3aKOHA 3a JOCTHII UM pa3KpHUBaHE Ha JOKYMCHTHTE W 3a OOsIBSIBaHE Ha
MPUHAJUIKHOCT Ha OBITapCKH TpaXAaHW KbM JlbpikaBHAa CHUTYPHOCT M pa3y3HaBaTEIHUTE CIYOW Ha
breirapckaTta HapoaHa apmus, 3aKOHA 3a OTHEMaHE B I0OJI3a HA Ihp)KaBaTa Ha UMYIIECTBO, MPUIAOOUTO OT
MIpEeCThIIHA IEHHOCT, 3aKOHA 3a MPeJIOTBpaTsIBaHe M YCTAaHOBABaHE Ha KOH(IMKT Ha mHTEepecH, Komekca 3a
COLIMAJIHO OCUTYpsIBaHE, 3aKOHA 3a 3APABHOTO OCHUrypsBaHe, 3aKOHA 3a IMOANOMAaraHe Ha 3eMEICNICKUTE
MPOM3BOAMTENN M 3aKOHA 32 MBTHINATA CE€ YPEXKAAT MPH YCIOBUATA U MO peAa Ha § 36 OT MpeXoaHUTE U
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3aKITIOYUTEITHUTE pa3nopen0u Ha 3aKoHa 32 M3MEHEHHE W JIOTbJIHCHHE Ha 3aKOHA 3a JIbP)KaBHUS CITYKUTEI
(B, 6p. 24 ot 2006 T.).

(2) C akra 3a Ha3HaYaBaHETO HA JbPKABHUSI CITY>KUTE Ce:

1. mpucwxaa ompenenenus B Kinacupukatopa Ha JUIHKHOCTUTE B aAMWUHHUCTPALMsITa MUHHUMAJICH paHT 3a
3aeMaHara JUIhKHOCT, OCBEH aKO CIIYKUTEIST MPUTEKABA IMO-BUCOK PAHT;

2. ompeJienisi MHIUBHyaTHA OCHOBHA MECeyHa 3aIiara.

(3) HombnHUTETHO HEOOXOAUMHTE CPEACTBA 32 OCUTYPUTEIHN BHOCKH Ha JIMIIATa 1O ajl. 2 ce OCUTYypsBaT B
PaMKHTE Ha Pa3XOJIUTE 3a 3aIJIaTH, Bb3HATPAXKICHHS U OCHTYPUTEITHU BHOCKH IO OI0/PKETHTE HA ChOTBETHHUTE
pasnopeauTeny ¢ OI0KETHH KPEIUTH.

(4) MUHUCTEPCKHAT CHBET J1a U3BBPLIN HEOOXOAUMUTE MPOMEHH 110 U3BBHOIOPKETHATA CMETKa Ha [IbpKaBeH
¢donn "3emenenue”, MPOU3TUYAIIN OT TO3H 3aKOH.

(5) Opramure ©Ha ympaBieHne Ha HarpoHamHHS OCHUTYpUTENeH WHCTHUTYT W Ha HamumonanHara
3IpPaBHOOCHTYPHTENIHA Kaca Jja U3BbPIIAT HEOOXOIMMHTE IPOMEHH 10 CHbOTBETHUTE OIOPKETH, MPOU3THYAILN
OT TO3H 3aKOH.

(6) Henznomn3eanuTe OTIYCKH IO TPYAOBUTE MPABOOTHOIICHHUS CE 3aMa3BaT M HE C& KOMIICHCHPAT C MApUIHU
00e3MIeTeH I

§ 86. (1) B emHOMece4eH CpPOK OT BJIM3aHETO B CHJIa HA TO3M 3aKOH MHIMBUIyaJHaTa OCHOBHA
MeceuHa 3aryiaTa Ha CIY)KUTeNlsd ce ONpeleNs Taka, Y€ ChlIaTa, HamaleHa C IBJDKAMHS JaHbK U
3a]IBJDKUTEITHUTE OCUTYPHTEIHUA BHOCKH 332 CMETKA Ha OCUTYPEHOTO JIUIIE, aKO ca OWIIN IBIDKHMU, Ja HE € M0-
HHUCKa OT MOJy4YaBaHaTa O TO3M MOMEHT OpyTHa MeCeYHa 3aIliaTa, HaMalleHa ¢ IbJDKUMUTE 3aIbJDKUTEITHU
OCUTYPUTEITHH BHOCKH 33 CMETKa Ha OCUTYPEHOTO JIUIIe, aKO ca OMIIH JbDKUMH, M IBIDKUMHUS JaHbK.
(2) B 6pyrHara 3amnara o an. 1 ce BKIIIOYBAT:
1. ocHOBHATa Mece4yHa 3aIuiaTa Wi OCHOBHOTO MECEYHO Bh3HATPAKICHUE;
2. NOMBJIHUTEIHH BB3HATPAKICHUS, KOMTO CE€ HM3IUIAINAT MOCTOSHHO 3aeHO C IoJjlaramara ce OCHOBHA
MeCeuHa 3ariara Wik OCHOBHO MECEYHO Bh3HAIPAXK/CHUE U Ca B 3aBUCHMOCT €JUHCTBEHO OT OTPabOTEHOTO
BpeMe.

§ 87. 3akoHbT BH3a B cuiia oT 1 ronmu 2012 T. ¢ u3kimrodYeHne Ha § 84, KOWTO BIM3a B CHIIA OT JACHS
Ha 00HapoABaHETO Ha 3akoHa B "J[bpikaBeH BECTHUK".

3AKOH 3a nu3ameHeHue ¥ J0IbJIHEHHE HA 3aKOHA 32 JIEKAPCTBEHUTE NPOAYKTH B XyMaHHATA
MeIUuLHA
(B, 6p. 102 o1 2012 ., B cuna ot 21.12.2012 1.)

JombaHuTeIHA pasnopenda

§ 118. To3u 3akoH BeBexk1a n3nuckBanusara Ha Jlupextusa 2010/84/EC na EBponeiickus napiamMeHT
n Ha CobBera ot 15 gekemBpu 2010 . 32 U3MEHEHUE MO OTHOLIEHUE Ha (hapMaKoJOoruyHaTa OAUTEHOCT Ha
HupextuBa 2001/83/EO 3a yTBbpkIaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JIEKApCTBEHU MPOAYKTH 3a
xymanHa ymnotpeba (OB, L 348/74 ot 31 nmexemBpu 2010 r.) u Jupextusa 2011/62/EC na EBpomnetickus
napiameHT 1 Ha CbBera orT 8 1ouu 2011 r. 3a usmenenue Ha Jlupexrusa 2001/83/EO 3a yTBbpKIaBaHe Ha
Kojekc Ha OONIHOCTTa OTHOCHO JIEKapPCTBEHM INPOAYKTH 3a XyMaHHa yINoTpeda IO OTHOLIEHHWE Ha
MPEOTBPATIBAHETO HA HABIM3aHETO Ha (QammuUIMPaHu JIEKAPCTBEHH MPOAYKTH B 3aKOHHATa BEpUTa Ha
nocraska (OB, L 174/74 ot 1 roim 2011 1.).

IIpexoaHu u 3aKJIIOYUTETHH pa3nopeadun

§ 119. (1) Cnen 2 snyapu 2013 r. npou3BOJUTEINTE, BHOCUTEIUTE M THPrOBLMUTE HA €IPO C
akTHBHM BerecTBa monasat B MAJL B cpok g0 2 mapt 2013 r. 3asBlieHHE U TOKYMEHTH 3a BIFICBAHE IO pefa
Ha 4. 1670.

(2) Ilpon3BOIUTENNTE ¥ BHOCUTEIUTE, KOUTO Ca MPOU3BEKIAIN WIH BHACSIIM aKTUBHU BEIIECTBA Bh3 OCHOBA
Ha u3gageHuTe MM J0 2 sHyapu 2013 r. paspemieHHs 3a HMPOM3BOJACTBO/BHOC, HE 3alliallaT Takca 3a
BIIMCBAHETO UM B pErHCThpa Mo Wi. 167T.

(3) o 2 mapr 2013 r. numara mo aji. 2 OCBIIECTBABAT JIEHHOCTH IO MPOU3BOJCTBO U BHOC HA aKTUBHU
BEIECTBA Bb3 OCHOBA Ha M3JAJCHUTE UM Pa3pelieHus 3a MPOU3BOACTBO/BHOC.

§ 120. JInmata, KOWTO OCBHIIECTBSIBAT IOCPEAHUYECTBO B 00IACTTa HA JIEKAPCTBEHUTE MPOIYKTH U
ca 3aro4HalIM CBOsITa IeHHOCT npenu 2 sHyapu 2013 ., ce peructpupar npu yclIoBHUATa U IO peja Ha wi. 212a
B cpok 710 2 mapT 2013 T.
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§ 121. 3amoyHanuTe 10 BAM3aHETO B CHJIa HA TO3U 3aKOH IMPOLICAYPH 3a pa3pelliaBaHe 3a yrnorpeda
ce TOBBPIIBAT NPH YCIIOBHATA | IO Pe/ia, TIPEIBUICHU B HETO.

§ 122. (1) IlpuTexxarenure Ha pa3pelicHHs 3a YIIOTpeda He MpUlarat CUCTEMa 3a yIpaBJIeHUE Ha
pucka mo wi. 192, an. 1, T. 2 3a neKapcTBeHU NPOIYKTH, HA KOUTO ca M3JaJieHH pa3pelieHus 3a yrnorpeda
npenu 21 romm 2012 r., OCBEH B CIydanTe 1O ai. 2.

(2) MsmpaHuTEeTHATA Aar€HIMS 110 JIEKAPCTBATa MOJKE Ja HAJIOXKHU 3abJDKEHHE HA IPUTEKATeN sl Ha pa3pelieHue
3a ynotpeba 1a ch3Aaje M Aa Mpuiara CUCTeMa 3a YIpaBlIeHHWE Ha PUCKa, KOTaTo MpPeLeHH, 4Ye 3a JasieH
JIEKapCTBEH IIPOAYKT MMa OIIaCeHHsI, KOUTO MOI'aT Jja OKaKaT BIMAHUE Ha CbOTHOIICHUETO 0I3a/pucK. B To3u
ciyqait UAJI u3ucKBa OT MpUTEk)aTeNs Ha pa3pelIeHrneTo 3a ynorpeda ga mpeacTaBy U MOAPOOHO ONHCcaHue
Ha crcTeMaTa 3a yIpaBJeHHe Ha pUCKa, KOSITO Bb3HAMEpsIBa /1a BbBE/E 3a ChOTBETHHS JIEKAPCTBEH MPOAYKT.
(3) B ciyuaure no an. 2 UAJI mucmeHo yBemomsiBa MpUTEKaTeIsl HA pa3pelieHUeTo 3a ymorpeba, KaTo
[I0OCOYBA MOTHUBHUTE 3a HAJIATAaHETO Ha 33JBJDKCHUETO U CPOKa 3a IPEACTaBsIHE HA MOAPOOHOTO ONUCAHUE Ha
CHCTEMaTa 3a yIpaBJieHHE Ha PUCKa.

(4) B 30-nHeBeH CpoK OT MOJlyyaBaHe Ha YBEIOMJICHHETO IO ajl. 3 MPUTEKATENSIT HA Pa3pelIieHUEeTO 3a
ynotpeba Moxe aa noucka ot MAJI npexgocraBsHe Ha BB3MOKHOCT 32 IPEACTaBsiHE Ha MH()OpMAIUS OTHOCHO
HAJIO’KEHOTO 3aABIDKEHHUE T10 ajl. 2.

(5) Cnen nmonyuaBane Ha uckaHeTo mo an. 4 MAJI onpeznens cpok 3a MmpeacTaBsHe HAa WHPOpPMaUITa OT
MPUTEKATEIS] Ha pa3peLIeHneTo 3a ynoTpeoa.

(6) Bp3 ocHOBa Ha mipencTaBerara nHpopmarws MAJl Moxe 1a TOTBBPIU HATIOKEHOTO 3aIbIDKEHHE T10 all. 2
WJIn ga ro OTMCHU.

(7) I3mpHUTENHATA areHLus 10 JIeKapcTBaTa yBeOMSIBa IIPUTEXKATENS 3a B3€TOTO PeLIeHHe Mo a. 6.

(8) Koraro MAJI moTBepau 3aIbIDKEHHETO, M3MBIHUTETHHUAT TUPEKTOP CIy)KeOHO H3[JaBa MpOMSHA B
paspelieHneTo 3a ynorpeda, KaTo BKIIOYBA B HETO KaTO YCIOBHE HAJIOKEHOTO 3aIbJDKEHHUE 110 all. 2.

§ 123. IIpurexxarenuTe Ha pa3pelIeHus 3a yHoTpeda Ha JIEKapCTBEHU NMPOIYKTH, H3/IaICHU TIPEIH
21 romm 2012 1., m30bpAHIBAT 3a0bHKeHHETO 10 WwiI. 192, am. 1, 1. 1 cuurano ot 21 romm 2015 r. uim oT gatara
Ha TIOJTHOBSIBaHE Ha Pa3pelIeHNeTo 3a yIoTpeda Ha ChOTBETHHS JIEKAPCTBEH MPOAYKT B 3aBUCHMOCT OT TOBA,
KOSI OT JIBETE JIaTH III€ HACTHITU MO-paHo.

§ 124. 3anmouHanuTe M0 BIM3aHETO B CHJIa HA TO3HM 3aKOH HEHMHTECPBECHIIMOHAIHU MPOYYBAHUS CE
JOBBPIIBAT TI0 TOCETAIIHUS PEI.

§ 125. (1) o HacThIBaHe Ha YCJIOBHATA M cpoka 1o 4wi. 2, T. 3 or [upekrtusa 2010/84/EC
HPUTEXKATEIUTE Ha pa3pelleHus 3a ynorpeda U3pamaT ChOOIEHUATA 32 CePHO3HH HEKEJIAaHU JIEKapCTBEHU
peakuu, HaCTHIIIN Ha TepuTopusta Ha PermyOnmka bwarapus, no MAJI u o EBporetfickata areHius mo
JIeKapcTBaTa B CPOK A0 15 AHM OT MOJTyyaBaHETO UM.

(2) M3npnHUTENTHATA areHIus 110 JIeKapcTBaTa MPoBepsiBa U3IMbIHEHUETO Ha 3abJIKEHUETO 10 ajl. 1.

(3) Koraro cro01eHneTo ce oTHacs 3a Cepro3Ha HeXXelaHa JIeKapCTBEHA peaKiys, HACThIINIIA HA TEPUTOPUSTA
Ha TpeTa IbprKaBa, IPUTESKATEIUTE Ha pa3pelleHus 3a yrnorpeda B cpoka 1o ail. 1 ysenomsasaT EBponeiickata
areH1ys 110 JIeKapcTBara.

§ 126. (1) Ilpurexarenutre Ha paspemieHus 3a ymnorpedba momaBatr B MAJl mepuomnunun
aKTYaJIM3UpaHu JOKJaau 3a 0€30MacHOCT B CHOTBETCTBHE C BPEMEBUTE MHTEpBaiU 1o 4i. 194k, am. 3 3a
JIEKapCTBEHUTE MPOIYKTH, HA KOUTO ca M3/IaJIeHN pa3penenus 3a yrnorpeda npeau 21 o 2012 1. 1 32 KOuTo
4ecToTaTa U JaTUTE Ha [I0JaBaHEe HA NEPUOJUUHUTE aKTyalIU3UpaHU JOKJIAaaU 3a 0€30M1aCHOCT HE ca BIMCAaHU
KaTo yCJOBUS B pa3pelIeHHeTo 3a ynorpeoa.

(2) Paznopenbara Ha an. 1 ce npwiiara 10 onpeznessHe Ha Ipyra 4ecToTa WM Ha IpyTy JAaTH Ha OJaBaHe Ha
JIOKJIAJIUTE B pa3pelIeHNeTo 3a yIoTpeda HilH 10 ONPEIeNITHETO Ha JATH U YeCTOTa ChIrilacHo Wi. 1947 - 194h.

§ 127. (1) IlpuTexkarenure Ha pa3peLIeHus 3a ynoTpeda mpeaocTaBsT NEPUOTUIHH aKTyaIn3uPaHH
JOKJIau 3a 6e3onacHocT no wi. 1943, an. 1 B peructbpa mo wi. 1943, an. 3 cien ustnyane Ha 12 mecena ot
narata, Ha KosiTo EBporeiickarta areHIus 1o jekapcTBaTta OnoBecT GYyHKIUOHUPAHETO MY.
(2) do HacThIBaHE HA CPOKA I10 all. 1 MPHUTEXATEIUTE HAa pa3pemieH s 3a ymoTpeba mpeaCTaBsIT IePUOTUNIHATE
aKTyaJIM3UpaHu OKIaau 3a 6e3onacHocT Ha MIAJI 1 Ha perynaTopHUTE OpraHy Ha APYTUTE IbP)KAaBU WICHKH,
B KOMTO CHOTBETHUST JIEKAPCTBEH MPOJYKT € pa3pelleH 3a yrnorpeoa.

§ 128. [IputexkaTenure Ha paspelicHUe/YI0CTOBEPEHUE 3a ThPIrOBUs Ha JPEOHO C JISKAPCTBEHU
MPOJIYKTHU B anTeKa WK Iporepus mo wi. 234, aji. 5 moMecTBaT Ha UHTEPHET CTpaHULATa JIOr0TO Mo wi. 234,
an. 6 B CPOK JI0 €llHa TOJAMHA OT JlaTaTa Ha MyOJMKyBaHE Ha akTa mo wi. 858, maparpad 3 ot JupekruBa
2001/83/EO.
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§ 129. MzmbrHUTENHATA areHIMs 110 JIEKapCTBaTa U3BBPINBA ITBPBHS OJHWT HA CHCTEMATa I0 Il
183, an. 1 m m3mparmia Ha EBporeiickaTa KOMHUCHS TOKJIAI C pe3YATaTUTE OT HETo Hall-KbCHO 110 21 cenreMBpu
2013 1.

§ 130. (1) Ho 20 mapt 2013 r. 3ano4yHannTe U HEMPHUKIIOYWIN Npoueaypu npen Komucusra mo
IIEHH U peMMOYpCUpaHe ce IOBBPIIBAT OT Hesl IO JIOCETAIHUS Pel.
(2) Cnen 1 ampun 2013 r. HenmpuKIIOYIINTE Tporeaypu npen Komucusra mo 1meHu U penMOypcupaHe ce
JIOBBpUIBAT OT HallmoHaIHUS CHBET MO UEHHU U peUMOYypCcUpaHe Ha JIGKapCTBEHUTE MPOIYKTH MPH yCIOBUATA
W TI0 pe/ia Ha TO3U 3aKOH.
(3) B cpox mo 31 mapt 2013 r. Komucusita no nenu u peumOypcupane npeaocTtass Ha Harmonanans ceBeT
0 [IEHU ¥ peuMOypcupaHe Ha JIEKapCTBEHUTE MPOAYKTH C IPUEMHO-TIpeaBaTesieH MPOTOKOJ 3asBICHUATA U
JOKYMEHTHTE, TOIaJICHH 3a MPOLEIYPHTE 1O aj. |, KaKTO ¥ apXuBa Ha MPUKIIOYHINTE POLEAYPH.
(4) B cpox mo 31 mapt 2013 r. Komucusita o nenn u peumMOypcrupane npeaocTaBst Ha HamponanHaus cyBeT
Mo IIeHU U peuMOypcHupaHe Ha JIEKapCTBEHUTE MPOAYKTH C MPHEMHO-TIpeiaBaTeNIeH MPOTOKO BOACHUTE OT
KOMHCHSITa PETHUCTPH.

§ 131. (1) Ho 20 maprt 2013 r. TakcuTe 3a MOAAaBaHE Ha 3asBICHHS 32 YTBBpPXKIAaBaHE Ha
LEHU/TIpEICIIHN LICHH, PETUCTPUPaHE Ha LIEHN Ha JIEKAPCTBEHH IPOIYKTH, 32 BKIIOUBAHE, U3KIIOUBAHE MU
MMPOMEHU Ha JICKAPCTBCHH MPOAYKTH B [103UTHBHUS JIEKapCTBEH CIUCHK C€ ChOMpaT oT MUHHCTEPCTBOTO Ha
3[IpaBeolla3BaHETO B pa3MepuTe, onpeeneHu B Tapudara mo wi. 21, am. 2.

(2) Cwbpanure o 20 mapt 2013 1. hmHAHCOBU CpeAcTBa 1Mo ain. 1 ce pa3xoBar 3a AeiHocTTa Ha Kommcusita
1o [IeHH ¥ perMOypcupane u Ha Komucusita o npo3padHocrT.

§ 132. B cpok o Tpu Mecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHHCTEPCKUST CHBET IO
MPeNIOKECHHE HA MUHHUCTBPA Ha 3/paBEONa3BaHETo:
1. ompenens mnpeacenaTens W WICHOBeTe Ha HallMoHaNHUS CBHBET IO I[IEHW M peUMOypcHUpaHe Ha
JIEKApCTBEHUTE MPOLYKTH;
2. ipueMa yCTPOWCTBEH MPaBHIHUK HAa HaluoHamHus ChBET MO IICHW W peUMOypCHpaHe Ha JICKApPCTBCHUTE
MPOIYKTH.

§ 133. (1) B cpoxk aBa Mecelia OT BIM3aHETO B CHJIa Ha TO3U 3aKOH MUHUCTEPCKUAT CHBET U3MEHS
tapudata o ui. 21, an. 2.
(2) B cpox o 1 anpu 2013 r. MUHHCTEPCKHST CHBET MpHieMa Hapeadara mo wi. 261a, ai. 5.

§ 134. 3agbmkenusra mo wi. 159, an. 4, 4. 168, an. 8, 4. 168a 1 1686 3amouBar 1a ce U3MbIHIBAT
TpH TOJIMHU CJIE/ JlaTaTa Ha MyONrMKyBaHe Ha JelerupaHnuTe akToBe 1o wi. 54a ot dupekrusa 2001/83/EO B
"O¢unuanex BecTHUK" Ha EBpomneiickus cbo3.

§ 138. 3akoHbBT BIU3a B CHJIA OT JIeHS Ha 0OHapoABaHETO My B "JIbpiKaBeH BECTHUK" ¢ H3KITIOUCHHUE
Ha!
1. maparpad 9, T. 1, Oyksa "a", § 29 - 36, § 38 - 43, § 44 orHOCHO un. 167a, 16706, 1678, 167, 1671, un. 167e,
ar luan 2, 1. luun 1673,§ 65-76,§ 98, 1. 1 u2,§ 101, 1. 1, 6ykBu "a" u "0", § 102, 103, 106 - 108, 111,
116,§ 117, 1. 1, 6ykBu "a", "e", "x" u "1", kouto BIu3aT B cuia ot 2 ssuyapu 2013 r.;
2. maparpacdu 20 u 117, 1. 2, xourto Bim3ar B cwia ot 1 anpun 2013 r.;
3. maparpa¢ 44 orHocHO . 167e, an. 2, 1. 2 u ait. 3 u wi. 167k, koiTo BiinM3a B cuiia ot 2 1o 2013 1.

MNPEXO/JHU U 3AKJTIOYUTEJHU PA3IIOPE/IBN
KbM 3aKoHa 32 H3MeHeHHe U I0MbJIHeHne Ha 3aK0Ha 32 3PaBeTo
(B, 6p. 1 ot 2014 1., B cmna ot 3.01.2014 1.)

§ 17. B cpok 710 eTuH Mecell OT BIIM3aHETO B CHJIa Ha TO3W 3aKOH MUHUCTHPBT Ha 3/[paBeONa3BaHETO
n3J1aBa HapeaouTe 11o:
1. unen 37, an. 8, 4. 52 wui. 114a, an. 2;
2. anen 80e, ain. 4 oT 3akoHa 3a 3I[PaBHOTO OCHTypSIBaHE.

§ 18. B cpoxk 10 enuH Mecel] OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHUCTHPBT Ha 3/IpaBEONa3BaHETO
MIPUBEXa B CHOTBETCTBUE ¢ HEro Hapembarta mo wi. 221, an. 1 ot 3akoHa 3a JIEKapCTBEHUTE IMPOIAYKTH B
XyMaHHATa MEIUIINHA.

INPEXO/JHHU U 3AKTIOYUTEJHU PA3ZIIOPE/IBA
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KbM 3aKoHAa 32 H3MEHEHUE U JOIIbJHCHHUEC HA 3akoHa 3a 3APAaBHOTO OCUIr'ypsBaHe
(JIB, 6p. 48 ot 2015 1.)

§ 40. (1) MUHUCTBPBT Ha 3[IPaBEOIa3BaHETO ONPEACs KPUTSPUUTE 1O Wi. 45, ain. 3 B CPOK 710 TpU
Mecera OT BIIM3aHETO B CHJIa Ha TO3W 3aKOH.
(2) Hamzopamusr ceBet Ha H30K yTBBprKIaBa civichka 1mo 4. 45, ai. 4 B CpOK 10 TP Mecena cie/l OnpeerisHe
Ha KpUTEepUHTE 1O al. 1.
(3) B cpok 1o enwH Mecelr OT BIM3aHETO B CHJIA HA CITUCHKA 110 WiI. 45, an. 4 HarmoHamHUAT CHBET 110 IICHU U
peumOypcrpaHe Ha JIEKapCTBEHHUTE MPOAYKTH CIyKeOHO M3KIo4YBa OT IlO3WTHBHUS JIEKapCTBEH CHHCHK
JISKaPCTBEHUTE TMPOYKTH, TIPEITHA3HAUCHH 32 JICUCHHE Ha 3a00JIsIBaHMS, KOUTO HE Ca BKIIOYCHHU B CIIHCHKA.
(4) HarmonaiiHaTa 3/jpaBHOOCUTYPHUTEIHA Kaca 3aruialia JIeKapCTBEHUTE MPOAYKTH, MEIUITUHCKUTE U3ACITHUS
Y TUETHYHUTE XPaHU 3a CIIEIHUATHA MEIUIIMHCKHY IIeTIN 3a 3a00JIsIBaHUATa TI0 Hapeadara 1mo JOCEeTallHus 9I.
45, an. 3, KOUTO ca MpeANHCaHu A0 U3TUYaHEe Ha CPOKa 10 all. 3.
(5) OOxanBaHeTO Ha aKTOBETE W JCHCTBUATA Ha HalMOHaJHWS CBHBET IO LIEHW M pEeUMOypcHUpaHe Ha
JIEKapCTBEHUTE MPOTYKTH TI0 aJl. 3 He CITUPA U3ITHIHEHHUETO HM.

§ 41. lo ompenmensHe HAa OCHOBEH W JOITBIHHUTENICH MAKeT IO pera Ha wi. 45, aim. 2 ce mpuiara
OCHOBHUST IMAKET, ICHCTBAI KbM BIIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 42. (1) 3a mexapcTBernTe MpoaykTH mo wi. 45, an. 10, 13 u 19, Bxmoyenn B llo3utuBHUS
JIEKapCTBEH CIHCHK, 32 KOUTO HE Ca JOTOBOPEHU OTCTBIIKH, CE IOTOBAPAT OTCTHIIKH B CPOK 10 6 Mecera oT
BJIM3aHETO B CUJIA HA TO3M 3aKOH.

(2) B cpok 10 eauH Mecel 0T M3TUYaHETO Ha CpoKa 1Mo an. 1 HanuoHamHuAT ChBET 1O LIEHU U peuMOypcupaHe
Ha JIGKapPCTBEHHUTE IMPOIYKTH CIIy)KeOHO M3KIo4YBa OT [103WTHBHUS JIEKapCTBEH CIHCHK JIEKAPCTBEHHTE
MPOAYKTH, 32 KOUTO HE Ca JJOTOBOPEHH OTCTHITKH.

(3) OGxanBaHeTo Ha aKkTOBETE W JieHcTBUATa Ha HamuoHanmHuWs ChBET MO IEHH M peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOAYKTH TI0 all. 2 HE CIIMpa U3ITBIHEHUETO UM.

§ 43. Ilo moroBopu Mexmy JiedeOHWUTE 3aBEJCHHUS M TOCTABUWIM HA JIEKAPCTBEHH MPOIYKTH 32
JIeYeHUE Ha 3J10KaueCTBEHU 3a00JsIBaHUs B yCIOBUsITA Ha OonHuuHaTa MeauiuHcka nomom H30K 3amnama
CTOMHOCTTA Ha JIEKApCTBEHUTE MPOAYKTH, HE3aBUCHMO JAJIM 32 TSIX ca JOTOBOPEHU OTCTBIIKH, 10 U3THYAHETO
Ha YyTOBOPEHUS B JOIOBOPHUTE CPOK KbM MOMEHTA Ha BIM3aHETO B CHJIa HAa TO3M 3aKOH, HO HE IOBeue OT 6
Mecela.

§ 44. (1) HamuoHamHuTe paMKOBH JOTOBOPH, OOEMHUTE M IICHUTE HAa MEIAUIIMHCKUATE M Ha
JEHTAITHUTE IEHHOCTH, METOANKHUTE 332 OCTOMHOCTSBAHE U 3aIlJIalllaHe Ha MEANIIMHCKATA TOMOIII ¥ PEeIICHUSITa
1o wi. 54, an. 8 u/unu 9, KOUTO JeCTBaT KbM MOMEHTA Ha BIM3aHETO B CHJIA Ha TO3W 3aKOH, C€ MPHUJIarat J0
MIPUEMaHETO Ha HOBU HAIITMOHAIHA PAMKOBH JOTOBOPH.

(2) o npuemaHeTo Ha HOBM HaroHAHU paMkoBH goroBopu H30K 3armiama MemqumHcKaTa IMOMOII 110 9T
55, an. 2, T. 2 B paMKHTe Ha 00eMHuTe, IEHCTBAIM KbM MOMEHTA Ha BIIM3aHETO B CHJIA HA TO3W 3aKOH.

§ 45. (1) 1o mpuemMaHeTO Ha HOBM HallMOHAJIHHM PaMKOBH JOTOBOPH MO 4wi. 53, an. 1 mpoBepkure
OT (pMHAHCOBHUTE WHCIIEKTOPH, JICKAPUTE-KOHTPOIBOPH U JIEKAPHUTE IO JICHTATHA MEAUIIUHA — KOHTPOJIBbOPH,
HaJIaraHETO Ha CAHKLUH U TSAXHOTO 00KalBaHe c€ U3BBPILBAT 110 JOCETAIIHUS Pell.
(2) TIpoBepkuTte 1O aj. 1, HaIAaraHETO HA CAHKIIMU M TAXHOTO 0OKallBaHe, KOWTO Ca 3all0YHANH J0 TIpUeMaHe
Ha HOBHU HAIMOHAJIHM PaMKOBH JIOTOBOPH 1O Wi. 53, an. 1, ce MPUKIIOYBAT MO AOCETALTHHS Pel.

§ 46. (1) B cpok mo Tpu Mecena OT BIM3aHETO B CHJIa HAa TO3HM 3aKOH MEIUIIMHCKUTE HAYYIHU
Ipy’KecTBa TPEACTaBAT Ha HamuoHamHUS ChBET IO IIeHH M perMMOypCUpaHe Ha JISKAPCTBEHUTE MPOIYKTH
PBKOBOACTBATAa U aTOPUTMUTE 110 Wi. 259, an. 1, T. 4 oT 3akoHa 3a JIEKApPCTBEHUTE IIPOIYKTH B XyMaHHATa
MEJIUIIMHA.

(2) Koraro B cpoka 1o ai. 1 MeMIIMHCKUTE HAyYHH APY>KECTBA HE MPEJICTABAT PHKOBOJICTBATA U AJITOPUTMHTE
o wi. 259, an. 1, T. 4 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HalmoHATHUAT ChBET
10 IICHH ¥ PeUMOypCHpaHe Ha JICKaPCTBEHUTE MPOIYKTH OPTaHU3Hpa TSIXHOTO M3TOTBSHE OT HAITMOHAHUTE
KOHCYJTAHTH WX OT APYTH MEIUIIMHCKH CIICIIUAIUCTH, KOUTO UMAT OITUT B ChOTBETHATa 001acT.

(3) HauponamHMST CBBET MO IEHW M peuMOypcupaHe Ha JIeKapCTBEHUTE MPOAYKTH YTBBPXKIaBa
PBKOBOACTBATA U aITOPUTMHUTE 110 Wi. 259, ain. 1, T. 4 oT 3aKoHa 3a JIEKapPCTBECHUTE IPOIYKTH B XyMaHHATa
MEJIMILMHA B CPOK JI0 TPU Mecela OT U3TUYAaHETO Ha CpoKa 1o aj. 1.
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§ 47. (1) B cpox mo Tpm Mecella OT BIM3aHETO B CHWJla HA TO3W 3aKOH MUHHUCTBHPBHT Ha
3/IpaBeoIa3BaHeTO W3/1aBa Hapeaoara mo wi. 262, ai. 4 ot 3akoHa 3a JICKQPCTBEHHUTE NMPOAYKTH B XyMaHHATa
MEJIUIIMHA.

(2) B cpok 1o 6 Mecelia OT BIM3aHETO B CHJIa HAa TO3HW 3aKOH B [103UTHBHMUS JICKapCTBEH CITUCHK MOTaT Jia ce
BKITIOYBAT JICKAPCTBEHH MPOJYKTU C HOBH MEXTYHAPOJHU HETIATCHTHU HAMMEHOBaHHMS, 0€3 J1a € U3BbpIIcHA
OIICHKA Ha 3IPAaBHHUTE TEXHOJIOTHH.

NMPEXOJAHU U 3AKIIOUUTEJJIHHU PA3IIOPEIBU
KbM 3aK0HA 32 H3MEHeHHe U 10ITbIHeHHe Ha 3aK0HA 32 JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATA
MeIHIIMHA
(B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 1.)

§ 70. Pa3pCIHeHI/ITC A0 BJIM3aHETO B CHJIa HA TO3U 3aKOH KJIMHUYHU HU3IMUTBAHUA C JICKAPCTBCHHU
MNPOAYKTH, CbAbprKalllkl HAPKOTUYHU BCIICCTBA, CC IPOBECIKAAT B J1eueOHnTE 3aBCICHUS, 3a KOMTO Ca MOJTYy4YCHU
pasp€UI€HUA 3a IPOBEKIAHE HA CbOTBCTHUTC KIIMHUYHU U3IIUTBAHUA 110 JOCETAIIHUA PCI.

§ 71. (1) MUHUCTBPBT Ha 3IPaBEOITa3BAHETO ONPENeys ChCTaBa Ha KoMucHuaTa o wi. 103, air. 1 B
CPOK JI0 TpY Mecelia OT BIM3aHETO B CHJIa HAa TO3H 3aKOH.
(2) Komucusra mo un. 103, an. 1 e mpaBonpuemank Ha KomucusTa 1Mo eTuka 3a MHOTOIIEHTPOBH H3MUTBAHUS.
(3) Komucusra mo wi. 103, an. 1 gaBa craHOBHIA U IO HENPUKITIOYIIINTE IPOU3BOACTBA MPE]] KOMHCHUUTE 110
€THKa, Ch3Ja/IcH! KbM JIeueOHUTE 3aBEJCHUS, MO JOCETAIIHUS PEl.
(4) Ho ompenensine Ha cheTaBa Ha komucusTa o wi. 103, an. 1 Komwucusita mo eTvka 3a MHOTOLIGHTPOBH
W3MUTBAHUS IPOABIKABA JIa OCHIIECTBSIBA JEHHOCTTA CH 110 JOCETAIIHUS PEl.

§ 72. (1) LUenTpannara KOMHUCHS 1O €THKa MpeKpaTsABa AEHHOCTTa cU ciie/l MPUKIIOUYBAHETO Ha
BCHYKH NPOHU3BOCTBA, 00pa3yBaHH Npe/ Hesl.
(2) Ilpencenatenst Ha LleHTpanHaTa KOMUCHSA II0 €THKA IpelaBa C MPHUEMAaTEIHO-IIPEJaBaTeIeH MPOTOKOI
apxuBa Ha [leHTpaHaTa KOMHCHS IO €THKA Ha ONPEAEIICHO ChC 3all0BE] HA MUHHCTHPA Ha 3[paBEONa3BaHETO
JUIBKHOCTHO JIMLE OT MUHHUCTEPCTBOTO Ha 3paBEOa3BaHETO B CPOK JI0 €MH MECELl OT IIPEKPaTIBaHETO Ha
JerHocTTa Ha I{eHTpaiHaTa KOMUCHUS 10 €THKA.

§ 73. (1) PproBomuTenuTe Ha JIedeOHUTE 3aBEACHUSA, B KOUTO CE€ H3BBPIIBAT KIIMHUYHH U3 TBAHUS
10 pela Ha TO3M 3aKOH, OMPENEIIAT JUIIE 32 KOHTAKT B ChOTBETCTBUE ¢ M3UCKBaHMATa Ha Wi. 107a B Cpok 10
TpH Mecella OT BIM3aHeTo B cuia Ha ui. 107a.
(2) Komucunre mo eruka, Chb3/IaJieHH KbM JIedeOHHTE 3aBElIEHUS 10 JOCETralrHus pell, MPOoIbIDKaBaT Ja
OCBILECTBABAT IEUHOCTTA CU JO OIpPENEIsIHE Ha JIMLE 32 KOHTAKT 1o wi. 107a, an. 1.
(3) Cnen onpenensiHe Ha JUIle 32 KOHTAKT 110 wi. 107a, ain. 1 ¢pyHKIMKUTE HA KOMUCHHTE TI0 €THKA, Ch3aIcHU
KbM JIeueOHUTE 3aBE/ICHUS 110 JIOCETAIIHHS PEJl, C& OCBIIECTBSABAT OT JIUIETO 3a KOHTAKT 1o wi. 107a, amn. 1, ¢
M3KJII0YEHUE Ha TABAHETO HAa CTAHOBUILE MO WI. 83, KOETO c€ U3BbpIIBA OT KoMucusaTa mo wi. 103, an. 1.
(4) ApxuBuTe Ha KOMHCUWTE MO €THKA, Ch3AaJCHU KbM JIEUCOHHTE 3aBE/ICHHS IO JIOCETAlIHHS Pell, ce
MpeIaBaT U ChXpaHsIBaT B ChOTBETHOTO JICYEOHO 3aBE/ICHUE.

§ 74. B cpok 10 6 Mecena OT myOJIMKyBaHETO Ha ChOOIIEHUETO 110 1. 82, maparpad 3 ot Pernmament
(EC) Ne 536/2014 knmuHUYHNTE M3MUTBAHHS C€ Pa3pellaBar U MPOBEKIAT MIPH JOCETAIIHUTE YCIOBUS U Pel,
oCBeH B cityuaute 1o wi. 98 ot Pernament (EC) Ne 536/2014.

§ 75. (1) UsmbnnuTenHaTa areHuusl MO JIeKapcTBaTa Ch3JaBa CICLUaIM3MpaHaTa eJeKTPOHHA
cucrema 1o wi. 2176, an. 1 B cbOTBETCTBUE ¢ U3UCKBAHUATA HA TO3H 3aKOH B CPOK 10 4 Mecela OT BIM3aHETO
My B CHJIA.

(2) II'spBuar Criuchk Ha JIEKapCTBEHUTE MPOLYKTH, BKIIOUEHH B I103UTHBHUS IEKapCTBEH CIHUCHK, 32 KOUTO
€ YCTaHOBEH HEJOCTHUT Ha TepuTopusTa Ha PenyOnuka bparapus, ce M3roTesa npu cria3BaHe Ha U3UCKBAHUATA
Ha wi. 2178, KaTO HEIOCTUTBT Ha JIEKAPCTBEHH MPOIYKTH CE YCTAHOBSIBA Bh3 OCHOBAa HAa HEOOXOJMMUTE
KOJIMYECTBAa 3a 3aJ0BOJISIBAHE Ha 3/paBHUTE MOTPeOHOCTH HAa HACENIEHHETO 3a MEPHOJ OT €IHH MeCeTl,
W3YHMCICHW Bb3 OCHOBA HA CPEOHOMECEUYHOTO INOTpeOJeHHE Ha CBHOTBETHHS JIGKAPCTBEH MPOAYKT 3a
peaXoqHUTE 6 Mecera upe3 CIeIuaIn3upanara eJIeKTPOHHA CHCTeMa 1o peaa Ha wi. 2176.

(3) 3a m3roTBsiHE Ha MBPBHUS CHHUCHK MO wWi. 2178, an. 1 mHpOpManusaTa o wi. 2176, am. 3, 1. 1 — 3 ce
MPEOoCTaBs 3a MPEeIXOAHUTE 6 Mecela OT JACHS Ha Ch3JaBaHeTO Ha ClelUaM3upaHaTa eJeKTPOHHA cUcTeMa
o an. 1, KoiTo myGJINYHO ce ONoBecTsBa HAa MHTepHET cTpaHuuarta Ha MAJL. Uadopmanusta ce npenocrasst
B CPOK JI0 JIBa Mecella OT Ch3/1aBaHETO Ha CTIeNHaIN3NpaHaTa eleKTPOHHA CUCTeMa 110 ail. 1.

(4) CrimeskpT 1o an. 2 ce mnpama or UAJI v Ha Arennms "MutHu" mo ciryxe0eH pe.
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(5) MuHHCTEpCTBOTO Ha 3ApaBeolla3BaHETO oOKa3Ba cpuaelictBue Ha WAJlI mnpum ch3maBaHeTo Ha
crienuaan3upanaTa eJIeKTpOHHa cucTema 1o wi. 2170, ai. 1.

§ 76. Ilog3zakonoBHUTE HOPMATHBHU AKTOBC I10 IMPUJIAraHETO Ha TO3U 3aKOH CC IpueMart, CbOTBETHO
nu3aaBaT v MMPpUBCIKIAT B CbOTBETCTBUEC C U3MCKBAHUATA HA TO3U 3aKOH B CPOK 0 TPpU MECCa OT BIIU3AHECTO MY
B cuJia.

§ 77. llomanenuTte 10 BIM3aHETO B CHJIA HA TO3W 3aKOH YBEIOMJICHHS 32 M3HOC Ha JIEKAPCTBEHU
MPOJYKTH, BKIFOUYCHU B [103UTHBHUS JIEKApCTBEH CITUCHK MO Wi. 262, an. 1, oT Teputopusta Ha PermyOmimka
Bbparapus ce pasriexxaar v JOBBPIIBAT IO TOCETAITHUS Pefl.

§ 78. 3akoHBT BIIM3a B CHJIA OT JIEHS Ha 00HApOABaHETO My B "/[bprKaBeH BECTHUK' C M3KITIOUCHHE
Ha§5,§7-12,§14-21,§27-30,§31,1.2,8§32,§39-41,§56,§60u § 66, 1. 18,10, 12,15-17,19
— 22, KOWUTO BJIM3AT B CHJIa 6 Mecella clie/] MyOJIMKyBaHe Ha ChoOIIeHueTo 1o wi. 82, naparpad 3 ot Permament
(EC) Ne 536/2014.

MPEXO/IHU U 3AKJTIOUUTEJIHM PA3IIOPEIBA
KBM 33KOHa 34 IBMECHCHHUE U TO0ITBJHCHHUEC HA 33KOHa 3a .]'[eKapCTBeHHTe l'lpO[[yKTH B XyMaHHaTa
MeIUIMHA
(1B, 6p. 67 ot 2020 T.)

§ 68. B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIa HA TO3M 3aKOH M3IMbiIHUTENHATA areHIus 110
JIeKapcTBaTa BITMCBA B perucThpa mo wi. 19, am. 1, T. 3 paspemenute 3a ynorpeba Mo IeHTpalM3upaHa
MpoleAypa JIeKapcTBeHU NpoAyKTH 1o pena Ha Permament (EO) Ne 726/2004 na EBponeiickust mapiaMeHnT u
Ha CpBeTa.

§ 69. (1) B cpok 1o Tpu Mecena OT BIU3aHETO B CHJIA HA TO3H 3aKOH M3IbIHUTEIHATA areHIus 110
JIeKapcTBaTa BIIMCBA HALMOHAJIEH HOMeEp 3a HAeHTUGHKanMsa mo 4wi. 19, an. 3 Ha BCHYKU JIEKapCTBEHHU
MPOJYKTH, BOMCAHU B perUcThpa 1o ui. 19, an. 1, 1. 3.

(2) 3a nekapcTBEeHUTE MPOAYKTH, KOUTO ca BKItOUEHHU B [103UTHBHUS JIEKapCTBEH CIMCHK, B PETHCThpa Ha
NpeNeHUTEe IIeHH M B PErHCThpa HA MAKCHUMAJIHUTE NPOJAXHU LEHU M3MbIHUTENHATAa areHuus I10
JIeKapcTBaTa BOHCBAa B perucThpa mo wi. 19, am. 1, T. 3 KaTo HanMOHAJIEH HOMEP 3a WACHTU(UKALUS Ha
JIEKApCTBCHUSI TPOAYKT HIECHTHU(OUKANMOHHHUS HOMEp, TMOCOYEH B CBOTBETHHS PETUCTBDP, BOJAEH OT
Hanmonanuus cbBeT Mo eHH U peuMOypcHupane Ha JIeKapcTBEHUTE TIPOYKTH.

(3) B cpok mo 18 mecemna oT M3TUYAHETO HA CPOKaA MO al. | MpUTEeKaTeNUTe Ha pas3pelieHus 3a yrmoTpeda
OCUTYpsIBAT BHBEKJAHETO Ha YHUKAIHUS HAIlMOHAJIEH HOMep 3a uaeHTHduKanus mo 4wi. 19, an. 3 3a Bceku
CBOH JIEKapCTBEH MPOAYKT KaTO YacT OT MHAMBUAYATHHS WACHTH(QHUKAIMOHEH Oerer 1o wi. 68a.

§ 70. (1) 3aBapeHuTe 10 BIM3aHETO B CHJIA HA TO3H 3aKOH JIMIIA, KOUTO IIPUTEKABAT €THOBPEMEHHO
paspellieHue 3a THPrOBHsI HA €/IpO U pa3pelIieHre 3a THPTOBUS Ha JPEeOHO C JISKAPCTBEHH MPOAYKTH B anTeKa,
MpUBEXJAT JEHHOCTTa CH B CHOTBETCTBHE C M3MCKBaHMATAa Ha wi. 195a m 222a B cpok n0 6 Mmecena oT
BIIM3aHETO B CHJIA HAa TO3M 3aKOH.

(2) Koraro B cpoka 110 aj. 1 aumero He € MPUBEIIO EHHOCTTa CH B ChOTBETCTBUE, H3ITBITHUTEIHHUAT JUPEKTOP
Ha MAJI oTHema pa3pelieHreTo, KOeTo € M3/aJeHo ¢ Mo-KbCcHa aara. Korato BTopaTa Mo BHI JIEHHOCT €
TBPrOBUS Ha JPEOHO C JIEKAPCTBEHU MPOIYKTH, H3ITBIHUTETHHUAT AupeKkTop Ha MAJI oTHemMa pa3penieHusTa,
W3JIaZICHH Ha JTUIETO, 32 BCHUKH alTeKH.

(3) UsuckBanusara Ha wi. 195a u 222a ce mpwiaraT U 3a MOAaJICHUTE J0 BIU3aHETO B CHJIA HAa TO3U 3aKOH
3as1BJICHUS 32 THPTOBUS Ha €JIPO W/WIIH Ha JPEOHO C JIEKApCTBEHH POYKTH.

§ 71. (1) B cpok g0 12 mecena OT BIM3aHETO B CHJIA HA TO3W 3aKOH HallmoHATHUAT CHBET 10 IEHU
1 peuMOypCHpaHe Ha JIEKapCTBEHUTE MPOLYKTH BIMCBAa MH(OpManusTa 1o ui. 262, an. 2 3a nekapcTBeHute
MIPOIYKTH, KOUTO ca BKJIFOUCHU B [103UTHBHMSI IEKAPCTBEH CITUCHK.
(2) UsmrpnHUTEIHATA areHIUs 10 JIEKapcTBaTa MpenocTaBs HeoOxonuMaTta uHpopmanus Ha HanmoHamHus
CBBET 110 I[EHU B peUMOypCHUpaHe Ha JEKapCTBEHUTE MPOIYKTH 10 al. 1 B CPOK /10 6 Mecella OT BIM3aHETO B
CHJIa Ha TO3M 3aKOH.

§ 72. (1) Meronukara o . 2270, ann. 5 ce u3gaBa B Cpok A0 6 Mecera OT BIM3aHETO B CHJIA Ha
TO3H 3aKOH.
(2) Hanmonanuata anrte4na kKapTta mo wi. 227a, an. 1 ce mprema B CpOK /10 €lHa TOAWHA OT BIM3aHETO B CHJIa
HA TO3HU 3aKOH.

§ 73.B CpPOK 10 TpHU MECCUa OT BJIM3aHCTO B CUJIAa HA TO3U 3aKOH YIIPABUTECIIAT Ha Ha]_II/IOHaHHaTa
3APaBHOOCUTYPUTCIIHA KaCa MOKE CJIHOKPATHO Ja OIpPEAC]IM HOB pasMCp HAa MHAUBUAYAIHUTC OCHOBHU
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MECEYHH 3aIlUlaTH Ha JOUPEKTOPUTE Ha pAHOHHWUTE 3APaBHOOCHUTYPUTENIHM KacH, 0e3 Ja HaIXBBpIs
MaKCHMaJHHA pa3Mep Ha OCHOBHATa MECEYHa 3alulaTa 3a ChOTBETHOTO HHMBO M CTETEH, B PaMKHTE Ha
pasxoauTe 3a nepconan mno o0ropxera Ha H30K 3a choTBeTHATA TOMHA, HE3aBUCUMO OT U3BBPIICHUTE WM
MPEACTOAIIY YBEIMUYCHUSI HA MECEUHUTE 3aIlJIaTH Tpe3 ChbOTBETHATA TOAMHA.

§ 78. (1) IlomzakoHOBHTE HOPMATHBHH aKTOBE IO IPHJIATAHETO HA TO3W 3aKOH, 3aKOHA 3a
30paBHOTO OCUTypsiBaHe, 3aKOHa 3a MEIWIMHCKHUTE M3/ENHS M Ha 3aKoHa 3a XopaTa C YBPEKAaHUsS ce
MpHUeMar, ChOTBETHO M3/IaBaT M MPHUBEKIAT B CHOTBETCTBHUE, B CPOK JIO TPH Mecella OT BIM3aHETO B CHJIA HA
TO3H 3aKOH.

(2) Jo mnpuemaHeTo, CHOTBETHO H3JaBAaHETO, W IIPUBCKIAHETO B CHOTBETCTBHE HA TIOA3aKOHOBUTE
HOPMAaTHBHH aKTOBE 10 all. 1 ce mpuiarar JAeHWCTBAIIUTE MMOA3aKOHOBH HOPMATHBHU aKTOBE, JOKOJIKOTO HE
MPOTHBOPEYAT Ha CHOTBETHHS 3aKOH.

INPEXOJHHU U 3AKTIOYUTEJHU PA3IIOPE/IBA
KbM 3aKoHa 3a Oroqxera Ha Hanmonannarta 31paBHoocurypuTeHa kaca 3a 2021 r.
(IB, 6p. 103 o1 2020 1., B crra ot 1.01.2021 1)

§ 20. (1) B cpok o Tpu Meceria OT BIM3aHETO B CHJIAa HA TO3H 3aKOH V3MbIHUTEIHATA areHLIns 110 JJeKapcTBaTa
npenoctasst Ha HanoHanHus chBET 1O LIEHH U peuMOypcHUpaHe Ha JIEKapCTBEHUTE MIPOAYKTH B €JIEKTPOHEH
¢dopmar, mo obpasel, YTBBpJEH OT HEro, WHPOpMAHi 3a pa3pelieHuTe 3a yrnoTpeda W PeTUCTPUpPAHHUTE
JIEKapCTBEHW TPOJAYKTH Ha TepuTopusita Ha PemyOmuka Beiarapus u 3a paspemeHure 3a ynortpeda 1o
LEHTpaJIM3UpaHa MpoleaAypa JICKAPpCTBCHH NPOIyKTH 1o peaa Ha Permament (EO) Ne 726/2004 Ha
EBponeiickusa napiaameHT U Ha CwBeta oT 31 mapt 2004 r. 3a ycTaHoBsiBaHE Ha mpoueAaypu Ha Cbro3a 3a
paspelaBaHe ¥ KOHTPOII Ha JIEKapCTBEHH MPOAYKTH 32 XyMaHHA U BETEPHHAPHA YIOTpeOa U 3a Ch3AaBaHe Ha
EBponeiicka areHnusi 1o JieKapcTBara.

(2) HarmoHamHUAT CHBET 1O IIEHH U peuMOypCUpaHe Ha JIEKapCTBEHUTE TIPOIYKTH YTBBPKIaBa odpaszena 1mo
an. 1 B 7-JHEBEH CPOK OT BIM3AHETO B CHJIA HA TO3H 3aKOH.

§ 21. (1) UnenTndukanoHHUTE HOMEpPa Ha JICKApCTBEHUTE MPOMYKTH, BIHcaHHu B [lo3uTHBHHS
JIEKapCTBEH CIUCHK, B PETUCTbpa Ha MPEESITHUTE [IEHU U B PETUCThpPa Ha MAKCUMAIHUTE IPOAAKHU 1IEHH, Ce
CMATAT 32 HALMOHAJICH HOMED 3a MACHTH(UKALNS Ha IEKapCTBEHHs! IIPOAYKT MO CMUCHIA Ha wi. 2591, an. 1
0T 3aKOHa 3a JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

(2) B cpok 10 6 mecena oT npenoctaBsiHeTo Ha nHGopManusaTa 1o § 20, an. 1 HannoHamHUST CHBET MO LIEHH
1 peuMOypcHUpaHe Ha JIEKapCTBEHUTE NMPOLYKTH MyOIHMKyBa HAa MHTEPHET CTPaHMULATa CH PETHUCThbpa MO Yl
259, an. 2, T. 4 oT 3aKOHa 3a JIEKAPCTBEHUTE MPOIYKTH B XyMaHHAaTa MEIUIIMHA.

(3) B cpox mo Tpu Mecena OT BJIM3AaHETO B CWJIa HA TO3M 3aKOH IIPUTEKATEIUTE Ha paspelleHus 3a
ynoTpeba/y10CTOBEPEHNE 3a PErucTpalusl Ha JIEKapcTBEH MNPOAYKT NpenocTaBsIT Ha M3mbeiaHuTenHarta
areHIMs IO JIeKapcTBaTa 3a BCHYKM JICKQPCTBEHW IPOAYKTH, TMOJYYMIM  pa3pelieHue 3a
ynorpe6a/y10CTOBEpEHUE 3a PETHCTpaLys Ha TEPUTOPUATA HA CTPAaHATa Ype3 CIeUaIn3upaHaTa eeKTPOHHA
cucrema 1o 4i. 21706, an. 1 ot 3akoHa 3a JeKapcTBEHUTE MPOAYKTH B XyMaHHATa METUIIMHA, THPOPMALIUS 32
KO/Ia Ha MPOJyKTa 10 CMUCHJa Ha wiI. 4, OykBa 0), moarouka i) ot [enerupan pernament (EC) 2016/161 na
Komucusita ot 2 okromBpu 2015 1. 32 nonreiBane Ha dupexTtuBa 2001/83/EO na EBpomneiickus napiameHT u
Ha CpBeTa upe3 yCTaHOBSIBaHE Ha MOAPOOHM IpaBHia 3a IOKa3aTeNuTe 3a 0€30MacHOCT, TOCTABEHH BBPXY
OIIAaKOBKaTa Ha JIEKapCTBEHUTE NMPOAYKTH 3a XyMaHHa ynorpeba (OB, L 32/1 ot 9 ¢pespyapu 2016 r.), Hapruan
no-HaraTbk "enerupan pernament (EC) 2016/161", 3a nekapcTBeHUTE IPOAYKTH, olipeneneHu B Jlenerupan
pernament (EC) 2016/161.

(4) B cpok 1o Tpu Mecela OT BIM3aHETO B CHJIa HA TO3M 3aKOH IIPUTEKATENUTE Ha Pa3pellieHHs 3a IapasesieH
BHOC Ha JICKAPCTBEH MPOAYKT MPENOCTaBAT Ha M3MbJIHUTENHAaTa areHUus IO JIeKapcTBaTa 3a BCHUYKHU
JICKApCTBEHU IIPOAYKTH, NMOJYUMJIM pa3pellieHHe 3a NapajeieH BHOC Ha TEPUTOPHsITA Ha CTpaHara dpe3
CHenuaau3upanara eJeKTpoHHa cucTteMa mo wi. 2176, anm. 1 or 3akoHa 3a JIEKapCTBEHHWTE NMPOIYKTH B
XyMaHHaTa MeIWIMHA, HHPOpPMAaLKs 3a KOAa Ha MPOAYKTa IO CMUCHIA Ha 4wil. 4, OykBa 0), MOATOYKA 1) OT
Henerupan pernament (EC) 2016/161 3a iekapcTBEHHTE MPOAYKTH, ONPEENICHH B HETO.

SAKVIIOYUTEJIHHU PA3IIOPE/IBA
KbM 3aKoHA 32 H3MeHeHUe U J0IbJHeHue Ha 3aK0HA 32 JIeKapCTBeHUTe NPOIYKTH B XyMaHHATA
MeIuIHUHA
(B, 6p. 16 oT 2024 ., B cuna ot 23.02.2024 1.)
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§ 14. TlpurexxaTenure Ha pa3pericHue 3a yrnoTpeda Ha JIEKapCTBEH MPOIYKT U MPUTESIKATEITUTE Ha
paspelleHue 3a MapajeieH BHOC, KOUTO 0 BIM3aHETO B CHJa Ha TO3M 3aKOH HE ca NPEeloCTaBWIM Ha
WznbaHuTENHATA areHUus 1Mo JiekapcTBara nHpopManuara o wi. 68, an. 1, 1. 11 n un. 217, T. 6, ca AnBKHHA
Jia MPEOCTaBAT Ta3u HHPOPMAIHS B CPOK JIO €IMH MECeIl OT BIM3aHETO B CHJIA HA TO3U 3aKOH.

§ 15. bparapckara opranuzanius 3a Bepu(uKanys Ha JIeKapcTBaTa OCUTYpsiBa JOCThIIA 1O Wi. 2720,
aj. 3 Ha HAITMOHAJHUTE KOMIICTEHTHH OPTaHy 1Mo WI. 2720, ai. 3 B CPOK A0 €IUH MECEI] OT BIIM3aHETO B CHJIa
Ha TO3H 3aKOH.

§ 16. MUHHCTBPBT Ha 3[IpaBeOITa3BaHETO MPUBEXKIA Hapeadara mo wi. 2176, an. 9 u HapembaTa 1Mo
1. 28T, aj. 6 oT 3aKoHa 3a 37paBeTO B CbOTBETCTBHE C M3UCKBAHUATA Ha TO3H 3aKOH B CPOK JI0 TPH Mecera OT
BJIM3aHETO B CHUJIA HAa TO3H 3aKOH.

§ 17. MuHUCTBPBT Ha 3JIpaBeola3BaHeTO NpuBexkaa HanmonamHara 3apaBHOMH(OPMAIMOHHA
cucteMa 1o 9. 281, ai. 1 oT 3akoHa 3a 3ApaBeTO B CHOTBETCTBHE C M3UCKBAHMSTA HAa TO3W 3aKOH B CPOK 10 6
Mecela OT BIM3aHeTO B CHJIa HA TO3H 3aKOH.

§ 18. UsnenHurenHuAT aupekTop Ha M3mbiaHWTENHAaTa areHUus IO JIEKapcTBaTa IMpHUBEXAa
CHenraaTn3upanara eIeKTpoHHa cucTema 1mo wi. 2176, an. 1 B chOTBETCTBHE C M3UCKBAHMATA HAa TO3HM 3aKOH U
Ha 3aKoHa 3a eNIEKTPOHHOTO YIPaBJICHHUE B CPOK J0 6 Mecela OT BIU3aHETO B CHJIa Ha TO3H 3aKOH.

§ 19. Ilpencenarenst Ha HanuoHamHus ChBET MO LEHH W penMOypcHpaHe Ha JIEKapCTBEHHTE
MNPOAYKTU MPUBEXKAA PETUCThpa MO Wi. 259, an. 2, T. 4 B CbOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK
70 6 Mecela OT BIM3aHETO B CHUJIa HA TO3H 3aKOH.

§ 20. YnpaButensaT Ha HanmoHanHaTa 3paBHOOCUTYPHTENHA Kaca MPUBEX1a HH()opMaIimoHHATa
cucTteMa 1o 4wi. 63, an. 1 ot 3akoHa 3a 3ApaBHOTO OCUTYPSIBAHE B ChOTBETCTBHE C M3UCKBAHUATA HA TO3U 3aKOH
B CPOK J10 6 Mecelia OT BIIM3aHETO B CHIIA HA TO3W 3aKOH.

§ 21. B 6-meceueH CpoKk OT BIM3aHETO B CHWJIAa Ha TO3U 3aKOH MUHHCTEPCTBOTO Ha
3/lpaBeorna3BaHeTo, M3mbpnHWUTENHAaTa areHIus IO JeKapcTBaTa, HalMOHaMHHUAT CBBET IO LEHH U
peuMmOypcrpaHe Ha JIEKapCTBEHHTE MPOMYKTH, HarmoHamHaTa 3IpaBHOOCHTYpHUTENHa Kaca, beiarapckara
OpraHm3anys 3a Bepu(UKaIUsd Ha JIEKapcTBaTa, MPUTEKATENNTE Ha paspelleHue 3a ThPTOBUS Ha €Ipo C
JIEKapCTBEHU MPOAYKTH, PUTEKATEIUTE HA pa3pelIeHe 3a THPTOBHsI Ha IpeOHO ¢ JEKapCTBEHU MPOIYKTH,
JieueOHUTE 3aBeleHus 1o wi. 222, an. 4, 1. 1 u 2, neHTpoBeTe U Xocnucure mo wi. 222, an. 4, 1.3 u 4 u
nedeOHUTE 3aBeleHus Mo wi. 222, an. 6 OCHUTypsSBaT OIlEpaTHBHATA CHBMECTUMOCT M CBBHP3aHOCTTa 3a
ABTOMAaTU3MpPaH OOMEH Ha JaHHHW B MAIIMHHO Y4eTHM (DOpPMAT B pEasiHO BpeMe 10 4. 272B.

§ 23. 3akoHBT BIIM3a B CHJIa OT JeHs Ha OOHapoABaHETO My B "JbpaBeH BECTHUK', C H3KIIIOUEHHUE
Ha § 7 OTHOCHO Wi. 262, an. 20 u § 22, KOUTO BIU3aT B CUjla 6 Mecella cie/l BIM3aHEeTO B CHJIa Ha TO3M 3aKOH.
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