3AKOH 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJIULIUHA

B cuna om 13.04.2007 2.

O6wn. JIB. 6p.31 om 13 anpun 2007e., usm. JAB. 6p.19 om 22 ¢hespyapu 20082., uzm. /{B. 6p.65
om 22 wau 20082., uszm. JAB. 6p.71 om 12 aseycm 20082., uszm. /IB. 6p.10 om 6 gpespyapu 20092., usm. /[B.
op.23 om 27 mapm 2009e2., usm. /[B. 6p.41 om 2 wonu 20092., usm. /IB. 6p.88 om 6 noemspu 2009e., usm. /{B.
op.102 om 22 oexemspu 2009z., usm. J{B. 6p.59 om 31 roau 2010e., usm. /IB. 6p.98 om 14 oexemepu 2010e.,
usm. AB. 6p.9 om 28 anyapu 2011e., usm. /[B. op.12 om 8 gpespyapu 201 12., usm. [B. 6p.60 om 5 aseycm
2011z., usm. [{B. 6p.61 om 9 aseycm 201 12., usm. [[B. 6p.38 om 18 maii 20122., usm. u don. /[B. 6p.60 om 7
aszycm 20122., usm. u oon. /IB. op.102 om 21 oexemspu 2012e., uzm. /[B. 6p.15 om 15 ¢espyapu 201 3e.,
oon. /[B. op.1 om 3 sanyapu 2014e., usm. u don. /[B. op.18 om 4 mapm 2014e., usm. /[B. op.12 om 13
gespyapu 2015e., usm. u oon. /IB. 6p.48 om 27 wnu 2015e., uszm. /[B. 6p.43 om 7 wonu 2016e., uzm. /[B.
op.85 om 24 oxmomepu 2017e., don. /IB. 6p.103 om 28 oexemapu 2017e2., usm. u oon. /[B. 6p.84 om 12
oxmomepu 2018e., oon. /IB. 6p.91 om 2 noemspu 2018e., uzm. u oon. /{B. 6p.102 om 11 dexemspu 2018e.,
usm. /[B. 6p.17 om 26 gpespyapu 2019z., uzm. u oon. /B. 6p.64 om 13 aseycm 2019e2., usm. /[B. 6p.17 om 25
gespyapu 2020z., usm. JAB. 6p.52 om 9 wnu 20202., usm. u oon. /IB. 6p.67 om 28 ioau 2020e., uzm. u oon.
J[B. 6p.103 om 4 oexemspu 2020e., uszm. u oon. /[B. 6p.105 om 11 oexemepu 2020e.

[TpoexT: 602-01-67/27.07.2006 r.

I'naBa nbpBa.
ObIIA ITOJIOKXEHUSA

Pa3pea 1.
OO0 pasnopendoun

Y. 1. To3u 3aKkoH ypexaa ycloBusiTa U pesia 3a:

1. paspemaBaHe ynorpedara WM PETHCTpalUATa HAa TPOMHIUICHO TPOWU3BEICHH WU
NPOU3BEACHU [0 METOJ, BKJIIOYBAILl NMPOMHUIIJIEH IMPOLEC, JIEKAPCTBEHU MPOAYKTH, NpEAHA3HAYEHU 3a
XyMaHHAaTa MEJIUIINHA;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) paspemaBane Mpou3BOJCTBOTO U
BHOCA Ha JICKApCTBEHH MPOAYKTH;

2a. (moma - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mpou3BOACTBOTO, BHOCA H
THPrOBUsATA HA €/IpO C aKTHBHU BEILIECTBA;

3. paspemaBaHe ¥ IPOBEKAaHE HA KIIMHIUYHHI H3ITATBAHMS,

4. THpProBusiTa HA €APO U HA APEOHO C JIEKAPCTBEHU MPOAYKTH;

5. mapasiesieH BHOC Ha JICKapCTBEHH MPOAYKTH;

Sa. (moBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mocpeaHndecTBO B 001acTTa HA
JIEKapCTBEHUTE MPOTYKTH;

56. (noBa - /JIB, 6p. 18 ot 2014 r.) u3HOC Ha JEeKapCTBEHU MPOAYKTH IO pelia Ha IJiaBa JAeBeTa
"6";

6. pexiiaMata Ha JIEKapCTBEHH MPOTYKTH;

7. mpocnesBaHe 6€30MacHOCTTa Ha MyCHATUTE Ha Ma3apa JIEKapCTBEHH MPOTyKTH;

8. KacuuKanmiTa 32 HAYMHA Ha MPEIMTICBAHE U OTITyCKaHE Ha JIEKAPCTBEHUTE MPOAYKTH;

9. KOHTpOJa Ha MPOU3BOJCTBOTO U BHOCA, HA THPrOBUATA HA AP0 U ApeOHO, MPOBEXKIAHETO HA



KJIMHUYHYU M3MATBAHUS, HA peKjamMara U Ha CUCTeMaTa 3a MpocieasBaHe 0€30MacHOCTTa Ha MyCHATHTE Ha
na3apa JIEKapCTBEHHU MPOTYKTH;

10. neHooOpa3yBaHEeTO Ha JEKApCTBEHUTE MPOIYKTH;

11. u3roTBsIHETO HA NO3UTUBEH JIEKAPCTBEH CIIUCHK;

12. (noBa - JIB, 6p. 67 ot 2020 r.) mpocneasBaHe Ha edekTa OT Tepamusita C JIEKAPCTBEHU
TIPOIYKTH.

Un. 2. To3u 3aKOH MMa 3a IEJN Ja Ch3/AaJe YCIOBHs, KOUTO OCUTYpsIBaT IIyCKaHe Ha Mas3apa Ha
JIEKapCTBEHH MPOYKTH, KOUTO OTTOBApST HAa U3UCKBAHUITA 32 KaueCTBO, 0€30MacCHOCT U e(pUKaCHOCT.

Un. 3. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) JlekapcTBeH NPOAYKT B
XyMaHHaTa MEIUIIMHA €:

1. BCSIKO BEIIECTBO MJIM KOMOWHAIMS OT BEILIECTBA, MPEJICTABEHN KaTO MPHUTEKABAIIN CBOWCTBA
3a JIeYeHHe WM NpodUIakTUKa Ha 3a00JIBaHuUs NIPU XOpa, WK

2. BCSKO BEUIECTBO WMJIM KOMOMHAIMS OT BELIECTBA, KOUTO MOrar Aa ObJaT M3IMOJ3BaHU HIIU
MpUJIaraHyu Ha Xopa ¢ 1eJl:

a) BB3CTAHOBSIBAaHE, KOPUTHpAaHE WM MpoMsiHAa Ha (U3MOJOTUYHM (DyHKIMH upe3
(hapMakoJIIOTUYHO, UMYHOJIOTUYIHO WM METaOOJIUTHO IEHCTBHE, HITH

0) mocTaBsiHe Ha MEUIIMHCKA AUArHo3a.

(2) BemecTBo € Besika MaTepusi, YMHTO MIPOU3XOT MOXKE Ja ObJIe:

1. yoBemkH (YOBELIKA KPbB, YOBEIIKU KPBbBHU POAYKTH U APYTH);

2. KMBOTHHCKH (MUKPOOPTaHU3MH, )KMBOTHHCKH OPT'aHHU, €KCTPAKTH, CEKPETH, TOKCUHHU, KPBBHU
MPOAYKTH U JPYTH);

3. pactuTreneH (MHUKpOOPTaHM3MHM, PACTEHHs, YaCTH OT pPACTEHMs, PACTUTEIHU EKCTPAKTH,
CEKpETH U APYTH);

4. XUMHUYeCKH (€JIEMEHTH, NPUPOJIHU XUMHUHU MaTEpUald, CHHTETUYHHU WIHM MOJYCUHTETUYHU
BEILIECTBA U JIPYTH).

Y. 4. Korato enuH NpoAyKT OTroBaps €IHOBPEMEHHO Ha XapaKTEPUCTUKUTE Ha JIEKApCTBEH
IIPOIYKT M HA IPOIYKT, YPEJEH C APYT 3aKOH, CE NpUiIaraT N3MCKBaHUATA HA TO3H 3aKOH.

Ui 5. JlekapcTBEHUTE MPOAYKTHU C€ KJIACH(DUIIUPAT CHIVIACHO aHATOMO-TEPANICBTHYHO-XUMUYHA
Kiacudukanus B CbOTBETCTBHUE ¢ M3UCKBaHUsATa Ha CBeToBHaTa 37paBHa opranuzamus (C30).

Un. 6. To3u 3aKOH HE ce mpuiiara 3a:

1. XepMeTH4eCKH 3aTBOPEHU PATUOHYKIIUIH;

2. KP5BB, IJ1Ia3Ma UKW KPBBHU KIICTKU OT YOBCIIKH IIPOU3XO0MA, C U3KIIIOUCHUEC HA IJIa3Ma, KOATO €
MOJTy4eHa M0 METO/I, BKIIOYBAII TPOMHUIIUIEH MPOLIEC.

Y. 7. (1) Pa3pemaBaT ce mpou3BOJICTBOTO, BHOCHT, THPTrOBUATA HA €APO U ApeOHO, peKiiaMara u
JIeYeHHUEeTO, MpOo(UIaKTUKATA M JUATHOCTHKATa CaMO C JIGKAPCTBEHU MPOIYKTH, KOUTO Ca TOIYUYWIH
paszpellieHue 3a yrnorpeda 1o peaa Ha:

1. TO3M 3aKOH, UIU

2. Permament (EO) Ne 726/2004 na EBponeiickus mapiament u ChBerta.

(2) 3abpansBaT ce BHOCBHT, THPrOBHTA, JIECYCHHETO, MpOodUIAKTUKATa M AMATHOCTHUKATA C



JIEKapCTBEHH MPOYKTH C U3TEKBI CPOK Ha TOTHOCT.

(3) IlpurexxaBaHeTo Ha paspeliecHHUE WU YIOCTOBEpEHHE 3a YIOTpeda, MpPOW3BOJICTBO M
KIMHUYHA M3MUTBAHMS HA JIEKAPCTBEHU MPOAYKTH, U3JAJCHH MO pella Ha TO3U 3aKOH, HE € OCHOBaHUE 3a
0CBOOOXKJaBaHE OT OTTOBOPHOCT CHIVIACHO JCHCTBAIIOTO 3aKOHOIATEIICTBO.

Ui 8. He ce n3nckBa paspenieHne 3a ynorpeda 1o pesia Ha TO3M 3aKOH 3a:

1. TekapcTBEH MPOIYKT, IPUTOTBEH 110 MarkucTpajiHa pelenTypa B anTeka;

2. IeKapCTBEH MPOAYKT, IPUTOTBEH 10 (papMaKoIeifHa perenTypa B anTeka,

3. MEXAMHHU NPOJYKTH, MPEIHA3HAUYEHHU 3a MIPOU3BOJACTBEHA 00pabOTKa OT JIMLE, MOJYYUIIO
paspelleHue 3a IPOU3BOACTBO IO PEA HA TO3H 3aKOH;

4. aKTMBHM U IOMOIIHH BEILIECTBA;

5. lekapcTBEHU NMPOJYKTH B MPOLIEC HA pa3pabOTBaHE /WM U3IUTBAHE;

6. IeKapCTBEHU NPOAYKTH, IPETHA3HAYEHU 3a U3HOC;

7. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - /IB, 6p. 102 ot 2012 1., B cuna
or 21.12.2012 r.) nekapcTBEH NPOAYKT 32 MOJIEPHA TEPAINHUs, KOUTO CE U3rOTBS 32 KOHKPETEH MALMEHT I10
MHAMBUAYAIHO JIEKAPCKO IMpeAnucaHue choOpa3zHo crenu(UYHN CTAaHAAPTH 3a KauecTBO W CE Mpujara B
JeueOHO 3aBe/ieHNe Ha U3KITI0UUTeNHaTa IpodecHOHaTHa OTTOBOPHOCT Ha JIeKaps.

Y. 8a. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIpu npou3BOACTBOTO Ha
JIEKapCTBCHH TMPOIYKTH, MPEIHA3HAUYECHU CIWHCTBEHO 3a HM3HOC, HA MEXIWHHH MPOIYKTH, aKTHUBHH
BEIIECTBA M HA TIOMOIIHH BEIIECTBA CE NPUJIaraT ChOTBETHUTE pa3opeI0N Ha TiiaBa MeTa.

UYn. 9. (1) JleueHue Ha KOHKPETEH MALMEHT MOXKeE Ja ce Mpuiiara ¢ JeKapcTBeH MPOAYKT, KOUTO
HE € pa3pellIeH 10 pelia Ha TJ1aBa TpeTa, 10 ClielralHa MOpbhyUKa Ha JIeueOHO 3aBeieHue 3a OOJTHIYHA TOMOII
IIPY YCIIOBUS U 1O PEJl, ONPENETICHH ¢ Hape10a Ha MUHUCTbpa Ha 3/1paBeoIa3BaHETO.

(2) PpkoBOAMTENAT HA JIEUEOHOTO 3aBEJCHUE HOCH OTTOBOPHOCT 3a MPHJIAraHeTO Ha JICUEHHETO
o an. 1.

(3) (Hosa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Jledenuero ¢ nekapcTBeH MPOIYKT
3a cheTpanatenna ynorpeda coriacHo wi. 83 ot Pernmament (EO) Ne 726/2004 na EBpornelickus mapiamMeHT
1 Ha CbBeTa ce U3BbPILBA [IPH YCIOBUSA U IO PeJl, ONIPEAEICHH ¢ HapenoarTa o ai. 1.

Ui, 10. (1) MuUHHMCTBPBT Ha 3/4paBEONA3BAHETO IO MOTHUBHMPAHO IPENJIOKEHUE Ha TJIABHUS
IbP>KaBEH 3/IpaBeH MHCIIEKTOp, ChIVIACYBAHO C M3IBIHUTEIHUS TUPEKTOp Ha V3mbIHUTENHATA areHLus 110
nexapctBata (AJI), Moke cbe 3amoBe] /1a pa3pellu JICYSHUE 3a OIPEeNieH CPOK C JEKApCTBEH MPOAYKT,
KOMTO HE € pa3pelleH M0 peja Ha IJlaBa TpeTa, KoraTo B cTpaHaTa MMa OOsIBEHa €MHUIeMUsi, MPUYHMHEHA OT
NaTOreHHU MUKPOOPTraHU3MHM WJIM TOKCUHH, UM UMa MPEAINoaraéMo Wid NOTBBPJCHO pa3lpoCTpaHEeHUE Ha
XMMUYECKH areHTH WK AIpeHa paJnaiis 1 HMa MMOIXOISII pa3peleH 3a yrnoTpeda JeKapCTBeH MPOAYKT.

(2) B caywyaure mo an. 1 mputexaTenuTe Ha paspellieHHe 3a ynoTpeda, MPOU3BOJUTEINTE U
MEIUIUHCKUTE CHEIHMAINCTH HEe HOCAT TPa)KIaHCKAa WM aJMUHUCTPAaTHMBHOHAKa3aTeIHAa OTTOBOPHOCT 3a
NOCJIEJICTBUATAa IIPU YNoTpeOa Ha HEepas3pellleHO NMOKa3aHHWE Ha JIEKapCTBEH NMPOAYKT WM Ha JIEKapCTBEH
MPOAYKT, KOWTO HE € pa3pellieH 10 pejia Ha IJlaBa TpeTa.

(3) Pasnopenbara Ha an. 2 He U3KIIOYBA OTTOBOPHOCTTA 3a JIE(DEKTHU CTOKU CHIIIACHO 3aKOHA
3a 3allMTa Ha NOTPEeOUTEIHUTE.

Y. 11. (1) MuHUCTBPBT Ha 3ApaBeola3BaHETO MOXKE IO MPHUYMHHU, CBBP3aHM ChC 3aIlUTa
3/IpaBETO HA HACEJIEHHUETO, ChC 3aMOBE]l Ja pa3nopeu Ha U3MbIHUTEIHUS AupekTop Ha MAJT na pa3pemu 3a



ynoTtpeba JIeKapcTBEH MPOJYKT, KOHTO HE € paspemieH 3a ynorpeba Ha TepuTopuara Ha PemyOnmka
bearapus u 3a KOMTO HAMa MOAAJEHO 3asBJICHUE 33 U3JABaHE Ha Pa3pelIeHUe, HO € pa3pelleH B Apyra
IbprKaBa YICHKA.

(2) B cinydaure no an. 1 u3nbiaHuTeNHUAT qupektop Ha WAJI unu ymbiHOMOILEHO OT HEro
JMLe:

1. nadopMupa mpuTeKaTeNs Ha pa3pelIeHHEeTO 3a ynorpeda Ha JIEKapCTBEHHUS MPOAYKT 3a
3all0YBaHe Ha MpoLeaypa M0 pa3pelIaBaHeTo Ha MPOAYKTa 3a yrnorpeoda;

2. BIMCBA KAaTO MPUTEXKATEN B U343I€HOTO pa3pelIeHNe JIULETO 1O T. 1;

3. M3MCKBA OT PEryJaTOPHUS OPraH Ha JIbpXKaBaTa WICHKA, U3/jajla Pa3pelIeHueTo 3a ynorpeoa,
KOIHE OT OLIEHBYHUS JTOKJIAJ U KOIHE OT pa3pelIeHHeTo 3a ynoTpeoa.

(3) (Hom. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbaHuTeNHaTa areHIUs 1O
JIeKapcTBaTa € JUIbXHA J1a OCUTYPU ChOTBETCTBUE HA €TUKETA, JIMCTOBKATa 3a MaLMEHTa, KIacu(pUKaIMITA,
pekamara U MpocieAsiBaHETO Ha O€30MacHOCTTa Ha IyCHATHs Ha Ia3zapa JIEKapCTBEH MPOAYKT Mo ail. 1 c
M3UCKBAaHUATA Ha TO3M 3akoH. MH(popmamusra BbpXy ONAKOBKAaTa M B JIMCTOBKATAa Ha JIEKapCTBEHMS
IPOAYKT 1O ajl. 1 He € 3abJDKUTENHO J1a Ob/ie Ha OBJITapCKH €3HK.

(4) Usnpauutennusat nupektop Ha MAJI unpopmupa EBponeiickaTa KoMucusi 3a U3/1aJCHUTE
paspelieHus no an. 1, 3a UMETO W aJpeca Ha NpUTEXATels Ha Pa3spelIeHHETO, KaKTO M 3a Jarara Ha
IIPEKPATABAHE HA BAJIMIHOCTTA UM.

Un. 12. (1) Odpunuanna papmakones B PemyOnuka benrapus e EBponeiickata papmakomnes.

(2) Odumnmannara dapmakoress Moke 1aa ObAe JOMBJIBaHA C M3UCKBaHHWATA Ha bhiarapckara
bapmakores.

(3) MHUHUCTBPBT Ha 3/IpaBEONa3BAHETO OMPENENs ChC 3alOBE/ JaTUTE HA BIM3aHE B CHJIA HA
aKTyaJTHOTO M3JaHKe Ha opuiranHaTa papMakomnes ¥ Ha JOMbIHEHUATa KbM HETO.

(4) 3amoBenra mo ain. 3 ce oOHaponBa B "JIbpikaBeH BecTHUK" U ce IMyOIMKyBa Ha CTpaHUIATa Ha
HAJI B unTepHer.

Un. 13. (1) Monorpadpuure nHa EBpomeiickara (apmakomes ca 3aIbDKUTEIIHA 32 BCHUYKH
BEIIECTBA, Mpenapatu U JIeKapcTBEHU (OPMHU, KOUTO Ce€ ChIBbp)KAT B Hed. B ciydaurte, 3a KOMTO HAMA
MoHorpadum B EBporelickara (apmakores, ce TpuiaraT W3WCKBAaHHITA HA aKTyaJIHUTE W3JaHHUS Ha
dapmaxonenute Ha abpkaBute wieHku, CAIL u fAnoHus, ako ca B ChOTBETCTBUE C OOIIMTE MpaBuja Ha
EBporeiickara dapmakories.

(2) Koraro cienmdukanusTa, Chabpskaiia ce B MoHorpadus Ha EBponeiickara ¢papmakonest uim
B JIpyra HaluWoHamtHa (apMakomes, € HeJIOCTaThyHa 3a OCHIypSBAHE KAdyeCTBOTO Ha BEIIECTBOTO WIIH
nekapctBeHara popma, MAJI Mmoxke ma m3ncka IOMBJIBaHE HA crienu(UKauiaTa OT 3asBUTEIS/ TIPUTEKATES
Ha pa3penieHneTo 3a yrnorpeoa.

I'naBa BTOpA.
OPI'AHU HA YIIPABJIEHUE U PUHAHCHUPAHE

Paznen 1.
Opranm Ha ynpasJjieHne

Un. 14. (1) JlekapcTBeHaTa MOJIMTHKA € YacT OT IbpXKaBHATa 37paBHA MOJIUTHKA B PemyOinka
Bbwirapus u ce ochIIecTBsIBa OT MUHUCTBPA Ha 31PaBEOIIa3BaHETO.



(2) MUHHCTBPBT Ha 3/1paBEONA3BAHETO:

1. e HanMOHAJIEH KOOPAMHATOP MO MPOOJIEMHUTE HA JIEKAPCTBEHUTE MPOIYKTH;

2. y4acTBa B MEXIYHApOJHU OPTaHU U OpraHU3aIUH, OCHIIECTBIBAIIN EHHOCTH B 00JIacTTa Ha
JIEKapCTBEHUTE MPOAYKTH;

3. (ot™m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., HoBa - /IB, Op. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) opranu3upa MpeaocTaBsHETO Ha IMyOauYHa WH(GOpMAIH Ha MAIIMEHTCKUTE OpTaHU3aINH
Y Ha OpPTraHM3aIlMUTE Ha MOTPEOUTETUTE OTHOCHO JIEHCTBUATA, MPEANPHETH cpelly daamupuImpaHeTo Ha
JIEKapCTBEHH MPOTYKTH;

4. OChIIIECTBABA APYTU JEUHOCTH, IOCOYEHHU B 3aKOH.

(3) (Ot™m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

Yn. 15. (1) Kem MuHHMCTBpa Ha 3/ApaBeona3BaHETO ce ch3faBa PapMakoneeH KOMHUTET KaTo
KOHCYJITAaTHBEH OpPraH 0 BBIIPOCUTE Ha JelcTBamaTa (hapmMakomnes.

(2) MUHHCTBPBT Ha 37[paBEOTNa3BAHETO MO MPEAJIOKEHUE HA U3MTBJIHUTETHUS TupekTop Ha MAJI
onpezens cbC 3anoBes cbcraBa Ha (dapmakomeHMs KOMHUTET MU HAa EKCHEPTHUTE IPyNH KbM HETO U
YTBBP:K/1aBa MPABWIHHUKA 33 JEHHOCTTA UM.

(3) Heitnoctra Ha PapMakoneHuss KOMUTET ce (puHaHCcHpa OT OropkeTa Ha MUHHCTEPCTBOTO
Ha 3/IpaBEOIa3BaHETO.

Un. 16. (1) (Jom. - JIB, 6p. 91 ot 2018 r., u3m. - JIB, 6p. 67 ot 2020 r.) KbM MuHHCTBHPA Ha
3/IpaBeola3BaHeTO ce cbh3laBa Bucm chBeT mo (dapmarusi, KOWTO BKJIOYBA METHMa IMPEICTaBUTEINH,
OTIpe/ieNiecHN OT MUHUCTBpA Ha 37paBeola3BaHeTo, MeTUMa MPEJCTaBUTENU Ha bhiarapckus dapmarieBTHUCH
ChIO3, €IWH TIpeACTaBUTEN Ha bbarapckara acomuanus Ha TTOMOIIHUK-(papMaleBTUTe, JIBaMa
npencraButenu Ha Harmumonamnata sapaBHoocuryputenHa kaca (H30K) u mo enuH mpeacraButen Ha
dapmaneBTHUHUTE PaKyITETH HA BUCIIUTE YIIIUIA. MUHUCTBPHT HA 3/IPABEOINAa3BAHETO € Tpe/IceIaTeN Ha
cbBeTa 03 MpaBo Ha riac.

(2) Bucmust cbBet no dapmanus € KOHCYJITaTUBEH OpraH, KOWTO 00CHk/Ia U JlaBa CTAHOBUIIA
1o:

1. OCHOBHUTE HACOKH U IPUOPUTETH B 001acTTa Ha papMarusTa;

2. eTUYHHU TTPOOJIeMHU Ha papMaIusTa;

3. IpOEKTH Ha HOPMATHUBHU aKTOBE, CBbP3aHU C (hapMaluaTa;

4. Hay4yHHUTE TIPUOPHUTETH B 00JacTTa Ha (hapMaIusiTa;

5. mporpaM 3a OpraHM3UpaHe Ha OOIIECTBEHM OOpa30BaTeNHW KaMIIaHWMM B 0OJjacTTa Ha
TIEKapCTBEHHUTE MIPOTYKTH.

(3) (Otm. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

(4) Opranuzanusara u JeiHOCTTa Ha Bucmusa cbBeT mo ¢dapmanus ce ypexxaar ¢ MPaBUIHUK,
W3/1aJIeH OT MUHUCTBPA Ha 3/IpaBEOIa3BaHETO MO MpeaIoKeHre Ha Bucius cpBeT o gapmarus.

Ui 17. (1) U3nbaHuTenHaTa areHuus 1o JeKapcTBara € Clieualu3upal opraH KbM MUHUCTbpA
Ha 3/IpaBeoIa3BaHETO 3a HAJ30p BbPXY KaueCTBOTO, 0€30I1aCHOCTTA U €()MKACHOCTTA Ha JIEKapCTBaTa.

(2) (M3m. - OB, 6p. 15 ot 2013 1., B cuma ot 01.01.2014 r.) M3nbaHuTenHaTa areHuus Mo
JIeKapcTBaTa € IOPUINYEcKO JIMIE Ha OI0/KeTHa U3JIpbiKKa cbe cepanuiie B rp. Copus KbM MUHUCTBbpPA HA
3/IpaBEONa3BaHETO.

(3) 3nbaHuTENnHATA areHIys 10 JIeKapcTBaTa c€ PbKOBOJAU M MPEACTaBIsABA OT U3IIBJIHUTEICH
IUPEKTOpP, KOMTO ce Ha3HayaBa 10 pea Ha 3aKOHA 3a aIMUHUCTpaLUATA.

(4) Crpykrypara, (QyHKUMUTE W OpranumsanmusTa Ha pabora Ha MAJl ce ompepenst B



YCTPOMCTBEH PABUWIHHK, TPUET OT MUHHUCTEPCKHS CHBET.

(5) U3mpaHuTeIHATA areHIusI 1O JeKapcTBaTa:

1. n3naBa paspenieHus 3a MPOU3BOACTBO Ha JIEKAPCTBEHU NIPOTYKTH;

2. u3naBa paspelieHus 3a ynorpeda U yIOCTOBEPEHHS 3a PETUCTpalMs Ha JIEKapCTBEHU
MIPOIYKTH;

3. (mom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) n3naBa pa3zpemieHus U y10CTOBEPEHUS
3a THPrOBHS HA PO C JEKAPCTBEHH MPOIYKTH;

4. u3naBa pa3peleHus 3a napajelieH BHOC Ha JIEKapCTBEHU POAYKTH;

5. (mm. - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) u3naBa, oTKa3Ba WM MPEKpaTsIBa
paspelieHns 3a ThProBys Ha IpeOHO C JIEKapCTBEHH MPOIAYKTH;

S5a. (noBa - /JIB, 6p. 102 ot 2012 r., B cuma or 21.12.2012 r.) BnucBa NpPOU3BOAUTEIUTE,
BHOCHUTEIIUTE U THPTOBIIUTE HA €IPO C aKTUBHU BEIIECTBA;

56. (noBa - /IB, O6p. 102 ot 2012 r., B cuna or 21.12.2012 r.) Boau perucTbp Ha JuLaTa,
OCBIIECTBSBAIIN TOCPETHIUUECTBO B 00JIaCTTa HA JIEKAPCTBEHUTE IPOAYKTH;

6. n31aBa pa3pelIeHMs] 3a IPOBEKIAHE Ha KIIMHUYHU U3IIUTBAHUS HA JIEKAPCTBEHU MPOAYKTHU;

7. W3BBpIIBA OLEHKAa Ha KayecTBOTO, e€(pHUKacHOCTTAa M O€30MacHOCTTAa Ha JIEKAPCTBEHUTE
IIPOAYKTH BbB BPb3Ka C Pa3peliaBaHeTO UM 3a yIoTpeda;

8. U37aBa pa3pelleHus 3a peKIaMa Ha JIEKapCTBEHU IPOAYKTHU;

9. ochlecTBsIBa KOHTPOJ BBPXY MPOU3BOACTBOTO, BHOCA, CbXPAHEHUETO, THPrOBUATA HA €IPO U
npeOHO, KTMHUYHUTE U3MUTBAaHUs, 0€30IIaCHOCTTa U peKiamaTa Ha JIeKapCTBEHUTE MPOTYKTH;

10. u3BBpIIBa TA0OPATOPEH aHAIN3 IPU ChMHEHHE 32 OTKJIIOHEHHE B Ka4eCTBOTO, €(pUKacHOCTTa
1 0e30MacHOCTTa Ha JIGKAPCTBEHUTE MPOAYKTHU U MpeapruemMa MpeIBUACHNUTE B 3aKOHA MEPKH;

10a. (HoBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ochbliecTBsiBa (PYHKIMUTE HA
KOMIIETEHTEH OpraH 3a MpoclesBaHe Ha JIeKapcTBeHaTa Oe30MacHOCT;

11. (m3m. - [IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) opranu3upa u moIbpxa CUCTEMA
3a MpocJjensBaHe Ha JieKapcTBeHaTa 0€30MacHOCT;

12. n3naBa ceprudukatu cpriaacHo ceprudukarnara cxema Ha C30;

12a. (HoBa - 1B, 6p. 18 ot 2014 r.) u3gaBa ceprudukaru 3a JJoopa qucTpudyTopcKa MpaKTUKa,

13. n3naBa ceprudukaru 3a /Jo6pa npon3BOACTBEHA NPAKTHKA,;

14. (u3m. - JIB, 6p. 18 ot 2014 r.) KOHCY/NITHpa UHBECTULIMOHHUTE IIPOEKTHU 3a CTPOUTEIICTBO HA
HOBU W/WIIM TPEYCTPONCTBO Ha CHINECTBYBAIIM OOEKTH, CBBbP3aHU C MPOU3BOACTBOTO HA JIEKAPCTBEHU
IIPOJYKTH, B ChOTBETCTBUE C MpaBuiaTa Ha JloOpaTa Npon3BOACTBEHA [TPAKTHKA;

15. m3nbiHABa PYHKIMHUTE Ha KOOPIUHATOP M KOHCYJITATUBEH OpraH Mo MpoOjeMHTe, CBhP3aHu
C KauecTBOTO, €(PUKACHOCTTA M OE30MAaCHOCTTA Ha JIEKAPCTBEHUTE POIYKTH;

16. ocblecTBsIBa KOHCYJITAaHTCKA, HayyHa, MH(GOPMAllMOHHA U MU3/aTelcKa JEeHHOCT B 00acTTa
Ha JIEKApCTBEHUS CEKTOP;

17. xoopamHHpa W yd4acTBa B JEHHOCTH, CBBp3aHM C EBpormeiickata ¢(apmakones u ¢
paspaboTBaHeTo Ha bbirapckara dapmaxornes;

18. yuacTBa B JE€HHOCTH B 00JacTTa Ha JIEKapCTBEHHTE MPOAYKTH, CBBP3aHM C paboTara Ha
EBporneiickara areHuusi 1o JjekapcTBara, EBpomneickus AMpEKTOpaT MO KadyeCTBOTO Ha JieKapcTBaTa W
3/lpaBeola3BaHe, Ha MEXAyHapOAHU OpPraHu M OPraHU3alli{, KaKTO U C U3I'BJIHEHUETO HA MEXIyHapOJHU
J0TOBOPH, 110 Kouto Peny6nuka buirapus e ctpana;

18a. (moBa - /JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) yyacTBa B MEXIyHapoaHaTa
XapMOHM3alMsl M CTaHJApTHU3allMsg Ha TEXHUYECKUTE MEPKH, OTHACSIIM C€ J0 IPOCIEAIBaHETO Ha
JIeKapcTBeHaTa 0e30MacHOCT, [0/ KoopaAuHalusITa Ha EBponeiickaTa areHius no jgekapcrnara;

186. (noBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) ch3aBa ¥ MOAABPKA HAITMOHATICH
MHTEPHET MOpTaJl 3a JeKapCTBEHU MPOIYKTH;

19. ochiecTBsABa Ipyru JEHHOCTH, IOCOYEHU B 3aKOH.



(6) (M3m. - IB, 6p. 98 ot 2010 r., B cunma ot 01.01.2011 r., u3m. - IB, 6p. 67 or 2020 r.)
W3mpiiHuTEeNTHATa areHnus IO JIeKapcTBaTa KOOPAMHUpPA NEHHOCTHTE B OOJIACTTa HAa KOHTPOJIA BBPXY
JIEKapCTBEHHUTE MPOAYKTH CHbBMECTHO C PETHOHATHUTE 3/paBHU HHcnekimu (P3).

(7) (Homa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbIHEHHETO HA MEPKUTE 1O
TO3W 3aKOH, CBBP3aHM C IMPEIOTBPATSIBAHE HA HABJIM3aHETO W PA3MPOCTPAHECHUETO Ha (anmmduIupaHu
JIEKapCTBEHH MPOJYKTH, CE€ OCBIIECTBSIBA B CHTPYIHUYECTBO Mexk 1y MAJl 1 MUTHUYECKUTE OpraHu.

(8) (Homa - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) U3nbiHUTETHATA areHIUS IO
JIeKapcTBaTa MOXKE Ja U3BBPIIIBA CHBMECTHU MPOBEpKU ¢ HanmoHamHaTa areHIus 3a MPUXOIUTe, ATCHIIUS
"MutHuun", HanuoHanHata 3ApaBHOOCUTYpPUTENIHA Kaca, MHWHHCTEPCTBOTO Ha 3[paBEOIAa3BaHETO U
Harnmonanuust ¢chBeT Mo LIEHW W peUMOYpCUpaHe Ha JIEKApPCTBEHUTE MPOIYKTH MPH OCHIIECTBSIBAHE Ha
cBonTe (DYHKIIMU B 001aCTTa HA KOHTPOJIA BHPXY JICKAPCTBEHUTE TIPOIYKTH.

Un. 17a. (Hos - IB, 6p. 60 ot 2011 r., B cuna or 05.08.2011 r.) Pernonanuure 3apaBHU
MHCIICKINY M3/1aBaT yI0OCTOBEPEHHS 32 PErUCTpanys Ha IPOTepHH.

Y. 176. (Hos - JIB, Op. 18 ot 2014 r.) (1) (MU3m. u mom. - IB, Op. 67 ot 2020 r.) KM
m3nbIHUTENHUS Tupektop Ha MAJI ce cp3naBa ExcriepreH ChbBET MO ThProBUs Ha APEOHO C JEKapCTBEHH
NPOAYKTH, KONTO BKJIIOYBA TpUMa IMpeacTaBuTend Ha bbarapckus ¢apmaneBTHUEH CbIO3, €AMH
npejcTaBuTeN Ha bearapckata acomuanuss Ha MOMOUIHHK-(GapMaleBTUTE, MO €AWH IPeJCTaBUTEN Ha
¢dapmaneBTHUHUTE (DaKyJITETH HAa BHCUIMTE y4WIMIIa U yeTupuma npeacraButenn Ha MAJL. CbcraBbT Ha
ChBETa Ce€ OIpe/eNsi ChC 3aloBel Ha U3MbIHUTETHUS nupektop Ha WAJI, chrimacyBaHa ¢ MHUHHCThpa Ha
3/IpaBeoIa3BaHEeTo.

(2) CbBeTbT 110 aj1. 1 € KOHCYJITaTUBHO 3BE€HO, KOETO:

1. n3rotBsa cranoBuia no nogaaeHute B MAJI 3asBnenus u qokymeHTd no wi. 228, an. 1 u 5,
KOWTO MPEJICTABS HA U3ITBJIHUTEIHUS AUpekTop Ha MAJI;

2. mpaBU MOTHUBHPAHU MPEUIOKEHHS 10 MUHUCThPA Ha 3ApaBE0Na3BaHETO Ype3 U3IIbIHUTEITHU
mupextop Ha MAJI 3a mogoOpsiBaHe Ha 1OCThIIA HA HACEIEHUETO /10 JICKAPCTBEHH MPOAYKTH.

(3) Opranmzanusita ¥ AEHMHOCTTa HAa E€KCHEPTHHUS CHBET MO aj. 1 ce ypexaar ¢ MpaBUIHUK,
U3JaJ€H OT U3NbJIHUTENHNA qupekTop Ha MAJI o npeaiokeHne Ha ChbBeTa.

(4) UneHoBeTe Ha €KCIEPTHUS CHBET MO al. | He MOJy4yaBaT Bb3HArPaXKICHUS 3a y4yacTHE B
3aceaHus Ha ChBETA.

(5) 3a cBosiTa 1EHHOCT EKCIIEPTHUST CHBET MO ajl. 1 c€ OTYUTA €XEroAHO IpPe]l MUHUCTHpa Ha
3/IpaBeoIa3BaHeTo.

Yn. 178. (Hos - 1B, 6p. 18 or 2014 r.) He Morar ga 6b1aT 4ieHOBE Ha €KCIIEPTHUS CHBET MO YJI.
1706, an. 1 nuia, KOUTO ca:

1. coOCTBEHMIIM, YIEHOBE HAa YIIPABUTEIHNU U KOHTPOJIHU OPraHu Ha ThPTOBCKU JIPY>KECTBA WU
€HOJMYHU THProBUM C IMpeIMEeT Ha JEHHOCT MPOM3BOJACTBO, BHOC, THProOBHsS Ha €IpO WM ApPeOHO ¢
JIEKapCTBEHU NPOTYKTH;

2. ChIAPYKHULMU WM aKIMOHEpH, KOUTO IIPUTEKABAT HAJl 5 Ha CTO OT KaluTaja Ha ThPrOBCKU
JpYy’KeCTBa € MpEeAMET Ha JEHHOCT MPOU3BOJICTBO, BHOC, THPrOBUS Ha €IpO HIU JIpeOHO C JIeKapCTBEHH
MPOJYKTH UM pabOTAT Ha TPYJIOB JI0TOBOP B TE3U APYKECTBA.

Paznea II.
Perucrpu



Ui 18. (Otw™. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

Yn. 19. (1) U3nenauTenHaTa areHIys 1o JIeKapcTBaTa oA bp/Ka U BOJIU PETUCTPU Ha:

1. (u3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) npon3BOAUTEIUTE U BHOCUTEINTE HA
JIEKapCTBEHH MPOAYKTH Ha Teputopusara Ha PemybOnuka bearapus u Ha kBanudunupanure auma mno 4i. 148,
T.2unowr 161, an. 2, 1. 1;

2. (m3m. - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) Npon3BOAUTETUTE, BHOCUTEIIUTE U
THPrOBLUTE HA €JIPO C aKTUBHU BEILIECTBA;

3. (mom. - JIB, Op. 67 ot 2020 r.) pa3pemeHnure 3a ynorpeda U perucTpUpaHUTe JIEKAPCTBEHU
MPOAYKTH Ha TeputopusaTa Ha PemyOnuka bearapus m paspemieHure 3a ynorpeba Mo IEHTpaiu3upaHa
mporieypa JiekapcTBeHH MpoayKTu 1o pena Ha Permament (EO) Ne 726/2004 na EBponeiickust mapiaMeHT U
Ha CbBeTa;

4. THPrOBIUTE HA €O C JIEKAPCTBEHU MPOIYKTH Ha TepUTOpusATa Ha PemmyOnuka bearapus;

4a. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mocpeaHuiute B o0iacTra Ha
JIEKapCTBEHUTE MPOYKTH;

5. (m3m. - ]IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) u3ganeHure pa3peuieHust 3a TbproBus
Ha JIpeOHO C JIEKapCTBEHH MPOAYKTH;

6. pa3peneHnTe KIMHUYHA U3MUTBAHUS;

7. 3MaICHUTE pa3pelieHs 3a mapaneieH BHOC.

8. (noBa - [IB, 6p. 18 oT 2014 1., oT™. - IB, Op. 84 o1 2018 1., B cuma ot 12.10.2018 1.)

(2) (U3m. - ]IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) JlaHHUTE OT perucTpure 1o ai. 1, T.
1 - 7 ce myOnukyBat B 14-1HEBEH CpOK OT M3/]aBaHE HAa ChOTBETHOTO pa3pelleHne Ha cTpaHunaTa Ha MAJL B
WHTEpHET.

(3) (HoBa - 1B, 6p. 67 ot 2020 1., oT™. - IB, Op. 103 o1 2020 1., B cuna ot 01.01.2021 1.)

(4) (Homa - JIB, 6p. 67 ot 2020 1., u3m. - 1B, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.)
VI3IbTHUTETHATA areHIHs 10 JIeKapCTBATa CBHP3BA HALMOHAIHMS HOMED 3a MACHTH(HKAIMS 1o wi. 2591,
an. 1 ¢ KoJa Ha MPOJAYKTa MO CMHCHIa Ha 4. 4, OykBa 0), monrouka i) oT [enerupan pernament (EC)
2016/161 na Komucusta ot 2 oktomBpu 2015 r. 3a gonbnBane Ha Jupextuna 2001/83/EO na EBpornelickus
napiaMeHT U Ha CbBeTa 4pe3 yCTaHOBSIBaHE Ha MOJPOOHM MpaBMia 3a IMOKa3zaTeauTe 3a 0e30MacHOCT,
MOCTAaBEHH BBPXY OIAKOBKAaTa Ha JICKAPCTBEHUTE MPOAYKTH 3a XymaHHa ymorpeba (OB, L 32/1 ot 9
deBpyapu 2016 1.), HapuyaH mo-Hatarbk "Jlemermpan pernament (EC) 2016/161", 3a nexapcTBeHUTE
npoaykTH, onpenenenu B [enerupan pernament (EC) 2016/161, npenocraBen no wi. 68, an. 1, 1. 11 u .
217, 1. 6.

(5) (Homa - 1B, 6p. 67 ot 2020 r., oT™. - IB, 6p. 103 oT 2020 1., B cuna ot 01.01.2021 1.)

(6) (Homa - 1B, 6p. 67 ot 2020 r.) Peructpure no an. 1 moaaspkar ornepaTiBHa CbBMECTUMOCT
U aBTOMaTu3HupaH HUHTepdeiic, mpenocTaBsil HH(OpMaLKATa B MAIIMHHOYETUM (opMaT, Ype3 KOUTO MOXKE
na ObJaT U3MOJI3BAHU OT JAPYTH WH(POPMAIIMOHHHA CUCTEMHU.

(7) (Ilpegumaa am. 3 - JIB, 6p. 67 ot 2020 r.) M3mbaHuTenHaTa arcHIUS IO JieKapcTBaTa
MOJTbPIKa CUCTEMH 3a €JIEKTPOHEH OOMEH Ha JJaHHM C PeryJIaTOpHUTE OPTaHu Ha JPYTUTe IbpPKABU WICHKH,
EBporneiickara komucus u EBponelickaTa areHuus 1o JiekapcTpara.

Ui 19a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) CrorBeTHuTEe P3U BOAAT M
HOJABPKAT MyOIMYHU PETUCTPH 32 U3/IQJCHUTE OT TAX YJAOCTOBEPEHUS 3a PErUCTPALHsl HA IPOTepHH.

(2) B 7-mHeBeH CpOK OT M3/AaBaHETO Ha YJOCTOBEPEHHME 3a pErucTpanus Ha JAporepus
cpoTrBeTHaTa P3U n3npaima 1o MuHHCTEPCTBOTO HA 3paBeona3BaHeTo HHGOpMaLKs 3a U3AAACHUS aKT.

(3) MuHHCTEPCTBOTO Ha 3/paBEONa3BAHETO BOAU U IMOAIbP’KA HA MHTEPHET CTpaHUIATA CH
myOJIMYeH HallMOHAJIeH PErUCThp Ha U3Ja/ICHUTE YIOCTOBEPEHHUS 3a pETUCTpallysl Ha JpOorepusl.



Paznean III.
DuHaAHCUPaHe

Y. 20. (1) Heitnoctra Ha UAJI ce hunancupa oT OIOKETHH CPEICTBA U MPUXOIU OT COOCTBEHA
JEHUHOCT.

(2) (U3m. - IIB, 6p. 15 or 2013 r., B cmma ot 01.01.2014 r.) bromkeTHuTe Ccpencra ce
OCHTYpsIBAT OT CyOcuaus OT JbpKaBHHsS OIO/pkeT upe3 Oropketa Ha MHHHCTEPCTBOTO —HA
3[IpaBEOIa3BaHETO.

Un. 21. (1) M3nbaHuTeNnHATa areHIys MO JIeKapcTBaTa € aJMUHUCTPATOp Ha MPUXOAUTE OT
coOCTBEHa JIEHHOCT, KOUTO c€ OPMUPAT OT:

1. xuMuKO-(hapManeBTHYHU EKCIIEPTU3H;

2. 1a00paTOpHU aHAJIM3H U U3MUTBAHUS;

3. omeHKa Ha JOKyMEHTAIlUsl W M3/1aBaHE Ha pa3pelleHus, cepTU(UKaTH, yTOCTOBEPEHHS M
JPYTH TOKYMEHTH, TIOCOYSHH B TO3H 3aKOH;

4. olleHKa NpU NOJHOBSABaHE, MPOMsAHA M 3aJMyYaBaHe Ha pa3pelIeHHeTo 3a ymnorpeda u
YAOCTOBEPEHUE 32 PErUCTpALUs Ha JIEKAPCTBEH MPOIYKT;

5. moambpKaHE Ha pa3pelleHHsITa 3a ynoTpeda WM YyAOCTOBEPEHHUSTAa 3a PErucTpanus Ha
JIEKapCTBEH MPOIYKT;

6. 100U W UMYILIECTBEHU CAHKIMH, HAJOXXEHU C HaKa3aTeJIHW NOCTAHOBJICHHUS, U3JAJCHU 3a
HapyILEHHs 110 TO3U 3aKOH;

7. KOHCYNTaHTCKa, W3Jareicka M Hay4dHOU3CJIeAoBaTelcka JAeWHOCT B o0OyacTta Ha
JIEKapCTBEHHSI CEKTOD;

8. chrilacyBaHe Ha UHBECTUIIMOHHUTE MPOEKTH 33 CTPOUTEICTBO HA HOBU W/WIIN MPEYCTPOUCTBO
Ha CHIIECTBYBAIlM O0EKTH, CBBP3aHU C IPOU3BOJCTBOTO HA JIEKAPCTBEHU MPOIYKTH;

9. U3BBpIIBaHE HAa HMHCIEKUUH BHB BPB3KA C OICHKA 32 CHOTBETCTBHETO HA YCIIOBHUSATAa Ha
MIPOM3BOJICTBO C M3MCKBaHMATA HA JloOpaTa MPOM3BOICTBEHA MTPAKTHKA;

10. (moBa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) u3BbpIIBaHE HA WHCIEKIUU HA
pa3pelieHy 3a MPOBEkKAaHe KIMHUYHN U3 TBAHUS;

11. (moBa - JIB, Op. 84 ot 2018 1., B cunma ot 12.10.2018 r.) u3BbpHIBaHE Ha WHCIICKIIUH,
CBBp3aHM C u3/1aBaHe Ha cepTudukat 3a JloOpa mpou3BoACTBeHA MpakTHKa uiu 3a Jloopa auctpudyTopcka
MPAKTHKa M0 UCKaHE Ha MHCIIEKTUPAHOTO JIUIIE;

12. (mpenumrHa 1. 10 - /1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.) 1pyru U3TOYHUIIH.

(2) (U3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [Ipu ochiiecTBABaHE HA AEHHOCTUTE
mo an. 1, . 1 -5u7-11 UAJI cebupa Takcu B pa3mep, onpenesnceH B Tapuda, mpuera or MUHHCTEPCKUS
CBBET.

(3) (Homa - JIB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) B Tapudara no an. 2 ce onpenenst
MO-HUCKH ¥ PA3JIMYHHU 10 pa3Mep TaKCH 3a OCBIIECTBABAHE Ha MPOIEIYpPUTE 1O pa3pellaBaHe 3a ynorpeoa,
MIPOM3BOJICTBO U BHOC HA JIEKAPCTBEHU MPOIYKTH 32 MAJIKH U 33 CPEIHU IPEINPUITUS BbB (PapMalieBTUUHUS
CEKTOp 10 CMHUCHJIA HAa 3aKOHA 32 MAJIIKUTE U CPETHUTE PEATPHUATHS.

Y. 22. (1) ®dunancoBuTe cpeacTpa mo wi. 21 ce pa3xoaBar 3a:

1. konTponHara aeHocT Ha UAJI;

2. 3amaniaie Ha AedHocTd 1o wi. 21, an. 1, 1. 1 u 2, B ciiyyauTte, KOrato u3BbPIIBAHETO UM €
BB3110keHO 0T MAJI o 1oroBop Ha Ipyru Jaula;



3. (oM. - IB, 6p. 38 01 2012 1., B cuma ot 01.07.2012 1.)

4. ch3maBaHe, MOAAbPKAHE M BOJAEHE HA PErUCTpUTE Mo wi. 19, ain. 1;

5. moaabpkKaHe Ha CHUCTEMHU 3a €JEKTPOHEH OOMEH Ha JaHHU C PEryJaTOpPHUTE OpraHd Ha
JIPYTUTE IbpKaBU WICHKH, ¢ EBpornelickata komucus 1 ¢ EBporielickaTta areHuus 1o JeKapcTBara;

6. (mom. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) uadopmanrionHa u u3gaTencka
JEHHOCT, CBBpP3aHA C KadeCcTBOTO, €(EeKTHBHOCTTA W O€30MacHOCTTAa Ha JICKAPCTBEHUTE NPOAYKTH H
MpoCIIeIIBaHE HA JIEKApCTBEHATa 0€301aCHOCT;

7. (mom. - JIB, 6p. 84 ot 2018 1. (*)) oOe3neuaBane NEWHOCTTA HA CTICIIHATU3UPAHUTE KOMUCHH
mo ui. 47, an. 1 u 2, komucusara 1mo 4. 103, an. 1 1 Ha ceBera 1Mo wit. 251, an. 3;

8. (ot™. - IB, 6p. 38 o1 2012 1., B cuma ot 01.07.2012 1.)

9. ydacTus B MEKyHAPOIHU ¥ HAIIMOHATHU MEX Ty Ia00paTOPHU H3MTUTBAHMS;

10. (m3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., otm. - JIB, 6p. 38 ot 2012 ., B cuna
ot 01.07.2012 1.)

(2) (Hom. - 1B, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 ., u3Mm. u mom. - JIB, 6p. 12 ot 2011 1.,
B cuna ot 08.02.2011 r., uzm. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., m3m. - JIB, 6p. 102 ot 2012
r., B cma ot 21.12.2012 r., u3m. - JIB, Op. 84 ot 2018 r. (*)) ®unancoBute cpeactsa mo wi. 259, an. 5 ce
pa3xojBar 3a:

1. (otm. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

2. neitHocTy Ha PapMaKONEHHUS KOMUTET;

3. (m3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r., u3m. - [IB, 6p. 84 ot 2018 1. (*)) netfinoctn Ha Komucusita mo mpo3paqHocT.

4. (otm. - /IB, 6p. 38 o1 2012 1., B cuita ot 01.07.2012 1.)

5. (mom. - /1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 1., u3m. - JIB, 6p. 12 ot 2011 r., B cua
ot 08.02.2011 r., u3m. - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - [IB, 6p. 38 oT 2012 1., B cuiia
ot 01.07.2012 1.)

I'naBa Tpera.
IIYCKAHE HA ITA3APA HA JIEKAPCTBEHH TIPOAYKTHU

Pazpea 1.
O01M MOJI0KEeHU A

Y. 23. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [IpoMunuieHo npousBeacH
JIEKapCTBEH MPOIYKT WIH JIEKAPCTBEH MPOJIYKT, MOIYYEH MO METOJ, KOMTO BKIIFOUBA MPOMUIILICH MPOIIEC,
MO>Ke J1a ObJie IycHAT Ha Ma3apa caMo cJiejl [IoJIy4aBaHe Ha pa3pelleHue 3a yrnoTpeda Win ciell ojlydaBaHe
Ha YJOCTOBEPEHHUE 3a perucTpalus, u3ajgeHo Mo peaa Ha TO3M 3aKOoH wiH mo peaa Ha Permament (EO) Ne
726/2004 na EBpomneiickus mapiameHT U Ha ChBeTa, U NIPH cria3BaHe m3ucKkBaHusATa Ha Permament (EOQ) Ne
1901/2006 na EBpomnetickus napiameHT u Ha ChBeta oT 12 aexemBpu 2006 T. OTHOCHO JIEKApCTBEHHUTE
MPOAYKTH 3a TeauarpuuHa ymotpeba u 3a m3meHenue Ha Permament (EMO) Ne 1768/92, JlupextuBa
2001/20/EO, HupextuBa 2001/83/EO u Permament (EO) Ne 726/2004, napuuan no-uHaratbk "Pernament
(EO) Ne 1901/2006", u na Pernament (EO) Ne 1394/2007 na EBpomneiickus napnament u Ha CbBera oT 13
HoemBpHu 2007 T. OTHOCHO JIEKAPCTBEHHUTE MPOAYKTH 32 MOJEpPHA Tepanus U 3a u3MeHeHue Ha JlupexTuBa
2001/83/EO u na Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 nekemBpu 2007 t.).

(2) Paspemnienue 3a ymorpeba 1o CMUCHIA Ha aji. | ce M3UCKBA | 3a PaJUOHYKIIUICH TeHepaTop,
PaMOHYKIIUJIEH PEKYPCOP U 32 KUT.

(3) Bunosere nponenypu 1o cMuchbia Ha ai. 1 ca:



1. nenTpanusupana;

2. mpoueaypa 1o B3auMHO MpU3HaBaHE/ IeEeHTpaIN3upaHa;

3. HallMOHAJHA.

(4) (Homa - JIB, 6p. 71 ot 2008 r., B cma ot 12.08.2008 r.) Ha Tepuropusita Ha PenyOnuka
bearapus morat na ObaaT mMyckaHM Ha Ta3apa caMmo JIEKapCTBEHHM MPOAYKTH, YHMMTO MPHUTEKATEN Ha
paspelreHneTo 3a ynorpeda/yaoCTOBEpEeHHE 3a PETUCTpAllis € YCTaHOBEH Ha TEPHUTOPHUATAa HA JbpiKaBa
YJICHKA.

Ui 24. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) Pa3pemenue 3a ynorpeba He
ce M3UCKBA 3a paanodapMaleBTUIM, TPUTOTBEHN HEMOCPEICTBEHO MpeaH yroTpedaTa UM OT pa3pelieHu 3a
ynotpeba pajMOHYKIUIHU TE€HEpPaTOpH, PaJUOHYKIHWIHH NPEKypCOpPH MM KUTOBE B CHOTBETCTBUE C
yKa3aHUATa Ha IPOU3BOIUTENS UM.

(2) Hponykrture mo an. 1 ce NPUrOTBAT OT KBATU(PHUIMPAHU JHLA B JIAOOPATOPUHU WU
MHCTUTYTH, TIOJYYWJIM pa3pelieHre 3a U3BbPIIBAHE HA TakaBa JAEWHOCT MO peAa Ha 3akoHa 3a 0e30macHo
U3II0JI3BAHE Ha AJIpeHaTa EHEPrusl.

(3) ITlpurorBsiHeTO, WM3MOJ3BAHETO W TPUIATaHETO HA MPOAYKTHUTE MO al. | ce HW3BBpIIBa
CBIJIACHO MEIMLIMHCKHS CTaHAAPT M0 HyKJIeapHa MEIULMHA.

Un. 25. (1) Kpurepuure 3a ompenesnsiHe Ha JIKapCTBEH MPOAYKT, NMpeAHA3HAUYEH 3a JICUCHHUE,
npodMIaKTUKa WM JAUArHOCTHKA Ha peAKH 3aboisiBanus, ce ypexnar B Permament (EO) Nel41/2000 na
EBponeiickus napiament u CbBera.

(2) YcnoBusTa u penbT 3a U3/IaBaHE HA pa3pellieHre 3a yrnoTpeda Ha JIeKapCTBEHUTE MPOAYKTH
mo ait. 1 ce onmpenensar B Pernament (EO) Ne 726/2004 na EBpomneiickus napiameHnTt u CbBeTa.

. 26. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3zpemmenue 3a ynorpeda Ha
JIEKApCTBEH IMPOIYKT, YJIOCTOBEPEHHE 3a PETHCTpAllds HAa XOMEONaTHUYEH JIEKAPCTBEH MPOAYKT MO 4i. 35
WIM yJOCTOBEPEHHUE 3a PETUCTPALMS Ha TPAJAULMOHEH PACTUTEIEH JIEKapCTBEH NPOAYKT mo wi. 37 Ha
teputopusita Ha PenyOnuka bearapus ce nznasa ot usnbiaHuTenHus gupekrop Ha MAJI Ha ¢pusnuecko mwin
IOPUAMYECKO JINLE, KOETO € YCTAHOBEHO HAa TEPUTOPHUATA HA IbPKaBa WICHKA.

(2) Koraro numero no ain. 1 He € ycTaHOBEHO Ha TepuTopusara Ha PemyOmmka bwiarapus, To
onpenens CBOM NpeICTaBUTE.

(3) [purexarenar Ha pa3peUIeHUETO 3a yrnoTpeda HOCH OTTOBOPHOCT 3a IyCHAaTHTE Ha Iaszapa
JIeKapCcTBeHH NMpoAyKTU. ONpeaenssHeTO Ha JIMLE 10 ajl. 2 He 0CBOOOXAaBa MpUTEXKaTellsl Ha pa3pelIeHUeTo
3a ynorpeba OT OTTOBOPHOCT CHIIIACHO ACUCTBAIIOTO B PenyOmnrka bbiarapus 3akoHOIaTEICTBO.

Paznen 11.
N3uckBaHus KbM JOKYMEHTANMSATA 32 H31aBaHe HA pa3pelleHue 3a ynorpeda

Un. 27. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) 3a uznaBaHe Ha pa3perieHue
3a ynorpeba Ha JICKApCTBEH MPOMYKT JUIETO Mo wi. 26, an. 1 momaBa B MAJI 3asBnenue mo obpaser,
OpUIPYKEHO ¢ tocue BB Gpopmat "EnekTpoHeH 0011 TEXHUYECKH JJOKYMEHT", KOETO ChIbpiKa:

1. uMe u agpec Ha ynpaBIeHUE/TIOCTOSIHEH a/IpeC Ha 3asBUTEINS U Ha MPEACTaBUTENS 10 4. 26,
aJl. 2; KOraTo 3asBUTEIIAT € JIUIE, Pa3IMYHO OT MPOU3BOAUTEINS WK MPOU3BOJAUTEINTE - aJ[pec Ha OOEKTUTE
3a MIPOU3BO/ICTBO;

2. HaMMEHOBAaHME Ha JIEKAPCTBEHUS MPOAYKT;



3. AaHHU 32 Ka4eCTBEHUS M KOJMUYECTBEHHUS CHCTAB HA JIGKAPCTBEHUS MPOAYKT, KaTO Ce MOCOYBa
MEXIyHAapOAHOTO HEMaTeHTHO HauMEHOBaHue, mnpernopbuaHo oT C30, mpu HalMyhe Ha TaKoBa, WIH
CBHOTBETHOTO XUMHUECKO HAUMEHOBaHHE;

4. TepaneBTHYHH MTOKa3aHUsI, IPOTHBONIOKA3aHUS U HEXKEJIaHH JICKAPCTBCHH PEaKIINH;

5. (m3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mo3upoBka, jekapcTBeHa Gopma,
HAYMH Ha IPUJIOKEHUE U ITBT HA BBBEXKIAHE U MPEUIOKEH CPOK HA TOIHOCT;

6. mpeana3Hyu MEPKU U MEPKH 3a O€30MaCHOCT MPHU ChXpaHsABaHE HA MPOAYKTa, IPU MPUIAraHEeTO
My Ha MalUEeHTUTe M TNPH YHUIIO)KaBaHE Ha OTHAABIMTE OT MPOAYKTa, MPUIPYKEHH C YKa3aHUSA 3a
MOTEHLIMAJIHUTE PUCKOBE OT JIEKAPCTBEHUS MPOAYKT 3a OKOJIHATA Cpeia;

7. onmucaHue Ha HAYWHA Ha IPOU3BOJICTBO;

8. ommcaHue Ha KOHTPOJIHHUTE METOIU, U3IIOJI3BAHH OT IPOM3BOIUTEIIS;

8a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) aexnapanus, 4ye pe3yiaTaTuTe OT
onuta no wi. 160, an. 2, mpoBeneH OT NMPOU3BOAUTENSI HA JIEKAPCTBEHHS MPOIYKT, MOTBbP)KIABaT, uye
aKTUBHOTO BEIIECTBO € MPOM3BEJICHO B CHOTBETCTBHME C MPHUHIMINTE W pbKOBojAcTBaTa 3a JloOpa
MIPOM3BOJICTBEHA MIPAKTHKA; B ICKJIApaIUATA CEe IOCOYBA J]aTaTa, Ha KOATO € IPOBE/IEH OAUTHT;

9. OIlEHKAa Ha TOTCHIMAIHUS PHCK OT JICKAPCTBEHHS MPOMYKT 3a OKOJHATA Cpela 3a BCEKH
OTJIeJIEH CIy4ail U MEPKH, MPEIBUACHHU 32 OrPaHHUYaBAHETO MY;

10. pe3ynraru ot:

a) ¢papmaneBTHIHUTE ((PU3HKO-XUMHUYHU, OMOJIOTUYHU UM MUKPOOHOJIOTUYHY ) H3ITUTBAHMS;

0) npeAKIMHUYHUTE (TOKCUKOJIOTUYHU U (PapMaKOJIOTHYHH) U3MUTBAHNUS;

B) KJIMHUYHU U3MUTBAHUS;

11. nexnapamus, 4e NpH KIMHUYHUTE H3MUTBAaHUS, TNPOBEICHM W3BBbH TEPUTOPHATAa Ha
IbP)KaBUTE WICHKH, ca CIIa3eHH eTHYHUTE NPUHIHMIHK Ha JloOpaTa KIIMHIUYHA MTPaKTHKA,

12. (u3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) pe3tomMe Ha cucTemaTa 3a
npoclieAsiBaHe Ha JIeKapCTBeHaTa 0€30MacHOCT, KOETO BKIIIOYBA CIICTHUTE €IEMEHTH:

a) uMe Ha KBamduIupaHoro jguue mo wi. 191, aBroduorpadust - oOpazoBaHue, TPHUIOOUT
npodecroHalieH ONMUT B 00JIACTTa Ha MpOCIEAsBaHE Ha JIeKapCcTBeHaTa 0e30MacHOCT M KBanM(pUKanus 3a
M3ITBIIHEHHE Ha 3aIBIDKCHUSATA MY TI0 pe/ia Ha IJIaBa OCMa;

0) BCsiKa e/lHa IbpKaBa WICHKA, B KOATO KBATU(PHUIHUPAHOTO JIMIE U3ITBIHABA 33 bJDKEHUATA CH;

B) azpec, TenedoH, ¢akc, aipec Ha eICKTPOHHATA IOIa Ha JIeTo 1Mo Oyksa "a";

T) aJpec, Ha KOWTO Ce€ ChXpaHsIBa OCHOBHUST JOKYMEHT Ha CHUCTeMara 3a MpOoclie[siBaHe Ha
JeKapcTBeHaTa 0€30MacHOCT;

12a. (moBa - /IB, Op. 102 ot 2012 1., B cuma ot 21.12.2012 r.) neknaparisi OT 3asiBUTENS, 4e
pasnoJiara ¢ HeOOXOIMMUTE CPEJCTBA Ja U3ITBJIHABA 33AbDKCHHSTA TI0 TJIaBa OCMa;

13. (u3m. - JIB, Op. 102 ot 2012 r., B cria ot 21.12.2012 r.) miaH 3a ynpaBjieHHE Ha pUCKa C
OIMCaHME Ha cHCTeMaTa 3a YIPaBJICHHE HAa PUCKA, KOSTO 3asBUTEIIAT 1€ BbBE/E 32 CbOTBETHUS JIEKapCTBEH
MPOAYKT, 3a€THO C pE3IOME Ha TUIaHa;

14. kpaTka XapakTE€pUCTHUKa HA IPOAYKTa ChIVIACHO 4. 34;

15. MakeT Ha MbpPBUYHATA U BTOPUYHATA OMAKOBKA Ha MPOAYKTa U MPEJIOKEHHE 3a JIUCTOBKA B
CHOTBETCTBHUE C U3MCKBAHUATA Ha IJIaBa LIECTa;

16. xomue OT pa3pelIeHUeTo 3a MNPOM3BOJCTBO, H3IAJEHO OT peryJaTOpHUsS OpraH Ha
Ibp)KaBaTa, B KOSTO CE€ W3BBPIIBA MPOU3BOJICTBOTO, MpPHIAPYXKEHO CcbhC ceprudukar 3a JlobOpa
MPOU3BOJICTBEHA MpPAKTHKA WM CcepTU(UKAT, YyIOCTOBEpSABAIl, Y€ MPOU3BOIACTBOTO HAa JIEKAPCTBEHUS
MPOAYKT U Ha aKTUBHHUTE BEIIECTBA, BIM3AIIM B ChCTaBa MYy, € H3BBPIICHO B CHOTBETCTBHE ChC CTaHIAPTH,
Hal-MaJIko €eKBUBAJICHTHHU Ha cTaHAapTuTe Ha JloOpaTa mMpon3BOACTBEHA MTPAKTHKA;

17. xomme OT JOKYMEHT, C KONTO JIEKapCTBEHUST MNPOAYKT € OIpeleNieH 3a JIEYCHHUE,
npodWIaKTUKa WM JUArHOCTHKA Ha PEeAKH 3a00JsBaHHS, TPUAPYKEH C KOIMUE OT CTAHOBHUILNETO Ha
EBpomneiickata areHuus 1o JeKapcTBara;



18. KOmuUs OT BCHYKHU pa3peleHus 3a ynorpeda, u3aaieHu B Ipyra AbpikaBa 4ieHKa Wi B TpeTa
IbpKaBa, 3a JIEKapCTBEHU MMPOIYKT, 3a KOMTO ce HCKa pa3pelleHue 3a yrnoTpeoa;

18a. (noBa - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) xonue ot 00001IeHNE HA TaHHUTE
3a 0€30MaCHOCT, BKJIIOUUTEIHO JTaHHUTE, CHABPXKALIM CE€ B MNEPUOJAUYHUTE AKTyaIU3HpaHU JOKJIaaud 3a
0€30MacHOCT, U KOTaTO TaKMBa ca HAJIMIIE, ChOOIIEHHUATA 32 TIOJJO3UPAHU HEKETIaHH JIEKAPCTBEHHU PEaKIIUU;

19. cnuchbk Ha ABP)KABUTE WIEHKH, B KOUTO € M0/a/ICHO 3asBJICHHE 3a U3JaBaHE Ha Pa3pelICHUE
3a ynotpe0a Ha JIeKapCTBEH MPOAYKT;

20. (u3m. - IB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) KOMMe OT KpaTKaTa XapaKTepPUCTHKA
Ha NPOJAYKTa, MPEJIOKEeHa OT JIMLETO Mo 4i. 26, an. 1, win Komue OT KpaTKaTra XapaKTepHCTHKa Ha
MPOJYyKTa, OJO0OpeHa OT peryjaTopeH OpraH Ha JbpKaBa YICHKA/Ibp)KaBU UJICHKH, BeYEe U3JAIH
paszpeleHue 3a ynorpeoa;

21. xomue OT OTKa3a 3a M3/laBaHe Ha pa3pellieHue 3a ynorpeda B IbpkaBa 4iieHKa WM B TpeTa
IbpKaBa, MPUAPYKEHO C MOTUBU; HH(DOPMAIIHS 32 BPEMEHHO CIIHPAHE WX 3a MPEKpaTsIBaHe Ha IEHCTBUETO
Ha pa3pelIeHneTo 3a yrnoTpeoa;

22. komue OT TpeUIoKeHaTa IUCTOBKA 3a MAalMeHTa, NPUIPYXKEHO OT 0000meHue Ha
pe3ysTaTuTe OT OLIEHKAaTa Ha HUBOTO Ha pa30MpaeMOCT Ha ChABP)KAHUETO Ha JHMCTOBKAaTa OT M30paHa OT
3asBUTENs IIefieBa Tpyna OT MAIMEeHTH, WK KOMHE OT JIMCTOBKA, OJ0OpEeHa OT peryilaTopeH opraH Ha
IbpKaBa YiIeHKa, Beue U3/aJl pa3pelleHue 3a yrnorpeoa;

23. TOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpezeieH B Tapudara mo wi. 21, am. 2;

24. (aoBa - /IB, 6p. 71 ot 2008 1., B cua ot 26.07.2008 1.) moKyMeHTHTE 1O Wwi. 7 OT PermameHT
(EO) Ne 1901/2006.

(2) (Jom. - JIB, 6p. 18 ot 2014 r.) Jokymenture mo ai. 1, T. 18 u 18a mo oTHomieHUe Ha
JI'bP>KaBUTE YJIEHKHU, ChOTBETHO 110 T. 19, ce nmogasar camo B npoueaypure no pasaen VII.

(3) 3a paaMOHYKIMIHM TE€HEPATOpU KbM JaHHUTE MO an. | ce MpeACTaBIT MOMBIHUTEIHO
CIIETHUTE JOKYMEHTH:

1. onucanue Ha cucTemMara 3aeHo ¢ MOJPOOHO ONMUcaHhe Ha KOMIOHEHTUTE M, KOUTO MoraT Ja
MOBJIMSSIT HA ChCTABA WIIM HA KAYECTBOTO HA JBIIEPHUTE PATUOHYKITUIM;

2. KauecTBEHH U KOJMYECTBEHU OCOOCHOCTH Ha elyaTa Wiu cyOnumara.

(4) HdokyMeHTHTe M JaHHUTE OT (apMaleBTUUHUTE, NPECAKIUHUYHUTE W KIMHUYHUTE
M3IUTBAHMA CE MPUIPYKABAT C 000OIIEHH JOKIIAIN, H3TOTBEHN OT EKCIEPTH ¢ He0OX0IMMaTa TeXHUIECKa 1
npodecrnonanna kBanudukanus. KoM ngoknaaute ce mpuiara aBroOuorpaguyHa cripaBka Ha €KCIIEpTHUTE,
M3TOTBWIN JAOKJIAJA.

(5) Hocuero Ha JieKapCTBEHUS TPOYKT C€ TIPEICTaBs Ha OBATApCKH W/WIK HAa aHTJIMHCKU €3HK.

(6) (Hosa - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Cucremara 3a ymnpaBieHHUE Ha
pucka o an. 1, T. 13 TpsOBa ga e nmponopHHOHaIHA HAa UASHTUPHUIMPAHUTE U HA MOTCHLIUATHUTE PUCKOBE
OT JIEKapCTBEHMsI TMPOJYKT W Ha HEOOXOAMMOCTTa OT ChOMpaHe Ha JaHHU 3a 0E30MacHOCT OT
MMOCTMAPKETUHTOBH MTPOYYBAHHUS.

(7) (HoBa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) [IpuTtexkatenar Ha pa3penieHueTo
3a ynoTpeda akTyaqu3upa JaHHUTE OT JOCHETO 1o ail. 1. 3a BCska MpoMsiHa B JIOCHETO ce Ipuiiara peabT Ha
rjaBa TpeTa, paszzuen VI, korato e npuioxumo.

. 28. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) JIutero mo wi. 26, an. 1,
JOKOJIKOTO HE HapylllaBa IpaBaTa Ha HMHIYCTPUAIIHA M THPrOBCKa COOCTBEHOCT, He mpexactaBs B NMAJI
nanHute o wi. 27, an. 1, . 10, OykBu "0" u "B", ako MOXe Na JIOKaxke, Y€ JICKAPCTBEHUAT MPOAYKT,
MOCOYEH B 3asIBIICHUETO, € TeHEpPUUYEH Ha peepeHTEeH JIEKAPCTBEH MPOIYKT, KOMTO € pa3pelleH Win € Oui
paspeliieH 3a yrnotpeda B IbpikaBa WICHKA, PEIr He MO-MaJIKO OT 8 TOJIUHHU.

(2) IlpuTexarensT Ha pa3pelIeHUETO 3a YIoTpeda Ha FTeHepUYHHS MPOAYKT 1o ajl. 1 He Moxke Aa



ro MycHe Ha masapa, npeau aa u3tekar 10 roauHu OT Aarara Ha MBPBOTO paspelieHue 3a ynorpeda Ha
pedepeHTHHUS TeKapCTBEH MPOIYKT.

(3) JIunero mo uin. 26, an. 1 mpu crma3BaHe Ha ycioBuATa mo an. 1 u 2 moxe na moaanae B MAJI
3asBJICHUE 32 pa3pelieHHre 3a yrnoTpeba Ha TeHepuueH Ha pe(epeHTEeH JIEKapCTBEH MPOIYKT W KOraTo
pedepeHTHUAT TMPOAYKT HE € MMajl M3JaJIeHO pa3pelleHHe 3a ymnoTpeda Ha TepuTopusaTa Ha PemyOnuka
boarapus.

(4) B cayuyaute mo an. 3 mwmiero mo 4wi. 26, an. 1 mocouBa B 3asBieHHETO 1Mo wi. 27, aim. |
IbpKaBaTa YWICHKA, B KOATO peepeHTHUAT MPOAYKT € pa3pelieH Win € OWil pa3pelieH 3a ynorpeoa.

(5) B cayuautre mo an. 3 MAJI usnckBa OT peryiaTopHHs OpraH Ha IbpKaBaTa dJICHKa,
MOCOYCHA B 3asBICHUETO MO Wi. 27, an. 1, moTBbpxkAeHUE HAa UH(OpManUATa 1Mo an. 4, KOMUYECTBEHUS U
KaueCTBEHHS ChCTaB Ha pePepeHTHHsSI MPOAYKT M aKO € HEOOXOIUMO, TOTTBJIHUTEITHA JOKYMEHTAIHS.

(6) V3mpaHuTenHaTa areHUus MO JieKapcTBaTa MPENOCTaBs NMPU TMOWCKBAHE OT PEryjaTopeH
OpraH Ha JIbpKaBa WICHKA, B KOSATO € IMOJAJCHO 3asBICHUETO 3a IeHepHYeH Ha pedepeHTEH JICKapCTBEH
MPOJYKT, KOWTO € pa3pelieH uiu € Ouil paspelleH 3a ynorpeda Ha Teputopusta Ha PenyOnuka bbarapus,
HeoOxoaumaTa uH(OpMaIKs 1Mo ajl. 5 B CPOK J0 €AMH Mecell OT JaTara Ha MOMCKBAHE.

(7) deceTroaumHusT EPHo 1Mo aj. 2 MOXe Ja Ob/Ie YIBDKEH Hal-MHOTO C €IHA TOAMHA IO
MCKaHEe Ha MpUTEKaTeNsl Ha pa3pelieHneTo 3a ynorpeda Ha pedepeHTHHS JIEKapCTBEH MPOIYKT, aKo IMpe3
IBPBUTE 8 TOMWHU OT W3JaBaHE HAa PAa3pEIICHUETO 3a ymoTpeda Ha peepeHTHUs JECKAPCTBEH MPOIYKT
MPUTEXKATENAT My TOJYYH 3a ChUIUS MPOAYKT pa3peliecHHe 3a HOBO TEpPaneBTUYHO MOKa3aHUE, YUUTO
3HAYUTEIIHN KIMHUYHU PEIUMCTBA TPe]] ChIIECCTBYBAIIUTE JIEYeOHN BH3MOKHOCTH ¢a HAyYHO 0OOCHOBAHH.

(8) (Hosa - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Koraro 3a jiekapcTBEH MPOIYKT €
M3JIaZICHO TbPBOHAUYATHO pa3pelieHre 3a ynorpeba B CHOTBETCTBHE ¢ Wi. 23, 3a BCAKa MPOMSIHA B
KOJIMYECTBOTO HAa aKTUBHOTO BEIIECTBO, B JIKapCTBEHATa (hopma, B KOJUYECTBOTO B ONAKOBKA, B ITbTA HA
BBBEXKIAHE HA JICKAPCTBEHUS MPOAYKT, KAKTO U 32 BCUUKH JIPYTH MPOMEHU WM pa3lINpsBaHe HA 00XBaTa Ha
pa3pelieHrueTo 3a ynorpeda ChIO Ce H3/aBa pa3pelieHUe ChIVIACHO M3UCKBAHUATA HA TO3M 3aKOH WU
I'BPBOHAYAIIHOTO pa3pelieHre 3a ynorpeda ce AombiBa. Becuyuku Te3uw paspenieHus ce cMsATaT KaTo
MPUHAUICKANIN KbM €JHO TJI00aTHO paspelieHre 3a ynorpeba Ha JEKapCTBEHHs MPOIYKT 3a IENUTEe Ha
MpUJIarane Ha TO3W WICH.

n. 29. (1) Jlunero mo wi. 26, an. 1 mpeacraBs B MAJl pesynrarure oT HEOOXOIUMHUTE
NPEIKIMHUYHA W/WIM KJIMHAYHH W3MUTBAHUS B CIyYawTe, KOTaTo JICKAPCTBEHHAT IMPOIYKT, IMOCOYCH B
3asBJICHUETO:

1. He MOJKe J1a Ce OTpeieNn KaTo TeHePHUCH, WIN

2. U3MUTBAHUATA 32 OMOHATMYHOCT HE JI0Ka3BaT OMOCKBUBAJICHTHOCT, MU

3. (mom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.) iMa mpoMsiHa B aKTUBHOTO BEIIECTBO
WIK BeIlecTBa B KOJMYECTBOTO HAa AaKTUBHOTO BEIIECTBO WJIM BeIIeCTBAa B J030Ba €AMHUIIA, Ha
TEparneBTHYHUTE TIOKAa3aHUs, Ha JIEKapcTBeHaTa opmMa, HA HaYMHA HA MPUIOKCHHE CIPSMO pedepeHTHHS
JICKapCTBEH MPOIYKT.

4. (otm. - /IB, 6p. 71 ot 2008 1., B cmuta ot 12.08.2008 T.)

(2) Koraro OwuonoruueH JieKapcTBEH MPOAYKT, IMOCOYEH B 3asBJIICHHETO, IOA00EH Ha
pedepenTeH OUONOTHYEH JIEKapCTBEH MPOIYKT, HE OTroBaps Ha YCIOBHUATA, 32 J1a ObJe OMpEeaesieH KaTo
TCHEPUYCH JICKAPCTBEH TMPOJYKT TOPaad Pa3IMdeH HAYMH Ha IPOU3BOJICTBO WM PA3HMYHU H3XOIHH
MaTepualii B CpPaBHCHUE C PEePEepPeHTHUS WIM IO APYrd NPUYMHHU, 3asBUTENAT mpenctaBs B WAJI
pe3yJITaTUTE OT HEOOXOAMMHUTE PEIKITUNHUYHN W/WITH KIMHUYHHA W3MUTBAHUS, CBBP3aHU C TE€3U yCIOBUSI.

(3) B ciyuaute 1o an. 1 u 2 ce mpejicTaBsi U JOKYMEHTaIUATA, ONpE/IeiicHa B Hapea0ara mo .
42.



Y. 30. (1) JIunero no un. 26, an. 1, TOKOJKOTO HE HapyllaBa MpaBaTa Ha MHAYyCTpUaiaHa U
TBPTOBCKa COOCTBEHOCT, He npeacTtaBsa B MAJl mannute mo wi. 27, an. 1, 1. 10, 6yksu "6" mim "B", ako
MOJKe Ja JOKake, TIPU yCIOBHS, ONpPESICH! B Hapeadara mo wi. 42, ye aKTHBHOTO BEIIECTBO, BIU3AIIO B
ChCTaBa Ha IMpe/JIaraHds 3a pas3pelicHHe 3a yrmoTpeda JICKapCTBEH NPOAYKT, € ¢ JIoOpe yCTaHOBEHA
yrnoTpeda B MEIUIIMHCKATa TPAKTUKaA, UMa MpHU3HaTa e(h)UKACHOCT U MPUEMIIMBO HMBO Ha Oe3omacHocT. B
TE3W CIIy4aW PE3yIATATHTE OT M3MUTBAHUATA U TECTOBETE MOTaT Jia CE 3aMEHST ChC ChOTBETHHUTE HAYYHH
My OJIUKAITUH.

(2) Jlunero mo an. 1 mpeacTaBsi pe3ylATaTUTE OT HEOOXOAMMHUTE MPEIKIMHUYHU W KIMHUIHH
W3IUTBAaHUA B CIlydail Ha JIGKAPCTBEH MPOAYKT, ChIbpIKAIl AaKTUBHU BEIIECTBA, C J0OOpe yCTaHOBEHA
ynotpeba, KOUTO He ca OWIM M3MOJ3BaHM B MpejiaraHaTa KOMOMHAIMS 3a TEPaleBTHYHU 1enu. B To3u
CJIy4aid He Ce MPEICTaBs JOKYMEHTAIUs TI0 OTHOIIICHHE Ha BCSIKO OTCITHO aKTHBHO BEHIECTRO.

(3) Korato akTMBHO BEHIECTBO IO CMHChJIAa HAa al. | WMa JIOKa3aHO HOBO TEPANeBTUYHO
MOKa3aHWe Ha 0a3zara Ha 3HAYMMU MPEAKIMHUYHYU WIH KIMHWUYHU JaHHH, CBBP3aHU C HOBOTO MOKA3aHHE,
€THOKPATHO 33 CPOK OT €Ha TrOoJWHA CJIe/Balll 3asBUTE] HE MOXKE Jia ce T030BaBa Ha JIAHHHWTE 32 HOBOTO
MOKa3aHUE Ha aKTHBHOTO BEILIECTBO.

Yn. 31. B ciyyaif, Korato JIeKapcTBEH HPOAYKT ChABP)KAa aKTHMBHU BEIIECTBA, M3IMOJI3BAHU B
CbCTaBa Ha pas3pelIeHu 3a ynorpeda JIEKapCTBEHM IPOMYKTH, HO HEU3IOJI3BaHU B IIpejaaraHara
KOMOUWHAIMS 332 TepaleBTUYHH LIEJIH, JIMIETO 1o Wwi. 26, ai. 1 mpeacTasst pe3yaTaTuTe OT NPEeIKIMHUIHUTE U
OT KJIMHUYHUTE WM3MHUTBAHUS, CBbP3aHH C Ta3M KOMOMHauus. B To3u ciydail 3asgBUTENAT HE MPEICTABS
JOKyMEHTAIs] OTHOCHO 0€30I1aCHOCTTa M €()MKACHOCTTA Ha BCSIKO OTJEIHO aKTUBHO BEILECTBO.

Un. 32. [TpurexaTenar Ha pa3pellieHue 3a yrnoTpeda Ha JIeKapCTBEH MPOIYKT MOXKE J1a pa3peruu
M3II0JI3BaHETO Ha (papmalleBTUYHATA, NMPEAKIMHUYHATA M KIMHUYHATa JOKYMEHTAIUs, ChIbpiKalla ce B
JIOCHETO Ha JIEKapCTBEHUS MPOAYKT, IIPH OLICHSIBAaHE Ha MOCJIEBAIIN 3asBJICHUS Ha JIEKAPCTBEHU MPOAYKTH
ChC CBUIMSI KaYeCTBEH M KOJIMYECTBEH CBHCTAB IO OTHOIIEHHE Ha aKTUBHUTE BEIIECTBA M ChC ChIIaTa
nekapcTBeHa opma.

Un. 33. TlpoBexnaneTo Ha HEOOXOTUMHUTE MPOYUBAHUS M W3MHUTBAHUSA C L€ W3TOTBSIHE HA
JOKYMEHTAIUsl 3a paspelieHre 3a Yrnorpeda M MOCHeIBAIIUTE MPAKTUYCCKA W3MCKBAHMS BHB BPB3KA C
paszpelaBaHeTo 3a yrnorpeda Ha JIeKapCTBEHU MPOAYKTH 10 uil. 28 u 29 He e HapyllleHHe Ha TaTeHTa Wik Ha
cepTU(HKaTa 3a JOIMBIHUTEIHA 3aKPHJIA HA JIEKAPCTBEH MPOIYKT.

Y. 34. (1) Kparkara xapakrepucTuKa Ha POAYKTa ChABPIKa CleAHaTa HH(POpMAIIHS:

1. HauMeHOBaHUE Ha JIEKApPCTBEHUS MPOJYKT, KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO 3a JJ030Ba
€/IMHUIIA, JIEKapCcTBEeHa opMma;

2. KOJMYECTBEH M KA4YE€CTBEH CBHCTaB II0 OTHOILIEHHWE HA AKTHBHUTE BEIECTBA M HAa TE3U OT
MIOMOIIHUTE BEIECTBa, MH(OPMAIMATA 3a KOMTO € CHIIECTBEHA 3a MPABUJIHOTO IIpUJIaraHe Ha MPOIYyKTa;
M3II0JI3Ba C€ OOLIONMPHUETOTO UME HITU XUMHUYHOTO ONHMCAaHUE;

3. nexapcTBeHa popma;

4. KJIVHUYHY JaHHU:

a) TeparneBTUYHU NIOKa3aHUs;

0) 103UPOBKA U HAYMH Ha NPUIIOKEHHE ITPU Bb3PACTHU U IIPU JAELa;

B) IPOTUBOIIOKA3aHHUS;

I) CHEUUalHU NPEIyNpexAeHUs U IpelanasHu MepKdu Ipu ynorpeba; 3a MMyHOJIOTMYHHTE
JICKapCTBEHH MPOAYKTH - MPEANa3Hu MEPKH 3a JIMLATa, KOUTO paboTAT C TAX M T'M MpuUjaraT Ha MalueHTH,



KaKTO M MpPE/a3Hu MEPKH, KOUTO TPsiOBa Ja ce mpeanpueMar OT MalfeHTa;

1) B3aUMOJICHCTBHS C IPYTH JEKApCTBEHHU MPOAYKTH WM JPyTy (POPMH Ha B3aUMOACHCTBUS;

€) ynotpeba nmpu OpeMEHHOCT WK KbpPMEHE;

) Bb3JIECTBHE BHPXY CIIOCOOHOCTTA 32 Io¢pupaHe U paboTa ¢ MallIUHU;

3) HEXKeJIaHU JICKapCTBEHH PEAKIINH;

1) mpeio3upane (CUMITOMH, AaHTHJIOTH, CIICIIIHA MEPKH);

5. papMaKoJOTUYHU TaHHU:

a) (hapMakoAMHAMUYHU CBOHCTBA;

0) papMaKOKMHETUYHU CBOMCTBA,

B) NPEIKINHUYHH JaHHU 32 0€30MacHOCT;

6. hapMaleBTUUHM TAHHU:

a) CHUCHK Ha MIOMOUIHUTE BEILECTBA;

0) OCHOBHU HECHBMECTHUMOCTH;

B) CPOK Ha TOJHOCT; CpPOK Ha TOJHOCT CJI€J pa3TBapsiHE Ha JIEKApCTBEHUs MPOAYKT (Tpu
HE00XO0IMMOCT) UJIH CJIe] OTBapsHE HAa IbPBUYHATA ONAKOBKA 32 I'bPBU IIBT;

T') CHICIIMATHA YKa3aHUS 32 CbXpaHCHHE;

1) BUJ U CbCTaB HA ONAKOBKHUTE;

€) CHelMalHM YKa3aHWs 32 HM3XBBPISHE HA OCTaThbKa OT JICKAPCTBEHHS MPOAYKT WM Ha
OTHaJBYHUTE MAaTEPUAIIN OT HETO;

7. mIpUTEk)aTEN Ha pa3peIIeHUETo 3a ynoTpeoda;

8. perucTpaioHeH HOMeED;

9. nmata Ha IBPBO paspelieHHE 3a ynorpeda WIM Ha IOJHOBSBAHE HA pa3peIIEHHETO 3a
yroTpeoa;

10. nata, Ha KOATO € M3BBPIICHA MPOMSHA B ChIbPKAHUETO HAa KpaTKaTa XapaKTepUCTUKA Ha
MIPO/IYKTAa,

11. 3a panmodapmaneBTUIM - H3YeprnarenHa HHpopMalMs 3a BbTpEIIHATa pajUallOHHA
JO3UMETPUS;

12. 3a pagumodapManeBTUIM - MOAPOOHM MHCTPYKIMHM 32 EKCTEMIIOPAIHO MPUTOTBSIHE U
KayecTBEH KOHTPOJ M KOraro € MpWIOKUMO, MaKCUMaJHOTO BpeME Ha CbXpaHEHHUE, Ipe3 KOETO
CBHOTBETHHUAT MEXIMHEH MPOAYKT KaTo elyaT WIM TOTOB 3a ymoTpeda (apmameBTUK CHOTBETCTBA Ha
crielu(pUKausITa CH.

(2) B xparkaTta XxapakTepHCTHKa Ha JIEKapCTBEHUTE MPOAYKTH o uj. 28 - 33 Morar j1a He ce
BKJIIOYBAT YaCTUTE OT KpaTKaTa XapaKTepPUCTHKA Ha pedepeHTHHs! JIEKapCTBEH MPOAYKT, OTHACSIIHU CE J10
MOKa3aHMA U JIEKapCTBEHU (POPMHU, KOUTO ca OUJIM 1O/ MATEeHTHA 3aKpHJiia M0 BPEMETO, KOTaTO FeHEPHUYHUSIT
MPOAYKT € OMJI Ha ma3apa.

(3) UsuckBanusTa KbM (hopMaTa U ChIbPKAHUETO HA KpaTKaTa XapaKTEepUCTUKA HA MPOIYKTa ce
onpenensaT B HapeadaTa mo 4. 42.

(4) (Hosa - 1B, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) Kparkara xapakTepucThKa Ha
JICKapCTBEHUTE TPOJIYKTH, BKJIIOUEHHM B crnuchbka mo wi. 23 ot Permament (EO) Ne 726/2004 nHa
EBponeiickust mapnameHnT u ChbBeTa, ChabpkKa HHOOPMAIUSA ChC CIeTHMS TEKCT: ""T03U JeKapCTBEH MPOIYKT
MOJUIeXKH Ha JONMBIHUTETHO HaOmronenue". Ilpex Tekcta ce mocraBsi 3HAK B YEPEH LBAT CHIVIACHO Wil 23,
naparpad 5 ot Permament (EO) Ne 726/2004 na EBpomneiickus napiameHT u CbBeTa, NPUAPYKEH OT
o0sicHUTEIIHA OeNexKa.

(5) (Homa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara xapakTepucTuka Ha
JIEKapCTBEHUTE MPOAYKTU ChABPKA CTAHIAPTEH TEKCT, KOWTO MOOLIPsSBA MEIULMHCKUTE CHELMAIMCTH Ja
JIOKJIa/IBaT BCsIKA MOI03MPaHa HeXellaHa JICKapCTBEHA Peakiys ChriiacHo oOpasuure no wi. 185, an. 2, 1. 4.



Pazgen I11.
Crneuu(puyHM M3UCKBAHMS 32 XOMEONATUYHH JIEKAPCTBEHH NMPOAYKTH

Ui 35. (1) YmocToBepeHue 3a perucTpaiys Ha XOMEOIaTHYCH JIEKaPCTBEH MPOIYKT CE M37aBa
0 OIPOCTEHA MPOLIeypa, aKO OTTOBApPS HA CICTHUTE YCIOBUS:

1. mpunara ce nepopagIHO WK BHHIIHO;

2. BBpPXYy OINIaKOBKaTa My WIM B Jpyra uHdopMmainusi, CBbp3aHa C HEro, He ca IMOCOYECHH
CHenu(pUIHN TEPANeBTUIHH ITOKA3aHHUS,

3. paspelneH e B JOCTaThuHa CTENEH, 3a Ja rapaHTHpa Oe30MacHOCTTa Ha TMPOJYKTa, W HE
ChIIbpPiKa TIOBEUE OT €/IHA JAECETOXUISAHA YacT OT TUHKTypaTa Maiika WM IoBeue OT €JHa CTOTHA YacT OT
Hal-MalikaTta J103a, W3MOJI3BaHa B aJONAaTHATA, HA AKTUBHHUTE BEIECTBA, YHUETO HAJIUYHE B aJIONMATHYCH
JIEKapCTBEH MPOIYKT BOJU A0 3abJIKUTEITHO JIEKAPCKO MPEANUCaHuE.

(2) 3a u3maBaHe Ha YJOCTOBEPEHHUE 3a PETUCTpAIUsi HA XOMEOIMATUYEH JIEKAPCTBEH MPOIYKT
nuneTo mo 4i. 26, an. 1 mogasa B MAJI 3asBiieHre mo oOpaserl, B KOETO MOTar 1a ObJaT OCOYEHU CEPHS OT
JIEKapCTBCHH NPOAYKTH, TOIYYEHH OT €AMH M ChII XOMEOMATUYEH HW3TOYHMK WM OT €IHM U ChIIH
M3TOYHHIIH.

(3) 3a mokaszBaHe Ha (apMalEeBTUYHO KAUe€CTBO M XOMOTEHHOCT Ha MAPTUAUTE HA JIEKAPCTBEHUS
MPOIYKT KBbM 3asBJICHHETO I10 JI. 2 Ce TpuJjiara ciiegHaTa JOKyMEHTaIUs:

1. (u3m. - IIB, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.) HaydyHO HAMMEHOBAHHUE WIIH
(dapmakoneliHO HAMMEHOBAaHWE HA XOMEOMATWYHHUS W3TOYHUK WM HW3TOYHUIM 3a€THO C Pa3TUIHHUTE
I'BTUILA HA BbBEXKIAHE, JIEKaPCTBEHHU (POPMHU U CTEIIEH Ha pa3pekaaHe;

2. nmocue, B KOETO CE€ OIMCBAa HAYMHBT Ha MOJy4YaBaHe M Ha KOHTPOJ HA XOMEOMATUYHHS
W3TOYHWK WM W3TOYHUIM, JOKAa3Ball0 XOMeoNaThmyHaTa ymorpeba Ha 0a3ara Ha TOIXOASINA
oubnunorpadus;

3. Jocue Ha METOJIUTE Ha MPOU3BOJICTBO M KOHTPOJ 3a BCSKA JIeKapCTBEeHA (opMa M OMUCAHUE
Ha METOJUTE Ha pa3pexkaaHe U MOTEHIUPAHE;

4. paspemieHue 3a MPOU3BOACTBO, MPHUAPYKEHO ChC ceprudukar 3a J[oOpa Mpous3BOICTBEHA
MPAKTUKA WM ChC CepTU(HUKAT, TOKA3BaIll, Y€ MPOAYKTHT € MPOU3BEACH MPHU YCIOBUS, CKBUBAJICHTHU Ha
n3KCcKBaHUATA 3a JJoOpa mpon3BOACTBEHA MPAKTHKA;

5. KOmHUsl OT PETUCTPAllU WIA Pa3pelieHus 3a yrnoTpeda, IMONYYCHH 3a CBHIIUTE MPOIYKTH B
IPYTU IbpKABU YJICHKU;

6. MakeT Ha MbPBUYHATA W/WJIK BTOPUYHATA OTIAKOBKA Ha MPOJIYyKTA;

7. AaHHU 3a CTAOMITHOCTTA Ha MPOJIYKTa.

(4) M3uckBaHusaTa KbM JAHHUTE TIO al. 3 ce OMpeeNaT B Hapeadara mo ui. 42.

Yn. 36. (1) 3a xoMeonaTUYHM JEKapCTBEHH MPOAYKTH, Pa3IMYHHU OT IOCOYEHUTE B uil. 35, ain. 1,
ce mpuiiaraT panopenouTe Ha ui. 27 - 32.

(2) 3a xoMeonaTUYHH JICKAPCTBEHU MPOIYKTH 10 all. 1 ymiero mo 4. 26, an. 1 He mpencraBs
pe3yaTaTd OT MPEIKIMHUYHM ¥ KIMHUYHHU W3MUTBAHMSA, KOTaTO MOXKE J1a JIOKake ¢ oubnuorpadcku JaHHU
OT HayyHaTa JIMTEpaTypa, 4e XoMeonaTuyHaTa ynorpeda Ha JIeKapCTBEHUS MPOAYKT UM XOMEONAaTUYHUTE
M3TOYHHIIM, KOUTO BIU3aT B ChCTABa MY, Ca C YCTAHOBEHA OE30I1aCHOCT.

(3) B cnyuaure o ai. 2 ot 6ubnuorpadckute JaHHU TpsOBa J1a ca yCTAaHOBEHHU:

1. XOMEONnaTUYHUAT XapaKTep Ha W3MOJI3BAHUTE CYPOBUHHM M TSAXHATa TPAJAULMOHHA YMOTpeda
IIPU 3asIBEHOTO MOKA3aHMUE;

2. 0e3BpeIHOCTTa Ha XOMEONATUYHHS JIEKapCTBEH MPOAYKT MO OTHOIIEHHE Ha CTENeHTa Ha
pa3pexJaHe Ha BCAKAa OT CbCTABKUTE.



Pazpen 1IV.
CneuugnyHy U3MCKBAHNS 32 TPAAUIIUOHHU PACTUTEIHH JIEKAPCTBEHH MPOAYKTH

Un. 37. (1) YnocToBepeHHe 3a perucTpanus Ha TPAAUIIMOHEH PACTUTENICH JIEKApCTBEH MPOIYKT
ce M3/1aBa I10 OIIPOCTEHa MPOIelypa, ako OTrOBaps Ha CIEIHUTE YCIOBHUSL:

1. uMa TepameBTHYHHU IMOKa3aHUA, NMPUCHIIM HA ynorpedaTa Ha TPAJAULIUOHHUTE PACTHUTEITHHU
JIEKapCTBEHH MPOAYKTH, U CIIOPE] ChCTaBa U IIENTa 3a yHoTpeda e mpeaHa3HaueH 3a ynorpeba 0e3 Jekapcko
MpencaHie 1 HabJtoIeHUE;

2. mpuiara ce €IMHCTBEHO B OIPENEICHO KOJUYECTBO HA JIEKAPCTBEHOTO BELIECTBO B J1030Ba
€MHHULIA U TIPU OTIpe/iesieHa 103UPOBKa;

3. mpuiara ce MepopaiHo, Ype3 BIAWIIBaHe (MHXalalus) WIK € IpelHa3HauyeH 3a BBHHIIHA
ynortpeoa;

4. mepuoabT Ha TPAAUITMOHHA YITOTpeOa chriacHo wi. 38, an. 1, T. 5 € U3TEKb;

5. maHHHUTE 32 TPaAMLIMOHHATA yHoTpeba Ha JIEKapCTBEHUS MPOJYKT JOKa3BaT, 4e HE € BpeleH
IIPU ONPEJIETICHUTE YCIOBUS Ha ynoTpeda U (papMakoJIOrHyHUAT €PeKT WK e(hPUKACHOCTTA Ha JI€KapCTBEHUS
IPOAYKT Ca yCTAHOBEHH Upe3 IBJITOroANIIHATA My YIIOTpeOa 1 HaTpyMaHus OIMUT.

(2) 3mpaHuTeIHATA areHIys o JIEKapCTBaTa MOXKeE /1a MPUJIOKH Tpolieypara 1mo ai. 1 copsmo
pacTUTENeH JIeKapCTBEH NPOAYKT, KOHTO ChAbpKA BUTAMHUHU WIM MHHEpAIH, YHUITO OE30MaCHOCT €
JI0Ka3aHa JIOKyMEHTAJIHO U YHUETO JICHCTBUE CIPSAMO PACTUTEIHUTE JIEKAPCTBEHM BEILECTBA B MPOAYKTA IO
OTHOILIEHHE Ha crieln(UYHUTE My TIOKa3aHHs € CIIOMaraTesHo.

Un. 38. (1) 3a u3zmaBaHe Ha YJOCTOBEPEHHE 3a PETUCTpAIMs HA TPAJUIUOHEH pPACTUTENICH
JIEKapCTBEH NPOAYKT jJuueTo mo wi. 26, an. 1 momaBa B MAJI 3asBieHue, npuapyk eHoO CbC Clie[HATa
JTOKYMEHTAIHSL:

1. nannuTe, mocoyeHu B wi. 27, an. 1, . 1 -9 u 1. 10, GykBa "a";

2. (m3m. - 1B, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) KpaTKa XapaKTepHCTUKA Ha MPOYKTa,
C M3KJIIOYCHUE HA JaHHUTE 110 4. 34, ai. 1, 1. 5;

3. B cioy4ail Ha pacTUTENIeH JIEKAPCTBEH MPOJYKT IO CMHCBhIa Ha wi. 37, ai. 2 Wi Ha
KOMOWHUpAH PAaCTUTEJICH JICKApCTBEH MPOIYKT - HHPopManusaTa mo wi. 37, an. 1, T. 5 3a KOMOMHAIUATA;
KOTraTo OT/AEJIHUTE AKTUBHHM BeIleCTBA Ha KOMOMHMpaHMsS MNPOAYKT HE ca JOCTaThYHO IIO3HATH, Ce
NPEJCTaBAT JaHHU 32 TPAIUIIMOHHATA YIIOTpeOa Ha BCAKO OT THAX;

4. xonue OT pa3pellieHHe 3a ynoTpeda WIN YJOCTOBEPEHHE 3a PErUCTpalysl HAa PacTUTEIHUS
JIEKapCTBEH MPOJYKT, M3AAJCHM OT Jbp)kaBa WICHKAa WM OT TpeTa AbpikKaBa, W/MIM KOMHUE OT OTKa3,
MPUIPYKEHO C MOTHBHTE 32 PEIICHUETO;

5. (mwm. - IB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Gubmuorpadcku AaHHU WIH
eKCIIEpTHH CTAaHOBHIIA, KOUTO JIOKAa3BaT, Y€ PACTUTEIHHSAT JIEKAPCTBEH MNPOIYKT, 32 KOMTO € MOJaJeHO
3asBJICHHME 3@ PETUCTPALMs, WIN ChOTBETCTBAILl HA HEro0 MPOAYKT MMa Hal-manko 30-roaumiHa ynorpeda B
CBETOBHATa MEJHMIIMHCKA IMPAKTHKA, OT KOUTO TMOHE 15 roamHu ymnoTpeba Ha TEpUTOPHTa Ha TbprKaBa
YJIeHKa JI0 J]aTaTa Ha 0JaBaHe Ha 3asiBJICHUETO 3a PErUCTparys;

6. 6ubnMorpadcku AaHHM OTHOCHO O€30MacHOCTTa Ha MPOJIYKTa, MPHIPYKEHU C EKCIepTeH
TOKJIaI;

7. Komue OT pa3pelleHHeTo 3a MPOM3BOJCTBO, MPHJIPYXKEHO cbc ceprudukar 3a Jlobpa
MIPOM3BOJICTBEHA MPAKTHKA WM ChC CepTH(UKAT, TOKa3Ball, Y€ MPOIYKTHT € MPOU3BEICH NPU YCIOBUS,
€KBUBAJICHTHH Ha M3UCKBaHMATA 3a JJoOpa Mpon3BOICTBEHA MIPAKTHKA.

(2) U3nbpaHuTenHaTa areHuus Mo JeKapcTBaTa MOXKE Ja M3MCKa OT 3asABUTENS JOIIbJIHUTEIHA



uH(pOopMaIrs 3a OIICHKA Ha 0€30TIaCHOCTTA Ha JICKApCTBEHUS MTPOIYKT 110 all. 1.

(3) UzmpaHUTENHATA areHIUS 10 JICKapcTBaTa MOXKE J1a TIoWCcKa ctaHoBuile oT Komwurera 1o
paCTHTETTHH JIEKapCTBEHU MPOAYKTH KbM EBporelickata areHIus o JeKapcTBaTa OTHOCHO JJOCTOBEPHOCTTA
Ha JaHHUTE MO ai. 1, T. 5, Karo My MPEAOCTaBH HEOOXOJUMHUTE YAaCTH OT JIOCHETO Ha JICKAPCTBEHUS
MPOIYKT.

(4) IlpeacraBenute gaHHU 1O ai. 1, T. 5 ca BaJUJHU W B Clly4aWTe, Korato B nepuonaa Ha 30-
rOJUIIIHATA YIIOTpeba B MeIUIIMHCKATa MPAKTHUKA:

1. CHOTBETCTBAIIMAT JICKAPCTBEH MPOJIYKT HAa MPOAYKTA, 32 KOHUTO € TMOJaJCHO 3asBJICHHE 3a
perucTpanusi, € Oui1 Ha mazapa 0e3 pa3penieHrue Wik perucTpamus 3a ynorpeda, win

2. KOraTo OpOST Ha CHCTAaBKUTE B JICKAPCTBEHUS MPOIYKT, 32 KOMTO € MOJaJCHO 3asBICHHUE 3a
perucTpanmsi, € HaMaJieH WM € HAMAJIEHO KOJIMYECTBOTO UM B JI030Ba CAMHUIIA.

. 39. (1) Koraro pacTuTeaHUST JIeKapCTBEH MPOAYKT € Ol Ha ma3apa Ha OOmHOCTTa 1Oo-
MaJIKO OT 15 roguHu, HO OTroBaps Ha ycioBusita Ha wi. 37, an. 1, MAJI npenoctaBs 3a CTaHOBMIIE
JOKyMeHTanusaTa 1o 4i. 38, an. 1 Ha Komurera 1o pacturenHu JiekapcTBEHU MPOAYKTH KbM EBpornelickara
areHIysI 1o JICKapCTBaTa.

(2) W3nbaHuTenHAaTa areHuus IO JIeKapcTBaTa B3eMa OKOHYATENHO peIICHHE CIej
nyONMKyBaHETO Ha MOHOTpadus OT KOMHTETa MO all. | 3a ChbOTBETCTBHETO HA MPOAYKTa C KPUTEPUUTE 3a
perucTpanus 3a TpaAulMOHHa yrnoTpeoda.

(3) B cinyuaute mo ain. 1 cpoksT 1o ui. 44 cnvpa jga Teue.

Un. 40. V3nbaHuTenHaTa areHUMsl MO JIeKapcTBaTa MOXKE Jla HM3HMCKa OT 3asBUTENs Ha
pacTuTeNeH JIEKapCTBEH MPOAYKT J1a MOAaAe TOKyMEHTaIus 1Mo wi. 27 - 32 wium 1o wi. 35.

U 41. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r1.) M3mbIHUTETHATA areHIUs
0 JieKapcTBaTa MyOJIMKyBa Ha CTpaHMIIATA CH B MHTEPHET CIUCHK Ha PACTUTEIHHUTE BEIIECTBA, MpenapaTu
WA KOMOMHALUYU OT TSIX, U3IMOJI3BAHU B TPAAUIIMOHHUTE PACTUTEIHH JIEKAPCTBEHU MPOIYKTH, U3TOTBEH OT
Komurera o pacTuTenHu JeKapCcTBEHH IPOLYKTH KbM EBporelickaTta areHuus 1o jgekapcrara. ClIUChKBT
ChJIbPIKa 3a BCAKO PACTUTEIHO BELECTBO TEPANIEBTUYHHU [10KA3aHUs, ChAbpXKAHUE HA aKTUBHATA CbCTAaBKa B
7I030Ba €IMHUIIA W JIO3MPOBKA, BT HAa BBBEXKIAHE W Jpyra MHPOpManus, HEOOXoquMa 3a 0e301MacHOTO
U3IOJI3BaHE HAa PACTUTETHOTO BEIIECTBO KAaTO TPAIUIIMOHEH JEKAPCTBEH MPOIYKT.

(2) Korato mpeioxkeHUAIT B 3asBJICHUETO MPOJIYKT 32 PETUCTPAIHS 33 TPATUIIMOHHA yIIoTpeda
ChIIbp’Ka PACTUTENIHO BEIIECTBO, MpenaparT WIM KOMOMHAIMS OT TAX, BKJIIOYEHH B CHUCHKA MO ail. 1,
3asIBUTENIAT HE MPEJICTABs TaHHUTE, TOCOYEHH B wi. 38, an. 1, 1. 4 - 6.

(3) KoraTo pacTUTEIHOTO BEIIECTBO, MPENapaTbT WK KOMOMHAIUATA OT TAX OBAAT U3KITIOYCHU
OT CIMCBKa MO al. |, MpUTEKATEeNAT Ha yJIOCTOBEPEHHMETO 3a PErMCTpAlUsl Ha PACTUTENHUS JIEKApCTBEH
npoaykT TpsioBa nma mpenctaBu B MAJI mbiHata JOKyMeHTanus 1Mo wi. 38 B CpPOK J0O TpH Mecema OT
MpOMsIHaTa.

(4) B cuywail ye npurexaTeniT Ha YJOCTOBEPEHHMETO 3a PETUCTpALMs HA PACTUTEIHHUSA
JIGKapCTBEH MPOAYKT HE H3IBIHU 3aabibkeHuero mno ain. 3, MAJI mpekparsiBa yaOCTOBEPEHUETO 3a
perucTpanys Ha IpoAyKra.

Pa3nen V.
IIpouenypa 3a u3gaBaHe Ha pa3pelleHHe 32 yIOTPeda HA JIEKAPCTBEHU MPOAYKTH U
perucTpauusi Ha XOMeONATHYHU U TPAAUIIMOHHHN PACTUTEIHU MPOXYKTH



Uin. 42. V3uckBanusITa KbM JAHHUTE U JOKYMEHTHUTE OT JOCUETO 1o wi. 27 - 32, wi. 35, ain. 3,
1. 36, an. 2 u 1o wi. 38 ce onmpeneNnaT B Hapea0a Ha MUHHCThPa Ha 37IpaBeONa3BaHETO.

Yn. 43. (1) (U3m. - AB, Op. 67 ot 2020 r.) B cpok mo 15 nHu or jnatara Ha mojaBaHe Ha
JOKyMeHTauusATa 1no wi. 27 - 32, un. 35, an. 3 nimu no uin. 38 MAJI npoBepsiBa mbaHOTAaTa Ha YaCTUTE HA
JIOCHUETO, TPHUAPY’KAaBalllM 3asiBJIEHUETO, M CHOTBETCTBUETO MM C MW3MCKBAaHUATA 3a W3/1aBaHE Ha
pa3pelIeHneTo 3a yrnorpeda Wid Ha yJOCTOBEPEHUETO 3a PErHMCTpaLus IO TO3H 3aKOH.

(2) KoraTo He yCcTaHOBM HEITBJIHOTHU WJIM HECHOTBETCTBUA B MojajeHaTa AokymeHTamus, MAJI
yBEIOMsIBa IMCMEHO 3asBUTENS, B CpOKa IO aji. 1, 4e JOoKyMeHTauusTa € BaJuaHa. B yBepomiieHuero ce
[I0COYBa JlaTaTa, OT KOSTO 3all04Ba Jja TeYe CPOKBT M0 4. 44.

(3) Korato ycTtaHOBM HEIBIHOTH W/WJIM HECHOTBETCTBHS B JOKyMeHTarusta mo am. 1, MAJI
yBEJIOMsIBa MUCMEHO 3asBUTEI J1a IPEJCTaBU JOIIbJIHUTENHA MH(DOPMALUA W/WIK Ja NPEICTaBU YCTHO WM
MUCMEHO OOSICHEHHE M0 KOHCTATHPAHUTE HEM'BJIHOTH W HECHOTBETCTBUS B CPOK 10 14 mHM OT AaraTta Ha
YBEIOMJICHHETO.

(4) Koraro m3uckBaHuATa IO ajl. 3 HE ca U3NBIHEHU B ycTaHOBeHUs cpok, MAJI nucmeHo
YBEIOMSBA 3adBUTENSA, Y€ 3asBJICHUETO HE € BamugHo. B Tto3m cimywait MAJI Bpblma nopaaeHaTa
JOKYMEHTauus B 14-1HEBEH CPOK U BB3CTAHOBSIBA 75 HA CTO OT ILUIATEHATA OT 3asIBUTEIIS TaKca.

(5) Korato m3uckBaHusita mo aji. 3 ca U3INBJIHEHU B ycTaHoBeHus cpok, MAJl yBegomssa
MUCMEHO 3asBUTENS, Y€ JOKyMEHTAlUsTa € BajKJHa, KaTO B YBEJOMJIEHMETO MOCOYBA JaTaTa, OT KOATO
3aro4Ba Jia Te4e CPOKBT 1O 4. 44.

Un. 44. Tlpouenypata mo Hu3IaBaHE Ha pas3pelieHue 3a ynorpeda WM perucrpamus Ha
JIEKapCTBEH MPOAYKT 3aIl04Ba OT JlaTaTa, IOCOYeHa B YBEJOMIICHUETO 110 4Jil. 43, aJl. 2, CbOTBETHO 110 4Jl. 43,
an. 5, ¥ MpUKIIOYBa B CPOK 10 210 nHH.

Un. 45. (1) Koraro B MAJI e momaaeHO 3asBIICHHE 3a pa3pelleHHe 3a yrmoTpebda Wid 3a
perucTpanusi Ha JEKapCTBEH MPOJYKT, 32 KOUTO B CHOTBETCTBUE C JaHHUTE o wi. 27, am. 1, T. 18 uma
nH(opMmaIus, 4ye B AbpKaBa WICHKA MMa HM3JaJCHO pa3pelieHre 3a ymoTrpeda Ha CHIMUS JIEKapCTBEH
npoaykt, MAJI yBegoMsiBa IUCMEHO 3asBUTEIS 3a IpUJIaraHe Ha Ipoueaypara mno ui. 74.

(2) Koraro B UAJI e momaneHo 3asiBieHHE 3a pa3pelieHre 3a yrnorpeda win 3a peructpamus Ha
JIEKapCTBEH MPOAYKT, 32 KOWTO B CHOTBETCTBHE C JaHHHTE MO Wi. 27, ai. 1, T. 19 uma uHpopmarus, 4e B
JbprKaBa YJ€HKA JIOCMETO Ha ChINUS JIEKApCTBEH MPOIYKT € B mpolec Ha oreHsiBane, MAJl He pasriexna
JOKyMEHTanuara mno wi. 27 - 32 wim 4i. 35, an. 3, win no wi. 38 U yBeIOMsBa MUCMEHO 3asBUTENA 3a
IIpUJIaraHe Ha IpoLenypara 1o 4i. 75.

(3) 3a mpuarane Ha pa3nopenduTe Ha ai. | ¥ 2 JeKapCTBEH MPOAYKT C€ OMpenessi KaTo eAUH 1
ChIll, pa3pelleH B Apyra Abp:kKaBa WICHKA, WM KaTO MPOAYKT, KOMTO € B MPOIIEC Ha OLICHSBAaHE Ha JOCHUETO B
Ipyra JbprKaBa YICHKa, KOTaTo JBaTa JICKapCTBEHU MPOIYKTa:

l. umaT egHaKbB KayeCTBEH U KOJMYECTBEH CBCTaB TII0 OTHOIICHHWE Ha aKTHUBHOTO
BEIIIECTBO/BEIIECTBA U C€ MpEAiaraT B €IHa W ChIa JeKapcTBeHa (Gopma, KaTo ca JOMYCTUMHU PA3INKU B
MTOMOUTHHUTE BEIIECTBA, aKO TOBA HE BJMse Ha 0€30MacCHOCTTa U €(pUKACHOCTTA, U KOTaTo

2. mpUHaANiexKaT HAa €IHO JPYXKECTBO, WJIM 3asBJICHUE 3a JEKAPCTBEHUTE MPOAYKTH IMOAABaAT
JUIa, TPUHAAJIEKAIIN KbM €IHO M ChIIO JAPYKECTBO WM OOCIWHEHHWs Ha APYXKECTBA, WJIM KOTaTo 3a
JIEKapCTBEHHUTE MPOIYKTH IO/IaBaT 3asBIICHUE JIMIA, KOUTO Ca CKIIOYWIN JHUIIEH3UOHEH WIN APYT AOTOBOP
WJIU U3BBPIIBAT ChbBMECTHH JCHCTBUS, CBbP3aHU C ITyCKaHE HA TMa3apa Ha ChOTBETHUS JIEKAPCTBEH MPOIYKT
B Pa3IMYHUTE IbP>KABU WICHKH.



Ui 46. (1) [Ipu ouensiane Ha noxkymentanusita MAJI:

1. MoXe na W3BBPIIM W3MUTBAHE HAa KpaWHUSA MPOIYKT, HA MEXKIWHHUS MPOIYKT WIM Ha
M3XOJIHUTE MaTepHali 3a JEKapCTBEHHsI MPOIYKT, KAaKTO M Ja TH U3MpaTH 3a U3NUTBaHE B J1abopaTtopus ot
cucTteMara Ha O(PHUIIMATHUTE KOHTPOIHH JIEKAPCTBEHH JIa0OpaTOpPHH B JbpiKaBa WICHKA, 3a Ja YCTAaHOBHU
Jlalid KOHTPOJIHUTE METOM 3a aHaJIN3, U3MOI3BaHU OT MPOU3BOIUTENS U OMUCAHU B IOCHETO, OTTOBAPAT Ha
W3UCKBAHUSITA;

2. MOTBBPXkAaBa cliel MpPOBEpKa HA MACTO HIM MO JOKYMEHTH JalHd IMPOU3BOJIUTEINUTE Ha
JIEKAPCTBEHH MPOAYKTH OT TPETU AbPKABU H3BBPIIBAT IMPOU3BOJCTBOTO B CHOTBETCTBUE C JAHHUTE,
omucaHu B wi. 27, an. 1, T. 7, W/Wim U3BBPIIBAT KOHTPOJIA B CHOTBETCTBUE C METOAMTE, OMMCAHU B Wi. 27,
an. 1, 1. §;

3. mpoBepsBa TMOCOYEHUS B  3aABJICHMETO OOCKT Ha  TMPOU3BOJICTBO,  KOTaTO
MIPOU3BOIUTEINAT/IPOU3BOIUTENINTE HA JIEKAPCTBEHH NPOAYKTH OT TPETU IbP’KaBU IO H3KIIOYEHHE ca
BB3JIOKUIN Ha JAPYT TPOU3BOAMUTEI /1a U3BBPIIBA ONPEEICHH €Talud OT MPOU3BOACTBOTO HIIM KOHTPOJIA HA
JIEKapCTBEHUSI IPOJTYKT.

(2) Koraro MAJI u3BbpiIBa MpoBepka Ha MICTO HAa OOEKT 3a MPOMU3BOJCTBO, CPOKBT IO 4. 44
cripa J1a Te4e 10 U3TOTBSHE Ha JOKJIAJl C PE3yJITATUTE OT MPOBEPKATa.

(3) B cnyyaute no an. 1, T. 2 u 3 NMpPOU3BOAUTENNTE 3alIalllaT Takca B pa3Mep, OMpE/esieH B
tapudara o ui. 21, an. 2.

Ui 47. (1) KeMm usnbianutenaus qupektop Ha MAJI kaTo KOHCY/NTaTUBHU OpPraHU CE€ Cbh3/1aBatr
CIIEAHUTE CTIEUATN3UPAHN KOMUCHUU:

1. Komucus 3a JieKapCcTBEHU NPOAYKTH;

2. KoMucus 3a *MyHOJIOTHYHY JIEKAPCTBEHU IPOAYKTH;

3. KoMucus 3a XOMeONaTU4HU JIEKAPCTBEHU NMPOIYKTH;

4. Komucus 3a paCTUTEIHU JIEKAPCTBEHU MTPOTYKTH;

5. Komucus 3a pannodapmanieBTHIIN;

6. (noBa - /IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Komucus 3a nekapcTBEHH NMPOIYKTH C
MPWIOKEHNE B TIEIUATPUSITA;

7. (HoBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
ot 21.12.2012 r.) Komucust 3a 1ekapcTBEHH MPOLYKTH 3a MOJEPHHU TEPAIINU;

8. (moBa - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Komucus 3a olieHKa Ha prcKa MpH
IIpocieiIBaHe Ha JIeKapCcTBeHaTa 0€3011acHOCT.

(2) Tlpu HEOOXOAUMOCT M3MBJIHHUTETHUAT AupekTop Ha MAJI Moxe ma ch3maBa U Apyru
CHelMaIN3UpaHU KOMUCHUU U3BBH ITIOCOYEHUTE B all. 1.

(3) B cmeumanu3upaHuTe KOMHCHM C€ BKJIIOYBAT CHELMAIUCTH, KOWUTO HMaT HAy4YHU
MOCTH)KEHUS M IPAKTUYECKH ONUT B ChOTBETHUTE CEepU HA MPUIIOKEHNE HA JEKAPCTBEHUTE MPOTYKTH.

(4) KbM nocTosiHHUS ChCTaB HA KOMUCHUHMTE MOTaT Jla € IPUBJINYAT U BHHIIHHU CIELHUAINCTHU C
Hay4YHM [TO3HAHUSA M IPAKTUUYECKH OMMT B 00JIACTTA Ha clielU(HUUHATA JIEKapCTBEHA TPpyIIa.

(5) Uznenaurennust aupexrop Ha MAJI onpenens cbe 3anoBe] chbCTaBa HAa KOMHUCHHTE 3a CPOK
TPU TOAMHHU, pa3Mepa Ha BB3HATPaXIEHUETO MM M YTBBbpXk/JaBa NPAaBUIHUK 3a YCIOBHATA M pela Ha
paboraTa UM.

(6) do 30 sHyapu Bcska roguHa W3MbIHUTENHUAT qupekTop Ha MAJl yTBbpk1aBa ciuchbly Ha
eKCIepTUTE U3BBbH ChCTaBa HA KOMUCHMTE 110 ajl. 1 cies 0100peHre OT MUHUCTBPA Ha 3/1paBeoa3BaHETo.

(7) Wsmenautennust aupekrop Ha HMAJI Moke na ocBOOOAM TIPEACPOYHO WICH Ha
crielMaln3upaHa KOMUCHS IO HEroBa MoJi0a MpU HEU3IbIHEHHWE Ha 3abJDKCHUATA My 3a IIOBEYE OT TPU
Mecella WK IpU HeJOOPOCHhBECTHO OCHILECTBSIBAaHE HA (PYHKIUUTE MY.

(8) ChcTaBbT HAa KOMUCUUTE U CIIUCHKBT HA €KCIEPTUTE 1O al. 6 ce 00sABABAT HA CTpaHUIATa HA



WNAJI B unTEpHET.

Y. 48. (1) YneHoBeTe Ha CHeNIMATU3UPAHUTE KOMUCHU TI0 4iI. 47, an. 1 u excnieptute 1o 4. 47,
a. 4 moAnucBar AeKiapanus, ¢ KOATO ce 3aIbJKaBaT /1a He:

l. pasrmacsiBaT JaHHU U OOCTOSATENCTBA, CTAHAIM WM U3BECTHH NpPHU WM MO TOBOJ
OCBILIECTBSIBAHE HA JICMHOCTTA UM;

2. yyacTBaT B JICHTHOCTH, CBbP3aHU C MPOU3BOJCTBOTO UM THPrOBUSATA HA €IPO U Ha APEOHO C
JIEKapCTBEHU MPOIAYKTH.

(2) B cnydaii we numarta mo an. 1 ca ydacTBaiM B HSKOW OT €TAalMTE HA IMOJATOTOBKA Ha
JOKYMEHTAIUsATa, HeoOX0oruMa 3a pa3pelnaBaHe 3a yrnoTpeda Ha JEKapCTBEHHs MPOIYKT, T€ HE MOTrar Ja
y4acTBaT B 3aCE/IaHUSATa Ha ChOTBETHATA CIIEIMATN3UpaHa KOMUCHUS 110 WI. 47.

(3) Jlunmata mo an. 1 He rjacyBarT mpu B3eMaHE Ha PELICHUS MO BBIPOCH, [0 KOUTO T€ WIH
YJICHOBETE HAa CEMEHCTBOTO MM MMAT ThPTOBCKH, ((MHAHCOBY MJIU IPYTH HHTEPECH.

Un. 49. (1) (M3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cpok go 200 guu ot
JlaTaTta Ha MOCThIIBaHE Ha BanuaHa JokymeHTauus MAJl cbBMECTHO ChC CHOTBETHaTa KOMHCHS 1O Wi. 47,
an. 1 oleHsBa Ka4eCTBOTO, O€30MACHOCTTa M €(PUKACHOCTTA Ha JIEKAPCTBEHUS MPOIYKT U U3TOTBS OLEHBUEH
JIOKJIa]] ¢ KOMEHTapHu Ha PEe3yNTaTUTe OT (hpapMalEeBTUIHUTE W TPEIKIMHHUYHUTE TECTOBE, KIMHUIHHUTE
M3MHUTBAHUA, HA CUCTEMAaTa 3a yIpaBlIeHWE Ha pUCKAa M Ha CHCTeMaTa 3a MpoclieqsBaHe 0e30MacHOCTTa Ha
CHOTBETHHS JICKAPCTBEH MPOJIYKT. M3roTBEHUST OLEHBYEH JAOKIAJ C€ MPEACTaBsS Ha HU3MbIHUTEIHUS
nupektop Ha MAJL

(2) (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JloknaasT mo ai. 1 ce akTyanusupa
MIPU HAJIMYKME Ha HOBa MH(GOpPMAIs, BayKHA 3a OIICHKATa Ha KA4eCTBOTO, OE€30MaCHOCTTA M €(h)UKACHOCTTA HA
JIEKapCTBEHHUSI IPOJTYKT.

(3) (ITpeaumna an. 2 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KoraTo nexkapcTBeHUST
MPOAYKT ChbIbpka reHeTuyHo Moaubunupanu opranusmu, MAJl mpenoctaBs Ha MUHUCTEPCTBOTO Ha
OKOJTHATa Cpella U BOJUTE HeoOXoIuMaTa JOKYMEHTAIUsl OT JOCHETO Ha JIEKaPCTBEHHsS MPOIYKT U M3UCKBA
CTaHOBHIIE B CpoK 60 THM MO OTHOIICHHE Ha TIOTCHIIMAHUSI PUCK 3a OoKoJjiHaTa cpea. [llectaeceTnHeBHUAT
CPOK € B paMKHUTE Ha CpOKa 1o ai. 1.

(4) (Ilpegumna an. 3 - 1AB, 6p. 102 or 2012 r., B cuna or 21.12.2012 r.) B ciayuyaute Ha
pamuodapmanestuin MAJI mpenocraBs HeoOXoAumara TOKYMEHTallMs OT JOCHETO Ha JIEKapCTBEHUS
MPOJYKT ¥ M3UCKBA CTAaHOBHUILE B CPpOK 60 NHM OT ATreHIUATA 3a SAPEHO pEeryJiupaHe Mo OTHOIICHUE Ha
KauecTBOTO M Oe3omacHOCTTa Ha mpoaykTa. lllectaeceTIHEBHUAT CPOK € B paMKUTE Ha CpOKa 1o ail. 1.

(5) (Ilpemumna an. 4, w3m. - JAB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Koraro
MUHHCTEPCTBOTO Ha OKOJIHATA CPEla M BOJAWTE U ATCHIMSTA 3a SIIPEHO PETyJHpaHe HE ce IMpOoU3HecaT B
YCTaHOBEHUTE 1O ajl. 3 U 4 CpOKOBE, C€ MpHeMa, Y€ CTAHOBUIIETO UM € MOJIOKUTETHO.

Y. 50. (1) Koratro MAJI ycTraHOBH HECHOTBETCTBHUS B IOCHETO C M3UCKBAHMATA 32 W3/1aBaHE Ha
paspelieHrne 3a ymnorpeba WM YJOCTOBEPEHHE 3a PErHCTpalus MO0 TO3M 3aKOH, YBEAOMSBA IMUCMEHO
3asBUTENIS J1a IPEICTaBH JOMBJIHUTETHA HHPOPMAIIHsI, CBbP3aHa C JIOKYMEHTanusTa 1mo wi. 27 - 32 Ui mno
1. 35, an. 3, wnu o wi. 38, W/WiaM Aa MpeaocTaBU YCTHO WM MHUCMEHO OOSCHEHUE MO KOHCTATHPAHHTE
HEITJTHOTH U HECHOTBETCTBUS B CpoK 180 qHU OT JaTaTa Ha YBEIOMSBAHETO.

(2) B cayyaute mo an. 1 cpokbsT mo wi. 44 crupa ga Tede OT JaTrara Ha YBEAOMSBAHETO [0
MPeIOCTaBsIHE HAa UCKaHATa HHPOpMAITHSL.

(3) Uzmpnautennusat qupexrop Ha MAJI npekpatsBa mpoleaypara 1o u3aaBaHe Ha pa3pelicHue
3a ynorpeba Win yI0CTOBEPEHHUE 3a PErHCTpaIlys Ha JIEKaPCTBEH MPOIYKT, KOraTo:



1. 3aBUTENAT HE PEAOCTaBH HHPOPMALIMATA 110 ajl. | B MOCOYEHUS CPOK;
2. unara mo wi. 26, an. 1 noruckat NMMCMEHO MPEKPATIBAHETO M.

Ui 51. B cpok 10 gHM OT M3rOTBSHETO HA OLIEHBYHUS MOKIAA 0 Wwi. 49, an. | u3mbIHUTETHUST
mupektop Ha MAJI uznmaBa paspeiieHue 3a ynoTpeOa/yIOCTOBEpEHHE 3a perucTpaius Ha JeKapCTBEHUS
MPOJIYKT WUJIU TIPaBU MOTHUBUPAH OTKa3.

U 52. (1) (M3wm. - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) B cpok 5 nau ot narara Ha
U3JlaBaHEe Ha Pa3pelIeHUETOo 3a ynoTpeda/ya10CTOBEPEHUETO 3a perucTpanus B perucrbpa no wi. 19, an. 1, 1.
3 ce BIMCBAT CIEIHUTE JAHHU 32 Pa3pelIeHHETo/yA0CTOBEPEHUETO:

1. perucrpanroHeH HOMeD;

2. HOMEp M JaTa Ha pa3pelIeHHeTO 3a YHoTpeda/yJOoCTOBEPEHHETO 3a pPEerucTpalus Ha
JIEKapCTBEHUS MPOIYKT;

3. HaMMEHOBaHUE Ha JIEKAPCTBEHUS MPOAYKT;

4. MEXIyHApOIHO HEMATEHTHO HAUMEHOBAHHUE Ha BCAKO aKTUBHO BEIIECTBO;

5. UMe W aJpec Ha NpUTEXaTeNls Ha pPa3peUIeHHEeTO 3a yHoTpeda/yA0CTOBEPEHUETO 3a
perucTpanus;

Sa. (noma - JIB, Op. 102 ot 2012 r., B criia ot 21.12.2012 r.) ycnoBusita o wi. 55a, 56 u 56a,
BIIMCAHU B Pa3pelIeHUETO 3a YIoTpeda/ yA0CTOBEPEHUETO 3a PETUCTPALINS;

6. nara Ha WU3BBPIICHA MPOMSHA B pPa3peUICHHETO 3a yHoTpeda/yJOCTOBEPEHHUETO 3a
perucTpanusTa;

7. nata Ha TpeKpaTsABaHE Ha pa3pelICHUETO 3a ynoTpeba/yaA0CTOBEPEHUETO 32 PETUCTPALIHATA;

8. Ipyru JaHHH.

(2) PazpemienueTo 3a ynorpeda/ya0CTOBEPEHUETO 32 PETUCTPALIMS HA JIEKAPCTBEHUS MIPOIYKT Ce
BpBhYBA Ha JIMIIETO MO Wi. 26, ain. 1 1 BAM3a B cUJjla OT Jarara Ha BIMCBAaHETO MY B perucTbpa mno ui. 19, ani.
1, T. 3.

Yn. 53. (U3wm. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbanuTenHaTa areHuus
0 JIeKapcTBaTa MyOJMKyBa HA MHTEPHET CTPAHHUIIATa CU B CPOK 110 14 THU OT M3/1aBaHETO HA Pa3pelIeHUETO
3a ynotpe0a/y10CTOBepEeHHUE 3a PETUCTPAIUs JAaHHHUTE 110 Wi. 52, an. 1, omoOpeHaTa KpaTka XapakTepHUCTHKa
Ha MPOAYKTa U TaHHUTE OT JINCTOBKATA.

(2) W3nmbaxuTenHaTa areHOMs IO JIeKapcTBaTa IyOJIMKyBa Ha HWHTEPHET CTpaHMIATa CH
OIIEHBYHHUA JOKJan mo wi. 49, anm. 1 ¢ MOTHMBHUTE 3a B3€TOTO pEIICHUE, KaTo 3ajuyaBa JTaHHUTE,
MpeJICTaBIsIBAIIM ThPrOBCKA TaifHA.

(3) HoxmansT mo an. 2 ce mpuApykaBa OT pe3loMe Ha pa3doupaeM 3a OOIIECTBEHOCTTA €3HK.
PestomeTo chbprka pas3zes, CBbp3aH ¢ YCIOBUATA 32 yIOTpeda Ha JeKapCTBEHUS TPOAYKT.

Un. 54. (1) (U3m. - JIB, 6p. 12 or 2011 r., B cuma ot 08.02.2011 r.) Ilputexkarenar Ha
paspelieHneTo 3a yHoTpeda/yAOCTOBEPEHUETO 3a pPETUCTpalus Ha JIEKapCTBEH MPOAYKT MHUCMEHO
yBenomsia MAJI 3a natata Ha JEHCTBUTEITHOTO IyCKaHE Ha Ma3apa Ha JIEKapCTBEHUS MPOIyKT B PemybOnrka
briarapus.

(2) (Msm. - B, ©Op. 18 or 2014 r1.) IlpurexarensiT Ha pa3penieHHETO 3a
ynotpe0a/y10CTOBEPEHUETO 3a pErucTpalys Ha JIEKapCTBEH NPOAYKT yBeAoMsaBa mucMeno MAJI Haii-manko
7IBA Mecella NpeIr MPEeyCTaHOBSIBAaHE Ha MPOAAKOWTE Ha JIEKAPCTBEH INPOIYKT, HE3aBUCHMO Al €
BPEMEHHO, WJIH ITOCTOSIHHO.

3) (MUm. - OB, Op. 18 or 2014 r.) IlpurexarensiT Ha pa3pelIeHHETO 3a



ynoTpeda/yA0CTOBEPEHUETO 33 PETUCTpalsl Ha JIEKAPCTBEH MPOAYKT II0COYBAa MPHUYMHHUTE 34
MPEYCTaHOBSIBaHE HA MPOJAXOUTE B CHOTBETCTBUE C WI. 68, ait. 1, T. 6 ¥ AeKIapupa aaiu NPeAIPUETHTE OT
HEro JAEUCTBHUS M0 all. 2 CE€ IBJIKAT Ha HAKOE OT OCHOBAHUATA 1O WiI. 276 unu 1o . 277.

(4) (U3m. - 1B, Op. 18 ot 2014 r.) [Ipu npeycraHoBsBaHEe Ha MPOAaKOUTE HA JIEKAPCTBEHMS
OPOAYKT B pe3ylTaT Ha HENpeABUAMMU OOCTOATENCTBA MPUTEXKATENSAT Ha pa3pelieHueTo 3a
ynoTpeda/yI0CTOBEPEHUETO 3a PETHCTPALUs Ha JIEKapCTBEH MPOAYKT yBeaoMmsiBa nmucmeno MAJL B cpok 110
7 THU OT YCTaHOBSIBAaHE HAa 0OCTOSTENICTBATA.

UYn. 54a. (Hos - 1B, 6p. 60 ot 2011 r., B cuiia ot 05.08.2011 r.) (1) (U3m. - AB, 6p. 18 ot 2014
r.) Ilpu momyuyaBane Ha curHaia B VI3mbIHUTENHAaTa areHIMs MO JIEKApCTBaTa 3a MPEyCTAHOBSBAaHE
MPOIAYKOUTE HA JICKAPCTBEH MPOAYKT, ¢ M3KIIOUEHHE HA clydauTe mo wi. 54, an. 2 u 4, areHuusra
U3BBPIIBA MPOBepKa B cpok 30 THU OT MOTy4yaBaHETO HA CUTHAJA.

(2) IIpu wm3BbpuIBaHe Ha mpoBepkara mo an. 1| UAJI moxke na m3ucka MHPOpPMALUsS OT
MPUTESKATENISI Ha Pa3pelieHHeTo 3a yhnoTrpeda W/wim OT JUIeTo 1o 4wi. 26, anx. 2 OTHOCHO
[PEyCTaHOBSIBAHETO HA MPOJAKONTE Ha KOHKPETHUS JICKAPCTBEH MPOIYKT, KAKTO U OT THPrOBLHUTE HA €O
C JIEKAPCTBEHH MPOAYKTH OTHOCHO HAJIMYHUTE KOJIMYECTBA OT MPOIYKTAa.

(3) UsnbpianutenHaTa areHus MO JeKapcTBaTa MyOJIMKyBa HAa CTpaHUIIATa CH B HMHTEPHET
pe3yJITaTUTe OT U3BBpILIEHATa IPOBEPKA.

Un. 55. (1) Paspemienuero 3a ymnoTpeba/yIOCTOBEPEHHETO 3a PErHCTpalysl Ha JIEKapCTBEH
MPOAYKT C€ M3AaBa OT M3NBIHUTEIHUA nupekTop Ha MAJI 3a cpok 5 rogunu.

(2) (dom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Cnen u3TH4ane Ha cpoka 1o ai. |
pa3penIeHneTo 3a yrnoTpeda/ya0CTOBEPEHUETO 3a PErHCTPalisl Ha JISKAPCTBEHHS MPOAYKT MOXE 1a Obe
nonHoBeHOo oT MAJI Ha 6azara Ha olleHKa Ha ChOTHOILICHHETO MOJ3a/pUCK MO pena Ha 1wi. 59a.

(3) (Usm. - 1B, 6p. 71 or 2008 1., B cuma or 12.08.2008 r.) Pazpemenuero 3a
ynotpe0a/ya0CTOBEpEHUETO 3a PETUCTPALIUs MOXKE J1a Ob/ie MPEKPATeHO U MPean U3THYaHE HA CPOKa I10 ajl.
1, ako mpUTEeXATENAT My TOHMCKA MUCMEHO TOBAa OT W3MBJIHHUTENHHs aupektop Ha MAJIL, kato mocouun
MIPUYHHUTE.

(4) (Hom. - B, 6p. 71 ot 2008 r., B cmma or 12.08.2008 r.) Paspemenuero 3a
ynoTpeda/yA0CTOBEPEHUETO 32 PETUCTPAIHsI CTaBa OE3CPOYHO CIIe]] TOJHOBSIBAHETO MY, OCBEH B CIIyYaWUTe
o ai. 5.

(5) (U3m. - [IB, 6p. 71 ot 2008 1., B cwura ot 12.08.2008 t., u3m. - /1B, 6p. 102 ot 2012 1., B cuna
or 21.12.2012 r.) Ilpn Hanuuue Ha OCHOBATEIIHW NMPHUYMHH, CBBP3aHU C MPOCIEAsIBAaHE HA JIEKapCTBEHATA
0€30MMacHOCT, BKJIIOYMTEIHO MOPaay EKCIIO3UIMs Ha JIEKAapCTBEHHS MPOAYKT BBPXY HEIOCTAThUCH Opoi
narment, MAJI Moxke 1a M3UCKa OT MPUTEXATeN sl Ha pa3pelIeHNeTo 3a ynorpeda aa mojaaje 3asBiIcHUE 3a
MTOJIHOBSIBAHETO MY 32 OILIE 5 TOAMHHU IO peAa Ha 4. 59a.

(6) (M3m. - B, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.) Ilpm m3THuaHe Ha Cpoka Ha
paspelieHneTo 3a ynorpeda/y0CTOBEpEHUETO 3a PETUCTPAlHsl WU TPU MPEKPATIBAHETO UM JIEKaPCTBEHUST
MPOIYKT MOKE Ja ObJe MPOoJiaBaH 10 U3UepIBaHEe HA HATMYHHUTE KOJIMYECTBA B CTpaHATa, HO HE MOBEYE OT
€lHa ToJMHA, CYUTAHO OT JaraTa Ha M3THMYAHETO, CHOTBETHO HAa IPEKPaTSIBaHETO, C H3KIIOYEHHE Ha
CIly4auTe, KOraTo MPUYUHUTE 32 IPEKPaTABAHETO ca CBBP3aHH ¢ O€30MaCHOCTTA Ha JIEKApCTBEHUS MPOIYKT.

(7) Wznenautennust aupekrop Ha HWAJl oTHema cbCc 3amoBe] paspelIeHUETO 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTpaLUs Ha JIEKAPCTBEH MPOIYKT, KOTaTo:

1. mpuTexaTenIaT My He € IyCHaJ JIEKApCTBEHHsI MPOIYKT HA Ta3apa 0 TPHU TOJUHU OT JaTaTa
Ha M3/]aBaHe Ha pa3pelIeHueTo 3a ynorpeda, win

2. mpomaxOWTe Ha JEKAPCTBEHUS TMPOMYKT ca TMPEYyCTAaHOBEHH 3a TEPUOA OT TPH
MOCJIeTIOBATETHA TOAMHU CIIE/T ITyCKaHETO My Ha Ia3apa.



(8) 3amoBenra mo an. 7 moanexxu Ha oOXajBaHE MO peia Ha AJMHHUCTPATHBHOMPOIECYaTHUS
KOJICKC.

(9) Ilo u3KiIIOUEHNE M B MHTEPEC Ha OOIIECTBEHOTO 3/[paBe pasnopeadaTa Ha ajl. 7 MOXe Jia He
ce mpujara, ako MIPUTEXKATEeNAT Ha pa3pelleHUEeTo 3a YIoTpeda Ha JIEKApCTBEHUS MNPOAYKT MOCOYU
OCHOBATEJIHU MIPUYUHU. B Te31 cnyyau M3NbJIHUTETHUAT AupekTop Ha AT MOTHBHUpa pelIeHUueTo CH.

(10) IIpurexartenar Ha pa3pelieHHe 3a YIoTpeda eXEerogHo 3arviama Takca B pasMep,
ompezeneH B Tapudata mo wi. 21, ain. 2, 3a nogabpkaHe Ha U3AaIeHOTO pa3pelieHne 3a ynorpeoa.

Un. 55a. (Hoe - JIB, Op. 102 ot 2012 r., B cwia ot 21.12.2012 r.) (1) U3mbaHuTeTHUAT
mupexktop Ha MAJl moxe pa wu3nage paspelieHue 3a ynorpe0a/yJoCTOBEpEHHE 3a perucTpanus Ha
JIEKapCTBEH MPOJYKT, B KOETO J1a ObJaT BKIIOYEHU €HO WK MOBEYE OT CIEIHUTE YCIOBHUS:

l. na ce mpeampuemar ONpENEICHH MEpPKM 3a TapaHTHpaHe Oe3omacHata ymnoTpeba Ha
JIeKapCTBEHHS MPOAYKT, KOUTO A3 ObJAaT BKIIOYCHU B CHCTEMATa 32 YIIPAaBICHUE Ha PUCKa,

2. 1a ce mMpoBEkKAAT MOCTMAPKETUHTOBU MTPOYUBAHUSA 32 O€30MaCHOCT;

3. ma ce cmas3Bar MO-CTPOTH OT MTOCOYEHHUTE B IJlaBa OCMa 3aIbJDKCHHUS 32 PETHCTPUpAHE WU
JIOKJIaJIBaHE Ha M0I03UPAHUTE HEXKEJIaH!U JIEKapCTBEHU PEaKIINH;

4. na ce cma3BaT BCAKAKBH APYTH YCIOBHS MM OTPAaHUYEHUS ¢ orjen Oe3omacHaTa M epuKacHa
ynoTtpeda Ha JIEKapCTBEHUS MPOIYKT;

5. HaIMYMe Ha aJieKBaTHA CHCTEMa 3a MPOCIIe/IsIBaHe Ha JIeKapcTBeHAaTa 0€30MacHOCT;

6. a ce M3BBPIIBAT MMOCTMAPKETUHTOBU NMPOYYBAaHUS 32 €()UKACHOCT, KOraTo MMa ONAaceHus,
CBBpP3aHH C €(pUKACHOCTTA Ha JIEKAPCTBEHUS MPOAYKT, KOUTO MOXKE Ja OBJaT pa3pelieHd camo cjell KaTto
JIEKapCTBEHUAT MPOAYKT ObJIe MyCHAT Ha asapa.

(2) B paspemienuero 3a ynorpeda/yJOCTOBEPEHHUETO 3a PErucTpalus ce mocoyBaT CpPOKOBE 3a
W3MBIHEHHUE HA YCIOBHSTA MO ajl. 1, KOraTo € MpUI0KUMO.

(3) OcHoBaHusATa 3a HajaraHe Ha YCJIOBMETO MO al. 1, T. 6 ce onpenensT ¢ JeJerupaH akT 1o
yieH 226 ot JIupexktuna 2001/83/EO, kato ce oTunTaT HAYYHUTE HACOKH, pa3pabOTEHH B PHKOBOJICTBOTO TI0
. 194a.

(4) M3uckBaHusATa 3a TNPOBEXJaHE HA IOCTMAPKETHHTOBU IPOYYBAaHUS 32 €(PUKACHOCT Ce
OIpeNIeNIAT B PbKOBOCTBO, U3/1aieHO OT EBpomneiickara areHuus 1o jekapcrnara.

Y. 56. (U3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) ITo u3kmroueHue cien
KOHCYJITAITUSl ChC 3asiBUTENS W3MBIHUTETHUAT aupekrop Ha MAJI Moxke na w3maae paspeiieHue 3a
yrnoTtpeda/ yIOCTOBEpEHHE 3a PETUCTpAIMs O] YCIOBUE, KOTAaTO 3asBUTENAT MOXE Ja JOKaKe, 4e He ¢
MPEJICTAaBMII U3YEPIIATEIIHUA JaHHU OTHOCHO €(PUKACHOCTTA U 0€30MacHOCTTa Ha JICKAPCTBEHUS MPOIYKT MPH
HOPMAaJTHH YCJIOBHUS Ha yIoTpeda Mopaayu eHa OT CICTHUTS IPUIHHHA:

1. mokazaHusTa, 32 KOMTO € TMpEeAHA3HAuYeH JIEKaPCTBEHMST MPOAYKT, Ca TOJKOBA PSIKO
CpelIaHy, Ye 3asBUTEINIAT HE MOXKE JIa IPEJICTAaBH ITBJICH JIOKA3aTeJICTBCH MaTepHall, HIIN

2. CbCTOSIHUETO Ha HAyYHUTE MO3HAHUS KbM MOMEHTA € TaKOBa, Y€ HE MOXKE JIa CE TPEACTaBAT
BCeOOXBAaTHU JAHHH, WIIH

3. ce0upaHeTo Ha MOJOOHU JaHHHU MPOTUBOPEYM Ha OOMIONPHETUTE MPHHIMIN Ha JeKapcKaTa
eTHKa.

(2) Pazpemiennero 3a ynorpeda/y10CTOBEPEHHETO 3a PETUCTpalius 1o all. 1 ce u3gaBa Mmpu eHO
OT CIICJIHUTE YCJIOBUSI:

1. 3asgBUTENAT/TIIPUTEKATEIIAT J1a U3IIBIHIBA MpOrpaMa OT MPOYUIBAHUS 3a CPOKa MO al. 3, Karo
pe3yaATaTUTE OT TE3W MPOYYBAHUS CITYKaT 3a MPEOIICHKA HA ChOTHOIIECHHETO IMOJI3a-PUCK;

2. IeKapCTBEHUAT MPOIYKT € C PEKUM Ha OTIyCKaHE camo MO JIEKapCKO MpEANHCaHue, KaTo B
OTIpEJIEJIEHH CITy4al MOXKE Jla ce YIOTpeOsiBa caMo MO CTPUKTEH JIEKAPCKH KOHTPOJ B JICUEOHO 3aBE/ICHHE



3a OOJIHMYHA TIOMOIIL, a B ClTy4ail Ha pagrodapMaleBTHK - CaMO 10 KOHTPOJIa Ha OIIPaBOMOIICHO JIUIIE;

3. B IUCTOBKAaTa, KAKTO U BbB BCSKAa MEIUIIMHCKA HHPOpMAIIH, MPHUIPYKaBallla JeKapCTBEHUS
MPOJAYKT, CJIE/IBA JIa € MPEABUICH TEKCT, C KOWTO ce 0Opbllla BHUMAaHUE Ha MEJUIIMHCKUTE CIIELUAINCTH, Ye
HSIKOM OT HAIMYHHUTE TaHHH 32 JICKAPCTBEHUS POIYKT IMOAJICKAT Ha TIOCIIEBAIIN IIPOYIBAHUSI.

(3) Pazpemienueto 3a ynorpeda/yaoCTOBEpEHUETO 32 PErUCTpanus mo an. 1 ce u3gaBa 3a CpoK
€lIHa TroJuMHa M 3a BCSKa cCle[Balla roJWHa Mo)ke Ja ObJe yAbKaBaHO Ha 0a3zaTra Ha OLEHKAa Ha
U3MBJIHEHUETO HA YCIIOBUSATA 10 all. 2.

Y. 56a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnen u3znaBane Ha
paspelieHrneTo 3a ynorpeda/ynocroBepenuero 3a perucrpauus MAJI Moxe Aa 3aabKU NPUTEXKATENsT Ha
pa3pelieHneTo/yJ0CTOBEPEHNUETO 1a IPOBEE:

l. MOCTMapKeTMHIOBO IIpOy4yBaHe 3a 0€30lacHOCT, aKO ca Hajulle OIAaceHHus 3a
UACHTUPUIMPAHU WM TOTEHIMAIHU PUCKOBE HIIM JIMIICBA WH(pOpMAIMs, CBbP3aHa C MPOCJEIsSBaHE Ha
JIeKapCTBEHaTa 0e30MacHOCT 3a ChOTBETHHS JIEKAPCTBEH MPOAYKT; KOraTO ChIIUTE PUCKOBE CE OTHACAT U 3a
JpyTd JIEKapCTBEHM MNPOIYKTH, cie] KoHcyinranmuu c¢ KomuTera 3a oleHKa Ha pHcka B oOnacTra Ha
(dapmakosornyHata OAUTEIHOCT, Ch3/aJeH MO pena Ha wieH 56, maparpad 1, OykBa "aa" ot Permament
(EO) Ne 726/2004 na EBponeiickus napiaameHnT 1 Ha CbhBeTa, MAJI npenopbuBa Ha ChOTBETHUS MPUTEXKATEI
Ha paspellleHue 3a ynorpeda J1a MpoBele ChbBMECTHO IPOy4YBaHE 3a 0€30IaCHOCT C JIPYTUTE 3acerHaTw
IIPUTEXKATENIN Ha pa3pelIeHue;

2. TOCTMapKeTHHTOBO NpOyYBaHE 3a €(PUKACHOCT, KOraTo IMO3HAHMETO 3a OoJiecTTa WU
U3I0JI3BaHaTa KJIMHUYHA METOJ0JIOTHs JlaBa OCHOBAaHME 3a PEBU3MPAHE HA OLIEHKUTE 3a €(UKACHOCT,
M3BOJUTE 3a KOUTO Ca HAIIPABEHU KbM JlaTaTa Ha U3JjaBaHE HA Pa3pelICHUETO.

(2) W3npnanutenHaTa areHuUMs IO JieKapcTBaTa IMCMEHO YBEIOMsIBa IIpUTEXaTelsd Ha
pa3peLIeHneTo 3a ynoTpeda/y10CTOBEPEHUETO 3a PErHCTpaLus 3a 3aAbDKEHUETO 110 all. 1, kaTo 000CHOBaBa
IIPUYMHUTE U [T0COYBA IIEJIUTE HA IPOYUYBAHETO M CPOKOBETE 32 IIPOBEKIAHETO MY.

(3) B 30-mHeBeH cpoK OT TOJyd4aBaHE Ha YBEAOMJICHHETO IO all. 2 TIPUTEKATEIAT Ha
pas3pelIeHneTo 3a ynoTpeda/y10CTOBEPEHUETO 3a perucTpanus Moxe na noucka ot MAJI mpenocraBsiHe Ha
BB3MOXKHOCT 3a IIPeJICTaBsiHE Ha HH(OpMAaIIHsI OTHOCHO 3aIbKEHHUsATA 10 all. 1.

(4) Cnen mnonyuyaBane Ha uckaHeto mo ain. 3 WAJL ompenmenst cpok 3a HpeacTaBsHE Ha
uHpOpMaNUATa OT MPUTEKATENSI HA PAa3PEIICHUETO 3a YIOTpeda/yI0CTOBEPEHUETO 32 PETUCTPALHSL.

(5) U3npnHuTenHATa areHys 1o JeKapcTBaTa cile/] aHalIu3 Ha MHpOopMalusaTa o ai. 3 Moxe:

1. 1a MOTBBPIU 3aIBIHKEHUETO 110 all. 1, uinum

2. 1a TO OTMEHHU.

(6) M3nbiiHMTENHATA areHLKs 110 JIEKApCTBaTa YBEIOMsIBA IIPUTEXKATENSA 32 B3ETOTO PEIICHUE 110
ai. 5.

(7) B cnydaute mo am. 5, T. 1 wm3nbaHuTenHUAT aupektop Ha MAJl ciayxeOHO u3MeHs
M3JaJICHOTO pa3pelieHne 3a ynorpeda/yJJOCTOBEPEHHE 33 PETUCTpalysl Ha JICKApCTBEHHS MPOIYKT, KAaTO
BKJIIOYBA B HETO KaTo YCJIOBHUE 33 IbJKEHUETO 10 all. 1.

(8) OcHoBaHusATa 3a HAJIaraHe Ha 3aIbJKEHUSATA 110 all. 1, T. 2 c€ ONpenensT ¢ JAeJIEerupaH akT o
1. 226 ot Jupextusa 2001/83/EO.

Un. 566. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
pa3pereHneTo 3a ynorpeda/ya0CTOBEpEHUETO 3a PErHCTpalis BKIIIOYBA B CBOSITA CUCTEMa 3a YIpPaBJICHHE
Ha pUCKa BCUYKHU yCJIOBUS 1O Wi. 55a, 56 u 56a.

(2) B ciaydaure mo an. 1 mpuTekaTensT Ha pa3pelIeHHETO 3a ynoTpeda/yZoCTOBEPEHUETO 32
peructpanus nojasa 10 MAJI yBenomieHue 3a IpoMsiHa B CHCTEMATa 3a YIpaBJIeHUE Ha PUCKa.



Ui 568. (Hos - IB, 6p. 102 ot 2012 ., B cmita ot 21.12.2012 r.) M3nbIHUTEIHATA aTCHIINS TI0
JekapcTBaTa ninpama nadopmMarms 1o EBporeiickara areHIus mo iekapcTBara 3a U3AaIcHATE Pa3peIieHuUs
mo ui. 55a, 56 u 56a.

Un. 57. (1) U3nbnautennuar qupektop Ha MAJI oTka3Ba u3naBaHe Ha pa3pelieHue 3a ynorpeda

WIM yJIOCTOBEPEHHE 33 PETUCTPALMS HA JIEKApCTBEH MPOAYKT, KOTaToO CJIE]] OLIEHKAa Ha JOCUETO Mo 4i. 27 -
32 ce yCcTaHOBH, 4€:

1. CbOTHOILIEHUETO T0JI33/PUCK € HeOIAronpHUsITHO, WIN

2. e(hMKaCHOCTTA Ha JIEKApPCTBEHUS NIPOAYKT HE € 3allUTeHa YOeAUTETHO OT 3asiBUTENsS, WK

3. KOJMYECTBEHUAT M KAUECTBEHUAT CHCTAaB Ha JIEKAPCTBEHUS IPOAYKT HE OTrOBapAT Ha
OIHCAaHUs B JOCHUETO.

(2) (Hom. - JIB, 6p. 71 ot 2008 1., B cuya ot 12.08.2008 r.) U3nbaauTenHusT tupektop Ha MAJI
OTKa3Ba M3JaBaHE Ha pas3pelieHue 3a ynorpeda WM YIAOCTOBEPEHHE 3a PErucTpalusi Ha JIEKapCTBEH
MPOJYKT, KOTaTO HAKOU OT JAHHUTE B JIOCUETO HE ChOTBETCTBAT HA M3UCKBaHUATA HA 4i. 27 - 32 Uinu Ha
HapeznbaTa o wi. 42.

(3) MsnbauuTennuar aupekrop Ha MAJL oTkasBa perucrpanusi Ha TPaJIULUOHEH PACTUTENIEH
JIEKapCTBEH MPOAYKT, KOraTo CJIe]l OLICHKA Ha JOKYMEHTALUATA CE YCTaHOBH, Y€ NPOAYKTHT HE OTTOBaps Ha
ycioBusTa 1o wi. 37, an. 1, JaHHUTE B JOCHETO HE ChbOTBETCTBAT HA 4. 38 WIIU:

1. KOMMYECTBEHUAT U KAUECTBEHUSAT ChbCTAB HE OTTOBAPST HA ONUCAHUTE B IOCUETO;

2. IeKapCTBEHUSAT MPOIYKT MOXKe J1a Ob/ie BpEeeH MU NPaBUIHA yIIOTpeba;

3. maHHUTE 3a TPAAUIIMOHHATA YIIOTpeOda ca HeAOCTaThYHU, 0COOCHO KOTraTo (hapMaKOJIOTHIHHUTE
CBOMCTBA WJIHM €(PUKACHOCTTA HE ca JOKa3aHU Bb3 OCHOBA HA ABJITOTOJUIIHA YIIOTpeOa U HATpyTaH OIUT;

4. papManeBTUYHOTO KaU€CTBO Ha JIEKAPCTBEHUS MIPOAYKT HE € I0CTaThYHO 0OOCHOBAHO.

Un. 58. Ilputexarenst Ha pa3pelIeHUeTo 3a YNoTpeda HOCH OTTOBOPHOCT 3a IbJIHOTaTa U
JIOCTOBEPHOCTTA Ha JAHHUTE B JOCHUETO.

Yn. 59. (1) Otka3pT Ha u3nbIHUTENHUS qupektop Ha WAJI 3a u3gaBaHe Ha paspeleHue 3a
ynoTpe6a/y10CTOBEpEHUE 3a PEruCTpalsl Ha JIEKApCTBEH NMPOJYKT MOXKE Ja ObJe oOxaliBaH IO pela Ha
AJMUHUCTPATUBHOIIPOLIECYATHUS KOJEKC.

(2) OTtka3bT Ha M3MBIHUTETHUS AUpekTop Ha MAJI m MoTMBHTE 3a HEro ce MyOJuMKyBaT Ha
CTpaHulaTa Ha areHLUATa B UHTEPHET.

Yn. 59a. (Hos - IB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 r.) (1) (M3m. - [IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) B caywaure mo un. 55, an. 2 u 5, HO He MO-KbCHO OT 9 Mecena Mpeau
M3TUYaHETO Ha CPOKa Ha pa3pelIeHUEeTo 3a ynoTpeda/y10CTOBEPEHUETO 32 PErUCTpaLUs, IPUTEKATENAT My
nojasa B MAJI 3asBiieHue 3a MOAHOBSIBaHE, IPUAPYKEHO C 0000IIEHO JOCHE IO OTHOIICHUE Ha Ka4eCTBOTO,
Oe3onmacHOCTTa U €(QUKACHOCTTA, BKIIOYMTEIHO OLIEHKAa Ha JAHHUTE, ChABPXKAIIM C€ B JOKJIAAMUTE 32
MOJI03MPAHH HEXEJaHW JICKAPCTBEHHM PEAKIMU U MEPUOJUYHUTE aKTyaTHU3UpaHu JTOKJIAIH 3a 0€30MacHOCT,
[I0JJaBaHH B CbOTBETCTBUE C IV1aBa OCMa, U BCUYKH OJ0OpPEHH MPOMEHH CJIe/l U3/1aBaHE HA Pa3peleHUETo 3a
ynoTpe6a/y10CTOBEPEHUETO 32 PETUCTPALIHSL.

(2) 3uckBaHusTa KbM JAaHHUTE U JOKYMEHTHUTE OT JOCUETO M0 aJl. | ce ompeenar B HapenoaTa
o 4. 42.

(3) B cpok no 120 gHu OT MOCThIIBaHE Ha 3asBICHUETO M JOKyMeHTauusta mo ain. 1 MAJI
OLIEHSIBA KAayeCTBOTO, O€30MacHOCTTa U €(UKACHOCTTa Ha JIEKAPCTBEHUs NMPOLYKT U H3rOTBA OLEHBYEH
JIOKJIaJ], KOWTO MpeACTaBs Ha U3IIbIHUTEIHUS nupekTop Ha MAJL.



(4) KoraTo ycTaHOBM HEMBIIHOTH W/WJIH HECHOTBETCTBUS B MIPEICTABEHATA IOKYMEHTAIIUS 110 aJl.
I, UAJI yBenoMsiBa TNHCMEHO TMPHUTEXKATEIsI HA pa3pelieHHETo 3a ynoTpeba/yJa0CTOBEPEHUETO 3a
perucTpauusi M JaBa yKa3aHUs 3a OTCTpaHsBaHeTo WM. [lpuTexaTensT Ha pa3peuieHueTo 3a
ynoTpe0a/yA0CTOBEPEHUETO 3a PETUCTpaIusi OTCTpaHsSBa HENBJIHOTUTE W/WIA HECHOTBETCTBHUSTA B
JOKYMEHTaIusATa B cpok 10 30 IHU OT JaTara Ha MOoJdy4yaBaHE HAa yBEAOMIICHHETO.

(5) B cpok 10 nHu OT monydaBaHe HAa OLEHBYHHS JOKJIAJ MO ald. 3 U3MBIHUTEIHUIT JTUPEKTOP
Ha WAJl umzpmaBa paspelieHue 3a TMOJHOBSIBAHE Ha pa3pelICHHETO 3a YINoTpeda/yI0CTOBEPEHHETO 3a
perucTpanus Ha JIEKapCTBEHUS MPOIYKT WIM MOTUBHPAH OTKa3.

Un. 596. (Hos - [IB, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 1.) (1) U30BIHUTETHHUIT TUPEKTOP
Ha WMAJl oTka3Ba NOJHOBSIBaHE Ha pa3pelICHHETO 3a YNOTpeda/yJOCTOBEPEHMETO 3a pPEerucTpanus Ha
JIEKapCTBEHHMSI IPOJTYKT, KOTaTo CJIe]l OLIEHKA Ha JOCUeTo Mo wi. 59a, an. 1 ce yctaHOBH, Ye:

1. IekapCTBEHUSAT MPOIYKT € BPEACH NpH MpaBUIIHA yIIoTpeOa, WiH

2. aurcBa TepaneBTHYHA €(UKACHOCT, WK

3. ChOTHOILIEHHUETO I10J133/PUCK € HeOIaronpHusITHO MPH MIPABUIIHA yIIOTpeda, UiIu

4. KONWYECTBEHUST W KAYECTBCHHAT CHCTaB Ha JIGKAPCTBEHHUS TMPOIYKT HE OTTrOBapsAT Ha
OIMCaHMA B JOCUETO, WIH

5. naHHMTE B AocueTo 1o wi. 59a, an. 1 ca HEBepHHU, WK

6. KOHTPOJBT Ha JIEKAPCTBEHUS MPOAYKT W/UIM HA CHCTABKUTE W HAa MEXIUHHUTE €Tald OT
IIPOU3BOJICTBEHUS IPOLIEC HE € U3BBPIIBAH WM HE € U3I'BJIHABAHO APYrO U3UCKBAHE, IPU KOETO € U3/1aJI€HO
pa3peleHueTo 3a MPOU3BOJCTBO, WIH

7. HSIKOU OT JIaHHUTE B JJOCHETO HE OTrOBapsAT Ha M3MCKBaHUATA HA 4il. 59a, an. 1 u 2.

(2) Otka3zbT Ha u3mbIHUTENHUS nupekTop Ha WAJl 3a mogHOBsiBaHE Ha pa3pelIeHHE 3a
ynoTtpe0a/y10CTOBEpEHHE 32 PErUCTpalusl Ha JIGKApCTBEH MPOIYKT MOXKe Ja ObJe oOxkanBaH MO pela Ha
AJIMUHUCTPAaTUBHONPOLIECYATHUS KOJEKC.

(3) Otka3bT Ha M3NBJIHATENHUA AUpekTop HAa MAJI 1 MoTHBHTE ce IMyOJIMKyBaT Ha CTpaHMIIATA
Ha 1AJI B unTepHeT.

Yn. 598. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., m3m. - IB, 6p. 102 o1 2012 1, B
cwia ot 01.04.2013 r.) M3nbiHuTeNHATA areHIMs 110 JeKapcTBara yBeaoMsisa HalnonanHus chbBeT 1O LIEHU
U penMOypcHpaHe Ha JIEKapCTBEHHUTE MPOAYKTH 3a MPEKPATEHUTE W OTHETHUTE Pa3pellieHus 3a ymorpeoa,
KaKTO M 3a HalpaBEHUTE OTKAa3W 3a MOJHOBSBAaHE HA M3JaJCHU pa3pelieHus 3a ynorpeda Ha JeKapCTBEHH
NPOJIYKTH B 7-JTHEBEH CPOK OT M3/IaBaHETO HAa CHOTBETHHUS aKT.

Pazgea VI.
IIpomenu B U31a/1eHO pa3peleHne 3a ynorpeda

Un. 60. (1) (U3m. - JIB, 6p. 12 or 2011 r., B cuma ot 08.02.2011 r.) Ilputexkarenar Ha
paspelieHre 3a ynorpeda Ha JIeKapCTBEH MPOAYKT € UIkkeH na yBeaomu MAJL 3a Bcska mpoMsiHa B
YCIIOBUSATA, IPU KOUTO € U3/1aJIEHO Pa3peleHUueTo.

(2) (U3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) [Ipomenute morat aa 6baaT oT TUI [
A, tun Ib, tun I, pasmupsBane Ha 0OXBaTa Ha pa3pelIEHUETO 3a ynoTpeda W CIENIHH OTPaHUYUTEITHU
MEpKH 3a O€30MaCHOCT.

(3) (M3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcioBuara U KpuTepuure 3a
kiacuuKalys Ha IPOMEHHUTE Ce ONpeIeNAT ¢ HapenbaTa 1o ui. 42.

(4) U3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) IIpomsHa, KOATO HE ce SBSBA



pasmmpsiBaHe Ha 00XBaTa M YUATO KJIACH(UKAIMS OCTaBa HEOMpPEEICHA CJe/ MPIIarane Ha yCIOBUATA U
KpUTEpUUTE TI0 HapeadaTa mo wi. 42, ce cMmsTa 3a npomsiHa ot tur Ib mo moapazbupane.

(5) (Hoea - JIB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) Karo uskmtoueHnue ot an. 4
MPOMSsTHA, KOATO HE Ce SIBSBA pa3lIupsiBaHe Ha 00XBaTa M YUATO KIACH(UKAIMS OCTaBa HEOMPEICIICHA CIe]
MpuUJaraHe Ha yCIOBUATAa U KpUTEpPUHUTE HA Hapendarta mo wi. 42, ce cMsTa 3a mpomsiHa ot Tur Il B ciegaute
ClIyvau:

1. mo WckaHe Ha TPUTEXKATENs Ha Pa3pelICHHETO 3a ymoTpeda, OTpa3eHO B 3asABICHUETO 3a
MPOMSIHA;

2. xorato MAJI cnex oueHka Ha BaJUMJHOCTTA HAa YBEIOMJICHHETO MO 4Wi. 63 mpeueHu, ye
MPOMSIHATA MOXE J]a UMa CHIIECTBEHO BBH3JICHCTBUE BbPXY Ka4eCTBOTO, O€30MAaCHOCTTA WIN €(hUKACHOCTTA
Ha JICKapCTBEHUS MPOIYKT.

U 61. (U3m. - [IB, 6p. 12 ot 2011 1., B cuma ot 08.02.2011 r.) (1) 3a Bcsika nmpomsiHa ot Tut [
A, tun Ib, Tun Il wnm pasmupsiBane Ha oOXBaTa MPUTEXKATEISIT Ha Pa3pelICHUETO 3a ymoTpeda Ha
JeKapcTBeHMs NpoAyKT nojasa B MAJI otaenHo yBegomiieHue, ChOTBETHO 3asiBJICHUE.

(2) Korato mamena mpomsiHa BOAW 1O MPOMSHA B JaHHUTE OT KpaTKaTa XapaKTEPUCTHUKA Ha
MPOJYKTa, HAa OTMIAKOBKATA W/WIIM B JTUCTOBKATa, TE3U MPOMEHH CE MpUeMaT KaTo 4acT OT 3asgBeHaTa MpoMsHa
U 3a TSX HE C€ MojaBa OTAEIIHO 3asBICHUE.

(3) IlpuTexarensT Ha pa3pelIeHUETO 3a yoTpeda MOXKe J1a TpynHpa IPOMEHHUTE, KOrarTo:

1. yBenomsiBa €IHOBPEMEHHO 3a €IHU W CBHIIM NpOMEeHH TUN [A B ycCJOBHUSITA HAa €IHO WIH
MoBeYe pa3peleHus 3a yrnorpeoa,

2. 3agBsiBA €IHOBPEMEHHO HSKOIKO MPOMEHHM B YCIOBHSATA Ha pas3pelieHus 3a ymnorpeoa,
MPUHAJISKAITY KbM TI100aTHOTO paspenieHue 3a yrnorpeda mo wi. 28, aji. 8§ Ha JeKapCTBEHUS MPOAYKT, MPH
YCIIOBUE Y€ ChOTBETHUTE MPOMEHH TMOMAJIAT B €IUH OT CJIEIHUTE CIydau:

a) eZJHa OT MPOMEHHUTE B IpyTaTa € pa3liupsBaHe Ha 00XBaTa Ha pa3pelIeHueTo 3a yrnorpeoa;

0) enHa OT MPOMEHUTE B rpymnara e npomsiHa Tum I, a BCHUku ocTaHanu MpoOMEHH B rpymara ca
IIPOMEHH, KOUTO Ca CIEACTBUE OT ITpomMsiHaTa tvi II;

B) €/lHa OT MPOMEHUTE B rpymnara € nmpomsiHa tun Ib, a Bcuuku octaHamy MpoMeHu B Tpymara ca
MIPOMEHH, KOUTO ca CleICTBUE OT mpomMsiHaTa tul 1b;

I') BCHYKU MPOMEHHU B TpymnaTa c€ OTHACSAT camo J0 MPOMEHHU OT aJIMUHUCTPATUBEH XapakTep B
KpaTKaTa XapakTepHUCTUKa Ha MPOAYKTa, JINCTOBKATA 32 MAIlMeHTa WIIM OMIaKOBKATa;

) BCUYKM TMPOMEHH B TIpymnara ca NPOMEHM B OCHOBHATa JOKYMEHTallMs Ha aKTUBHOTO
BEIIECTBO, OCHOBHATA JIOKyMEHTAllMs HAa BAKCHHHUS aHTUIe€H WJIM OCHOBHATA JIOKyMEHTAIIlUA 34 IJ1a3MaTa;

€) BCHMUKM MPOMEHHM B Ipynara ca BbB Bpb3Ka C IMPOEKT, MpEeAHA3HAYEH Ja YCHhBBHPILICHCTBA
MPOM3BOJICTBEHUS TPOIEC M KAueCTBOTO HA CHOTBETHHUS JICKAPCTBEH MPOAYKT WM HETOBOTO/HETOBUTE
AKTUBHO/aKTUBHU BEIIECTBO/BEIIECTBA;

’K) BCHMYKH TMPOMEHU B Trpylara ca MPOMEHHU, KOWTO 3acAraT KayeCTBOTO Ha IaHJIEMHUYHA
MPOTUBOTPUITHA BAKCHHA;

3) BCHYKHM IIPOMEHU B TpyIara ca MPOMEHH B CHCTEMaTa 3a JIeKapCcTBeHa OE€30MMacHOCT 1O TiiaBa
ocMa;

M) BCHYKH MPOMEHU B TpyIara ca CIeACTBHE OT OMpeJesieHa CIellHa MsIpKa 3a 0e30macHOCT U
ca moJaJeHH B CbOTBETCTBHE C 1. 606;

K) BCUUKH IIPOMEHHU B TpylaTa ca CBbp3aHM C BKIIOYBaHE HAa mHpopMalus 3a aajaeH papmako-
TepaneBTUYEH KJIac;

J) BCHUYKM MPOMEHH B Tpymara ca CIEACTBHE OT OIEHKaTa Ha MEePUOJUYEH JOKJIaa 3a
0E30I1acHOCT;

M) BCUYKH IPOMEHU B TpyIiaTa ca CJIeJACTBUE OT MPOYUYBAHE CIie]] TOJydaBaHe Ha pa3pelieHue 3a



ynotpeba, IpoBeIeHO MO/ HaJ30pa Ha MPUTEKATEIIS Ha pa3pelIeHneTo 3a yrnorpeoa;

H) BCUYKU IIPOMEHU B rpylaTa ca CJIEJICTBUE OT M3M'BJIHEHHUETO Ha YCJIOBHE B pa3pellieHHe 3a
ynotpeba no ui. 56;

3. 3asiBEHUTE NMPOMEHM B YCJOBHSTA HA €IHO M CHLIO pa3pelleHue 3a yrnorpeda He Mmonaaar B
ciydaute mo T. 2, mpu ycinoBue ue MAJI ce chrimacu ga mpuiioku KbM Te3W MPOMEHH €JHa U Chlla
npoueaypa.

(4) Ilpu rpynupane Ha MPOMEHU 110 all. 3, T. 2 ¥ 3 MPUTESKATEIAT HA Pa3pelICHUETO 3a yIoTpeda
noaasa B MAJL:

1. enuHHO yBeIOMIIEHHE, KOraTo MOHE e/1Ha OT IpoMeHuTe € Tun Ib u Bcuuku octananu ca TUI
IA nmwm Tun 1b;

2. eAMHHO 3asBJIEHUE, KOTaTO OCHOBHATA MpoMsiHa € Tull Il u HUTO efHa OT JpyruTe NpoMEeHU He
€ pasmupsiBaHe Ha 00XBaTa Ha pa3pelIeHUueTo 3a ynorpeda;

3. eOuHHO 3asBICHHME, KOTaTO OCHOBHAaTa IMpOMSHAa € pas3llupsBaHe Ha oOxBaTa Ha
paspelieHreTo 3a ynorpeoa.

(5) 3aegHO CbC 3asABICHMETO, CHOTBETHO YBEIOMIIEHHETO IO all. | mim 4, mpuTexarensT Ha
paspelieHueTo 3a ynorpeba rnojiana:

1. moxyMeHTalus, CBbp3aHa ¢ IPOMEHHUTE, ONpe/ieieHa ¢ Hapeadara 1o wi. 42;

2. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, omnpeeseH ¢ Tapudara mo wi. 21, an. 2.

(6) Mznbaautenausat nupekrop Ha MAJI yTBBpKaaBa oOpasnuTe Ha 3asBJICHHE, ChHOTBETHO
yBemoMIIeHHE 110 al. | u 4, KouTo ce myOaMKyBaT Ha HHTepHET cTpanunara Ha MAJL

Yn. 62. (U3m. - IB, Op. 12 ot 2011 r., B cuma ot 08.02.2011 r.) (1) IIpurexarenar Ha
paspenieHueTo 3a ynorpebda MoXe J1a mojaajae yBemomieHue 3a nmpomeHu tum [A B cpok 12 mecema criep
MPUJIAraHeTO UM C U3KIIIOUEHHUE Ha IPOMEHUTE, KOUTO U3UCKBAT HE3a0aBHO YBEIOMIICHHE.

(2) Ilpomenute tum [A, KOMTO M3UCKBAT HE3a0ABHO YBEIOMIICHHE, CE OMPEEIST ¢ HapexdaTa
1o 4. 42.

(3) B ciryuauTe mo ai. 2 npuTeXareisT Ha pa3pelIeHUueTo 3a yInoTpeda 1mojiaBa yBe1oOMICHHE 3a
npoMsiHaTa TUN [A He3a0aBHO Clie]l TPUJIaraHETO M.

(4) B 30-1HeBeH cpok OT MojlyyaBaHe Ha YBEIOMJIEHHETO MO al. 1, chorBeTHO no ai. 3, MAJI
yBEZOMsBa MIPUTEKATENSI HAa Pa3pELICHUETO 3a yIoTpeoda:

1. ganu mpomsiHaTa/POMEHHUTE ce MpUeMa/IprueMar WM He; KOTaTo NMPOMsSHATa/TIPOMEHUTE He
ce MmpueMa/mpuemar, ce moco4BaT MOTUBUTE 32 TOBA, U

2. any mpoMsiHaTa/IIPOMEHUTE BOAM/BOJAT A0 MPOMSHA HA JaHHUTE B U3/aJIEHOTO pa3pelieHue
3a yrnotpeda; KoraTo ce Hajara mpoMsiHa B U3JaJICHOTO pa3pelIeHue 3a ynorpeda, ce npuiara ui. 64a.

(5) IlpuTexatenar Ha pa3pelIeHUeTo 3a yrmoTpeda MpeycTaHOBsIBa He3a0aBHO MpUIIaraHETO HA
ChOTBETHATa/ChOTBETHUTE MPOMsHA/IpoMeHH Tull A cien moiydaBaHe Ha yBenomiieHHe 1o ai. 4, T. 1 3a
HEIpHUEMaHe.

Un. 63. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Koraro yBenomienuero 3a
npomsHa tul Ib otroBaps Ha nsuckBanusTa Ha wi. 61, MAJI yBegomsiBa npuTekarelis Ha pa3pelieHueTo 3a
ynoTpeba, ue yBeJJOMJICHHUETO € BaJIMIHO U TIOCOYBA J1aTaTa, OT KOATO CPOKBT M0 ajl. 2 3aroyBa Ja Teue.

(2) B 30-nHeBeH cpok OT mojyyaBaHe Ha BanuaHO yBenomuieHue MAJI oueHsBa mopaneHaTa
JOKYMEHTAIUS ¥ YBEJIOMSBA MIPUTEKATENSI HAa Pa3pelIeHUeTo 3a yrnoTpeoda:

1. nmanu onoOpsiBa mpomsiHaTa WJIM HE; KOraTo IpoMsiHaTa HEe ce oA00psiBa, Ce MOCOoYBaT
MOTHBHTE 3a TOBA, U

2. many mpoMsiHaTa BOJAM /0 NMPOMsHA Ha JaHHUTE B W3JaJCHOTO pa3pelieHue 3a ynorpeoa;
KOraTo ce Hajara npoMsiHa B U3/1a/ICHOTO pa3pelIeHue 3a ynorpeba, ce npuiara ui. 64a.



(3) Korato B cpoka no an. 2 MAJI ycraHOBH HECHOTBETCTBUS B I0/1aJIeHATA JTOKYMEHTAIUS C
M3MCKBaHUATA Ha 3aKOoHAa W HapenbaTa mo wi. 42, Ts yBeIOMsiBa IMPHUTEXKATENd HAa pa3pelieHHeTo 3a
ynotpeoa.

(4) B 30-mHeBeH CpoOK OT TOJyYaBaHE HA YBEAOMJICHHETO IO all. 3 TPUTEKATEIAT Ha
paspelieHrueTo 3a ynorpeda Moxe Ja MPOMEHHU WIH JOMBIHA JOKYMEHTAIUSTA.

(5) Koraro B cpoka mo an. 4 mpuUTeXaTelAT Ha pPa3pelIeHHETO 3a yrnoTpeda He MPeICTaBH
MpOMEHEHa WM JombiHeHa JokyMmeHTanusi, MAJl mpekpaTsBa mpouenypaTta U yBeIOMSiBa 3a TOBa
MPUTEXKATEIS Ha pa3pelIeHneTo 3a yrnorpeoa.

(6) B 30-mHeBeH cpok OT TMOJydyaBaHe Ha IpoOMeHeHaTa AokyMmeHTarus mo ain. 4 HMAJI
yBEIOMSIBA MIPUTEKATEINS HA pa3pelICHUETO 3a yIoTpeoda:

1. nanu onoOpsiBa mpomsiHaTa WJIM HE; KOTraTo IpoMsiHaTa He ce oA00psiBa, Ce MOcOoYBaT
MOTHBHTE 3a TOBA, U

2. nany mpoMsHaTa BOAM 10 IPOMSHA Ha JAHHUTE B U3JaJCHOTO pa3pelleHue 3a yNnoTpeoda;
KOraTo ce Hajiara mpoMsiHa B U3/1a/IEeHOTO pa3pelIieHue 3a ynorpeba, ce npuiara ui. 64a.

(7) lpurexarensT Ha pa3pelIeHUETO 3a ynoTpeda mpuiara ogodpenara npomsHa tun Ib cien
MoJTy4aBaHe Ha yBEJOMIICHHE T10 aJl. 2, T. 1, chOTBETHO To aj. 6, T. 1 3a ogoOpsiBaHe Ha MTpOMsHATA.

Un. 64. (U3m. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Koraro 3asBienuero 3a
npomsHa tun Il otroBaps Ha u3uckBanusTa Ha 4wi. 61, MAJI yBenmoMsaBa nputexaTess Ha pa3pelieHUETo 3a
ynotpeba, 4e 3asiBJICHUETO € BaJHIHO, KATO TIOCOYBA JlaTaTa, OT KOATO CPOKBT IO aJl. 2 3aroyBa Ja Teue.

(2) B 60-gHEeBeH cpok OT moJydaBaHe Ha BaduaHO 3asBieHUE MAJI U3roTBs OleHBYCH MTOKIIAL]
3a MPOMSHATA.

(3) CpoxsT 1o ai. 2 Moxe aa Obae:

1. HaMaJIeH MpU CHEIIHU CIy4Yau, KOUTO ca CBbp3aHu ¢ Oe30macHaTa yrnoTpeda Ha IeKapCTBEHHS
MPOYKT, WITH

2. yawmkeH A0 90 1HU pH MPOMSIHA, C KOSITO C€ U3MEHS WM 100aBs TepaleBTUUHO MOKa3aHHe.

(4) Korato MAJI ycTtaHOBH HECHOTBETCTBUS B I0JIaJIeHATAa JOKYMEHTAIUs C U3MCKBAHUATA HA
3aKoHa W Hapeabara 1o wi. 42, TS yBeIOMSIBa MPUTEKATEN HA Pa3pelIeHUETO 3a yroTpeda U ompeaess
CPOK 3a MpeIOCTaBsiHE Ha JOMBIHUTETHATa HH(OPMALIUS U JOKYMEHTAIIHSL.

(5) B cimyuauTe 1o an. 4 CpoKbT MO all. 2 Crupa Ja Te4e 0 MPEICTaBIHETO Ha AOMBIHUTEIHATA
uH(pOpMaLUs U JOKYMEHTAIIHSL.

(6) B cpok 10 15 qHU OT U3rOTBSIHE HA OLEHBYHUS JOKJIA U3MBJIIHUTETHUAT qupekTop Ha NAJT:

1. ogoOpsiBa mpoMsHaTa WM MPaBHM MOTHBHPAH OTKa3 M yBEJAOMSBA 3a TOBA MPHUTEKATENs Ha
paspelieHreTo 3a ynorpeoa;

2. yBeIOMsIBa TIPUTEXKATEIS HA Pa3peIICHUETO 3a yrnorpeda Janu o100peHaTa mpoMsiHa BOJIU 10
MpPOMsIHA Ha JIaHHUTE B M3/aJI€HOTO pa3pelleHue 3a yrnorpeda; KOraro ce Hajara MpoMsHa B U3JaJ€HOTO
paspeleHue 3a yrnorpeda, ce mpriara 4wi. 64a.

(7) IlpurexatensT Ha pa3pelICHUETO 3a yHoTpeda MOXKe J1a MPUIIOKU 0/I00peHaTa MpoMsiHA THII
II camo cnex u3gaBaHeTo Ha pa3pelleHre 3a MpoMsiHa 1o 4. 64a.

Yn. 64a. (Hos - IB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) U3nbIHUTETHUAT TUPEKTOP HA
WNAJI uznaBa paspenienue 3a mpoMsiHa B pa3perieHneTo 3a yrnoTpeda B CPoK:

1. Tpuzmecer QHU OT M3[AaBaHE HA YBEAOMJIEHHMETO MO wi. 62, anm. 4, 1. 2, wi. 63, an. 2, T. 2,
CBOTBETHO 4Wi. 63, an. 6, T. 2 win ui. 64, an. 6, T. 2, KOraTo ChOTBETHATA MPOMsIHA BOAM JI0 YAbJDKAaBaHE C 6
Mecella Ha CpokKa, mocoveH B wieH 13, maparpadu 1 u 2 ot Pernmament Ne 1768/92 na Cwveera (EMO) ot 18
10HU 1992 r. OTHOCHO CH3/aBaHETO Ha JOMBIHUTENICH CEPTHU(HKAT 32 3aKpUJIa Ha JIEKAPCTBEHUTE MPOIYKTH,
B choTBeTcTBHE ¢ WI. 36 0T Permament (EO) Ne 1901/2006;



2. IeCTECeT JHU OT U3/]aBaHE HA YBEJIOMJICHUETO MO Wi. 62, an. 4, T. 2 - npu npomMeHu Tt A,
KOWUTO HE M3HUCKBAT HE3a0aBHO yBEOMSIBAHE;

3. mecTAeceT IHU OT U3JaBaHe Ha YBEJOMIIEHUETO 1o ui. 64, an. 6, T. 2 - 3a npomenu Tui II;

4. CTO M OCEMJIECET JTHU - BB BCUUKH OCTAHAJIH CIIy4awu.

. 646. (Hos - JIB, Op. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) IIpu npomenu, oTHACSIIH ce
70 TPOMEHH B AKTUBHOTO BEIIECTBO 3a LIEJINTE HAa €XETroJHaTa akTyajau3alus Ha MPOTHBOTPHUITHHUTE
BaKCHHH, TPUTEKATEIAT Ha paspelieHnero 3a ymnorpeda momaBa B MAJl 3asBneHue, NpUAPYKEHO C
JOKyMEHTAIMsI, ompejaesieHa ¢ Hapenbara mo 4ui. 42. B 7-maeBen cpox MAJI mpoBepsiBa mbIHOTaTa Ha
Mo/a/ieHaTa JOKyMEHTAIUsI.

(2) Koraro 3asBieHHeTO OTroBaps Ha U3MCKBaHusATa Ha ai. 1, MAJI yBegomsBa nputexarens Ha
paspeleHueTo 3a ynorpebda, 4e 3asBICHHETO € BAJIMIHO, KaTo MOCOYBA JaTara, OT KOATO CPOKBT MO ail. 3
3aroysa Jia Teye.

(3) B 45-nHeBenH cpok OT mosy4aBaHe Ha BaMIHO 3asBiaeHue AJI orieHsiBa TOKyMeHTausITa 1
W3TOTBS OLEHBYEH JIOKJIA.

(4) WsmbnHuTenHaTa areHOMsl IO JIEKapCcTBAaTa MOXKE Jla HW3HWCKa OT TMPUTEXATeNIsl Ha
paspelieHneTo 3a ymnorpeba Aa TpencTaBd KIMHWUYHUTE JAaHHU M JaHHUTE 3a CTaOMITHOCTTAa Ha
JeKapcTBeHHs MpoAyKT. [lpuTtexarenar Ha paspemeHuero 3a ynoTpeba mpencras B MAJI usuckanute
JAHHU B CPOK 12 AHM OT M3THMYAHETO Ha CPOKA M0 ail. 3.

(5) U3nbiHuTENIHATA areHLUs 1O JICKapCTBaTa OLEHsBA JOKYMEHTAIUATA U B3€Ma OKOHYATEITHO
peuieHre B cpok 10 qHU OT moJyyaBaHETO Ha JaHHUTE MO aj. 4, KaTo U3JaBa pa3pelieHue 3a MpoMsHa WIH
OTKa3.

Un. 65. (1) Koraro mpurexatensT Ha pa3pelIeHUeTo 3a yrnoTpeda yCTaHOBU PHCK 3a 3[PaBETO
npu ynorpebara Ha JeKapCTBEHHS POIYKT, TOM MpeANnpreMa CIIeIIHA OTPAHUYUTETHA MEPKH U He3a0aBHO
yBeaoMsiBa nucmeno MAJL.

(2) U3nbaHuTenHaTa areHIMs Mo JeKapcTBaTa ce IMPOU3HAcAd IO MEPKHUTE B CPOK 24 yaca OT
YBEIOMIICHHETO.

(3) Korato UAJI He ce mpou3Hece B CpoKa MO al. 2, CMsATa ce, Ye MEPKUTE ca OA00pEHHU.

(4) Koraro MAJI ycraHoBu, 4e HMMa pHUCK 3a 3JpaBeTO Ha XopaTa OT ymnorpedara Ha
JIEKapCTBEHMsI MPOJYKT, pa3lopexaa Ha NpUTEXaTeNs Ha paspelieHueTo 3a ymorpeba Aa mpeanpueme
He3a0aBHO OTPAHUYUTEITHA MEPKH.

(5) B cyuaute 1o an. 1 u 4 mpuTEeXKaTEIAT Ha Pa3pelIeHUETO 3a ynoTpeda Ha JEKapCTBEHHS
npoayKT ckriacyBa ¢ MAJI HauMHa U CPOKOBETE 32 BHBEXKJAHE Ha MPEIIPUETUTE MEPKH.

(6) IlputexarensT Ha pa3pelleHHeTo 3a ynoTpeda Ha JIEKapCTBEHUS MPOAYKT IMojaBa [0
M3IBJIHUTENHUS aupekTop Ha MAJI 3asBieHue 3a mpoMsHa Mo peaa Ha wi. 64 He Mo-KbCHO OT 15 nHM cnex
JaTaTta Ha IpeArnprHeMaHe Ha MEpKHUTE.

Un. 66. (1) (U3m. - B, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Ilpurexarenar Ha
paspeleHye 3a ynorpeda Ha JIGKapCTBEHUS MPOJYKT TOJaBa 3asBJICHHE 3a paslIMpsBaHe Ha 0OXBara Ha
W3MIAZICHOTO pa3pelieHue 3a yrnorpeda npu:

1. mpoMsiHA Ha AKTHBHOTO/aKTUBHUTE BEIIECTBO/BEIIECTBA:

a) 3aMsiHAa HAa XUMHYECKH aKTHBHO BEIICCTBO C PAa3JIMYCH KOMILICKC/ICPHUBAT, BKIIIOYBAII]
coJi/ecTep, ChC ChIaTa TEPANeBTUYHA YaCT, IPU KOETO XapaKTePUCTHKUTE Ha eprKacHOCTTa/0e30MacHOCTTa
HE CE pa3jMyaBaTr ChIIECTBEHO;

0) 3aMsiHa ¢ pa3IUYeH U30MEp, pa3IndHa CMEC OT U30MEPH, 3aMsHA Ha CMEC C H30JIUPAH U30MEP



(Hampumep Ha  palemMar ¢ ©OUHUYEH EHAHTHOMEp), TMpPH  KOETO  XapaKTepPHCTUKHUTE  Ha
e(heKTUBHOCTTa/0€30IIaCHOCTTA HE C€ pa3andaBaT ChIIECTBEHO;

B) 3aMsHa Ha OWOJIOTMYHO AKTUBHO BEIIECTBO C TaKOBa, KOETO HMMa MAaJIKO TMO-pa3inyHa
MOJIEKYJISIPHA CTPYKTypa, IpPU KOETO XapaKTEepUCTUKUTE Ha e(eKTUBHOCTTA/0€30MacHOCTTa HE Ce
pa3nnyaBat ChIIECTBEHO, C M3KIIOYCHHE Ha POMEHH B aKTUBHOTO BEILIECTBO HA CE30HHA, MpeANaHIeMUIHa
WM TTaHJIeMUYHA TIPOTUBOTPHUITHA BAKCHHA 32 YOBEIIIKA yIOoTpeoa;

') MPOMsIHA Ha BEKTOpPa, U3IOJI3BAH 3a MPOU3BOJICTBOTO HA aHTUTC€HA WIIM MU3XOJHUS MaTepHal,
BKJIFOUMTEIHO HOBAa OCHOBHA KJEThUHA OaHKa OT JPYr HM3TOYHUK, NMPU KOETO XapaKTEPUCTHKUTE Ha
e(heKTUBHOCTTA/0E3BpETHOCTTA HE C€ Pa3IndaBaT ChIIECTBEHO;

1) HOB JIMTaH/I WJIM CBBP3BaIll MEXaHU3bM 32 paainodapMalleBTUK, IPH KOWTO XapaKTEPUCTUKUTE
Ha e()eKTUBHOCTTA/0€301aCHOCTTA HE C€ pa3/inyaBaT ChUIECTBEHO;

€) TmpoMsHA B EKCTpaxupalusi pa3TBOpPUTEN WJIM B CHOTHOIIEHHUETO PACTUTEIHO
BEIIIECTBO/PACTUTENICH Tperapar, MpH KOETO XapaKTEPUCTHKUTE Ha e(PUKACHOCTTa/0e3BPETHOCTTa HE Ce
pa3ianyaBat ChIIECTBEHO;

2. mpoMsiHa B KOJHMYECTBOTO HAa AKTUBHOTO BEIIECTBO, JEKapcTBeHaTa ¢opmMa U IHTS Ha
BBBEKIAHE:

a) MpOMsiHa B OMOHATTUYHOCTTA,

0) mpoMsiHa BBB (hapMaKOKWHETHKATA, HAIIPUMEP MPOMSHA B CKOPOCTTa Ha OCBOOOK/1aBaHE;

B) IpOMSTHA WJIK 100aBsiHE HA HOBO KOJMYECTBO HAa aKTUBHOTO BEIIECTBO/aKTHUBHOCT;

T') IpoMsIHA WK 0OaBsiHE HA HOBA JIeKapcTBeHa (hopma;

1) IpoMsiHa WM J100aBsiHE Ha HOB IbT Ha BBBEXKIAHE - MPU MApPEHTEPAIHO NPUIIOKEHHUE €
HEOoOXOIUMO Ja ce MpaBH pasTpaHUUYCHHE MEXAYy HWHTpaapTepUalieH, MHTPABEHO3€H, MHTPAMYCKYJIEH,
MOJIKOXKCH M IPYTH ITHTHINA Ha BHBEK/IAHE.

(2) 3asBnenueTo 1o an. 1 ce mojaBa 3aeHO ¢ JOKyMeHTanusATa o wi. 27, an. 1, 1. 10, cBbp3ana
C IPOMEHMTE 110 a. 1.

(3) U3uckBanmsITa KBM JOKYMEHTAIMATA TI0 ajl. 2 C€ OMpeeiaT B HapeadaTa mo 1. 42.

(4) HanmeHOBaHNETO HA JIEKAPCTBEHMSI POAYKT B U3/1aJICHOTO pa3pelIeHNE 3a pa3lupsiBaHe Ha
o0xBaTa Ha MbPBOHAYAIIHOTO pa3pelIeHne 3a yrnorpeda He ce MPOMEHSI.

(5) U3naBanero Ha paspelieHHe 3a pa3lIupsiBaHe 00XBaTa Ha Beue M3/AaJCHO pa3pelicHHe 3a
ynotpe0a Ha JIEKapCTBEH MPOAYKT C€ U3BBPILIBA IPU YCIOBUATA U 10 peaa Ha . 49 - 51.

Un. 67. (1) Ilputexarenst Ha pa3pelICHUETO 3a YnoTpeda Ha JEKapCTBEHUS MPOIYKT IMOJaBa
3asiBJICHUE 32 U3J]aBaHE Ha HOBO pa3pellieHue 3a yrnoTpeda npu:

1. noGaBsHe MM MpeMaxBaHE HAa €JHO WIM IOBEYE AKTUBHH BEIIECTBA, BKIIIOYUTEIHO
AQHTUTCHHU KOMITOHEHTH 32 BaKCHHUTE;

2. IpoMsiHa B KadyeCTBOTO HAa AaKTMBHOTO BEILECTBO, IOCOYEHA B JIOCHETO, KOSITO NPOMEHS
CBIIECTBEHO XapAKTEPUCTUKUTE 3a 0€30MacHOCT U e(PUKACHOCT Ha JICKAPCTBEHHS MPOYKT, M IPOMEHEHOTO
BEIIECTBO CE OIpeIess KaTo HOBO;

3. no6aBsiHEe HAa HOBO HJIM MPOMSHA Ha CHIIECTBYBAIOTO ITOKA3aHUE 32 JIEUCHUE, MpoduIakTuKa
WM TUArHOCTHKA B Ipyra TepaneBTUYHA 00JacT.

(2) (HoBa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [IpuTexarensT Ha pa3pemieHnueTo 3a
ynotpeba Ha JIEKapCTBEHMsI MPOJYKT I0JlaBa 3asBJICHUE 3a M3/laBaHE HAa HOBO pa3pelIeHHe 3a ynoTpeoda,
KOraTo 3asBJIEHUETO 32 TOJHOBSIBAHE Ha pa3pelIeHHeTo 3a ynorpeda He € MoJaJeHo B cpoka o 4. 59a, ai.
1.

(3) (Ilpegumua an. 2 - IIB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) 3asBieHueTo ce
NpUIpY’KaBa OT JTOKyMEHTAIMs, OllpeiesieHa B Hapeaoara 1o wi. 42.

(4) (Ilpegumna an. 3, gon. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) B ciayyaute no ain.



1 u 2 ce npunara npouenypara o ui. 49 - 51.

Un. 68. (U3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilputexarensat Ha
paszpelleHue 3a ynorpe6a/y 10cTOBEpEHHETO 3a PErUCTpalisl Ha JIEKaPCTBEH MPOIYKT € JUThXKEH Jia:

1. oTYMTa MOCTHKEHUATA HA HAYYHO-TEXHUYECKUS MPOTPec U Ja BbBEXkAa BCUUKH HEOOXOTUMHU
MIPOMEHM B JOKyMEHTaIusATa no wi. 27, an. 1, 7. 7 u 8 ¢ 1en JeKapCTBEHUAT MPOAYKT Jia c€ MPOU3BEKIA U
KOHTPOJIMpA CHITIACHO OOIIONPUETUTE HAYYHH METON; IPOMEHHUTE Ce U3BBPIIBAT 110 peia Ha IJIaBH TPeTa U
eTa;

2. mogaBa He3abaBHO B MAJI Bcsika HOBa mH(OpMaIUs, KOATO MOXKE J1a HAJIOXKK MPOMsiHA B
JTAHHUTE U JOKYMEHTHUTE MO Wi. 27 - 32 u B KpaTKaTa XapaKTepUCTHKa Ha MPOIYKTa;

3. unpopmupa BenHara MAJI 3a Bcsaka 3a0bpaHa WM OrpaHMYEHHUE, HAJOKEHO OT peryiaTopHU
OpraHd Ha JAPYTU AbP>KaBH, B KOUTO JIEKAPCTBEHUST MPOIYKT € MyCHAT Ha Ma3apa, 3a MPUUYUHUTE, TOPaau
KOUTO Ca HAJIO)KEHHU Te3M MEpKH, KaKTO M 3a BCAKa Jpyra HOBa MH(OpMAIUs, KOATO MOXKE J1a TMOBJIHsAC Ha
OlLIEHKaTa Ha TOJ3UTE U PUCKOBETE HAa CHOTBETHHUS JIEKAPCTBEH MPOIYKT; MH(OpMAIMATA BKIIOYBA KAKTO
MOJIOKUTETHUTE, TaKa U OTPUILIATETHUTE PE3YJITATH OT KIMHUYHUTE U3MUTBAHUS WIH IPYTH MPOYYBaHUsS Ha
BCUYKHU MOKAa3aHUs W MOIyJalluy, HE3aBUCUMO /AU ca BKJIIOYEHH B Pa3pelIeHHUETo 3a ynoTpeda, KakTo U
JaHHU 3a ynorpebara Ha JIEKapCTBEHMsS MPOAYKT, KOraro Ta3u ymnorpeba € HU3BBH YCIOBHATAa Ha
pa3peleHueTo 3a ynorpeoa;

4. cpxpaHsiBa M aKkTyajau3upa WH(GOpMalUATa 32 JIEKAPCTBEHUS MPOAYKT C TEKYUIUTE HAyYHU
MO3HAHUS, BKIIOUUTEIHO 3aKIIOUEHHATA OT OICHABAHETO W MPENOpbKUTE, MyOnuKyBaHu Ha EBponeiickus
WHTEPHET TOpPTaJ 3a JIGKApCTBEHU NMPOJIYKTH, Ch3JaJeH B ChOTBETCTBHE ¢ WieH 26 oT Permament (EO) Neo
726/2004 na EBponeiickus napiameHT 1 Ha CbBerTa;

5. pasmnpocTpaHsiBa JEKapCTBEHUS MPOAYKT € MOCIEIHO 0J00peHaTa KpaTka XapaKTepUCTUKa Ha
MPOJYKTa U JUCTOBKA 3a MallMeHTa;

6. (HoBa - JIB, Op. 18 ot 2014 r.) undopmupa MAJI 3a Besko MpeAnpueTo OT Hero JeHCTBHE,
CBBP3aHO C BPEMEHHO CIIUpaHe MpeAJiaraHeTo Ha Ma3zapa Ha OMpeielieH JIEKapCTBeH NPOAYKT, U3TETJIsIHE OT
nasapa Ha ONpeZeNieH JISKapCTBEH MPOIYKT, UCKaHE 3a IMpeKpaTsABaHEe Ha paspelleHHe 3a yrnoTpeda Win
3asiBEHO HaMepeHue 3a HEMOJHOBSBAHE Ha Pa3pelIeHHETO 3a ymoTpeda, KaKTo M Ja IMOCOYU MPUYHHHTE,
1opajii KOUTO € IMPEINPUETO TOBA ACHCTBHUE; B T€3U CIydyau NPUTEXKATENAT HA pa3pelIeHueTo 3a ynorpeda
JeKIapupa Ay NpealpueTUuTe OT HEro JEHCTBUS € IBJKAT Ha HAKOE OT OCHOBAHUATA MO Wi. 276 Wiu 1o
. 277,

7. (moBa - /IB, Op. 18 ot 2014 1.) madopmupa UAJL, ako aeiicTBusTa 1o T. 6 ca MpPEANPUETH B
TpeTa IbpKaBa U Ce€ IbJDKAT HA HIKOE OT OCHOBaHMATA MO Wi. 276 unu no wi. 277,

8. (HoBa - /IB, Op. 18 ot 2014 r.) undopmupa EBporneiickaTa areHIus mno Jekapcrpara, KOrato
JNEUCTBUATA 10 T. 6 1 7 ca NpeAnpHUeTH Ha OCHOBaHue Wi. 276 u 277,

9. (noBa - JIB, 6p. 18 ot 2014 r.) ocurypsiBa 1oCTaThYHU KOJIUYECTBA OT JIEKAPCTBEHUS IPOTYKT
3a 3aJI0BOJISIBAaHE Ha 37paBHUTE NOTPEOHOCTH Ha HaceleHueTo Ha Peny6nuka buiarapus;

10. (voBa - JIB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 r.) npenoctass vHa MAJI, exxecemMuaHO
WIN TIPU MIPOMSTHA Ha OOCTOATENCTBATA, Ype3 CHElHMaI3UpaHaTa eJIeKTpoHHa cucTema 1o ui. 2176, am. 1
nHpopmanus 3a:

a) JOCTaBeHWTE Ha TepuTopusatra Ha PemyOmuka bbarapus komuyecTtBa, IMOCOYEHH TI0
JIEKapCTBEHU MPOJYKTH, BKItOueHH B [lO3UTHMBHHS JeKapCTBEH CHHMCHK, HA KOWTO € NpUTEXaTesl Ha
paspeleHueTo 3a ynorpeoa;

0) THProBUMTE HA €IPO, HA KOUTO Cca JOCTABEHU KOJIMUYECTBATA JIEKAPCTBEHU MPOIYKTH MO OyKBa
nyn,

B) JIaTaTa, Ha KOSATO Ca U3BBPIICHU JOCTaBKUTE 1o OykBu "a" u "0";

I') HaJIMYHUTE B CKJIAJIOBETE€ KOJIMYECTBA, [TOCOYEHH IO JIEKAPCTBEHH IMPOIYKTH, BKIIOUEHU B



[To3uTHBHUS JIEKapCTBEH CIIUCHK, HA KOMTO € MPUTEKATE Ha Pa3pelIeHneTo 3a yrnorpeoa;

11. (voBa - /IB, Op. 103 ot 2020 r., B cuna ot 01.01.2021 r.) nmpegocrass Ha MAJI 3a Bcuuku
JIEKapCTBEHM MPOAYKTH, pa3pelleHt 3a ynoTpeda Ha TEPUTOPUsATA Ha CTpaHaTa, BKIIOUUTEIIHO MPH MPOMSHA
Ha 00CTOATENCTBATA, YpE3 CHEIMATN3UpaHaTa eJIeKTPOHHA cucTema 1o wi. 2170, an. 1 undopmarus 3a koga
Ha MPOJyKTa MO CMUCHJIA Ha 4i. 4, OykBa 0), moarouka i) ot Jenerupan pernament (EC) 2016/161 3a
JIEKapCTBEHUTE MPOAYKTH, ONIPEACIIEHU B HETO.

(2) IlpuTexxaTenaT Ha pa3pelIeHUeTo 3a yIoTpeda/y1I0CTOBEPEHUETO 3a PETUCTPALUS € AIbKEH
nipu noucksane ot MAJI na npencrasu:

1. 1aHHU B OJKpENa Ha MOJIOKUTEIIHOTO ChOTHOLIEHHE T10J13a/PUCK 32 JIEKAPCTBEHUS IPOJYKT;

2. (u3m. - IB, Op. 18 ot 2014 r.) nanau 3a o0ema Ha MPOJAKOUTE HA JIEKAPCTBEHUS MPOIYKT U
BCAKaKBa Jpyra uH(GopMalus, ¢ KOSITO IpUTEXaTeIAT Ha pa3pelieHneTo 3a ynorpeda pasmnosara, OTHOCHO
obema Ha JIeKapCKUTe MpeANCcaHus 3a IPOIyKTa;

3. Komue OT OCHOBHATa JOKYMEHTAallMsi Ha CHCTEMaTa 3a MpoCiesBaHE Ha JIEKapCTBEHaTa
0€e301acHOCT.

(3) IIputexarenst Ha pa3pelieHueTo 3a yrnorpeda npegoctass Ha MAJI nokymeHTanusTa 110 ai.
2,T.3 B 7-IHEBEH CPOK OT MOJIYYaBAHE HA HCKAHETO.

Un. 68a. (Hos - IB, 6p. 67 ot 2020 r.) [IpuTexxaTensaT Ha pa3pelieHue 3a ynorpeda ocurypsisa
BBBEK/IAHETO HA MHAMBUAYATHHUS WAECHTH(UKAIMOHEH Oener mo wi. 168, an. 8, T. 1 Ha Bcska omakoBKa B
cUCTeMara OT perucTpu B chorBeTcTBHE ¢ Jlenerupan pernament (EC) 2016/161.

U 69. (1) (U3m. - JIB, Op. 67 ot 2020 r.) IlpurexxarenstT Ha pa3pemieHue 3a ynorpeda Ha
BaKCHHA WJIM Ha UIMYHOJIOTUYEH JIEKapCTBEH MPOAYKT, MPEeIHA3HAUEH 32 UMYHHU3AIHS, TIPE MyCKaHEeTO Ha
BCsKa MMapTHa OT MPOJIYKTa Ha Mazapa € JuIbXeH Jia npeactasu B MAJIL:

1. 3asBreHue o oOpasen, yTBbp/EH OT U3MbIHUTEIHHS qupekTop Ha UAJL;

2. MOCTPH OT KpalHUS MPOAYKT W/WIIA MOCTPH OT MPOAYKTa B HACHITHO ChCTOSIHHE/HEPA3JIAT
MPOJYKT, U/WIK MOCTPHU OT MEKIUHHHU U U3XOJHU MPOAYKTH B KOJIMYECTBA, TOCOYEHHU B PBKOBOACTBOTO 32
OCBOOOKJaBaHe Ha MapTHIA JIEKAPCTBEH MPOAYKT OT oO(duIMaseH KOHTPOJEH OpraH, HU3JaJIiecHO OT
EBpomneiickust AMPEKTOpAT MO Ka4eCTBOTO HA JICKAPCTBEHUTE MPOAYKTH H 3/IpaBeOIa3BaHe;

3. MPOTOKOJIM 3a TPOM3BOACTBOTO M KadeCTBEHHMsS] KOHTPOJ Ha MapTujaTa, H3AaJeHU OT
MPOM3BOUTENS, KOUTO Ca ChoOpa3eHHM Karo MHUHHMYM C JaHHUTE, IIOCOYeHH B oOpasema oT
aJMMHHUCTpaTUBHATa TMpoleaypa Ha EBpomeiickusi AupekTopaT MO KadyecTBOTO Ha JeKapcTBara u
3[IpaBeoIa3BaHe 32 OCBOOOXKIaBaHEe Ha MapTHA OT O(pHUIIMATICH KOHTPOJICH OpPraH.

(2) Ilputexxarenar Ha pasperieHHETo 3a YNnoTpeba Ha HOBU HWMYHOJIOTHYHH JIEKAPCTBEHH
OPOAYKTH WJIM HAa UMYHOJOTHYHU JICKAPCTBEHU IMPOIYKTH, MPOW3BEIACHH C HOBU WM TPOMEHEHH
TEXHOJIOTUM WJIM C TEXHOJIOTHH, HOBHU 3a OTHENICH MPOM3BOJIUTEN, M3ITBJIHABA 3abIDKCHHATA MO al. 1 3a
KOHKPETHHSI TIEPUO/I, TOCOUEH B pa3pelIeHUETO 3a YIoTpeoa.

(3) (Hom. - AB, 6p. 67 ot 2020 1.) B cpox 60 gHu oT gaTata Ha MPEAOCTABSHE HA ITBJIHUS
KOMIUIEKT JIoKymMeHTH WAJl u3BBpIIBa OLIEHKAa Ha MNPOTOKOJIUTE OT IMPOU3BOJACTBOTO U KAaYECTBEHUS
KOHTPOJT Ha )KUBU BaKCUHU, UMYHOJIOTHYHU M HOBU UMYHOJIOTUYHHU JICKAPCTBEHU MPOIYKTH U U3MHUTBAHE HA
MPEIOCTaBEHUTE MOCTPHU B aKpeAUTHpaHa JlabopaTopus WK apyra odpuuuaiHa 1adoparopus 3a KOHTPOII, 3a
Jla YCTAaHOBH JJAJIM JIEKAPCTBEHUTE MPOAYKTH IO al. 1 U 2 ca Mpou3BeIeHN B CHOTBETCTBUE C OJOOpPEHHUTE
crienuduKaImm.

(4) (M3m. - 1B, 6p. 67 ot 2020 r.) [Ipu nonoxuTesneH pe3ynrar OT OlleHKaTa U U3MUTBAHETO 10
an. 3 MAJI u3naBa cepTudUKaT 32 0CBOOOKIaBaHE HA TApTH/ATA.

(5) (U3m. - [IB, Op. 67 ot 2020 r.) CepTuduxar 3a 0cBOOOKIaBaHEe HA MApTHUJA CE M3/aBa OT
M3MBIHATETHUS qupekTop Ha MAJI unm oT onmpaBOMOIIEHO OT HETO UTHKHOCTHO JIMIIE M TIPEIU IMyCKaHETO
Ha TMapTUaaTa OT JICKAPCTBEHUS TMPOAYKT Ha IMa3apa B JPYTH JIbP)KaBU - MO MCKAHE Ha MPUTESKATEIS Ha



pa3pelIeHrneTo 3a ynorpeda Ha JeKapcTBEHUs TPOAYKT. KbM 3asBIeHHETO ce MPEACTaBAT MOCTPH 1O ai. 1,
T. 2 ¥ IPOTOKOJIH 32 TIPOU3BOJICTBOTO U KAYECTBEHUSI KOHTPOJI HA MapTHIATa, U3JaICHH OT IPOU3BOIUTEIIS,
KOUTO ca chOoOpa3eHH KaTo MUHUMYM C JJaHHUTE, mocoueHu B PvkoBoacTBOTO Ha CBeTOBHATa 37paBHA
OpraHu3aIys 32 0CBOOOXK/IaBaHEe HA TTAPTHIM OT HALIMOHAJICH PEryJIaTOpEH OpraH.

(6) (U3m. - IB, Op. 67 ot 2020 r.) KoraTo omneHkaTa u MU3MUTBAHETO MO al. 3 3a CbOTBETHATa
MapTHU/a JICKAPCTBEHU MPOIAYKTH Ca M3BBPIICHH OT ouImamHa JlabopaTopus 3a KOHTPOJ HA JIEKAPCTBCHH
MPOAYKTH B JIpyra JbpkaBa WICHKA MPEIH MMyCKaHETO Ha MapTHaTa Ha Ma3apa B CTpaHaTa, MPUTEKATEIST
Ha paspemieHueTo 3a ymnoTtpeba mpenctaBs B WAJl ceprudukara 3a ocBoOOXpaBaHe Ha MapTHIATa
JICKapCTBEHH TPOYKTH, U3JIJICH OT PEryJIaTOPHUs OpTaH Ha Jbp)KaBaTa WICHKA, KAKTO ¥ HH(pOpMaImoHeH
dbopMyIsp 3a mpoaaxkda mo odpasell, yTBbPJACH OT U3MBJIHUTEIHUS JupekTop Ha MAJL.

(7) B cnyuaute mo ann. 6 MAJI He u3BbpIIBa IeHHOCTUTE TI0 all. 3 U 4.

U 70. (1) (U3m. - B, Op. 67 ot 2020 r.) IlpurexarensaT Ha pa3pemieHue 3a ymnorpeda Ha
JICKapCTBEH TMPOJYKT, MOJYYEH OT YOBEIIKAa KPHB MM YOBEIIKA IUIa3Ma, MPEau ITyCKAaHeTO Ha BCSKa
napTuja OoT IpoAYKTa Ha Mas3apa € AIbKeH Aa npeacrasu B MAJL:

1. 3agBreHue no oOpaszen, yTBbp/EH OT U3MBIHUTEIHUS JupekTop Ha UAJL;

2. MOCTpH OT KpalHUS MPOAYKT H/HIW MOCTPH OT MPOAYKTa B HACHIIHO CHCTOSIHHE/HEPa3JAT
MPOAYKT, W/HIM MOCTPH OT MEXIMHHH M U3XOJHU MPOIAYKTH B KOJUYECTBA, IIOCOYCHH B PHKOBOACTBOTO 3a
OCBOOOXKJaBaHE Ha MapTHJa JICKApCTBEH MPOIAYKT OT O(QHIMalieH KOHTPOJIGH OpraH, H3JaJIeHO OT
EBpomneiickus AUpeKTOpaT MO Ka4eCTBOTO Ha JIGKAPCTBATA U 3/IpaBEONa3BaHE;

3. TPOTOKOJIM 3a TPOM3BOJICTBOTO M KAYECTBEHWs KOHTPOJ HA MapTuiara, M3AaJCHH OT
NPOU3BOJUTENS, KOUTO ca ChoOpa3eHHM Karo MHUHMMYM C JIaHHUTE, IIOCOYeHH B oOpasema ot
aJIMUHUCTpAaTHBHATa TMpoueaypa Ha EBpomeilckust mupekropaT IO KadecTBOTO Ha JIeKapcTBaTa H
3[[paBeoIa3BaHe 3a OCBOOOXKIaBaHE HA MApPTHIA OT O(PHUIIMATICH KOHTPOJICH OpPraH.

(2) (Hom. - B, 6p. 67 ot 2020 r.) B cpox 60 gHu OT gaTata HA MPEAOCTABSHE HA MBJIHUA
KOMIUIEKT JokyMeHTH HWAJl u3BBbpIIBa OIIGHKA HAa MPOTOKOJUTE OT IMPOU3BOJICTBOTO U KAYCCTBEHHS
KOHTPOJI Ha JIGKAPCTBEHUSI MPOAYKT, MOITYYSH OT YOBEIIKAa KPBHB WJIM YOBEIIKA TUIa3Ma, U M3MUTBaHE Ha
MPEIOCTAaBEHUTE MOCTPHU B aKpeIUTHpaHa JabopaTopHs WK Ipyra oQHIHaTHa JTadopaTopus 3a KOHTPOJ, 3a
Jla YCTQHOBU JalM JIGKAPCTBEHUAT MPOAYKT MO ajid. 1 e HpOoM3BeAECH B CBHOTBETCTBHE C OJOOpEHUTE
crienuduKaIuu.

(3) (U3m. - JIB, 6p. 67 ot 2020 r.) [Ipn monokuTeaeH pe3ynTar OT OlleHKaTa U U3MUTBAHETO IO
an. 2 AJI u3naBa cepTudukar 3a 0cBOOOKI1aBaHEe Ha MAPTHIATA.

(4) (Otm. - 1B, 6p. 67 oT 2020 T.)

(5) (U3m. - IB, 6p. 67 ot 2020 r.) KoraTo orneHkaTa u M3MUTBAHETO MO al. 2 3a ChOTBETHATA
MapTUIa JEKapCTBEHN MPOAYKTH ca W3BBPIICHH OT OpUIMaIHa JabopaTopus 3a KOHTPOJ Ha JICKapCTBEHH
MPOJYKTH B Apyra Abp:KaBa 4eHKa Mpeau MyCKaHeTO Ha MapTHaaTa Ha ma3zapa B CTpaHaTa, MPUTEKATENST
Ha paspemeHueTo 3a ymnoTpeba mpenctaBs B WAJl ceprudukara 3a ocBoOOXmaBaHe Ha MapTHIATA
JICKApCTBEHH TPOYKTH, U3JIQJICH OT PEryJIaTOPHUS OpTaH Ha Jbp)KaBaTa WICHKA, KAKTO ¥ MH()OpMaIMoHeH
dbopMyItsp 3a mpoaaxkOa mo oopaserl, yTBbPJACH OT U3MBJIHUTEIHUS TupekTop Ha MAJL.

(6) B cnyuaute mo ain. 5 MAJI He u3BbpIIBa IEHHOCTUTE 110 all. 2 U 3.

Un. 70a. (Hos - IB, Op. 67 ot 2020 r.) M3mbaHuTenHaTa areHIUs MO JIEKapcTBaTa MOXE Jia
W3BBPIIU JONBIHUTEIHA M3MUTBAHUS HAa MOCTPH OT JICKAPCTBEH MPOAYKT MO wi. 69 m 70 B ciemHuTe
Cllydau:

1. 3HaUMTENHA MIPOMSHA B TIpoIlieca Ha MPOU3BOACTBO, KilacH(UIMpaHa MO pell, ONpe/eicH B
HapenOara 1o ui. 42;

2. IpOMSIHA Ha MSCTOTO Ha TIPOU3BOJICTBO;



3. Hexxenano cp0uTHEe 1O § 1, T. 40 OT JOMBIHUTEIHUTE pa3nopendu;

4. 3HAYUTEITHN OTKJIOHEHUS B IPOU3BO/ICTBEHUS MPOIIEC;

5. IpOMEHU B MPOLEAYPUTE 3a U3MUTBAHE HA IIPOU3BOUTEINS;

6. HeovyakBaHa IMPOMCHJIIMBOCT B PE3YJITATUTC OT HU3NHUTBAHUATA 110 KOHTPOJIA HAa Ka4€CTBOTO,
U3BBPIICHH OT POU3BOIUTENS WM OT O(HUIMATHHIS KOHTPOJICH OpraH;

7. KPHUTHYCH OOKJIaad OT U3BBbPUICHA MHCIICKIIUA Ha ITPOU3BOAUTCIIA.

Y. 706. (Hos - 1B, 6p. 67 ot 2020 r.) (1) 3a u3naBane Ha cepTUUKAT 32 OCBOOOKIaBaHE Ha
napTuja IOpUTEXaTeNAT Ha paspelieHue 3a ynorpeda npeacrtaBs B MAJl mokyMeHT 3a IulaTeHa Takca B
pasmep, onpeseseH B Tapudara mo wi. 21, ai. 2.

(2) Pa3zxomuTe 3a W3BBPIIBAHE HA M3MHUTBAaHMUATA MO Wi. 69 u 70, KaKTO M pa3XxoauTe 3a
JOITBIHUTEIHU U3NUTBaHMs 110 4i. 70a ca 3a cMeTKa Ha 3asiBUTEIS.

(3) CepruduxarsT 32 0cBOOOXKIaBaHE HA MapTHAA C€ M3JaBa Ha OBJTapCKH €3MK Ha MMETO Ha
NPUTEXKATENS HAa pa3pelIeHHeTo 3a yrnoTrpeda Ha JIGKAapCTBEHHUS NMPOIYKT, a M0 HETrOBO WCKaHE - U Ha
AHTJINKCKY €3HK.

(4) Koraro B ciyuaute 1o 4. 69 n 70 nmaptuaara Ha JIEKApCTBEH IIPOAYKT HE € B CbOTBETCTBHE
¢ onoOpenute crenupuKaluy, HU3MBIHUTETHUIAT aupektop Ha WMAJl wnm onpaBOMOIIEHO OT HEro
JUTHKHOCTHO JIUIIE MPaBU MOTHUBHpPAH OTKa3 3a M3/1aBaHe Ha cepTU(UKAT 32 OCBOOOKIaBaHE HA MapTHIATA.

(5) U3nbaauTenHaTa areHuys 1o JIeKapcTBaTa M3Ipalla JaHHU 3a OTKasza 1o all. 4 B cuctemara
Ha OQUIMAIHUTE KOHTPOJHU JIEKApCTBEHH JIabopaTOpuu Ha IbpxkaBuTe udieHKM U Ha Kondenepauus
[IBeiinapus.

(6) OTka3bpT MO an. 4 MojIe)kH Ha OOKajlBaHE MO pela Ha AJIMHUHUCTPATHBHOMPOIECYATHHS
KOJEKC.

Yn. 71. (1) [IpurexaTenar Ha paspelieHHe 3a yrnoTpeda € JUThKEH Jia MOJAJIbpKa cucTeMa 3a
ONOKMpaHe M W3TETJIAHE OT Ma3apa Ha JIKAPCTBEHU IMPOIYKTH, KOUTO HE OTTOBApPAT HA M3UCKBAHMATA 32
Ka4ecTBO, 0€30MacCHOCT U €(PUKACHOCT.

(2) IlpurexarensaT Ha paspenieHHe 3a ynorpeba € IIBKEeH Ja OJIOKHMpa € HU3TETJIH
JICKapCTBEHUTE TPOJIYKTH, IOKa3ald HECHOTBETCTBHE C W3HMCKBAHMATA 3a KauyecTBO, €(PUKACHOCT U
0e30macHOCT, 10 penia Ha Hapeadara mo 4. 274, an. 1.

Un. 72. (Otw™. - AB, Op. 102 o1 2012 1., B cuia ot 21.12.2012 1.)

Un. 73. (1) [IpurexarensT Ha pa3pelmIeHUETO 3a yroTpeda MoXKe J1a MPEXBBPIHN MpaBaTa BbPXY
paspeleHreTo 3a ynorpebda Ha JIeKapCTBEHUS MPOIYKT Ha JAPYro OPUIMYECKO JIUIE WIM Ha 00eTUHEHUS,
KOHUTO HE Ca IOPUANYECKH JIHMIIA, YCTAHOBEHH HA TEPUTOPUSATA HA IbPKABUTE YICHKH.

(2) IlpurexarensaT Ha paspeuieHHeTo 3a ynorpedba moaaBa B MAJl 3asBieHue, KbM KOETO
npuiara JOKyMEHTalus, ompejelieHa B Hapegbara mo wi. 42, KaTo MocouBa IMpeJUIoKEeHUe 3a JlaTa Ha
IIPEXBBPIISHETO.

(3) Ilpu ycraHoBsiBaHE Ha HEMBIHOTH B JOKyMeHTamws 1o ain. 2 MAJI yBemomsBa mUCMEHO
MPUTEXKATENS HA pa3pellieHHeTo 3a ynoTpeda Ja MpeicTaBi HeoOXoauMaTa JOIbJIHUTENHA HH(OpMaIHs B
cpok 30 guu. CpokbT IO ajl. 5 crypa Aa Teue OT Jarara Ha yBEIOMJIEHHUETO JO0 MPEIOCTaBsIHE HA HCKaHaTa
uHpopMaIus.

(4) Ako B cpoka Mo aj. 3 MPUTEKATEIAT Ha pa3pelieHHueTo 3a yrnoTpeda He MOMBIHHU
JOKYMEHTaIusTa, Mpolielypara 1o MpexBhpIIsSHE Ha pa3pelieHrueTo 3a ynorpeda Ha TeKapCTBEHUs IPOAYKT
ce MpekparsiBa.

(5) B cpok 30 nHM OT marata Ha MOJaBaHE Ha 3asBICHUETO MO all. 2 U3MBIHUTEITHUAT TUPEKTOP
Ha MAJl u3naBa paspeuieHue 3a IpOMsiHA, ¢ KOETO ce OoAo00psiBa MpexXBBPJSHETO. B pasperienuero 3a



MPOMsIHA CE IOCOYBA U JIaTaTa Ha MPEXBBPISHE HA Pa3pelICHUETO 3a ynoTpeoa.

(6) HoBusAT mnpuTexkaren Ha pa3pelieHHeTo 3a ymnoTrpeda MoeMa u3IsUI0 TIpaBaTa |
3aJIbJDKEHUSATA Ha MPEIUIITHNS IPUTEXKATEI Ha pa3pelieHneTo 3a yrnorpeoa.

(7) lpu pexBBPIITHETO HA pa3pemIeHHETo 3a yrmorpeda Ha JIeKapcTBEH MPOAYKT 1O pelia Ha ail.
1 - 6 cCpoKBT My HE CE€ POMEHS.

Pasnea VII.
IIpouenypa no B3anMHO NPU3HABAHE U JIeHEHTPAJTU3MPAHA NPOLEAYPa

Yn. 74. (1) Koraro nuuero no wi. 26, an. 1 uMa u3aeHo paspelieHue 3a ynorpeda B apyra
IbprKaBa YJICHKA 3a ChIIUA JIEKaPCTBEH MPOIYKT IO CMUCHJIA Ha Wi. 45, ai. 3, 3a KOUTO € 10/ajIo 3asiBICHHE
3a pasperienue 3a ynorpeba 1o MAJL, To nojaBa MCKaHe 10 peryJiaTOPHHUs OpraH Ha IOCOYEeHa OT HEro B
3asBJICHHETO JbpKaBa WICHKA, Hapu4aHa IO-HAaTaThK '"pedepeHTHa IbpkaBa’, 1a HM3TOTBH OLEHBYCH
JOKJIa/l WIN J1a aKTyalIu3upa ChIIEeCTBYBALIMSL.

(2) Coc 3asBnenuero juuero no ai. 1 momaBa B MAJlL nmocuwe, KOETO € HJEHTUYHO Ha
M0JIaJICHOTO B pehepeHTHATA IbpKaBa U B APYTUTE AbpKABU WICHKH, IOCOUYEHHU B 3asIBICHUETO, HAPUUAHU
MO-HATaThK "3aCerHaTH IbpkaBu'.

(3) U3npanurenHaTa areHuus 0 JeKapcTBaTa U 3asBUTENST MOJIy4yaBaT IO CIIy)KeOeH I'bT OT
peryaaTopHusi oprad Ha peepeHTHaTa Ibpakapa Mo aj. 1 OleHbYHUS JTOKJIAJ 3aeHO ¢ 000peHaTa KpaTka
XapaKTepUCTHKA Ha MIPOAYKTa U ¢ 0JOOPEHUTE MAaKET Ha ONAKOBKATa U Ha JIMCTOBKATa 3a MallUEHTA.

(4) M3nbiaHuTenHaTa areHuys Mo JIeKapcTBaTa pasriiexkaa JOKYMEHTHTE 1O aj. 3 ¥ HMUCMEHO
uHpopMHpa pedepeHTHaTa IbpXKaBa 3a B3€TOTO pelieHue B cpok 90 THU OT JaTara Ha MOJYyYaBaHETO UM.

(5) B cpok 30 nHM OT MOJTy4YaBaHETO HA YBEIOMJICHHE 3a MPHUKIIOYBAHE Ha TMpOLeaypaTra OT
pedepeHTHaTa AbpikaBa M3MBIHUTENHUAT Aupektop Ha WAJl u3maBa paspemieHue 3a ynorpeba Ha
JIEKapCTBEHHS MPOJYKT HA TepUTOpUATa Ha PermyOnuka bwiarapus ¢ ogoOpeHnTe KpaTka XapakTepuCTHKa Ha
IIPOYyKTa, MAaKeT Ha ONAKOBKAaTa M JINCTOBKATA 3a MALUEHTA.

Yn. 75. (1) Koraro nuuero no ui. 26, an. 1 nonasa ennoBpemenHo B MAJI u B apyru nbprxaBu
YJIGHKH 3asBJICHHME 3a paspelieHue 3a ymnoTpeda Ha JIEKapCTBEH MPOAYKT, 3a KOWTO HsIMa H3AaJeHO
paspellieHue 3a ynorpeda Ha TEpUTOpUATA HA JIbp’KaBa WIEHKA, TO IOCOYBA B 3asBJICHUETO PETyIaTOPHHUS
OpraH Ha JIbp>kaBaTa 4leHKa, HapHuaHa Mo-HaTaThK "pedepeHTHa AbpikaBa', KOWTO Ja U3TOTBU MPOEKT Ha
OLIEHBYEH JIOKJIAJ, IPOEKT Ha KpaTKa XapaKTepUCTHKA Ha IPOAYKTa U MPOEKT Ha MAKET HAa ONAKOBKATa U
JUCTOBKATA 3a MalleHTa.

(2) Cbc 3asBiiennero auieTo mo ain. 1 momasa B MAJI mocue, MACHTUYHO Ha MMOJAJACHOTO BBHB
BCHUYKU JAPYTU AbPrKaBH YICHKH, [IOCOYEHH B 3asIBJICHUETO, HAPUYAHU [I0-HATAThK '"3acerHaT JbpxaBu'.

(3) UznbpaHuTenHaTa areHIus Mo JeKapcTBaTa U 3asBUTENST MOJIy4yaBaT MO CIIyXeOeH MbT OT
perynaTopHusi opraH Ha pedepeHTHaTa abp)KaBa NPOEKTa HAa OLEHBYEH MOKJIAJ, MPOEKTa Ha KpaTka
XapaKTepUCTHKA Ha MPOYKTa U MPOEKTa Ha MaKeT Ha OMAaKOBKATa M Ha JIMCTOBKATa 32 MaIllMeHTA.

(4) UznbaHuTenHaTa areHIUs MO JIEKAPCTBATa Pa3Miek/]a JOKYMEHTHUTE MO ajl. 3 U MUCMEHO
uH(popmMupa pedepeHTHaTa AbpKaBa 3a B3€TOTO perieHue B cpok 90 THU OT JaTaTa Ha MOJIy4aBaHETO UM.

(5) B cpok 30 gHHM OT MOJIy4aBaHETO Ha YBEIOMIICHHE 3a MPUKIIOYBAHE HA MpPOIEAypara oT
pedepeHTHaTa AbpXKaBa W3MBIHUTETHUAT aupekTop Ha WMAJl u3maBa paspemieHue 3a ymoTtpeba Ha
JIEKapCTBEHMsI MPOAYKT Ha Teputopusta Ha Pernybnuka bbarapus ¢ omo0peHuTe KpaTka XapakTepucTUKa Ha
IIPOJYKTa, MAaKET Ha ONIAKOBKATa U JINCTOBKATA 32 MallEeHTA.

Y. 76. (1) Korato Peny6nuka bwirapus e pedepentna nppxasa o wi. 74, MAJL:



I. B cpok 90 gHum oOT pgataTa Ha IMOJaBaHEe Ha BajuJHA JOKyMEHTAaIUs H3Mpalia Ha
peryJaTOpHUTE OpraHd Ha 3acerHAaTUTE IbpP:KABM M Ha 3asBUTENS OLEHBUYHMS AOKIAJ, NPUAPYKEH C
oJo0peHaTa KpaTka XapakTepUCTHKa Ha MPOAYKTa U ¢ OJOOPEHUTE MaKeT Ha OMAaKOBKATa U Ha JIMCTOBKATa
3a MalueHTa;

2. 3aKkpuBa mpolenypaTa MU yBeIOMsBa 3asBUTENS M 3acerHaTUTE AbP)KAaBU, aKO BCHYKHU
3acerHaTH IbPKaBH ca sl 0100pHIIH.

(2) B cpok 30 qHuU OT 3aKpUBaHETO Ha MpOIeaypaTa 1Mo ail. 1, T. 2 M3MBIHUTEIHUIT TUPEKTOP HA
NAJI nznaBa paspenieHue 3a ynorpeda Ha JIeKapcTBEHHUS POJYKT Ha TepuTopusira Ha PernyOnnka boirapus
C 0100peHMTE KpaTKa XapaKTepUCTUKA Ha NIPOJYKTa, MAKEeT Ha OMIAKOBKATAa M HA JINCTOBKATA 3a MalMEHTA.

(3) Koraro Peny6nuka benrapus e peepentna apprxkana mno wi. 75, UAJL:

1. B cpok 120 pgHum oOT pgaraTa Ha MOJaBaHE Ha BaJlWJHA JOKYMEHTAlUs H3Mpalia Ha
peryJaTOpHUTE OpraHW Ha 3aCeTHATUTE Jbp)KaBU M Ha 3asBUTEIIS MPOEKTA HAa OLEHBbYHMS JOKIA[, IPOSKTa
Ha KpaTKa XapaKTepHUCTUKa Ha MPOAYKTa U MPOEKTa Ha MAaKET Ha ONAKOBKATa M Ha JIMCTOBKATa 3a MallMEHTa;

2. 3aKkpuBa HpoleaypaTa M yBEeIOMsBa 3asABUTENS M 3aCeTHATUTE AbP)KAaBU, aKO BCHUYKHU
3aCerHaT IbpXKaBH ca sl 0100pHIIH.

(4) B cpok 30 nHu OT 3aKpuBaHe Ha MpoleaypaTa o ai. 3, T. 2 U3MBJIHUTEIHUIT AUPEKTOP Ha
NAJI n3naBa paspelieHue 3a ynorpeda Ha JIeKapcTBEHHUS MPOJIyKT Ha TepuTopusaTa Ha PenyOnnka bbarapus
C 0I00pEHHTE KpaTKa XapaKTepUCTHKA Ha MPOJYKTa, MAKET Ha OMTAKOBKATa M HA JINCTOBKATA 3a IALMEHTA.

Ui 77. (1) Korato MAJI He oqo0pu mpeacTaBeHaTa JOKyMEHTANUS 10 Wi. 74, all. 3 WK 1Mo 4.
75, an. 3 o cboOpaXkeHUs 3a MOTEHIIMAJIEH CEPUO3EH PUCK 3a 3[PaBETO Ha HACETIEHUETO, U3rOTBA MOAPOOeH
JOKJIa/l C MOTHBH JI0 peepeHTHaTa AbpKaBa WICHKA, 10 IPYTUTe 3aCeTHATH AbP>KaBHU U 10 3asBUTEIS.

(2) Cnopuure BBIpocu mo an. 1 ce pasrinexaar oT KoopauHanmoHHata rpyna Ha TbpiKaBUTE
YJIEHKU. 3asiBUTEISAT MOKE J1a TIPEICTAaBU CBOSITA MO3UIIUS TIO Pa3TIekKAaHUTE BHIPOCH MUCMEHO WU YCTHO.

(3) U3npiHuTeNHATA areHuysl 1o Jekapersara yuyactsa B KoopauHaionHaTa rpymna 1o ai. 2 J10
3aKpHUBaHE Ha MpoIeayparTa oT peepeHTHaTa IbpKaBa.

(4) B cpox 30 nHu OT mody4yaBaHE Ha YBEIOMIIEHHME 3a 3aKpUBAaHE Ha IIpoLeaypaTra OT
pedepeHTHaTa AbpXKaBa W3MBIHUTETHUAT aupekTop Ha WMAJl m3maBa paspemieHue 3a ymoTpeba Ha
JICKapCTBEHUS MPOJIYKT C OJOOpPEHUTE KpaTKa XapaKTepUCTHKAa Ha MPOJYKTa, MAKeT HAa ONAKOBKAaTa M Ha
JIUCTOBKATA 3a MalleHTa.

Uin. 78. (1) Korato B nmpouenypa npea KoopauHanmonnara rpyna mno wi. 77, an. 2 AbpxKaBuUTe
YJIGHKH HE MTOCTUTHAT ChIVIacue, CIOPHUTE BBIIPOCH ce pasriexaat oT KoMmurera 3a nekapcTBEHU MPOAYKTH
3a XyMaHHa ynotpeba kbM EBporeiickara areHius 1o JiekapcTBara mo apOuTpaxHa npouenypa. Komue ot
JTOKYMEHTAITUATA C€ U3MpaIia Ha 3assBUTEIIA.

(2) 3asButensat npenacrass B EBporneiickata areHuus mo JeKkapcTBara JI0CHETO Ha JIEKapCTBEHUS
MPOJIYKT U KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTA.

(3) B ciayuyaute mo an. 1, ako MAJI e omoOpwia oleHbYHUS MOKJIAJ, MPOEKTa Ha KparkaTa
XapaKTEepPUCTHKA HAa MPOJAYKTa M MaKeTa Ha OMAKOBKaTa M Ha JIMCTOBKATa 3a MalleHTa, MPEeI0CTaBEHHU OT
pedepeHTHaTa AbpiKaBa, W3NBIHUTETHUAT aupektop Ha MAJl mo monba Ha 3asBUTENS] MOXE Ja U3Jale
paspeliieHue 3a yrnotpeda Ha JeKapCTBEHHs MPOAYKT, MPEAr Ja € 3aBbplinia apOuTpakHaTa mpoueaypa mno
an. 1.

(4) Cnen mpukiaroyBaHe Ha apOUTpa)kHaTa MpOLEAypa U3MbIHUTENHUSAT nupektop Ha MAJI
IIPUBEX/IA U3AaIEHOTO pa3pellieHne 3a yrnoTpeda 1no aji. 3 B CbOTBETCTBHUE ¢ pelieHueTo Ha EBpomnelickara
KOMUCHSI.



Un. 79. (1) Koraro peryinaTopHuTe OpraHdM Ha €JlHA WIM Ha HSKOJKO Ibp)KaBU YJIECHKH ca
MPUETH PA3IMYHU PEIICHUS 10 OTHOIICHHE Ha pa3pelIeHHETO 3a ynoTpeda Ha €IUH W ChII JEKapCTBEH
MPOAYKT WU TO OTHOIICHHWE Ha HETOBOTO BPEMEHHO clHpaHe WU Ha oTHemaHeto My, MAJl oTHacs
BBIIpoca 10 KoMuTeTa 3a JiekapCcTBEHW MPOMYKTH 3a XyMaHHa yrnorpeda kbM EBpormeiickata areHIus 1o
JIeKapcTBarTa 3a MpuiiaraHe Ha apOuTpaXKHa MpoIieiypa. 3asBUTEIAT WK MPUTEKATEISAT Ha pa3pelieHrueTo 3a
ynoTtpeba MoXxe Ja oTHece BbIpoca 10 KomuTera 3a jekapCTBEHM NMPOJYKTH 3a XyMaHHa ynorpeba KbM
EBpomneiickara areHmums 1o JiekapcTBara 3a mpuiiarane Ha apOuTpakHa IpoIieIypa 1mo CBOs MPEIeHKa.

(2) (Or™m. - B, 6p. 102 o1 2012 1., B cmma ot 21.12.2012 1.)

(3) (U3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cayuyaute no an. 1 UAJI nnm
3asIBUTEISAT/TIPUTEKATENAT HA pa3pelIeHUueTo 3a ymnoTpeda Ha JIEKapCTBEHUs NPOAYKT MPEIOCTaBs Ha
EBporieiickara areHIys 1o jJekapcTBara Isiara HarndHa HHQOPMAIIHS 110 ChOTBETHUS BBIIPOC.

(4) (Otm. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(5) (Or™m. - B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

Yn. 79a. (HoB - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) (1) B 3aBucumoct or
pemenrero Ha EBporelickata koMucus ciiel] NpukitouBaHe Ha apoutpaxHa npouenypa MAJL B cpok 30 auu
OT I0JIy4aBaHE Ha YBEJIOMJIEHUETO:

1. u3naBa, BpEMEHHO CIIMpa WK IPEeKpaTsBa pa3pelieHue 3a yrnorpeda, win

2. I3MCKBA Ja C€ U3BbpLIAT IPOMEHHU B U3/1aJJICHOTO Pa3peIICHNE 3a IOCTUTaHE HA CbOTBETCTBUE
C peleHneTo Ha EBpornelickaTta KOMUCHSL.

(2) WsnmeaHuTeNHATA areHIUsA 1O JIEKapcTBaTa yBeAOMsiBa EBporielickaTa KOMHCHS |
EBpornelickara areHuus 1o JeKapcTBara 3a U31aJeHus akT 1o ai. 1.

Yn. 796. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyuauTte, korato ca
3acerHaTv MHTepecuTe Ha EBponeiickus chio3 U peu B3EMAaHE Ha PELICHHUE 3a U3aBaHe Ha pa3pelleHue 3a
ynotpeba Ha JIeKapCTBEH MPOIYKT, 32 BpEMEHHOTO MYy CIIMpaHe, 3a MPEKpaTsIBaHETO WU 3a IPOMSHATA MY,
NAJI, 3aBUTENST WU TIPUTEKATEISAT HA pa3pelieHue 3a yrmoTpeda MoraT Ja OTHECAT BBIIPOca 10 KOMHUTETa
mo wi. 79, an. 1 3a mpuarane Ha apOUTpakHa MpoIeaypa.

(2) B cnydaute mo an. 1, Koraro ce3upaHeToO € B pe3ylTaT Ha OICHKA HA JaHHH, CBBbP3aHU C
npoclieAsiBaHe Ha JIEKapcTBEHaTa 0e30MacHOCT Ha pa3pelleH 3a yrnoTpeda JeKapCTBeH MPOAYKT, BBIIPOCHT
ce OTHacA J10 KOMHUTETA o Wi. 56a, ain. 1, T. 1 1 ce npunara nponeaypara no 4i. 1949 wiu 194m.

(3) (M3m. - 1B, 6p. 18 ot 2014 r.) V3nbiHuTenHaTa areHIMs MO JIEKapcTBaTa IMpujara
npoueaypara 1Mo riaBa ocma, pasfen IV, xorato e HeoOXOAMMO MpUIIATaHETO Ha €IHAa OT MEpPKHTE,
noco4yeHu B wi. 194y, an. 2 u 3.

(4) (Hosa - 1B, 6p. 18 ot 2014 r.) He3zaBucumo ot an. 1 - 3, korato € HEOOXOIUMO CHEIIHO
JIeicTBHE 3a 3all[uTa Ha OOIIECTBEHOTO 3/IpaBe Ha HSAKOM eTaml oT apouTpakHara mpouenypa, MAJI moxe na
CIpe JNEeUCTBUETO Ha pa3pelieHueTo 3a yrnorpeda u na 3abpaHu ynorpebaTa Ha CHOTBETHHS JICKAPCTBEH
MPOJYKT Ha TepuTopusaTa Ha PemyOnrka bbarapus 10 nprueMaHeTo Ha OKOHYATETHOTO pelIeHHeE.

(5) (Hosa - JIB, Op. 18 or 2014 r.) B cnyuaute mo an. 4 MAJI unpopmupa EBpomneiickata
koMmucusi, EBponeiickaTa areHuusi Mo JiekapcTBaTa M APYTrUTE AbprKaBH YJICHKUM 32 MOTHUBUTE 3a CBOETO
peleHre He MO-KbCHO OT ClIeBaIus paboTeH JeH.

Yn. 80. (M3m. - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcioBusita u peaspT 3a
U3BBpIIBAaHE HA NMPOMEHU B M3/AJICHUTE pa3pellieHus Mo To3u pasznen ce ypexaar ¢ Permament (EO) Ne
1234/2008 na EBpomneiickata komucus ot 24 HoemBpu 2008 r. OTHOCHO pa3riiekAaHETO Ha MPOMEHHUTE B
YCIIOBHUSATA HA PA3PEUICHUATA 32 ThPTOBHsI C JIGKAPCTBEHU MPOJYKTH 32 XyMaHHA YIOTpeda U BETEpUHAPHU



nexapctBeru npoaykta (OB, L 334/7 ot 12 nexempu 2008 r.).

I'naBa yerBBpTA.
KJINMHNUYHU U3IINTBAHUSA

Paznean I.
OO01mm pasnopendu

Yn. 81. (U3m. - 1B, 6p. 84 or 2018 r. (*)) (1) KiuHnyHo u3nuTBaHe Ha TEpUTOpHUATA Ha
Penybnuka bbarapust Moxke J1a ce MpoBeka Clie]] MoJlydaBaHe Ha pa3pelleHue, U3aJeHO P YCIOBUATA U
o pena Ha Permament (EC) Ne 536/2014 na EBpomnefickus napiamenT u Ha ChBeta oT 16 anpun 2014 1.
OTHOCHO KJIMHWYHHWTE HM3MHTBAaHUS Ha JIEKAPCTBEHW MMPOAYKTH 3a XyMaHHa ymnorpeba, W 3a OTMsSHa Ha
Hupektua 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), napuuan mo-HataTek "Permament (EC) Ne
536/2014", 1 Ha TO3H 3aKOH.

(2) W3nbiHuTeNHATa areHIus IO JIeKapcTBaTa W3MBIHSABA JEHHOCTUTE Ha JIOKJIaJBaIla,
CHOTBETHO Ha 3aCerHaTa JIbpKaBa M JOMBIHUTEIIHO 3aCerHaTa JIbpkaBa 1o cMuchiia Ha Perimament (EC) Ne
536/2014, u e HaMOHAITHOTO 3BeHO 3a KOHTAKT 10 Wwi. 83 ot Permament (EC) Ne 536/2014.

Ui 82. (U3wm. - JIB, Op. 84 ot 2018 1. (*)) (1) 3a u3xaBane Ha pa3pelieHUe 3a MPOBEKIAHE HA
KIMHAYHO W3MUTBAHE W 33 W3JlaBaHE Ha pa3pelIeHUE 3a ChIICCTBEHA MPOMSHA B Pa3peIICHO KIMHUYHO
M3MHUTBAHE BB3JIOKUTEIAT TOaBa 3asBJICHUE U Jocue chriaacHo raasa [V ot Permament (EC) Ne 536/2014
upe3 [loprana na EBponetickust cpto3 (EC) mo ui. 80 ot Pernmament (EC) Ne 536/2014.

(2) 3a moaBaHe Ha 3asBJICHHE IO aj1. | U 3a OIICHKA Ha JIOKYMEHTAIIMATA, PUJIOKEHA KbM HETO,
BB3JIOKUTEIST 3a11ala Takca B pa3mep, onpeiesieH ¢ Tapudara o wi. 21, an. 2.

Y. 83. (M3m. - IB, 6p. 84 ot 2018 1. (*)) Komucusara mo wi. 103, ai. 1 u3BbpiiBa oreHKa Ha
E€TUYHHUTE aCHEeKTH Ha KIMHUYHOTO U3MUTBAHE U HA CHIIECTBEHATA MPOMSHA HA KIMHUYHOTO U3MUTBAHE MPHU
ycnosusTa u o peaa Ha Permament (EC) Ne 536/2014 v u3roTBs MOTUBHPAHO CTAHOBHIIIE, KOETO TIPEICTABS
Ha MAJL

Un. 84. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) (1) 3nbaHuTEeTHATA areHITMS 110 JIeKapCcTBaTa U3aBa
paspenieHue 3a KIMHUYHO M3MUTBAaHE, Pa3pelieHHue 3a KIMHUYHO W3MHUTBAHE MPHU ONpPEIETICHU YCIOBHS,
paspelnieHne 3a ChIIECTBEHA MPOMSHA Ha KJIMHUYHO M3MUTBAHE, pa3peIICHUE 3a ChIECTBEHA MPOMSHA Ha
KJIIMHUYHO M3MHUTBAHE MPU ONPEIETICHU YCIOBHS MM OTKa3Ba M3/1aBaHETO HA Pa3pellieHHe PU YCIOBUATA U
o pena Ha Permament (EC) Ne 536/2014.

(2) Otka3pT Mo an. 1 moasexu Ha oOXkallBaHe MO pelna Ha AIMUHUCTPATUBHOMPOIIECYATHUS
KOJEKC.

Ui 85. (M3m. - IB, Op. 84 ot 2018 1. (*)) C Hapenda Ha MUHHCTHPA Ha 3]JpaBeONa3BaHETO Ce
OTIpEeCIIAT:

1. ycioBusiTa ¥ pensT 3a mojaaBaHe Ha JaHHU U uHpopMmanus ot MAJI u ot ETnunara komucus
3a knmuHIYHA m3nuTBanus B [loprana Ha EC mo wi. 80 ot Permament (EC) Ne 536/2014;

2. nocteibT Ha MAJI u Ha ETuHaTa KoMHCHA 3a KIMHUYHHM M3NUTBaHus 10 ba3zata manHu Ha
EC 1o un. 81 ot Pernament (EC) Ne 536/2014;

3. ycloBHSTa M PEABT 3a MPEACTABSIHE Ha CTAHOBMINATA MO 4Wi. 83 M PeIbT 3a B3aUMO/ICHCTBHE
Mexay MAJI u ETnunaTta koMucust 3a KIIMHUYHYA U3MTUTBAHUS,



4. noxymentutre u paHHute oT Ilpmnoxenue | u Ilpunoxenue I ot Pernament (EC) Ne
536/2014, xouto ce oneugsar oT MAJI u ot ETnyHaTa KOMHCHSA 32 KIMHUYHH M3MUTBAHUS, KAKTO U €3UKEBT,
Ha KOWTO C€ MPEJICTaBST.

Un. 86. (1) (Hom. - B, 6p. 84 ot 2018 r. (*)) Bcuuku nuna, mpoBexAaly KIMHUYHO
U3MUTBaHe, TPsSOBa Ja MMAT CHOTBETHaTa MpodecroHalHa KBanuuKaus, oOydyeHHe M OIHT, 3a Ja
U3ITBJIHSABAT CBBP3aHUTE C U3IUTBAHETO 3a/1a4H B ChOTBETCTBHE C MpaBuiara 3a Jlo0pa KIMHUYHA MTPaKTHKA
coriacao Permament (EC) Ne 536/2014.

(2) KnnuauyHO M3NMTBAaHE HA JIGKAPCTBEH MPOIYKT C€ M3BBPIIBA O] PHKOBOACTBOTO Ha JIEKap
WIN JIEKap IO JeHTaJIHa MeIUIMHA C NMpU3HAaTa MEIUIIMHCKA CIIELUAIHOCT B ChOTBETHATA 00JIAaCT, KOUTO €
3aro3HaT ¢ HAJMYHUTE MPEIKIMHUYHA /WA KIMHUYHA JaHHU 33 TPOJYKTa M PHCKOBETE M MPOIEIypUTe
0 TIPOYYBAHETO.

(3) o Bpeme Ha KIIMHUYHO M3MHUTBAHE 32 MEUIIMHCKUTE TPUKH, IPEJOCTABSIHA HA YYaCTHHUKA B
M3IUTBAHETO, W 32 B3EMAaHETO HA MEIHMIIMHCKU pEIIeHUS HOCH OTTOBOPHOCT JIEKap C TMOJIXOJsIIa
KBaJTM(HUKAIMA WIK JIEKAp 10 IeHTaJIHa MEAULIMHA.

Yn. 87. (1) (U3m. - IB, 6p. 59 ot 2010 r., B cuna ot 31.07.2010 r., usm. - JIB, 6p. 60 ot 2011 r.,
B cwia ot 05.08.2011 r., gom. - IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) KinunuyHo u3nuTBaHe Moxe
Jla ce TIPOBEXKa B JCUeOHU 3aBEICHUS 3a OOJIHUYHA TIOMOII, IIEHTPOBE 3a MCUXUYHO 37paBe, IIEHTPOBE 3a
KOXKHO-BEHEPHUYECKU  3a00JsBaHUs, KOMIUIGKCHH OHKOJIOTUYHH I[EHTPOBE, JHAIM3HU IIEHTPOBE,
JIMAarHOCTHYHO-KOHCYJITATHBHU [IEHTPOBE, MEIUIIUHCKH IIEHTPOBE, ICHTATHNA [IEHTPOBE U MEIUKO-IICHTATHH
[IEHTPOBE, KAKTO M B MHJWBUIYaTHU W TPYMOBH MPAKTHUKU 32 MbPBUYHA U CIICNUATN3UPaHA MEIUIMHCKA
MTOMOIII, TOJIYYHJIM pa3pelicHre 3a JEeHHOCT/yJIOCTOBEpEHUE 3a pErucTpanus 1o peaa Ha 3akoHa 3a
JICUeOHUTE 3aBEICHUS.

(2) (HoBa - IIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KnuHuMYHO H3NHUTBaHE C
JICKApCTBEHH TPOAYKTH, ChABP)KAIIM HAPKOTHYHHM BEUIECTBA, MOXKE Ja C€ MPOBEKIA caMO B JiedeOHU
3aBelleHUsT 3a OOJIHMYHA TIOMOI, IIEHTPOBE 3a TCHUXWYHO 3/paBe, IICHTPOBE 3a KOXKHO-BEHEPHUECKH
3a00JIIBaHUS W KOMIUICKCHH OHKOJIOTHYHHU IICHTPOBE, B CTPYKTypaTa Ha KOUTO € pa3KpUTa aITeka,
MpHUTEXaBalla JTUIeH3us chraacHo wi. 33, an. 1 oT 3akoHa 3a KOHTPOJ BBPXY HAPKOTHUHUTE BEIIECTBA U
MIPEKYPCOPUTE, MU KOWTO Ca CKIIFOUMIIM JIOTOBOP C JPYTro JICUeOHO 3aBE/ICHUE, B CTPYKTypaTa Ha KOETO €
pasKpuTa amnTeKa, NPUTEXKaBalla JHMIEH3Us ChrlacHo wi. 33, an. 1 or 3akoHa 3a KOHTPOJ BBPXY
HApPKOTHUYHUTE BEIIECTBA U MPEKYPCOPHUTE.

(3) (Ilpegumaa an. 2, u3m. - JIB, 6p. 84 ot 2018 r., B cunma ot 12.10.2018 r.) Knunuuno
M3MHUTBAaHE MOXE Jla c€ MPOBEkKa caMo B JICUEOHO 3aBEJICHUE, B KOETO MMa OMPE/IEIICHO JIUIE 32 KOHTAKT IO
1. 107a, an. 1.

(4) (ITpenumna an. 3 - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) PrroBoguTenar Ha
Ne4eOHOTO 3aBEJCHHE, B KOETO IIe C€ MPOBESXKIa KIMHHYHO W3IHUTBAHE HA JICKAPCTBEH NPOAYKT, JaBa
CBIVIACUETO CH 3a YYaCTHUETO Ha TJIABHUS M3CIIEIOBATEN U 33 IPOBEKIAHETO HA H3ITUTBAHETO.

Ui 88. (1) KnuHuyHO M3MUTBAaHE BHPXY XOpa CE U3BBPIIBA ChC:

1. HepaspemieHu 3a ynorpeda B Penybnuka bearapus nekapcTBeHU MPOAYKTH;

2. pa3peienu 3a ynotpebda B Penmybnuka brarapus nekapcTBeHH MPOAYKTH, KOTaTO C€ U3MHUTBAT
3a HepaspelIeHO MOoKa3zaHue, 3a JieKapcTBeHa ¢opMa, pa3iuyHa OT pa3pelieHara, B HEH3ClieBaHa 0
MOMEHTA IpyTa NalMeHTH WK 3a MoJyyaBaHe Ha JIOMbJIHUTEIHA HH()OPMAITHSL.

(2) Pazpemenu 3a ynorpeba B PenmyGiuka briarapus mo cmuchia Ha ai. 1, T. 2 ca JIeKapCTBEHH
MPOAYKTH, TOJIYYMIH pa3pelieHne 3a ynorpeda mo pejaa Ha TO3U 3aKoH Wi 1o peaa Ha Permament (EO) Ne



726/2004 na EBponeiickus napiaament u CpBeTa.

Yn. 89. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 90. (Otm. - 1B, 6p. 84 ot 2018 1. (*), m3m. - [IB, 6p. 17 ot 2019 1. (*))

Un. 91. BB3JI0OXKHTENSAT W TJIABHHAT H3CJICAOBATECI CKIKOYBAT 3aCTpaxOBKad, ITOKpHBalla
OTTOBOPHOCTTAa MM 3a HNPUYUHCHUTC NPHU WKW IO IMOBOJ MHNPOBCKIAHCTO HA KIWMHUYHOTO H3IHUTBAHC
HCUMYIICCTBCHU N UMYIICCTBCHH BPCIU HA YHACTHHULIUTC.

Y. 92. (1) (U3m. - [IB, 6p. 84 ot 2018 1. (*)) BB3/10KUTEIAT HOCH OTTOBOPHOCT B CiIydyail Ha
YBpEXJIAHUs Ha 37paBeTO WM Ha CMBPT, MPUUYMHEHU NPH WIK IO MOBOJ MPOBEXKAAHETO HAa KIMHHUYHOTO
HU3IHUTBAHE, KOraTO M3MUTBAHCTO € IMPOBCKAAHO CHITIACHO HM3UCKBAHHUATA W IMPOLCAYPUTC HaA OI[O6pCHI/I$I
IIPOTOKOJL.

(2) (U3m. - 1B, Op. 84 ot 2018 r. (*)) I'maBHMAT M3cae10BaTEN HOCH OTTOBOPHOCT B CIy4ail Ha
YBpPEX/IaHUs Ha 3]]paBeTO WM Ha CMBPT, IPUUMHEHU IIPU UJIH 110 MOBOJ] HA MPOBEKAAHETO HA KIIMHUYHOTO
U3IUTBaHE, KOraTo HE ca CMa3eHU M3UCKBAHMUATA U MIPOLEAYPUTE HA OJJOOPEHHs IPOTOKOM.

Un. 93. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) (1) Koraro KIMHHYHOTO M3MHUTBAHE CE MPOBEXK]A
caMo Ha Tepuropusata Ha PemyOnmka bbiarapus wim Ha tepuropusita Ha PemyOnmka bviarapus m Ha
TEPUTOPUSITA HA TPETA IbpXKaBa, BH3IOXKUTEIAT OMpEeis MpeICcTaBUTeNl Ha TepuTopusTa Ha PemyOnuka
bbarapus 3a KOHKPETHOTO KIIMHUYHO U3IHUTBAHE.

(2) Jlunero mo an. 1 e axpecaT Ha KOMYHHUKAIUATA C BB3JIOKUTENS, TIpe/IBUICHa B PerimameHT
(EC) Ne 536/2014.

Yn. 94. Bp310XKUTENAT OCUTypsiBa 0€3Bb3ME3/IHO U3MUTBAHUS JIEKAPCTBEH MPOLYKT/TIPOIYKTH U
BCSIKO M3/Ie/1H€e, HEOOXOUMO 3a MPUIIATaHETO MYy.

Yn. 95. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Y. 96. (1) (U3m. - JIB, 6p. 84 ot 2018 r. (*)) KnuanuHo m3nuTBaHe HA JTEKAPCTBEHH MPOIYKTH
ce JIoIycKa caMo BbPXY JIULE, KOETO € JJAJI0 CBOETO MMCMEHO HHPOPMHUPAHO ChITIACHE.

(2) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(3) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Undpopmupano cwriacue mo rinasa V ot Pernmament (EC)
Ne 536/2014 moxe nma maBa camo JIEECIIOCOOHO JIHIIE, KOETO pa3dupa CHITHOCTTA, 3HAYCHHETO, 00XBaTa H
€BEHTYaJHUTE PUCKOBE OT KIMHUYHOTO M3nuTBaHe. H(OpMHpaHOTO chIylacue 3a ydyacThe B KIMHUYHO
U3IUTBaHE MOXE J1a Ob/Ie OTTETJICHO 10 BCSIKO BPEME.

(4) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Undopmupano cwriacue no rinasa V ot Pernament (EC)
Ne 536/2014 3a HexeecrnocoOHO MBIHOJIETHO JIMLE C€ J1aBa OT 3aKOHHMS My mpejactaBuTen. Chriacuero Ha
3aKOHHHS TPEICTaBUTEN TPSOBA Ja MpeACTaBIsABa MpeanojaracMara BoJisi Ha YYacTHUKA U MOXe J1a Obie
OTTETrJICHO IO BCSAKO BpeMe 0e3 OTpHUIATEeTHH MOCIEICTBUS 32 yUaCTHHUKA.

(5) B cayuyanre mo un. 162, am. 3 or 3akoHa 3a 3/ApaBeTo MH()OPMUPAHO ChITIACHE JaBa
HA3HA4YeHOTO OT Ch/a JIUIIE.

(6) Ha HeneecmocoOHOTO MBJIHOJETHO JIUIE C€ NpefocTaBs MH(OpMAIMs 3a HM3MUTBAHETO,
€BEHTYaJIHUTE PUCKOBE U MOJI3UTE B ChOTBETCTBUE C HETOBaTa CIIOCOOHOCT 3a pa3dupaHe.

(7) U3pu4HOTO >KeIaHue Ha HEeIeeCIOCOOHOTO MBIHOJIETHO JIUIIE Aa OTKaXKE J]a yJyacTBa WM J1a
ce OTTETJIM 10 BCAKO BpeMe OT KIMHUYHOTO M3MUTBaHE TpsiOBa Aa ObJie B3€TO MPEABUI OT M3CIEI0BaTENs, a



npu HCO6XOI[I/IMOCT - OT I''TaBHHUA U3CJIICA0BATCII.

Yn. 97. (1) (U3wm. - IB, 6p. 84 ot 2018 1. (*)) KnuHnyHO M3NUTBaHE BHPXY MAJOJIETHO JUIE CE
MPOBEXKIa CJea IoJlydaBaHe Ha IMMHCMEHO HH()OPMHPAHO ChIVIACHE HA JBaMaTa POJUTEIH WM Ha
HACTOWHUIIMTE HA JUIETO Npu cnazBane Ha raaBa V oT Permament (EC) Ne 536/2014 u ui. 96, an. 3.

(2) Cprimacuero Ha POIUTENNTE U HACTOMHUIIMTE TpsiOBa Ja MpeACTaBisiBAa Mpearnosaraemara
BOJISI HA MAJIOJIETHOTO JIMLIE U MOKE J1a Ob/Ie OTTETJICHO MO BCSKO BpeMe 0e3 OTpHUILIaTeTHH MOCIEACTBUS 32
MaJIOJIETHOTO JIUIIE.

(3) U3puuHOTO KenaHWe Ha MajOJETHOTO JIMIE Ja OTKaXKe Ja ydacTBa WM Jia C€ OTTErJU IO
BCAKO BpeMe OT KIMHUYHOTO H3MUTBaHE TpsiOBa 1ga OBJE B3E€TO MPEABHUI OT H3CIENOBaTeNs, a MpH
HEO0OXOIMMOCT - OT TJIaBHUS U3CJIeI0BATE.

(4) (U3m. - [IB, 6p. 84 ot 2018 r. (*)) Knuau4yHo u3nuTBaHe BHPXY HEMBIHOJETHO JIUIIE CE
MPOBEXKA CJe/ MoJydyaBaHe Ha MUCMEHO WH(OPMUPAHO ChIIIACHE OT JIMIIETO W OT JBaMaTa POJIUTEIIH WIIH
OT ToreunTens npu cra3Bane Ha riaBa V ot Permament (EC) Ne 536/2014 u un. 96, an. 3. Koraro equHust
POIIUTEN € HeU3BECTEH, IOYMHAI WM € JIMIIEH OT POAUTEICKHU MpaBa, UM HE ca My MPEJIOCTaBEHH TaKUBa
IpaBa B CIy4auTe Ha Pa3BoJl, MMCMEHOTO MH(POPMHUPAHO CHIVIACHE CE JIaBa OT HEIMBIHOJETHOTO JIUIE U OT
POIUTENS, KOUTO yIpa)xKHsIBA POAUTEIICKUTE MpaBa.

(5) CeriacueTo Ha HEMIBIHOJIETHOTO JIUIE, HA POAUTEIINTE WX HA TOMEUUTENST MOXKE /1a Obje
OTTETJICHO IO BCSAKO BpeMe 0e3 OTPHUIATeTHH MOCIEICTBUS 32 HEMBJIHOJIETHOTO JIUIIE.

(6) M3puuHOTO »XENaHWE HA HEMBJIHOJETHOTO JHIE Ja C€ OTTErJId IO BCAKO BpEME OT
KIMHUYHOTO HM3MUTBaHe TpsOBa Na ObJe B3€TO MpEeABUA OT H3CIEIOBaTeNs, a MPU HEOOXOAMMOCT - OT
TJIaBHUS U3CIIE0BATEN.

(7) Ha masioneTHOTO WM HEMbIHOJIETHOTO JIMIIE C€ MPEAOCTaBs HHPOPMAIHs 3a U3NUTBAHETO,
3a €BEHTYyallHUTE PUCKOBE M 3a MOJ3HUTE MO pa3dupaeM 3a HETO0 HAYMH OT JieKap, KOWTO MMa OMUT C
MaJIOJICTHH U HETbJTHOJIETHH JIUTIA.

Y. 98. (OTm. - JIB, 6p. 84 ot 2018 1. (*))
Y. 99. (Otm. - JIB, 6p. 84 ot 2018 1. (*))

Paszgea II.
Kiannuyno u3nurBaHe ¢ ya3BuMu rpynu nauuentu (Orm. - IB, 6p. 84 ot 2018 r. (*))

Y. 100. (Otm. - 1B, 6p. 84 o1 2018 1. (*))
Yn. 101. (O1m. - JIB, 6p. 84 ot 2018 1. (*))
Yn. 102. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pazpea I11.
ETnyna komucus 3a KJIMHUYHHA W3NUTBaHuA (3ari. usm. - JIB, op. 84 ot 2018 r., B cuiia ot
12.10.2018 r.)

U 103. (M3m. - IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) KeM MuHHCTBpa Ha
3/IpaBeoIa3BaHeTO ce Ch3AaBa ETMUHA KoMuCHS 32 KIMHUYHU M3MUTBAHUS, YMITO CHCTaB CE OMPEACIs ChC
3aloBe]l HA MUHUCTHPA Ha 3ApPABEOINA3BaHETO W BKIOYBA PEJOBHM M PE3EPBHHU WICHOBE. Pe3epBHHUTE
YJICHOBE y4acTBaT B 3acElaHUsATa HA KOMHCHUATA M UMAT MPaBO HA IJIac MPU OTCHCTBHETO HAa PEJOBHHUTE
YJICHOBE.



(2) Komucusita o ain. 1 ce cberoun ot 7 A0 12 peloBHU YI€HOBE, BKIIOUUTEIIHO MpEAceaaTes u
3aMECTHUK-IIpe/iceaTesl, KOUTO HUMaT KBaIU(UKAIMs W ONUT Ja pasriiefaT M OLEHAT Hay4dHHTE,
MEIUIMHCKUTE WM €TUYHUTE acleKTH Ha TMPEeAJoKEHOTO KIMHUYHO U3MUTBaHe. V3uckBaHMATa KbM
KBUTM(DHUKAMSITA HA WICHOBETC Ha KOMHUCHSATA 1O al. |, KAKTO W yCIIOBHUATA M PEABT 32 ONPEACIITHETO Ha
MOMMEHHHUS ChCTaB HA KOMHUCHSATA CE YPEXKAaT ¢ mpaBuiHuKa o wi. 106, an. 1.

(3) Komucusra no an. 1 BkiIrouBa HE MO-MaJIKO OT JABama PEJOBHM YJIEHOBE C HEMEIUIIMHCKO
o0Opa3oBaHUe - MPEJCTABUTENU Ha BaTa MoJja.

(4) 3a myxauTe Ha cBosita paboTa KOMHUCHATa TO al. | MoOXe Ja TpHUBIMYA BBHHIIHU
CHELMATTUCTH.

(5) Camo uneHoBeTe Ha KOMHCHSTA MO aj. 1, KOUTO HE ca B KOH(MIUKT HA WHTEpECH, HE
y4acTBaT B KOHKPETHO HM3MUTBAHE W Ca HE3aBUCHUMH OT BB3JIOKHTENS, JICYCOHOTO 3aBEJCHHE, KBICTO CE
MPOBEXKa KIMHUYHOTO U3MUTBAHE, U OT TJIABHUS M3CJIE0BATEN, MOTaT Jla y4acTBaT B OI[EHKAaTa Mo 4i. 83,
KaKTO U JIa TJIACyBaT U J]a y9acTBaT B 00CHKIAHETO.

(6) 3a BBHIIHM CIENHUAIMCTH MO ai. 4 Morar jJa ObJaT NPHUBJIMYAHU JIMIA, KOUTO HE ca B
KOH(MJIMKT HAa HMHTEPECH, HE ydYacTBAT B KOHKPETHO H3IUTBAHE U Ca HE3aBUCUMH OT BB3JIOKHUTEIS,
Je4e0HOTO 3aBEJICHHE, KBICTO CE MPOBEXK 1A KIMHUYHOTO U3IUTBAHE, M OT TIIaBHUS H3CJICI0BATE].

(7) UneHoBeTe Ha KOMHCHATA MO all. | ¥ BHHITHUTE CIEUUAINCTU MO al. 4 He MOTaT Ja uMar
JaCTeH MHTEPEC WIN 00Jiara, KOUTO OMXa MOTJIM JIa TOBJIHSST Ha TSIXHATA OS3MPUCTPACTHOCT MIPH OIEHKATa
o wi. 83.

(8) 3a ymoctoBepsiBaHe Ha 00CTOSATEICTBATA MO all. 5 - 7 WICHOBETE HA KOMHUCHSATA MO all. 1 u
BBHIIHUTE CIIEHUATNCTH 10 al. 4 MOAMUCBAT JeKIapalus mo pea u odpasel, onpeaeaeH! B IPaBUIIHUKA 110
yi1. 106, an. 1.

Yn. 104. (Om. - [IB, 6p. 84 or 2018 ., B cuna ot 12.10.2018 1.)

. 105. (1) (U3m. - IB, 6p. 84 ot 2018 1., B cuita ot 12.10.2018 r.) ManaarsT Ha 4iEHOBETE Ha
komucudara no 4wi. 103, an. 1 e ¢ npoAbJKUTEIHOCT 4 TOIUHM.

(2) (U3m. - IB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) Ha Bceku 1Be rouHM €1Ha BTOpPA OT
cbcTaBa Ha koMucusTa Mo 4i. 103, an. 1 ce oOHOBsBA.

(3) (M3wm. - JIB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) Unen Ha komucusita o wi. 103, an.
1 He Moxe na ObJie Ha3HAYaBaH B ChIIaTa KOMUCHS 3a TIOBEYE OT JBa TOCJICIOBATSIIHA MaH/IaTa.

Un. 106. (U3m. - [IB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) (1) MuHuCTHpBT Ha
3/IpaBeOIa3BaHETO YTBBPK/IaBa MPABIIIHKK 32 YCIOBHATA M pefa 3a pabora Ha komucusarta mo wi. 103, am. 1.

(2) Komucusita mo 4. 103, an. 1 u3paboTBa M mpueMa NMUCMEHH CTaHIAPTHH ONEPATUBHU
MpoLEeAYpPH B ChOTBETCTBHE € IIpaBuiiaTa 3a JloOpa KIMHUYHA MpaKTHKA.

(3) Bacenanudara Ha komucusTa o wi. 103, an. 1 ca 3akpuru.

Y. 107. (Orm. - IB, Op. 84 o1 2018 1. (*))

Un. 107a. (Hos - IB, 6p. 84 ot 2018 1. (*)) (1) PpkoBoAguTENUTE HA JeUeOHUTE 3aBEACHUS, B
KOHUTO C€ U3BbPIIBAT KIMHUYHHU U3IIUTBAHUSL, ONIPENEIIAT JIMLE WIIHU JIULA 32 KOHTAKT.

(2) JIuueto unam nMuaTa 3a KOHTAKT MO ajl. | MMaT KBaJU(HKALMS M OMNUT Ja OCHIIECTBSIBAT
MOHHUTOPHUHT BBPXY MPOBEXKIAHUTE B JIEUEOHOTO 3aBEJCHME KIMHUYHM M3MUTBAHUS 3a CIa3BaHE Ha
npasuiara Ha JloOpaTa KIMHUYHA [TPAKTHKA.

(3) UsuckBanusTa KbM KBadM(UKALMATAa Ha JIMLATAa 3a KOHTAKT MO al. 1 ce ypexnaar B
npaBwiHUKA o 4i. 106, ain. 1.

(4) Ilpu KOHCTaTUpaHU OTKJIOHEHHS OT OJ0OpPEHMs MPOTOKOJ W/WIM HEKEJNaHU JIEKapCTBEHU



peakiuy B XOJla Ha KIMHUYHOTO M3MUTBAHE, KOUTO HE ca JokiaaBaHu no pena Ha Permament (EC) Ne
536/2014, nuniero 3a KOHTaKT 110 ain. 1 yBenomsasa MAJI u komucusta o wi. 103, am. 1.

Yn. 108. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pazgea IV.
Pa3pemenue 3a npoBekIaHe HA KIMHAUYHO N3NINTBAHE

Un
Un
Un
Un
YUn
Un

. 109. (O1Mm. - IB, Op. 84 o1 2018 1. (*))
. 110. (O1m™. - [IB, 6p. 84 o 2018 1. (*))
. 111. (Ot™m. - IB, 6p. 84 o1 2018 1. (*))
. 112. (Otm. - IB, 6p. 84 ot 2018 1. (*))
. 113. (O1m™. - [IB, 6p. 84 o1 2018 1. (*))

. 114. (1) (U3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a momydaBaHe Ha
CTaHOBHIIIE T10 WI. 83 BB3IOKUATEIIAT I101aBa 3asiBJICHUE 10 Komucusara mo wi. 103, an. 1.

(2) (OT™m. - 1B, 6p. 84 oT 2018 1. (*))
(3) (Ot™m. - IB, 6p. 84 ot 2018 1. (*))

(4) (Homa - 1B, 6p. 12 ot 2011 r., B cruta ot 08.02.2011 r., oT™. - JIB, Op. 84 o1 2018 1. (*))
.- B, op.
.- JIB, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- JIB, op.
.- B, op.

Y.
.
Y.
Yo
Y.
Y.
Y.
Y.
.
Y.
Y.

Y.
Yo
Y.
Y.
Y.
Y.

115. (O™
116. (O™
117. (O™
118. (O™
119. (O™
120. (O™
121. (O™
122. (O™
123. (O™
124. (O™
125. (O™

126. (O™
127. (O™
128. (O™
129. (O™
130. (O™
131. (O™

.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.

84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 01 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))

Paznea V.
IIpomenu (O1m. - IB, Op. 84 o1 2018 1. (*))

84 ot 2018 1. (*))
84 01 2018 1. (*))
84 o1 2018 1. (*))
84 o1 2018 . (*))
84 ot 2018 1. (*))
84 ot 2018 1. (*))



Paznen VI
Cnupane Ha KIMHUYHOTO M3nuTBane (OTm. - IB, 0p. 84 ot 2018 1. (*))

Y. 132. (Otm. - IB, 6p. 84 ot 2018 1. (*))
UYn. 133. (O1m. - [IB, 6p. 84 ot 2018 1. (*))
Un. 134. (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

Pasznen VII.
IIpocaensiBane Ha 6e3onacHoctTa (OT™. - /1B, Op. 84 o1 2018 1. (*))

Yn. 135. (O1m. - [IB, 6p. 84 ot 2018 1. (*))
Y. 136. (O1w™. - [IB, 6p. 84 o1 2018 1. (*))
Y. 137. (Orm. - IB, Op. 84 o1 2018 1. (*))
Y. 138. (O1m. - [IB, 6p. 84 o1 2018 . (*))
Y. 139. (O1wm. - [IB, 6p. 84 o1 2018 1. (*))
UYn. 140. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 141. (Otm. - IB, 6p. 84 oT 2018 1. (*))

Paszpnea VIII
YBenomjieHue 32 NPUKJIKYBAHE HA KIMHUYHOTO u3nutBane (OTm. - /1B, 6p. 84 ot 2018 r. (*))

Yn. 142. (O1wm. - /IB, 6p. 84 ot 2018 1. (*))
Yn. 143. (O1m. - /IB, 6p. 84 ot 2018 1. (*))
UYn. 144. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

I'naBa yerBbpTa "a'".
HEUHTEPBEHLHUOHAJIHU ITPOYYBAHUSA (HOBA, IPEJAUIIEH PA3BJAEJ IX "
HEUHTEPBEHIIMOHAJIHO ITPOYYBAHE" - /IB, bP. 12 OT 2011 I'., B CWJIA OT
08.02.2011T".)

Yn. 145. (1) (Hom. - AB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) HennrepBeHMOHAIHO
IpoyYBaHe ce MPOBEX/a C pa3peleHn 3a ynorpeba B Pemybnuka bbirapus nekapcTBeHU NPOAYKTH, KOraTo
ce M3MUTBAT 3a MOJYYaBaHE HA JOMBJIHUTEIHA WH(POpMAIMs 32 MPOAYKTA, MPEANUCBAH MO OOMYANHHS
HauMH B CBHOTBETCTBHE C YCIOBMATA, OINpPEIECIIEHHM B pa3pellieHueTo 3a ynorpeda. Ha yuacTHuuute B
HEMHTEPBEHLIMOHATHNA TIPOYYBAaHUS HE C€ MpujaraT IHAarHOCTHYHU WIM TPOCIEASBALIN MPOLEIypH,
pasnuyHM OT oOMuaiiHaTa MpaKTHKA, KaTo 3a AaHaJuW3 Ha IMOJIy4YEHUTe JaHHU Cc€ M3M0I3BaT
eMUIEMHOIOTUYHH METOIH.

(2) U3m. - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r., ot™. - /IB, 6p. 102 oT 2012 1., B cuna
or 21.12.2012r.)

(3) (U3m. - [IB, 6p. 12 ot 2011 1., B cmura ot 08.02.2011 r., ot™. - [IB, 6p. 102 ot 2012 1., B cuna
or 21.12.2012r.)

(4) (Homa - 1B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r., ot™m. - /IB, 6p. 102 ot 2012 1., B



cwia ot 21.12.2012 1.)

(5) (Homa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - IIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

(6) (Homa - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - [IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

Y. 145a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) HennrepBeHnmoHnaanu
IIOCTMApKETUHIOBU TPOYyYBaHUs 3a O€30IIaCHOCT C€ MNPOBEXAAT IO WHUIMATHBA HA IPUTEXKATENs Ha
paspenieHueTo 3a ynorpeda win B M3IIBIHCHUE HAa YCIOBUATA 110 Wi. 55a 1 56a 1 ca CBbP3aHH ChC CHOUpPAHE
Ha JJAHHM 10 JIEKapCTBeHa 0€30MacHOCT OT MAIlMeHTH U MEIUIIUHCKH CIIEIIHAIHCTH.

(2) (M3m. - 1B, Op. 17 ot 2019 r.) Koraro npu npoy4BaHeTo ce IIlaHupa CbOMpaHeTo Ha JaHHU
OT MallMeHTH, clie[Ba Aa ObJe MOITYYeHO TAXHOTO chryiacue. JINYHUTE NaHHU Ha MAIMEHTHTE ce 00paboTBaT
IIpY Clla3BaHe M3MCKBAHUATA 3a 3aIUTA HA JINYHUTE JaHHHU.

(3) MeaunuHCKUTE CrIENUAINCTH HE TOdy4YaBaT (MHAHCOBU WJIM JPYTH CTUMYJIU 32 y4acTHE B
HEMHTEPBEHLMOHAIHUTE MPOYYBAHUS 32 O€30MaCHOCT OCBEH KOMIICHCAIIMH 32 M3Pa3XOJBAaHOTO BpeME H
CpEeICTBa.

Ui 1456. (Hos - /IB, 6p. 102 ot 2012 1., B cumma ot 21.12.2012 1.) (1) [To Bpeme Ha ipoBexaaHe
Ha Tpoy4BaHeTo MO wi. 1458, am. 1 m unm. 145e, an. 1 mpuTekaTenaT Ha pa3pelIeHUETO 3a YIoTpeda
OCBUIECTBSIBA MOHUTOPMHI' HAa IIOJIy4YEHUTE JAHHU W OTYWUTA BIUSHUETO MM BBPXY CHOTHOLICHHETO
T0JI3a/pUCK 3a JIEKAPCTBEHUSI TPOTYKT.

(2) IpurexarensT Ha pa3pelieHneTo 3a ynorpeda cbobmana Ha MAJI Bcsika HoBa mHpOpMAIIs,
KOsITO OM MOIJIa Ja TOBJIMsI€ Ha ChOTHOILIEHUETO I10J13a/pUCK 3a JIEKAPCTBEHUSI IPOTYKT.

(3) 3agbmkeHneTo Mo an. 2 He 0CBOOOXK/IaBa MPUTEKATENsI Ha pa3pelIeHueTo 3a yrnorpeda ot
M3MCKBaHETO Ha wi. 1943 3a mpenocraBsHe Ha wuHGpoOpMANMATa TO Al 2 W 4Ype3 NEPUOTUYHUTE
aKTyaJlu3UpaHH JIOKJIaIu 3a O€30MacHOCT.

Un. 1458. (Hos - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) (U3m. - [IB, Op. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Korato npoyuBaHeTo ce mpoBekaa camMo Ha Tepuropusita Ha PermyOinka
bearapus B u3NbJIHEHUE Ha 3aIbJDKEHUE MO 4. 56a, IMpUTEXATeNsAT Ha pa3pelieHueTo 3a ymorpeda
npenctass B MAJI mpoekT Ha MpOTOKOIa Ha MPOy4BaHeTo. [[poeKTHT Ha MPOTOKOJA, MPUAPYKEH C TUCMEHO
chriacue mo 4wi. 145a, an. 2, ce npencrass v B komucusita o wi. 103, an. 1.

(2) Uznbaautenaust aupekrop Ha MAJI B cpok mo 60 mHM OT nmarata Ha TOJydaBaHe Ha
JOKyMEHTalMsATa Mo aj. | u3mpaina Ha NpUTekaTels Ha pa3pelieHHeTo 3a yrnoTpeda yBEeJOMIJICHHE 3a
oJ100psiBaHE Ha MPOYYBAHETO WJIK IPABH MOTHUBUPAH OTKa3.

(3) UsnenautennusaT nupekrop Ha MAJI oTka3zBa mpoBeXJaHe Ha MPOYYBAHETO C €IUH WIIU
IIOBEYE OT MOTUBHTE 110 ui. 145¢, an. 2, 1. 2.

(4) (U3m. - [1B, Op. 84 ot 2018 r., B cua ot 12.10.2018 r.) Komucusra mo 4n. 103, an. 1 B cpok
no 60 nHM OT maraTa Ha IOJy4yaBaHE Ha JOKyMEHTalusATa Mo aj. | mu3mpama Ha MpuUTexarens Ha
pa3peleHueTo 3a ynorpeda nojoKUTEIHO WK OTPULIATETHO CTAHOBHILIE.

(5) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IlpoBexaaHeTo Ha MPOYYBAHETO
MOXKeE J1a 3al0vHe clie]] mojgydaBane Ha onoopenne oT MAJI u momoXUTEIHO CTAaHOBHIIE OT KOMHUCHSITA TI0
1. 103, aim. 1.

(6) 3a omenka Ha nokymeHrtamusaTa mo an. 1 MAJI cebupa Takca B pa3mep, OmpeneseH B
tapudara mo ui. 21, ai. 2.



Ui 145r. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 84 ot
2018 r., B cmma ot 12.10.2018 r.) IIpuTexkatenar Ha pas3pelieHHETO 3a ymoTpeda mMpuiara IUTaHHUpPaHH
CBIIECTBEHU MTPOMEHM B MPOTOKOJIA B CilydauTe Mo wi. 1458, an. 1 cien nmpeaBapuTeIHOTO UM 0100psiBaHe
ot MAJI u ot komucusra o wi. 103, an. 1.

(2) (M3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IputexkaTenar Ha pa3pemeHUueTo 3a
ynotpeba npencrasst B UAJI u B komucusta no wi. 103, an. 1 nokymeHTanusTa, CBbp3aHa ¢ IPOMEHUTE, U
MOTHBHTE 3a TOBA.

(3) Uzneanurennusat aupexkrop Ha MAJI B cpok 10 30 aHM OT mosy4aBaHe Ha JOKyMEHTaLUsATa
no ajn. 2 onodpsiBa MpOMEHEHHs MPOTOKOJ WM H3JaBa MOTHUBUpPAH OTKa3 M yBeJOMSBAa MpUTEXKATENs Ha
pas3pelIeHrneTo 3a yrnorpeoa.

(4) (M3m. - 1B, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Komucusra o un. 103, an. 1 B cpok
no 30 nHM OT fgaraTa Ha TOJy4YyaBaHE HAa JOKyMEHTAIMsATa MO aj. 2 Hu3Mpalla Ha MpUTEeKarens Ha
pa3perieHrneTo 3a yrnorpeda MmoNoKUTEIHO WIH OTPUIIATEIIHO CTAHOBUIIIE.

(5) M3nbpnautennuar nupektop Ha MAJI oTka3zBa mpoMeHuTe 1Mo aji. | ¢ eauH WU MoBeYe OT
MOTHBHUTE, IOCOYEHH B wi. 145¢, ain. 2, 1. 2.

(6) (U3m. - [IB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 1.) [IpuTekaTensT Ha pa3pemieHUETo 3a
ynoTpeda Moke J1a IpUJIoKH IPOMEHHTE 1o all. 1 cien nonydaBane Ha onoOpenue ot MAJI u monoxurenHo
CTaHOBHIIIE OT KoMucHsiTa Mo 4i. 103, ai. 1.

(7) 3a omenka Ha nmokyMeHTtammsTa mo aia. 1 MAJI cwOmpa Takca B pa3mep, ONpEAcliCH B
tapucdara o ui. 21, am. 2.

UYn. 145a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarensar Ha
paspenieHueTo 3a ynorpeda npeacTaBs OKOHYATeNeH Jokiaa oT mpoyuBanero Ha MAJI B cpok 1o 12 mecena
cleq MPHUKIIOYBaHE ChOMpaHeTo Ha AaHHU. KbM [OKiana ce mpuiara ¥ pe3loMe Ha pe3ylTaTUTe OT
IIPOYYBAHETO.

(2) IlpuTexarensaT Ha pa3pelieHUueTo 3a ynorpeda MoKe Ja Mojaje MOTHBHUPAHO HCKaHE [0
HNAJI 3a omnaraHe Ha cpoka mo aji. | Hali-Malko TpU Mecela Ipeau JaTrara 3a IpeacTaBsHE Ha
OKOHYATEeNHUS JOKJIa, TOCOYeHa B MPOTOKOJIA.

(3) M3nbenHuTenHaTa areHuus MO JeKapcTBaTta oJo0psiBa WM IMpaBM MOTHBHpaH OTKa3 Ha
MCKaHETO I10 aJl. 2 ¥ YBEJIOMsIBa MPUTEXKATEN Ha pa3pelieHneTo 3a ynorpeoa.

(4) Korato mpuTexaTeisT Ha pa3pelieHHueTo 3a ynorpeda Bb3 OCHOBA Ha JOKjiaaa mo an. 1
IpeLeHy, Ye € HeoOXoauma MpoMsiHa B pa3peleHneTo 3a ynorpeba, Toi momasa no MAJIL 3asBieHue 3a
MpOMsHA MO peJla Ha IJ1aBa TpeTa, paszaen VI.

(5) Usnbanurennuar gupekrop Ha MAJL cbe 3amoBen cnuvpa ACMCTBHETO WIM IIPEKpATsSBa
paspemienueTo 3a ymoTpeba, korato MAJI BB3 ocHOBa Ha AoKiana mo ail. | W cieda KOHCYJTalus C
NPUTEXKATEN Ha pa3pelIeHueTo 3a ynorpeda MpereHu, 4e € HeoOXoAUMO CIMpaHe WM MpeKpaTsBaHe Ha
pa3pelieHnueTo 3a ynorpeoa.

Ui 145e. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro npoyuBanero ce
MPOBEXKa KaKTO Ha TepuTopusta Ha PenmyOnuka bbarapus, Taka U Ha TEPUTOPHUITA U HA IPYTH IbP:KaBU
YJIEHKH, 32 JICKaPCTBEHH MPOAYKTH, pa3peiieHu no peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus
napiaMeHT 1 Ha ChBeTa WM 1O peja Ha IJiaBa Tpeta, pazznen VII B u3nbiHeHHe Ha 3abJKEHUSTA M0 YIl.
55a wiu no ui. 56a, mpuUTekaTeNAT Ha pa3pelIeHueTo 3a yrnoTpeda mojasa 10 KOMHUTETa 1Mo wi. 56a, an. 1, T.
| mpoexra Ha MPOTOKOI.

(2) B cpok no 60 mHM OT naTaTa Ha MOJIy4aBaHE HA IOKYMEHTAIMATA 1O ajl. | KOMUTETHT 1O YJl.
56a, an. 1, 1. | U3TOTBS CTAHOBUIIE U U3MpAIlla HA TIPUTEKATEIS HA pa3pPEIICHUETO 3a yrnoTpebda:

1. yBenomiieHue 3a 0100peHue, Uiu



2. MOTHBHpaH OTKa3, KOraTo:

a) KOHCTaTupa, 4e MPOBEXKIAHETO HAa IMPOYUYBAHETO HachpuaBa ymnoTpedaTa Ha JIEKapCTBEHHS
NPOAYKT, W/WIH

0) mpereHy, Ye IM3aiiHbT Ha MPOYYBAHETO HAMA JIa TIOCTHTHE 3aJI0KEHUTE B MPOTOKOJIA IEJH,
u/unu

B) MMPOYYBAHETO UM XapaKTep Ha KIMHHYHO U3ITUTBAHE.

(3) (M3m. - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cmywyaute mo am. 2, 1. 1
MIPUTEXKATENAT HA Pa3pelIeHUETOo 3a ynorpeda npeacrass yegomiienuero na MAJL

(4) (U3m. - [1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) Komucusara mo 4wi. 103, an. 1 B cpok
no 15 mHM oT garara Ha TOMydyaBaHE Ha YBEIOMIIGHHETO MO al. 3 W3Mpalia Ha MPUTEXKaTeNls Ha
pa3peleHneTo 3a ynorpeda nojoKUTEIHO WK OTPULIATETHO CTAHOBHILIE.

(5) (M3wm. - [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [IpoBexxaaHeTo Ha MPOYUBAHETO
MOJKE Jia 3aIll0YHE CJIE [T0JIy4aBaHEe Ha MOJIOKUTEIIHO CTAHOBUINE OT KoMucusATa o wi. 103, an. 1.

(6) CpabpkanueTo u ¢opMara Ha TPOTOKONa mo ain. 1 ce ompenenst ¢ Permament 3a
m3neiaHeHue (EC) Ne 520/2012 na Komucusta ot 19 ronu 2012 r. 0THOCHO H3BBPIIBAHETO HA IEHHOCTUTE B
obnmactra Ha dapmakoioruyHara OautenHocT, mnpeaBuacHu B Permament (EO) Ne 726/2004 Ha
EBponeiickus mapnamedT U Ha CbBera u B [lupexktuBa 2001/83/EO na EBpomeiickus mapiaMeHT M Ha
CsBera (OB, L 159/5 ot 20 ronm 2012 r.), Hapuvan mo-HaTaThk "Pernmament 3a mambinenue (EC) Ne
520/2012".

Un. 145x. (Hos - IB, O6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) Ilpurexarenst Ha
pasperieHueTo 3a ynorpeba B ciydaurte mo wi. 145e, an. 1 mpuiara rutaHupaHW CHIIECTBEHU MPOMEHU B
IIPOTOKOJIA HA MPOYYBAHETO CJIC]] MPEABAPUTEITHOTO UM 0JI00pSBaHE OT KOMUTETA IO Wi. 56a, ai. 1, T. 1.

(2) [IputexkaTenar Ha pa3pelIeHHETOo 3a YIoTpeda MpecTaBsi Ha KOMHUTETa 1Mo 4Wi. 56a, an. 1, T.
1 moxyMmeHTanusTa, CBbp3aHa C MPOMEHHUTE, 1 MOTUBH 3a TOBA.

(3) (U3m. - JIB, Op. 84 ot 2018 1., B crta ot 12.10.2018 r.) Koraro komuteTsT 110 4. 56a, ai. 1,
T. 1 0100pu mMpoMeHHUTe B MPOTOKOJIA, MIPUTEKATEIAT HA pa3pelieHneTo 3a ynotpeba yBempomssa MAJL u
kommcHsaTa mo 4. 103, am. 1.

(4) (M3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IputexxaTenar Ha pa3pemieHUueTo 3a
ynotrpeba MoXKe N1a TPUIIOKH MPOMEHHUTE MO ajl. | clieJ TMmojlydaBaHe Ha IMOJIOKHUTETHO CTAHOBHUIIEC OT
komucHsaTa mo 4. 103, am. 1.

U 1453. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipurexarensr Ha
pa3penieHreTo 3a yrnorpeda nmpeacTaBs 1Mo eJIEKTPOHEH BT Ha KOMUTETA 10 4. 56a, a. 1, T. 1 okoH4aTeneH
JOKJIaJl, IPUIIPYKEH C pe3toMe Ha pe3yTaTuTe OT IMPOYUBAHETO, B CPOK 10 12 Mecena ciel MPUKIIOYBaHEe
CHOMpaHeTO Ha TaHHH.

(2) [purexarenar Ha pa3peLIeHHETO 3a YrnoTpeda MoXe Ja IM0jaZe MOTHBHUPAHO HMCKaHE JI0
KOMHTETA 1Mo wWi. 56a, an. 1, T. 1 3a oTyiarane Ha cpoka 1o ain. | Hal-MalKo TpU Mecela Mpeau aaTaTta 3a
Mpe/ICTaBsSHE HAa OKOHYATETHH JT0KJIa/l, TOCOUYeHa B IPOTOKOJIA.

(3) Komurerst 1o . 56a, an. 1, T. 1 ogoOpsiBa Uiy MpaBu MOTUBUPAH OTKAa3 Ha MCKAHETO IO
an. 2 U yBeJIoMsiBa IpUTEXKaTells Ha pa3pelIeHUeTo 3a yrnorpeoa.

(4) Cpappxanueto u ¢popmaTa Ha JOKJIana Mo ai. 1 ce omnpeaensaT ¢ PerimameHT 3a u3mbIHEHHE
(EC) Ne 520/2012.

Ui 145u. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) KomurersT 10 wiI. 564,
an. 1, 1. 1 B3 OCHOBa Ha JIoKJIaa 1o ui. 1453, an. 1 u ciex KOHCyATalUsl C IPUTEkKATEI Ha Pa3pelICHUETO
3a ymoTtpeba M3/1aBa MOTHBHpAHA MPEMOpPbKa OTHOCHO pAa3pelieHHEeTO 3a ymoTrpeda Ha JIeKapCTBEHUS



IIPOAYKT U 5 U3Ipalla ao:

1. Komurera 1o jiekapcTBEHUTE MPOIYKTH 32 XyMaHHa yroTtpeba mo 4. 5 ot Permament (EO)
Ne 726/2004 na EBporneiickus mapiameHT u Ha CpBeTa, WK

2. KOOpIMHAIIMOHHATA rpyna no wi. 77, ai. 2.

(2) B cayyaure mo ain. 1, T. 2, koraTo KOMUTETHT 1O 4. 56a, an. 1, T. 1 e mpenopbuan npomsHa,
CIMpaHe WM NpeKpaTsABaHE Ha pa3pelleHueTo 3a ynoTpeda, KOOpAUHALMOHHATA TPy, IPEICTaBIsiBaHa OT
IbP)KaBUTE UYIEHKH, B KOUTO € IMPOBEICHO NPOYYBAHETO, M3[aBa CTAHOBMIIE OTHOCHO HEOOXOAUMUTE
JeUCTBUS, KOUTO CJIEJ[Ba Ja CE MpEANpHeMaT Mo OTHOLICHHE Ha Pa3pelIeHUuETO 3a yrnoTpeda, BKIIOYUTEIHO
rpaduK 3a U3IBIHEHUETO My.

(3) Koraro npencraBeHuTe Abp>KaBU WICHKU B KOOPAMHAIIMOHHATA I'PYyTa HOCTUTHAT KOHCEHCYC
OTHOCHO CTAHOBHIIETO IO al. 2, TO ce MyOJuKyBa Ha EBpomneiickusi MHTEpHET MopTall 3a JEKapCTBEHUTE
IPOAYKTH 10 wi. 68, an. 1, T. 4 1 ce u3npaia Ha IpUTEKATENs Ha pa3pelIeHueTo 3a ynorpeoa.

(4) Uznbnaurennust pupektop Ha MAJI B chOTBETCTBHE CHC CTAaHOBHUULIETO MO ajl. 2 CIUpa
JeWCTBUETO WM NPEKPaTABa pa3pelIeHUETO 3a ynoTpeoa.

(5) Koraro B cTaHOBHIIETO 10 all. 2 ca NPENOPbUYAHU IIPOMEHU B U3JAJCHOTO pa3pelleHue 3a
ynoTpeba, TPUTESXKATEIAT Ha pa3pelieHueTo 3a ymoTpeda B paMKUTE Ha OMpeneieHus rpaduk 3a
n3nbiaHeHue noxasa 1o MAJI 3asBieHne 3a mpoMsiHa IO pela Ha IjaBa TpeTa, pasnen VI, Bkirousamio
aKkTyaJlu3upaHa KpaTKa XapaKTepUCTHKA Ha MPOJIyKTa U JUCTOBKA.

(6) Koraro He Moxe na Ob/ie MOCTUTHATO ChIJIACHE B PAMKHMTE Ha KOOpJIMHALIMOHHATA IpyIa,
MO3UIMATA HA MHO3MHCTBOTO OT JIbP’KaBUTE WIEHKH C€ IpenocTaBss Ha EBponeiickaTa KOMUCHS, KOSITO
IpUeMa pelIeHHe 3a NPOMsIHA, CIIUpaHEe WIK MPEKpaTsBaHE Ha Pa3pelleHUeTo 3a ynorpeba, U3AaJCHO OT
CBHOTBETHUTE PETYJIATOPHUA OpraHH Ha AbP>KABUTE WIECHKH.

(7) Pemennero mo an. 6 ce mybnukyBa Ha EBpomneickusi HHTEPHET MOPTA 3a JIEKAPCTBECHUTE
IPOAYKTH 10 Wi 68, an. 1, T. 4 1 ce u3npaila Ha IpUTEKATEN Ha pa3pelIeHneTo 3a yrnorpeoa.

(8) UsmbnHuTEeNHATAa areHIMs IO JeKapcTBaTa Npuiara BPEMEHHUTE W/WIM OKOHYATEIHUTE
MEpKH OT peleHuero no aia. 6 m uHdopmupa EBponeiickara areHius o jekapctBata u EBpomnelickaTta
KOMUCHS.

(9) B ciiydaute 1o an. 1, T. 1 KoMuTeThT o gexkapcTBeHUTE MPOAYKTH 3a XyMaHHa ynoTpeda B
CBhOTBETCTBUE C IIPENIOPBKATA HA KOMUTETA 1O WiI. 56a, an. 1, T. | u3naBa CTaHOBUILE OTHOCHO 3ala3BaHETO,
M3MEHEHHETO, CIMPAHETO WM MPEKpaTsIBAaHETO HA BAJIMAHOCTTA HA pa3pelIeHHueTo 3a ymorpeoda,
BKJIIOYMTEIHO TpaUK 3a M3MbJIHEHHE Ha craHoBMIeTo. CTaHoBuUIIETO ce NMyOinkyBa Ha EBponeifckus
MHTEPHET MOPTaj 3a JIEKapCTBEHUTE MPOAYKTH IO wi. 68, an. 1, T. 4 u ce u3mpalla Ha NpUTEXKaTeNIs Ha
pa3pelIeHneTo 3a yrnorpeoa.

(10) Korato B craHoBMILETO 1O al. 9 € U3pa3eHa MMO3ULHUA 3a NPEANPUEMAHE HA PEryIaTOpPHU
JeMCTBHSL N0 OTHOLIEHHE Ha paspelieHusTa 3a ynorpeda, EBpomelickata koMucus npuema pelieHue 3a
NIPOMsIHA, CIIMpaHe WM IMpeKpaTsBaHe Ha pa3pelleHusTa 3a ynorpela, W3gajeHu Mo pena Ha Peryament
(EO) Ne 726/2004 na EBponetickust mapiameHT U Ha ChBeTa.

Un. 145k. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 84 ot
2018 r., B cuma ot 12.10.2018 r.) HewmnTepBeHIIMOHAIHM MPOYYBaHMUS Ha TepUTOpHUsATa Ha PemyOmuka
bearapus ce mnpoBexmar Npu YCIOBUS W 1O pel, OINpeaeleHH C Hapeada Ha MHUHUCTBpa Ha
3/lpaBeoIla3BaHeTo.

(2) Ilpu mpoBexaHe Ha HEUHTEPBEHIIMOHAIHU MPOYYBAHMS MO an. 1 ce mocouBa U3TOYHUKBT
Ha (pMHAHCHpaHe.



I'nraBa nera.
MMPONU3BOACTBO U BHOC HA JIEKAPCTBEHHU ITPOAYKTU U AKTUBHUAU
BEHIECTBA (3AI'JI. U3M. - JIB, bP. 102 OT 2012 I'., B CWJIA OT 02.01.2013T.)

Paznean I.
IIpousBoacreo

Y. 146. (1) (U3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipou3BoacTBOTO Ha
BCUYKM BHUJIOBE JIEKAPCTBEHH MPOMYKTH IO CMHUCHJIA HA TO3M 3aKOH, MU Ha JICKAPCTBEHU NPOIYKTH,
MpeTHAa3HAYeHH 33 KIIMHUYIHO M3MHUTBAHE, MOTAT Jia M3BBPIIBAT HA TepUTOpHUATa Ha PemyOimka Bwirapus
camMo (hM3MYECKH WIHM IOPUAMYECKU JIMIIA, PETUCTPUPAHM KAaTO THPrOBIM HA TEPUTOpUATA Ha IIbpKaBa
9JICHKA, KOUTO Ca MO Pa3pelieHue 3a MPOU3BOCTBO, U3IAJCHO OT IUPEeKTOopa Ha M3mbiHUTEHATA
areHuus 1o JeKapcTBara.

(2) Pazpemienue 3a IpoOU3BOJACTBO C€ M3UCKBA U B CIy4yauTe, KOTaTO MPOJIYyKTUTE Mo ai. 1 ca
MpeIHa3HaYeHN CaMo 3a U3HOC.

(3) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3pemienue 3a mpou3BOACTBO Ce
M3HCKBA U 32 JIMIA, KOUTO U3BHPIIBAT STHOBPEMEHHO HJIU IMOOT/CITHO €{HA OT CJICIHUTE JCHHOCTH: ITHITHO
WIM YacTUYHO TPOM3BOJACTBO, pA3IMYHU IMpollecH Ha paszdacoBaHe, OMAaKOBaHE, IMPEOMAKOBAHE,
ETUKETUPaHEe, KAaueCTBEH KOHTPOJ M OCBOOOXK/IaBaHE HA MApTHUIHU JICKAPCTBEHH TMPOJYKTU W JICKApPCTBEHU
MPOJYKTH, IIPeIHA3HAYCHH 32 KIMHUYHO U3IUTBAHE.

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

(5) He ce n3uckBa paspenieHue 3a Npou3BOACTBO, KOTaTo MPOLIeCUTe Ha paz(acoBaHe, CMECBaHE
WJIM OMIAaKOBAHE CE M3BBPIIBAT [0 MAarucTpaiHa win ¢apMakornelHa perenTtypa B anTexa.

Un. 147. (U3m. - [IB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r1.) M3nbiHATETHATA areHITUS 110
JeKapcTBaTa BBbBEXIa HHPOpPMALUs 3a HW3JAJCHUTE pa3pelieHus 3a TPOM3BOJCTBO HA JIEKAPCTBEHHU
MPOAYKTH U cepTudukaTu 3a JloOpa npon3BoACTBEHA NMPAKTHKA B Oa3aTa JaHHU Ha EBpomeiickus Chio3.

Un. 148. 3a mosyyaBaHe Ha pa3pelieHHE 3a MPOM3BOJACTBO JHUIETO 1Mo wWwi. 146 TpsOBa na
pasmounara:

1. ¢ mepcoHal ¢ moaXoAsIIa KBaTu(UKALKS B 3aBUCHMOCT OT CHeIM(PUKATa HAa TPOU3BEKIAHUTE
BUJIOBE JIEKAPCTBEHH MPOIYKTH U JIEKapCTBEHU (HOpMH;

2. TI0 BCSIKO BpeMe Hal-MaJIKO C €HO KBATH(HUIIMPAHO JIUIIE, KOETO OTTOBAps HA yCIOBUSATA IO
1. 159;

3. ¢ moMemieHus 3a MPOU3BOJCTBO, KOHTPON U ChXPaHEHUE HAa JICKAPCTBEHUTE MPOIYKTH,
CHAO/ICHH C HEOOXOUMOTO TEXHUYECKO 000pyIBaHe U C JJabOpaTOpUH 32 KOHTPOIL.

Un. 149. PbproBoauTENINTE HA MPOU3BOACTBO M KOHTPOJ BBHPXY KauyeCTBOTO Ha JIEKAPCTBEHU
IIPOAYKTH B NIPEANIPUATHUATA 3@ IPOU3BOACTBO Ca JIULA:

1. KouTo MpuUTEKABAT 0OPA30BATEIHO-KBANU(UKALMOHHA CTENEH "MarucTbp" Mo CrenuarTHoCT
"hapmarus", "xumus" uam "6uonorus" U Hall-MaJKo BE FOJMHU MPAKTUYECKU ONUT BB (hapMalleBTUHUHOTO
IIPOU3BOJICTBO;

2. KOUTO OTrOBapAT Ha M3MCKBAaHUATA IO T. | ¥ UMAT AON'BJIIHUTEIHO IIPU3HATA CIIELUATHOCT 110
pannoOUOIIOTHs UM PaJUOXUMHUS - 33 paano(apManeBTUIN UITH 3a JIEKAPCTBEHU IPOILYKTH, MOJUI0KEHU Ha
MOHU3HPAIIY JIBYCHNS,



3. ¢ Inpu3Hata CHCHHUAJIHOCT II0 KJIMHHYHA XCMATOJOrusA, MCAWIIMHCKA MI/IKpO6I/IOJIOI‘I/ISI,
BUPYCOJIOTHUA WX UMYHOJIOTHSA - 34 MPOU3BOJACTBOTO HA UMYHOJIOTUYHHU JICKAPCTBCHU IIPOAYKTH - BAKCHHU,
TOKCHHH, CCPYMH, 34 OMOTEXHOJIOTHYHU MNPOAYKTHU U 3a JICKAPCTBCHU NPOAYKTH, HOJYUYCHU OT YOBCIIKA
I1a3Ma Ujin OT YOBCIIIKA KPHB.

Un. 150. (1) Jluuero nmo un. 146 mpencras B MAJIl 3asBneHue mo obOpasel, YTBBPIEH OT
JIUPEKTOpa Ha areHIHUsATA.

(2) 3aenHO ChC 3asBJICHUETO MO ajl. | 3asIBUTENAT MPE/ICTABS U:

1. (mom. - B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.)
JMIJIOMa 3a BHCIIE 0Opa3oBaHUE, JTOKYMEHT 3a MPUI00HMTa CHEIMAIHOCT, JOKYMEHT 3a TPYJIOB CTaX H
TPYJOB JIOTOBOP 3a junara mo wi. 148, 1. 2 u umn. 149;

2. xomusi OT JIOTOBOPHW 3a Bb3JaraHe Ha MPOM3BOJACTBOTO W/WIIM KOHTPOJa Ha 3asBEHHUTE 3a
MIPOU3BOICTBO MPOAYKTH - B ClTydauTe 1o wi. 151;

3. (m3m. - JIB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 1., u3Mm. - JIB, 6p. 60 ot 2011 r., B cuma
or 05.08.2011 r.) nanuu 3a EnunHMS uneHTH(UKALMOHEH KOJA HAa THProBeLA WJIM KOOIepauusara OT
TBProBCKUs PETHCTHP, a 3a IPYKecTBaTa, pETUCTPUPAHU B AbpKaBa - WieHKa Ha EBporeiickus Cbr03, HiIH B
abpkaBa - crpaHa no CropazymeHueTo 3a EBpomneickoTo MKOHOMHYECKO MPOCTPAHCTBO - JIOKYMEHT 3a
aKkTyaJlHa pEerucTpanusi IO HAIMOHAJHOTO 3aKOHOJATEJICTBO, M3/4aJ€H OT KOMIIETEHTEH OpraH Ha
ChOTBETHATA JIbPKaBa;

4. (m3m. - 1B, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1., B cuna
or 02.01.2013 r.) cnuchbK HaA MPOU3BOJCTBEHHUTE JACHHOCTH W JIEKAPCTBEHHUTE (HOPMH, KOUTO IIIE
MIPOM3BEX/IAT;

5. cxemMM Ha TIOMEUICHMSTa 3a IPOU3BOJCTBO, KOHTPOJI M CbXpaHEHME M JIOCHE Ha
MIPOM3BOJICTBEHATA MOIIIHOCT;

6. OlLEHKa 3a BB3JCHCTBHE BBPXY OKOJHATa Cpela NpU MPOU3BOACTBOTO Ha JIEKAPCTBEHU
MPOJYKTH B MPEABUICHUTE B 3aKOHA 32 Ola3BaHE HAa OKOJIHATA Cpefia CIyvau;

7. paspemieHue OT ATEHIMATA 3a SOPEHO perylupaHe, KOraTto 3asBJICHHUETO C€ OTHACsS [0
MPOM3BOJICTBO Ha paano(apMareBTUIM WIM Ha JIEKAPCTBEHHW MPOIYKTH, TMOJUIOKEHU Ha HOHU3MpPAIIH
TBUCHUS TIPU TPOU3BOJICTBOTO HM;

8. (ot™m. - JIB, Op. 67 ot 2020 1.)

9. (m3m. - JIB, 6p. 98 oT 2010 1., B cruma ot 01.01.2011 1., ot™. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011 r.)

10. 1OKyMeHT 3a TUTaTeHa Takca B pa3Mep, onpezesieH B Tapudara mo wi. 21, ai. 2.

(3) Ilpu mpou3BOACTBOTO Ha HAPKOTUYHM BEILIECTBA U JIEKAPCTBEHH (OPMH, KOUTO ChABPIKAT
TaKMBa BEIECTBA, CE CIIA3BaT M M3MCKBAaHHWATA Ha 3aKOHA 3a KOHTPOJ BHPXY HAPKOTHYHHTE BEIIECTBA M
IIPEKYPCOPUTE.

(4) (HoBa - JIB, 6p. 103 ot 2017 r., B cuia ot 01.01.2018 r., u3m. - JIB, Op. 67 ot 2020 r.)
W3nbaHuTenHaTa areHuus 1o JeKapcTBaTa YCTAHOBsSIBA CIYKEOHO 0OCTOSITENICTBaTa OTHOCHO ChIMMOCTTA
Ha JianeTo 1o wi. 148, 1. 2 u Ha nmunata mo wi. 149, xorato ca ObITapCKU TpaxJIaHu. 3a JIUIaTa, KOUTO He ca
OBJArapcKu Tpa)KIaHU, ChC 3aABICHUETO CE€ IMPEJCTaBs CBUIETEIICTBO 3a CBHAMMOCT WJIH aHaJIOTHYeH
JOKYMEHT, U3/1aJIeH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA IbPKaBa.

(5) (Hosa - JIB, Op. 67 ot 2020 r.) M3nmbaHuTeNHATA areHIUs MO JIEKApCTBATa CIIY>KEOHO
YCTaHOBSIBA OOCTOATEICTBaTa OTHOCHO HAJMYMETO Ha pa3pelieHHe 3a IMOJ3BaHe WJIM yJIOCTOBEpPEHHE 3a
BBBEXJAHE B EKCIUIOATALMsI HAa MIOMEIICHUATA 3a IPOU3BOJICTBO, KOHTPOJI U ChbXpaHEHHE, U3/1aJICHH 110 penia
Ha 3aKoHa 3a YCTPOWCTBO HA TEPUTOPUSATA, WIM Ha APYr BaIMJEH JOKYMEHT [0 CMHCHhJIa Ha 3aKoHa 3a
YCTPOUCTBO HA TEPUTOPUSATA.



Ui, 151. Korato HsKOM OT €TamuTe Ha MNPOU3BOACTBOTO WM KOHTPOJIHUTE W3IUTBAaHUS B
IIPOM3BOJICTBEHHs IPOLIEC CE€ M3BBPIIBAT [0 JOrOBOP B JpPyr OOEKT Ha TepuTopuara Ha PemyOnuka
Bbearapus unu u3BbH Hes, nunara mno wi. 146 ca JUIbXHU JJa TOCOYaT MECTOHAX0XKICHUETO Ha TO3H O0EKT U
KOIIUE OT JIOrOBOpPAa, B KOMTO c€ ONpenessaT OTTOBOPHOCTHTE HAa BCSIKa OT CTPAHUTE IO OTHOIIEHHE Ha
Crma3BaHe M3MCKBaHMATAa Ha JloOpata mpPOM3BOJACTBEHA TMpakTHKa Ha JIEKAPCTBEHH NPOAYKTH H
3aIbJDKEHUATA Ha KBATM(DUIIMPAHOTO JuLie 1o ui. 148, T. 2.

Un. 152. (U3m. - [IB, 6p. 102 ot 2012 r., B cunma ot 02.01.2013 r.) (1) Ilpunnunure u
u3uckBaHusATa 3a JloOpa MpOM3BOJCTBEHA MpaKTHUKa 3a BCUYKM BHJIOBE JIEKAPCTBEHM NPOAYKTH, Ha
JIEKapCTBEHH MPOAYKTH 32 KIMHUYHO W3MHMTBAHE M HAa aKTUBHU BEIIECTBA C€ OMpPENENST C Hapeada Ha
MUHHCTBHpPA Ha 3JJpaBEONa3BaHETO U C aKTOBE U PHKOBOJICTBA, NpueTH oT EBponeiickara KoMucHs.

(2) IIpuHuunuTe W MU3UCKBaHUATA 3a O(HUIMATHA OLIEHKA HAa PUCKA C IIeJ YCTAHOBABAHE Ha
JloOpa TpOM3BOJCTBEHA IMpaKTHKa 3a IMOMOIIHM BEUIECTBA C€ OMpEAesAT ¢ Hapenbara mo ai. | u c
PBKOBOJICTBA, ITpueTH OT EBporneiickara koMucus.

Yn. 153. (1) Ilpu nocrenBane Ha 3asgBieHue no wi. 150 MAJl ouensiBa mojaneHata
JOKYMEHTAIMs] U W3BBPILIBA MPOBEPKA HAa MACTO Ha OOEKTUTE 3a MPOM3BOJCTBO, KOHTPOJ U ChXpaHEHUE,
BKJIIOUUTEJIIHO U B ciayyauTe 1o wi. 151, 3a ycTaHoBsiBaHE Ha CHOTBETCTBHUETO MEXJ]y IpeACcTaBeHaTa
JOKyMEHTAlsl ¥ YCJIOBUATA 3a IMPOU3BOACTBO, KOHTPOJ M ChXpAaHEHHE HA H3XOJHHUTE MaTepuald 3a
MIPOM3BOJICTBO U HA TOTOBUTE JIEKAPCTBEHU MPOJIYKTH U CHOTBETCTBHETO MM C M3MCKBaHUATa Ha JloOpaTa
IIPOM3BOJICTBEHA IIPAKTUKA.

(2) Pazxoaute o u3BBpIIBaHE HA MPOBEPKA HA MSCTO MO ajl. 1 ca 3a CMETKa Ha 3asiBUTEJS.

(3) 3a u3BBpILIBaHE Ha MPOBEPKA Ha MICTO MO aji. | 3asBUTENAT 3aruialia Takca B pa3Mep,
ompezeneH B Tapudara mo wi. 21, amn. 2.

Un. 154. (1) Koraro MAJI ycTaHOBM HENBIHOTH B TpEJICTaBEHATa TOKYMEHTAIlUs W/WId
HECHOTBETCTBUE MEXKJY ChABPKAHHETO Ha MpEJCTaBEHATa JIOKYMEHTAllMs M ChCTOSHUETO HAa OOEKTa WM
M3MCKBaHUATA 3a KBalu(UKalMATa Ha IEpcoHalla, yBEIOMSBAa MUCMEHO 3asBUTENd U JaBa HHUCMEHH
yKa3aHMsL.

(2) B cnyyaure no ain. 1 cpoxsT no wi. 155, an. 1 cnupa na Teue 10 npuBexaHe Ha 00eKTa WK
Ha JIOKyMEHTAIUSITa B ChOTBETCTBUE C M3UCKBAHUATA.

Y. 155. (1) (U3wm. - JIB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) U3mbaIHUTETHUAT TUPEKTOP
Ha MAJI B cpok 60 nuM OT AaTaTa HA MOJaBaHe Ha 3asiBICHUETO 1o 4wi. 150:

1. u3maBa pa3peiieHue 3a MpoOU3BOJICTBO, WIH

2. MpaBM MOTUBUPAH OTKA3.

(2) (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1., B cuna
or 02.01.2013 r.) Paspemenue 3a TPOW3BOACTBO CE€ H3JaBa CaMO 3a IIOCOYCHHUTE B 3asSBJICHHETO
MIPOU3BOJICTBEHH JICWHOCTH U JIEKAPCTBEHH (POPMHU, U JIEKAPCTBEHH MPOIYKTH, MPEIHAZHAYCHU 32 KIIMHUIHO
U3NUTBAHE, U 32 IOMEICHUATA, KbAETO I11€ C€ U3BBPILIBAT MPOU3BOACTBOTO, KOHTPOIBT U CbXPAHEHUETO.

(3) AkToBete 10 an. 1 ce BpbUBaT Ha 3asBUTEIIS.

(4) PazperienueTo 3a mpou3BOJCTBO € OE3CPOUHO.

(5) Ortkazpr mo am. 1, T. 2 mnmomiexu Ha o0xaliBaHe WO pera Ha
AJIMMUHHCTPATUBHOIIPOIIECYATHUS KOJIEKC.

Yn. 156. (1) Ilpurexarensat Ha pa3pelieHHE 3a IPOM3BOACTBO M0JaBa 3asBJICHUE IIPU IPOMSIHA



Ha:

1. munero no . 148, T. 2;

2. aunara 1o 4. 149;

3. (orm. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

4. MECTOHaXOXKICHUETO WJIM MPEYCTPONUCTBO HA HAKOW OT OOEKTUTE 3a MPOU3BOJCTBO, KOHTPOI
WIN CbXPaHEHHE;

5. (m3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 1.) mpou3BOACTBEHUTE ACHHOCTH;

6. (m3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna
ot 02.01.2013 r.) mpou3BeKIAHUTE JICKAPCTBEHU (HOPMH;

7. (u3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) ThproBeckara perucrpanusi.

(2) (U3m. - OB, 6p. 67 ot 2020 r.) KpM 3asBnenuero mo an. 1 ce mpuiaraT JOKYMEHTH,
CBBpP3aHH C IMPOMSHATa, KOMTO ca OIpeaeleHH B 4. 156a u JOKyMEHT 3a IUIaTeHa Takca B pa3mep,
ompeneneH B Tapudara mo wi. 21, an. 2.

(3) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH CpOK OT HACTHIIBaHE
Ha IpOMsiHa Ha OOOpYJBAaHETO MPUTEKATENIAT HA PA3PEIICHUETO 3a MPOU3BOJACTBO YBEJIOMSBA MUCMEHO
NAIJL

(4) (Homa - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IlpuTtexxaTensaT Ha pa3pelieHue 3a
npou3BoCTBO Monasa B MAJI yBegomiieHne mpu 3amovyBaHe Ha MPOW3BOACTBO 32 BCEKH HOB pa3pelicH 3a
ynotpeba JeKkapCcTBEH MPOIYKT.

(5) (IIpemumna an. 3 - JIB, 6p. 60 or 2011 r., B cuna ot 05.08.2011 r.) Pa3pemenuero 3a
MIPOU3BOJICTBO CE MPEKpaTsBa, B Clydyail ue MPUTEKATEIAT My MPEKPATH AEUHOCTTA CH, 32 KOETO € JIBKEH
nucMeHo na ysegomu MAJL

UYn. 156a. (Hos - IB, Op. 67 ot 2020 1.) (1) IIpu mpomsna no ui. 156, an. 1, 1. 1 u 2 3asgBUTEnAT
MpEeACTaBs:

1. qumioma 3a 3aBBPILICHO BUCIIE 00pa30BaHuUE;

2. TpyZIOB JOTOBOD;

3. TOKyMEHTH, YIOCTOBEPSBAIIH IOIIBIHATEIHA KBATH(PUKAIIHS;

4. IOKYMEHT 3a TPY/IOB CTax.

(2) UsreiHMTETHATA aTeHITUS 110 JIEKApCTBATa YCTAHOBSIBA CIYKEOHO OOCTOSATEIICTBATa OTHOCHO
CBHAMMOCTTA Ha JuIeTo mo wi. 148, T. 2 u Ha jgunarta mo 4wi. 149, korato ca OBATapCKH TpaxKaaHW. 3a
JUIaTa, KOUTO He ca OBITapCKU TPAKIAHH, ChC 3asIBICHUETO CE TPECTaBs CBUIACTEICTBO 3a ChANMOCT WIIH
aHAJIOTUYEH JIOKYMEHT, U3/1aIcH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa AbpiKaBa.

(3) Ilpu npomsna no wi. 156, an. 1, T. 4 3asgBUTENAT MpEACTaBs ClE€IHATA JOKYMEHTAaIIMs,
CBBP3aHa ChC CHOTBETHATA MPOMSIHA:

1. cxema 3a M3rpakgaHe WM MPEYCTPOMCTBO HA MOMEILIECHUATA 33 MPOU3BOACTBO, KOHTPOI U
ChXpaHEHUE;

2. OLIEHKAa Ha BB3JCHCTBHETO BBPXY OKOJIHATA Cpela MPHU IMPOU3BOJCTBOTO Ha JIEKAPCTBEHH
MIPOJIYKTH - B IPEABUACHUTE B 3aKOHA 3a OMAa3BaHE HAa OKOJIHATA Cpefia cilyvau;

3. OCHOBEH IlIaH 3a BaJKAMpaHe, BKJIIOYBAI IOMEIICHUSITA, 3aIBEHU 33 IPOMSHA;

4. xomue OT JIOrOoBOpa 3a Bb3JIaraHe, KOraTo HSIKOM OT JEHHOCTUTE MO MPOU3BOJCTBO, KOHTPOI U
ChbXpaHEHHE Ha JIEKAPCTBEHUTE MPOIYKTH CE€ U3BBPIIBAT B JIPYr OOEKT Ha TepuTopusara Ha PemyOnmka
bearapus uim u3BbH Hesl.

(4) IIpu mpomsina o wi. 156, an. 1, 1. 4 MAJI ciykeOHO yCTaHOBSIBA OOCTOSITENICTBATa OTHOCHO
HAJIMYMETO Ha paspellieHHe 3a IOJ3BaHE€ WM YJOCTOBEpEHHE 3a BBBEXKIaHE B EKCIUIOATalus Ha
MMOMENICHUATA 32 MPOU3BOJICTBO, KOHTPOJ U ChbXpPaHEHHUE, U3/IaJICHU 10 pella Ha 3aKOHa 3a YCTPOMCTBO Ha
TEPUTOPUSTA, WU HA JAPYT BAIUJIEH JOKYMEHT IO CMUCHJIA Ha 3aKOHA 32 YCTPOMCTBO HA TEPUTOPHUSITA.



(5) Ipu npomsina o ui. 156, an. 1, T. 5 3asBUTENAT NpeICTaBs ClieHATA JOKYMEHTALIHS:

1. cnuChK Ha CTaHAAPTHUTE ONEPATUBHU MPOLEAYPH 3a MPOU3BOICTBO, KOHTPOJ U MTOYUCTBAHE;

2. OCHOBEH IIJIaH 3a BaJMJMpaHE, BKIIIOYBAI MPOLECUTE, 3asiBEHU B MPOMSHATA U MOAJICKAIIN
Ha BaJIUUPAHE.

(6) Ilpu mpomsiHa mo ui. 156, an. 1, T. 6 3aBUTENAT NPEACTaBs CIeAHATA JOKYMEHTAIIHS:

1. cUCBHK ¢ MEXAYHApOJHHUTE HEMATEeHTHU HAWMMEHOBAHMS U THPrOBCKUTE HAMMEHOBAHUS Ha
JIEKapCTBEHUTE MPOJYKTH, JIEKapcTBeHaTa UM (opma, ChAbpKaHWE Ha aKTUBHOTO BEIIECTBO B J030Ba
€MHUIA U KOJIMYECTBO B KpallHaTa OMaKOBKa;

2. CHNHCHK Ha MPOLEIYpUTE 3a MPOU3BOACTBO, KOHTPOJI U CbXPAHEHHWE HA JIEKAPCTBEHUTE
MPOIYKTH.

(7) Ipu mpomsiHa o 4. 156, an. 1, . 7 UAJI ycraHoBsiBa ciy>ke0HO OOCTOSITEICTBATa MO
3asiBEHUTE TPOMEHU B ThPrOBCKATa PETUCTPALIUSL.

Un. 157. (1) (U3m. - JIB, 6p. 67 ot 2020 r.) [Ipm m3maBane Ha pa3pelIeHHETO, C KOETO Ce
JIOITyCKa MpoMsiHATa, Ce Ipujiarat pa3nopeaouTe Ha 4. 155, KaTo CPOKbBT 3a U3/1aBAHETO MY € JI0:

1. 14 guu - B coyvante o wi. 156, an. 1, 1. 1,2 u7;

2. (m3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 30 aum - B cmyvaute mo uwi. 156, an. 1,
T.4 - 6.

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B crma ot 05.08.2011 r.) Koraro nmpomenute mo 4ui. 156, an.
I, T. 4 - 6 He moraT na ce oueHAT o JokymeHTH, MAJl u3BbpiiBa mpoBepka Ha MscTo. B Te3u cinydan
CPOKBT 10 al. 1, T. 2 ciupa Aa Tede 10 3aBbPIIBAHE HAa TPOBEpKATA.

(3) Pa3zxoauTte mo u3BBpIIBaHE HAa MPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKA Ha 3asBUTETIS.

(4) 3a u3BBpIIBaHE Ha MPOBEPKA HAa MSICTO MO ajl. 2 3asBUTENAT 3alulalla Takca B pa3Mep,
ompezeneH B Tapudara mo wi. 21, amn. 2.

Ui, 158. (1) M3mbaHuTeIHATA areHIMs 10 JIeKapcTBaTa BOJAM PerucThp mo wi. 19, ain. 1, 1. 1 Ha
W3/1aJICHUTE pa3pelieHus 3a MPOU3BOACTBO, KOUTO ChAbpXKA:

1. HOMep U J1aTa Ha pa3peleHUueTo 3a MPOU3BOJICTBO;

2. UMe, ceJJalIMILIE U aJIpec Ha YIIpaBJICHUE Ha JIULIETO, OJYUYHIIO pa3pelIeHUue 3a MPOU3BOJICTBO;

3. aapec Ha MOMEILEHUATA 32 IPOU3BOACTBO, KOHTPOJI U ChbXPAaHEHHUE Ha JIEKapCTBaTa;

4. (m3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) nexkapcTBEHHTE MPOIYKTH H
¢bopmuTe, 32 KOUTO € TMOIYYEHO Pa3peIICHUETO;

5. ume Ha auneTo mo 4. 148, T. 2;

6. MeHa Ha junara no ui. 149;

7. nata Ha 3aJIMYaBaHe OT PETUCTHpa Ha pa3pelIeHneTo 3a MPOU3BOJICTBO U OCHOBAHUE 32 TOBA.

(2) JanHuTE OT perucThbpa Ha M3AAJECHUTE pa3pelleHus 3a MPOU3BOACTBO Ce€ MyOIWKyBaT Ha
ctpanunaTta Ha MAJI B UHTEpHET.

(3) IIpu nouckBane ot EBpomneiickata KOMUCHS WJIA OT PETyJIaTOPEH OpraH Ha JbprKaBa WICHKA
NAJI npenocTasst nuHpopMaIys 3a U3aJIeHO pa3pelieHne 3a MpoOr3BOJICTBO.

Un. 159. (1) IlpuTtexarensT Ha pa3pelieHue 3a MPOU3BOACTBO HaeMa IO TPYAOB JOTOBOP Haii-
MaJIKO €HO KBaTU(UIIUPAHO JIUIIE 110 Wi. 148, T. 2, KOETO € TOCTOSTHHO Ha HETOBO Pa3IoJIOKEHNUE.

(2) KpanmudummpanoTo smiie 1o aji. 1 TpsOBa ga oTroBapsi Ha CICIHUTE U3UCKBAHUS:

1. 1a e MarucThHp MO MeAUIIMHA, papMalvs, XUMHUsL, OMOTEXHOJIOTHSI UJTU OUOJIOTHS,

2. 1a ¥Ma HaW-MaJIKO JIBE€ TOJWHU TPAKTUYECKH ONMUT BBB (PapMaleBTUYHOTO MPOU3BOJICTBO
I/I/I/IJII/I B HU3BBPHIBAHCTO HA KAYCCTBCH KW KOJIMYCCTBCH aHAJIM3 Ha JICKAPCTBCHUTC IMPOAYKTU W AKTHBHH



BEIIIECTBA.

(3) Koraro mnputexareiasT Ha pa3pelIeHHeTO 3a IPOU3BOJACTBO Ha JIEKAPCTBEH NPOAYKT
OTroBaps Ha U3UCKBaHMATA 10 aJl. 2, TOM MOKe J1a M3ITBJIHBA 33 IbJDKCHUETO Ha KBATU(HUIIMPAHO JIUIIE.

(4) (HoBa - JIB, Op. 102 ot 2012 r., B cuiia ot 21.12.2012 r.) KBanuduuupanoto suie oTroBaps
3a TOBA, Y€ BHPXY OMAKOBKATa Ha JICKAPCTBEHUS MPOAYKT ca HAHECEHH MOKa3aTeauTe 3a 0€30MacHOCT MO Y.
168, an. 8.

(5) (Ilpegumna an. 4 - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanudummupanoro
JMIIe U3JaBa cepTH(UKAT 32 0CBOOOXKTaBaHEe Ha BCSKa MapTHIA, YAOCTOBEPSBALL], Y€ MapTHIaTa JIEKapCTBEH
MPOJYKT € MpOU3Be/ieHa M KOHTPOJIUPAaHa B ChOTBETCTBUE C M3UCKBAHUATA HAa pa3pelleHueTo 3a ynorpeda
0 peJla Ha TO3M 3aKOH.

(6) (ITlpenumna an. 5 - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., u3m. - [IB, 6p. 84 ot
2018 r. (*)) Kammdunupanoro nuie wu3gaBa cepTUdHUKAT 3a OCBOOOXKIaBaHE Ha BCsIKa IapTUA,
YIOCTOBEpSABAIl, Y€ TMapTHIATa JICKApCTBEH TMPOIYKT, MpeaHasHaueH 3a KIMHUYHO M3NHUTBAaHE, €
MpPOM3Be/IeHa U KOHTPOJIMpaHa B ChOTBETCTBHE C M3HMCKBaHUATA Ha [[oOpara mpous3BOJCTBEHA MPAKTHKA, C
MPOM3BOJICTBEHOTO JJOCHE HA MPOAYKTA U C JIOKYMEHTALMATA 32 U3MUTBAHUS JEKAPCTBEH NMPOJYKT CHIIACHO
Pernament (EC) Ne 536/2014.

(7) (IIpepumna an. 6 - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KBanupumupanoro
JIMIIe BOJU PETUCTHP HAa M3/AJCHUTE CepTU(UKATH 32 OCBOOOKIaBaHE HAa BCAKA MApTUAA OT JIEKAPCTBEHUS
MPOIYKT.

(8) (Ilpequmna an. 7, usm. - [AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Jlanaure ot
perucTbpa mno aji. 7 ce chbXpaHsABaT Hail-MajaKo 5 TOJUHM Clie]] MOCIEIHOTO BIIMCBAHE U CE€ MPEICTAaBAT HA
KOHTPOJIHUTE OPTaHu MPH IMOUCKBAHE.

(9) (IIpepumna an. 8 - JIB, 6p. 102 ot 2012 r., B cwima ot 21.12.2012 r.) [Ipu oOpazyBane Ha
aJIMMHHUCTPATUBHOHAKA3aTETHO TPOM3BOACTBO 32 HAPYIICHWS, W3BBPIICHH TMpPH U3IMBIHEHHE Ha
3ab/DKeHUsITa Ha KBanuduimpanoro aune, MAJI pasmopexna Ha mpuTexaTess Ha pa3pelIeHUETO 3a
MIPOU3BOJICTBO J1a OTCTPAHU BPEMEHHO OT JUIBKHOCT KBaJTU(UIIUPAHOTO JIHILIE.

(10) (Ilpepumna an. 9 - B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Kpurepuure u
M3HUCKBaHUATA KbM KBalu(UKaluaTa 1 00y4eHHeTo Ha JuiaTa rno wi. 148, T. 2 ce onpenenst B Hapendbara
o ui. 152.

Y. 160. (1) IIpurexxatensat Ha pa3pelieHne 3a MPOU3BOJICTBO:

1. (m3m. - [IB, Op. 84 ot 2018 1. (*)) ocurypsiBa U3BBPIIBAHETO HA TIPOU3BOJACTBCHUTE OTICPAITUN
B CHOTBETCTBHE C M3HCKBaHUATa Ha JloOpaTa Mpon3BOACTBEHA NMPAKTUKA U B CHOTBETCTBHE C 000peHaTa oT
NAJl unpopmanus mo uwi. 27, an. 1, . 7 u §, a B ciaydauTe Ha JIEKapCTBEHH NMPOIYKTH 3a KIMHUYHO
U3MUTBAHE - B CHOTBETCTBHUE C TIOKyMEHTALUATA 33 U3MUTBAHUs JEKapCTBEH NPOAYKT ChIilacHO Perinament
(EC) Ne 536/2014;

2. (m3wm. - JIB, 6p. 102 ot 2012 r., B crma ot 02.01.2013 r.) u3mos3Ba caMo aKTUBHU BEIIIECTBA,
KOUTO ca MPOU3BEACHU B CbOTBETCTBHE C M3UCKBaHUATA HA JloOpaTa Mpou3BOICTBEHA IPAKTHKA 32 aKTUBHU
BEIIECTBA;

2a. (moBa - JIB, Op. 102 ot 2012 r., B cuma ot 02.01.2013 1.) ce yBepsiBa, Y€ MOMOITHUTE
BEIIECTBA, BJIAraHU B JIEKAPCTBEHUTE MPOAYKTHU, Ca MPOU3BEACHU B CHOTBETCTBUE C MOAXOMASIIUTE JOOpH
IIPOM3BOJICTBEHH MPAKTUKH 32 IOMOIIHH BEILIECTBA, ONpeAeeH! Ha 0a3aTta Ha oUIMaliHa OlIEHKa Ha pUCKa
B CHOTBETCTBHUE C MPUIOKUMHUTE PHKOBOJICTBA, MPUETH OT EBpomeiickata KoMucus;

3. ocurypsiBa NOCTOSHHO KBaJU(UIUPAH IEPCOHAN 3a MPOU3BOACTBO U KOHTPOJ CHIJVIACHO
M3UCKBaHMATA Ha HapeaOaTa mo wi. 152;

4. (m3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) pasmonara camo ¢ JIEKapCTBEHU
MPOJYKTH, KOUTO UMAT pa3pelieHne 3a ynorpeda, Npy crna3BaHe Ha U3UCKBAHUATA HA TO3U 3aKOH;



5. (oM. - IB, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.)

6. yBeoMsiBa He3a0aBHO KOHTPOJHHUTE OPraHM B ClIydail Ha CMsHA Ha KBAJIM(DULIHUPAHOTO JIHIIE
mo ui. 148, 1. 2;

7. ocwWrypsiBa TO BCSIKO BpeMe JOCTBII Ha KOHTPOJIHUTE OpraHd /0 TOMEHICHUATa |
JOKYMEHTAIUATA,

8. ocurypsiBa Ha KBaH(HUIMPAaHOTO Jmle MO 4Wi. 148, T. 2 HEOOXOIUMHUTE YCIOBHUS 32
U3MIBJIHEHHE HA 3abJDKCHUSTA MY;

9. (moBa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undopmupa nezadasno MAJl u
MpUTEXKaTeNId Ha pa3pelieHueTo 3a ynorpeda, ako Moiay4yd HH(OpManus, ye JIEKApCTBEHUTE MPOIYKTH,
KOUTO TOMajzaT B o0XBaTa Ha HETOBOTO pa3pelieHHe 3a MPOU3BOJCTBO, ca (ammupUIUpaHd WIH
CBIIECTBYBaT CbMHEHHS 3a (hanmuduimupane, HE3aBUCUMO OT TOBa JAJIM TE3W JICKAPCTBEHH MPOIYKTH Ca
Ounu pa3mpoCTpaHsSBaHM B paMKUTE Ha 3aKOHHATa BEpUra Ha JOCTaBKa MU IO HE3aKOHEH HaYMH,
BKJTIOYHMTEITHO ITOCPEACTBOM HE3aKOHHA Mpoax0a upe3 ycIyrure Ha HHPOPMAIMOHHOTO 00IIECTBO;

10. (HoBa - /1B, 6p. 102 o1 2012 1., B crma ot 02.01.2013 r.) mpoBepsiBa Jainu MpOU3BOIUTEITUTE,
BHOCHUTEIIUTE WM THPTOBIUTE, OT KOUTO MOJy4yaBa aKTHBHU BEIIECTBA, Ca PETHCTPUPAHU OT KOMIETCHTHUS
OpraH Ha JbpKaBaTa WICHKA, B KOSATO Ca YCTAHOBCHH;

11. (voBa - 1B, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) npoBepsiBa aBTEHTUYHOCTTa U
Ka4eCTBOTO HAa aKTUBHHUTE M HA TIOMOIITHUTE BEIIECTBA.

(2) (HoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuTexkatenar Ha pa3pernieHUETo
3a TMPOU3BOJCTBO W3BBHPIIBA OJAUTH B OOCKTHTE 3a MPOHM3BOJICTBO M THPTOBHUS C aKTUBHU BELIECTBA 3a
cnazBaHeTo Ha JloOpata mpousBoacTBeHa npaktuka u JloOpara auctpubyropcka npakrtuka. [Ipurexarensar
Ha Pa3pelIeHueTo 3a MPOU3BOJICTBO MOKE J]a CKIIIOUM JIOTOBOP C TPETO JIMIIE JIa U3BBPIIU OJUTa OT HErOBO
MMe U 332 HETOBA CMETKA.

(3) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipurexatensat Ha pa3pelIeHUETO
3a MPOU3BOJICTBO JOKYMEHTHPA MPEANPUETUTE 110 al. 1, T. 2 1 2a MEpPKHU.

(4) (Ilpepumna ain. 2 - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3m. - [IB, Op. 84 ot
2018 1. (*)) [Ipurexxarenar Ha pa3pelIeHne 3a MPOU3BOJCTBO ChXPaHsABA MOCTPUTE M JOKYMEHTALUATA 3a
MPOU3BEACHUTE OT HETO JICKAPCTBEHU MPOJAYKTH M aKTUBHU BEIIECTBA ITPH YCIOBHSI U TIO PEIl, ONIPEICIICHH B
HapenOara mo wi. 152, an. 1.

(5) (Ilpepumna an. 3 - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1., ot™. - IB, Op. 84 ot
2018 r. (*))

(6) (IlpemumHa an. 4 - JIB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) JlokymMeHTanusTa 3a
BCAKAa CKJIIOYEHA ClielKa Ce ChXpaHsABa 5 TOAMHM M ChAbp)Ka JaTa, HAMMEHOBAaHUE Ha JIEKapCTBEHUS
IPOAYKT, TOCTAaBEHO KOJUYECTBO, UIME U aJIpec Ha MOJy4yaTess U NapTUAEeH HOMED.

(7) (Ilpegumna an. 5 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspelieHre 3a MPOU3BOACTBO OCUTYpsIBa U MOJIbPKA CUCTEMA 3a OJIOKMpaHe M U3TErJIsIHE OT Mas3apa Ha
JIEKapCTBEHH MTPOAYKTH, ITOKA3aJId HEChOTBETCTBHE C M3UCKBAHHSTA 32 KAYECTBO.

(8) (ITpequmna an. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarensar Ha
paspelieHre 3a MpPOU3BOJICTBO € JUIHKEH Jla OJIOKMpa M Ja M3TETJIH JIGKAPCTBEHUTE MPOAYKTH, MOKa3alu
HECHOTBETCTBUE C M3MCKBAHMATA 3a KayecTBO, €(h)UKACHOCT M Oe30IacHOCT, M0 pefa Ha Hapeadara Mo ui.
274, an. 1.

(9) (Ilpequmna an. 7 - JAB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspelleHre 3a IPOU3BOJICTBO € JIBKEH /1a OChbBPEMEHSBA MPOU3BOJCTBEHUTE METOAN B CHOTBETCTBHE C
Pa3BUTHETO HA HOBUTE TEXHOJIOTUH U Pa3pabOTBAHETO HA JIEKAPCTBEHU MPOIYKTHU 32 U3IUTBAHE.

(10) (Hosa - JIB, 6p. 12 ot 2011 r., B cruta ot 08.02.2011 r., npeaumna an. 8, usm. - JIB, Op.
102 ot 2012 1., B cuna ot 02.01.2013 r.) Bb3 ocHOBa Ha pa3pelIeHUETO 3a MPOU3BOICTBO, U3aJCHO IO peia
Ha TO3W pas3fell, MPUTESKATEIAT My MOXKE J]a OCHIIECTBSIBA BHOC HA MOMOIIHHU BEIIECTBA, HEOOXOIMMH 32
IIPOM3BOJICTBOTO HA JIEKAPCTBEHUTE MIPOAYKTH, IOCOUEHH B Pa3pelIeHUEeTO 3a MPOU3BO/ICTBO.



(11) (Hosa - [IB, 6p. 67 ot 2020 r.) [IpuTexkarensaT Ha pa3pelicHre 3a MPOU3BOJCTBO MOCTABS
BBPXY BTOpPHYHATa OIAKOBKA, a aKO HsIMa TakaBa - BBbpPXY ITbPBHYHATa OINAKOBKAa Ha JICKApCTBEHUTE
npoayktH, onpenenenu B Jlenerupan pernament (EC) 2016/161, noka3zarenure 3a 6e3omacHocCT 1o 4i. 168,
ai. 8.

Un. 160a. (Hos - JIB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) Usnbanurenuusr
mupextop Ha MAJI cbe 3amoBes oTHEMa M3/1aICHOTO pa3pellieHre 3a MPOU3BOJCTBO, KOraTo HE ca HalluIe
ycnoBusTa 1o 4i. 148 u He ca cma3eHu U3MCKBaHUATA Ha JloOpara MpoM3BOACTBEHA MPAKTHKA, ONPEIEICHU
1o peaa Ha wi. 152.

(2) Wsnennutennusat qupekrop Ha HWMAJl cbc 3amoBe; MpekpaTsBa pa3pelieHHeTo 3a
MIPOU3BOJICTBO:

1. IO NMCMEHO UCKaHEe Ha MPUTEXKATEI My;

2. pu TIpeKpaTsABaHe Ha ACWHOCTUTE, 32 KOUTO € U3/aJICHO;

3. npu 3aJIM4aBaHe PErUCTPALUATA HAa ThProBeLa;

4. mpu CMBPT HA PU3UUECKOTO JIUIIE - €THOIMYECH ThProOBeL.

(3) 3amoBeara mo an. 1 Moxe na ce oOkanBa Mo peAa Ha AJIMUHUCTPATUBHONPOLIECYATHUS
KOJIEKC, KaTO 00’KaJIBaHETO HE CIIUPA U3IIBJIIHEHHETO.

Paszpneu I1.
Bnoc Ha sexkapcTBenn npoaykTu (3ari. usm. - /IB, op. 102 ot 2012 r., B cuiia ot 02.01.2013 r.)

Yn. 161. (1) (U3m. - AB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) BHOC Ha TeputopusiTa Ha
Penybnuka bearapus ot Tpera abpikaBa Ha BCUYKM BHUJOBE JIEKAPCTBEHHU MPOAYKTH, U HA JIEKAPCTBEHU
NPOAYKTH, MpeIHa3HAYEeHU 3a KIMHUYHO W3MUTBaHE, MOraT Ja W3BBPIIBAT caMO (U3NYECKH WIH
IOPUAMYECKU JIMLA, PETUCTPUPAHU KaTO THPTOBLM 110 3aKOHOJATEJICTBOTO HA Abp)KaBa WIEHKA, KOUTO ca
MOJIyYHMJIM pa3pelleHue 3a BHOC, U3/1aZIeHO OT U3IIbIHUTENIHUS nupekTop Ha MAJL

(2) 3a ma momryuu pazpeiieHue 3a BHOC, JIMIIETO 1Mo al. 1 TpsiOBa 1a pasmosara:

1. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Mo BCAKO BpeMe HAW-MAJIKO C €THO
KBAJIM(HULIHUPAHO JIUIIE, KOETO OTroBapsl Ha M3UCKBaHUATa HA Wwi. 159, an. 2 u 10;

2. (m3m. - JIB, O6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) ¢ maboparopus 3a KOHTPOJ Ha
KayecTBOTO B ChOTBETCTBUE C M3MCKBAaHUATA Ha HapeabaTa mo wi. 152 W momenieHus 3a CbXpaHEHUE Ha
JICKapCTBEHUTE TMPOAYKTH, M HaA JICKAPCTBEHUTE MPOAYKTH 3a KIMHUYHO W3IUTBaHE, CHAOJIEHH C
HE00X0IMMOTO TEXHUYECKO 000pyBaHe, B ChOTBETCTBUE C M3UCKBAHUATA Ha HapeaOara mo wi. 198.

Ui 162. (1) 3a mosyyaBaHe Ha pa3pelieHue 3a BHOC JuieTo nmo wi. 161, an. 1 mogaBa B UAJI
3asiBJIeHHE TI0 00pa3ell, YTBBPAEH OT U3MBIHUTEITHUS TUPEKTOP Ha areHIUATA.

(2) KbM 3asBnenueTo no ai. 1 ce mpumnarar:

1. (m3m. - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r., u3m. - JIB, 6p. 60 ot 2011 r., B cuna
or 05.08.2011 r.) nanuu 3a EnunHUS uneHTH(UKAIMOHEH KOJA HAa THProBela WJIM KOONepauusra OT
THpProBeKust peTUCThP, a 3a APY>KEeCTBaTa, PETUCTPUPAHU B IbpKaBa - WieHka Ha EBpornelickus cbio3, WK B
abpkaBa - crpaHa no CropazymeHueTo 3a EBpomeickoTo MKOHOMHYECKO MPOCTPAHCTBO - JIOKYMEHT 3a
aKTyaJlHa PErHCTpalus 10 HAIMOHATHOTO 3aKOHOJATEIICTBO, H3MaJeH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATA IbPKaBa;

2. (mwm. - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., m3m. - [IB, 6p. 67 ot 2020 r.) criuchbk
C MEXAYHapOIHHTE HEMAaTeHTHW HAUMEHOBAaHUS M THPIOBCKUTE HAMMEHOBAHHSA Ha JIEKapCTBEHUTE
NPOAYKTH, JIEKapcTBeHaTa UM (opMa, ChIbP)KAHUETO HA AKTHBHOTO BELIECTBO B JI030BAa €IUHHIA H



KOJIMYECTBO B KpaliHaTa OMAaKOBKa;

3. (mom. - JIB, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r.) xomme OT pa3pelICHHETO 3a
MIPOU3BOJICTBO, U3/IaJICHO OT PEryJaTOPHUs OpPTaH Ha JbpKaBaTa H3HOCUTEN U CEPTUPUKAT, YIOCTOBEPSIBAII
CHOTBETCTBHUETO HA YCJOBHSTA 3a IMPOU3BOJCTBO, KOHTPOJ M CBHXPAaHCHHE ChC CTaHIAPTH, HaH-Mallko
€KBHMBAJICHTHHU Ha cTaHAapTUTE Ha JloOpaTa MpOn3BOACTBEHA MTPAKTUKA;

4. HOKYMEHTH, C KOUTO C€ YJIOCTOBEpsiBaT oOctosTencTBara mo wi. 159, anm. 1 u 2 3a
KBIU(ULIUPAHOTO JUIIE;

5. maHHU 3a ajapeca Ha npaboparopus Ha TepuTopusaTa Ha PenyOnuka Bwiarapus 3a uzBbpliBaHe
Ha MbJEH KOJMYECTBEH U KAueCTBEH aHallu3 Hal-Mallko Ha aKTHBHHMTE BELIECTBA W HAa BCUYKU APYTHU
TECTOBE W MPOBEPKH 3a JIOKa3BaHE HAa KAueCTBO HA BCSIKAa BHECEHA MapTHAA JICKAPCTBEH IMPOIYKT B
CHOTBETCTBHE C W3WCKBAHMITA HAa pa3pelIeHHETO 3a yrmoTpeba MO pelaa Ha TO3W 3aKOH M aJpec Ha
MTOMEIILIEHUSATA 32 CbXPAHECHUE;

6. IOTOBOP, B KOWTO ca ONPEICIICHH OTTOBOPHOCTUTE HAa BCSKA OT CTPAHHUTE MO OTHOIICHHE
Cria3BaHeTo Ha NMpuHIMNUTe Ha JoOpaTa MpoM3BOACTBEHA MPAKTUKA OT U3MBIHUTENS, U HAUUHBT, IO KOUTO
KBUTM(UIUPAHOTO JUIe 1o 4wi. 161, am. 2, T. 1 me u3mbiaHsIBA 3aqBJDKCHUSITA CH, B CIy4yauTe, KOraTo
muneto no wi. 161, an. 1 He pa3nosnara cbc coOcTBeHa Jab0paTopus;

7. DIOKyMEHT 3a MJIaTeHa Takca B pa3Mep, onpeseneH B Tapudara mo ui. 21, amn. 2.

(3) (Hosa - IB, Op. 71 ot 2008 1., B cuna ot 12.08.2008 r.) IIpu nocrenBaHe Ha 3asBJIICHHUE TIO
an. 1 UAJI ouensiBa monazeHara JOKYMEHTAIMsl M W3BBPIIBA MPOBEpKa Ha MACTO Ha jabopaTopusita 3a
KOHTPOJI M TOMEIICHUATA 33 ChXpPAaHEHUE Ha JIEKAPCTBEHH TMPOAYKTH W HA JIGKAPCTBEHU NPOIYKTH,
MpelHa3HauYeHN 3a KIMHUYHO HM3MUTBAHE, 32 YCTAHOBSABAHE HAa CHOTBETCTBUETO MM C M3UCKBAaHUATA Ha
JloGparta mpou3BOCTBEHA NMpakTUka U Ha J[oOpaTa mucTpubyTopcka mpakTUKa.

(4) (IMpepumna an. 3 - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Koraro nmomenieHusita 3a
MPOM3BOJICTBO Ca PA3MOJIOKEHU B TpeTa IbpiaBa, ¢ KoATo EBporeiickara oOIHOCT MMa MOJMUCAHO
CIiOpa3yMeHHe 3a B3aUMHO MPU3HaBaHe Ha cepTudukatu 3a JloOpa mpou3BOACTBEHA MPAKTHKA, JTUIATA 110
1. 161, an. 1 npunaraT KbM 3asBIEHHETO aJipeca Ha BCSAKO IMOMEIICHHE 3a MPOU3BOACTBO HA JIEKApCTBEHU
MPOJIYKTH, aKTHUBHHU BEIIECTBA WM JIEKAPCTBEHH MPOAYKTH, MpEIHA3HAYCHH 3a KIMHUYHO W3MHUTBAHE,
HAaUMEHOBaHHE, CEJAININE W aJpec Ha YNpaBiICHHWE Ha JIMIIETO, MOJYYHIIO pa3pelIeHrue 3a MPOU3BOJICTBO,
cepTu(dUKat, yI0oCTOBEPSBAILl ChOTBETCTBHETO HA YCJIOBHUATA 32 MPOU3BOJCTBO, KOHTPOI U ChbXPAHEHUE ChC
CTaH/IapPTH, CKBUBAJICHTHH HA CTAaHIAPTUTE, YTBBPACHH C HW3UCKBaHWATA Ha [loOpara mpowW3BOICTBEHA
MPAKTUKA, 1 UIMETO Ha KBATU(UIIUPAHOTO JIHIIE.

(5) (Ilpenumua an. 4, usm. - IIB, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) B cmyuaure,
pasnmuuau oT ain. 4, MAJI u3BbpmiBa mpu HEOOXOAMMOCT TPOBEPKA HA MSICTO 3a YCTAaHOBSIBAHE Ha
ChOTBETCTBHME HA JOKYMEHTAIMsATa C YCJIOBHSTa 3a MPOU3BOJCTBO, KOHTPOJI M CBhXpaHEHHE Ha
JICKapCTBCHUTE TPOAYKTH B JbpiKaBaTa W3HOCUTEN. [Ipym ycraHoBsiBaHe Ha choTBeTcTBHE C JloOpara
npousBojcTBeHa npakTtuka MAJI u3gaBa cepTudukar.

(6) (Ilpegumna an. 5, usm. - JIB, Op. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Pazxoaute 3a
U3BBPIIIBaHE Ha MIPOBEPKaTa Ha MACTO IO all. 5 ca 3a CMETKa Ha BHOCUTEIIS.

(7) (Ilpeaumna an. 6, u3m. - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) 3a u3BbpIIBaHe HA
MIPOBEpPKa HA MSCTO MO ajl. 3 WK MO ajl. 5 3asiBUTEJAT 3arlialla Takca B pa3Mmep, OnpeesieH B Tapudara mno
yn. 21, an. 2.

Un. 163. (1) Kpamdumupanoro aune mo wi. 161, am 2, T. 1 u3maBa ceprudukar 3a
0cBOOOKIaBaHE Ha BCSAKA MAapTHIIA, yIOCTOBEPSBAIll, Y€ BHECEHATA MapTHA JIEKAPCTBEH MPOAYKT OT TpeTa
IbpKaBa, HE3aBUCHMO JIaJIM MPOAYKTHT € MPOU3BEICH WU HE B Ipyra IbpKaBa WICHKA, IPEIH J1a Ce IyCHE
Ha Mma3apa Ha Tepuropusta Ha PemyOnmuka bwiarapus, € MoaiiokeHa Ha MBJICH Ka4eCTBEH UM KOJIUYECTBEH
aHaJIN3, Hal-MaJIKO Ha AKTHBHHUTE BEIIECTBA, W Ca W3BBPIICHH BCHYKH HEOOXOJIWMH W3IUTBAHUS W



IPOBEPKH B CHOTBETCTBHE C M3MCKBAHUATA 3a M3JlaBaHE Ha pas3pelieHue 3a ynorpeda Mo peaa Ha TO3M
3aKOH.

(2) Korato mapTupaTa JeKapCTBEH NPOJYKT, BHECEHA OT TpeTa Ibp)kaBa, € MOAJIOXKeHa Ha
aHaJIM3UTE MO ajl. 1 B Japyra JIbp’kaBa WiIEHKAa U c€ IpUIpyXkaBa OT cepTU(]UKAT 3a OCBOOOXkJaBaHE Ha
napTujara, MOANUCAH OT Jpyro KBaIM(UUUpPaHO JHUIE, HE CE€ H3UCKBA IPOBEXJAaHE Ha KOHTPOJIHU
W3MUTBAHUA Ha TepuTopusTa Ha Penybnuka bearapus.

(3) Korato mnaptunaTa JeKapCTBEH INPOIYKT € BHECEHa OT TpeTa ObpiKaBa, C KOATO
EBpomneiickata o0IIHOCT MMa MOANKCAHO CHIOpa3yMeHHe 3a B3aUMHO IpU3HaBaHe Ha cepTudukara 3a JJobpa
IIPOM3BOJICTBEHA IPAKTUKA, KBATM(PHUIMPAHOTO JIMIE U3JaBa cepTUPHUKAT 32 0OCBOOOKIaBaHE HA MapTHIATa
Bb3 OCHOBA Ha MpUJpY’KaBallaTa rnapTujara JOKyMeHTauus, 0e3 Ja ce Hajlara Ja M3BbpIIBa KOHTPOJIHH
W3NUTBAaHUA Ha TepuTopusiTa Ha Penyonuka bearapus.

(4) (Otw™m. - 1B, 6p. 84 ot 2018 1. (*))

(5) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(6) (U3m. - JIB, 6p. 71 ot 2008 1., B cuya ot 12.08.2008 r., ot™. - [IB, 6p. 84 oT 2018 1. (*))

(7) Kpanmmgunupanoro auime mo an. 1 cbxpaHsiBa JOKyMEHTAIMATA 32 BCSKAa BHECEHA MapTuia
JIEKapCTBEH MPOIYKT Hal-MaJKO 5 TOJAMHU U S IPEACTAaBsl IPU MOMCKBaHE HA KOHTPOJIHUTE OPTaHU.

(8) IlpuTexxaTensaT Ha pa3pelieHHe 3a BHOC OCUTYpsiBa M HOJJIbpKa cHcTeMa 3a OJIOKUpaHe U
U3TEIJIHE OT I1a3apa Ha JIEKapCTBEHU MPOIYKTH, 10Ka3aJI1 HEChOTBETCTBUE C M3UCKBAHUATA 3a KAUECTBO.

(9) IlpuTexxaTensaT Ha pa3pelleHUe 3a BHOC € JIbXKEeH Ja OJOKUpa U J1a U3TErJIU JIEKapCTBEHUTE
MPOAYKTH, TIOKa3aJl HEChOTBETCTBHE C M3UCKBAHMATA 32 O€30MACHOCT M €(PUKACHOCT, ChITIACHO HapeabaTa
mo wi. 274, an. 1.

(10) (U3m. - AB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) Paznopendute Ha un. 160, an. 1, T.
4 u 7 ce mpuiarar U o OTHOLIEHHE HA IIPUTEXKATEIUTE Ha pa3pelleHue 3a BHOC.

(11) ITpuTexxarensT Ha pa3pelIieHre 32 BHOC OCUTYPsIBa Ha KBATH(PHUIIMPAHOTO JHIIE MO wi. 161,
an. 2, T. 1 HeoOXOoAMMHTE YCIIOBHS 3a W3IBIHEHHE Ha 3aIbJDKCHUSATA My W YBEJIOMsBa He3a0aBHO
KOHTPOJIHUTE OpPraHH IIPU HEroBaTa MpOMsHA.

(12) Tlpu oOpa3yBaHe Ha aJAMHUHUCTPATHMBHOHAKA3aTEIHO IPOM3BOJACTBO 3a HapYyIICHUS,
V3BBPIICHU TPHU HU3IMBIHEHWETO Ha 3abJDKEHUATa Ha KBanudunupanoto ywmie, MAJl pasmopexna Ha
IPUTEXKATEIIS Ha Pa3pelIeHueTo 3a BHOC /1a OTCTPAHU BPEMEHHO KBaJIM(UIIMPAHOTO JIULE OT ATBXKHOCTTA.

Y. 163a. (Hos - 1B, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) (1) Korato MAJI ycTtanoBu
HEMBJIHOTH M HEJOCTATBIM B MpEJCTaBeHATa JOKYMEHTAIUs, TS yBEIOMSBAa MUCMEHO 3asBUTEIS U JaBa
MUCMEHH YKa3aHHUSL.

(2) B cayuaute no an. 1 cpoxsT mo un. 164, an. 1 cnupa ga Teue 10 NpUBEXKIAAHE HaA
JOKYMEHTAIMSTa B CbOTBETCTBUE C M3NCKBAHUITA.

Ui 164. (1) Uzneaaurennust nupextop Ha MAJI uznasa paspeuienue 3a BHOC B ¢pok 30 1HU OT
JlaTaTa Ha TOiaBaHe Ha 3asBJICHUETO MO Wi. 162 WM MOTUBMPAHO OTKa3Ba.

(2) Otka3pT Mo an. 1 moayiexu Ha oOXallBaHe TO pelna Ha ATMUHUCTPATUBHOIPOIIECYATHUS
KOJIEKC.

(3) Paspemiennero 3a BHOC ce M3/aBa caMO 3a IIOCOYCHHUTE B 3asBJICHUETO JIEKAPCTBEHU
MPOJYKTH, TEXHU (OPMH aKTUBHH BEIIECTBA U 32 IMMOCOYCHUTE JICKAPCTBEHH MPOAYKTH, NMPETHAZHAUCHH 3a
KJIMHUYHO U3IUTBAHE, U 32 IOMEIIEHUATA, KbAETO LIe C€ U3BbPIIBAT KOHTPOIBT U ChXPAHEHHUETO.

(4) Pazpemenuero 3a BHOC € 6€3CpOYHO.

Yn. 164a. (HoB - /IB, 6p. 67 ot 2020 r.) [Ipurexarensr Ha pa3pelieHHE 3a BHOC OCHTypsiBa



MOCTABSIHETO BBPXY BTOpPHYHATA OINAKOBKA, a aKo HsAMAa TakaBa - BBPXY IIbPBUYHATA OIAKOBKa, Ha
JIeKapCTBeHUTE TpOoayKTH, ompenenenn B Jlemerupan permament (EC) 2016/161, mokasarenure 3a
6e3omacHoOCT 1o 4. 168, ann. 8 u ocurypsiBa BbBEKJaHETO HA MHAUBHIyallHUS UACHTU(DUKAIIMOHEH Oerer Ha
BCsIKa OTIaKOBKA B CUCTEMaTa OT PerucTpu B choTBeTcTBUE ¢ Jlenerupan perinament (EC) 2016/161.

Yn. 165. (U3m. - [IB, 6p. 67 ot 2020 r.) (1) [Iputexxatenst Ha pa3pelieHUe 3a BHOC OT TpeTa
nbprkaBa nmojgasa B MAJI 3asiBieHue npu npomsiHa Ha:

1. munero mo un. 161, an. 2, 1. 1;

2. CIIMCBHKA ¢ MEXAYHApOJAHUTE HENATEHTHH HAUMEHOBAHUS U ThPIOBCKUTE HAUMEHOBAaHUS Ha
JIEKapCTBEHUTE MPOIYKTH, JIEKapcTBeHaTa UM (opma, ChAbp)KaHWE HAa aKTUBHOTO BEIIECTBO B J030Ba
€AMHUIA U KOJIMYECTBO B KpallHaTa ONaKOBKa;

3. agpeca Ha mabopartopusta o wi. 161, an. 2, 1. 2;

4. THpProBCcKaTa perucTpanusi.

(2) KbM 3asBnenuero 1o aji. 1 ce mpunaratr 10KyMEHTUTE, CBbP3aHU C POMSHATA, ONPEICICHH
B wi. 165a,  JOKYMEHT 3a TUIaTeHa Takca B pa3Mep, onpezesieH B Tapudara mo wi. 21, ai. 2.

Y. 165a. (Hos - IB, 6p. 67 ot 2020 1.) (1) IIpu npomsira mo wi. 165, an. 1, 1. 1 3asBurensr
MIPEJICTaBs ClIeHATa TIOKyMEHTAIINS:

1. uIIOoMa 3a 3aBBPIIEHO BUCIIE 00pa30BaHHE;

2. TpyZOB JOTOBOP;

3. JOKYMEHTH, YAOCTOBEPSBAIIY JOMBIIHUTEIIHA KBATU(DUKAIIHS,

4. JIOKyMEHT 3a TPY/JIOB CTaX.

(2) M3biiHUTEIHATA areHIIUs IO JIEKapCTBaTa YCTAHOBSABA CIY)KEOHO 0OCTOSTENICTBAaTa OTHOCHO
CBHAMMOCTTA HA JIUIETO 1o wi. 161, an. 2, T. 1, koraro e OBJIrapcKku rpakJaaHuH. 3a JUIaTa, KOUTO HE ca
OBIATapCcKu Tpa)KAaHHU, CHhC 3aABICHUETO C€ MPEJCTaBs CBUICTEICTBO 3a CHAMMOCT WM aHaJIOTHYeH
JOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA JIbPKaBa.

(3) ITpu mpomsiHa 1o wit. 165, an. 1, T. 2 3asBUTENAT IPEICTaBs ClieHATa JOKYMCHTAIHS:

l. cOIUCHK ¢ MEXIYyHAPOIHUTE HEMATEHTHH HAUMEHOBAHMS W THPTOBCKUTE HAMMEHOBAaHUS HA
JIEKapCTBEHUTE MPOJYKTH, JIEKapcTBeHaTa UM (opma, ChAbp)KaHWE Ha aKTUBHOTO BEIIECTBO B J030Ba
€IMHUIIA U KOJIMYECTBO B KpaiiHaTa OMaKOBKa;

2. CHOMCBK Ha MPOLENYPUTE 3a MPOU3BOJACTBO, KOHTPOJI U CHXPAHEHHWE HA JIEKAPCTBEHUTE
MPOJIYKTH.

(4) Ilpu npomsiHa o wi. 165, an. 1, 1. 3 3asgBuTENAT NpeacTaBs JaHHUTE 1o wi. 162, an. 2, 1. 51
KOIHE OT I0roBOpa B ciaydauTe mo wi. 162, an. 2, T. 6.

(5) lpu mpomsina mo wi. 165, an. 1, . 4 UAJI ycranosiBa ciayxeOHO 0oOCTOsATENCTBATa IO
3asiBEHUTE TPOMEHU B ThPrOBCKATa PETUCTPaLIUs.

Un. 166. (1) Ilpu u3gaBaHe Ha pa3pelieHUETO, C KOETO Cce AOIMyCKa MPOMsHATA, ce€ Mpujarar
pasnopeadure Ha wi. 164, KaTo CPOKBT 3a U3JABAHETO MY €:

1. B cmyvaute mo wi. 165, an. 1, 1. 1,2 u 4 - no 14 nuu;

2. B ciyvaute 1o wi. 165, an. 1, 1. 3 - go 30 nHu.

(2) Korato mpomsiHata mo 4. 165, an. 1, T. 3 HE MOXe Ja ce OleHH Mo AokymeHTH, MAJI
M3BBPIIBA MPOBEPKAa Ha MACTO. B Te3m ciayyam cpokbT mo an. 1, T. 2 chnupa Aa Tede A0 3aBbpIIBaHE Ha
MpOBEpKaTa.

(3) Pa3zxoauTe 1o u3BbpIIBaHE Ha MPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKA Ha 3asBUTEIIS.

(4) 3a u3BBpIIBaHE Ha MPOBEPKA HA MSCTO MO ajl. 2 3asBUTENAT 3alulalia Takca B pa3Mep,
ompeneseH B Tapudarta mo wi. 21, amn. 2.



Un. 167. (1) U3nbiaHuTenHaTa areHIus 1o JiekapcTBara BOAM perucThbp mo wi. 19, an. 1, 1. 2 Ha
U3JIaJICHUTE Pa3pelIeHHs 3a BHOC, KOMTO ChIbpIKa:

1. HOMep U J1aTa Ha pa3pelIeHHeTo 3a BHOC;

2. HaMMEHOBaHUe, CeAalUIIe U aJpec Ha YNPaBICHUETO Ha JIMLETO, NOJYyUMIO pa3pelieHue 3a
BHOC;

3. azmpec Ha MOMEUICHUATA 32 KOHTPOJI M ChXpPaHEHUE Ha JIEKAPCTBEHUTE MPOAYKTH;

4. (m3m. - JIB, 6p. 102 ot 2012 1., B cuima ot 02.01.2013 r.) nexkapcTBEHHTE MPOIYKTH M
¢dopmuTe, 32 KOUTO € TMOIYYEHO Pa3pelIeHUETO;

5. ume Ha nunero nmo 4. 161, an. 2, 1. 1;

6. maTa Ha 3aTMYaBaHe OT PETUCTHPA Ha Pa3pEIICHUETO 3a BHOC M OCHOBAHHE 3a TOBA.

(2) Hdannu ot peructbpa ce myOaukyBaT Ha cTpanuuara Ha MAJI B uHTEpHET.

Paspneu I11.
IIpou3BoacTBo, BHOC U THProBUsA HA epo ¢ akTuBHH BewmecrBa (Hos - /IB, 0p. 102 ot 2012 1.,
B cuiia ot 02.01.2013 r.)

Yn. 167a. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBoacTBo, BHOC Win
THPTOBHS Ha €IpO C aKTUBHH BEIIECTBA MOTAT Ja M3BBPIIBAT caMO (DM3MYECKH WIIM FOPUIUYECKH JIHIA,

PEruCTprpaHn KaTo THProBUOH IO 3aKOHOAATCICTBOTO HA AbprKaBa YICHKA W BIIMCAHU B PETUCTHpA IO 4JI.
167T.

Yn. 1676. (Hos - IB, Op. 102 ot 2012 r., B cuia ot 02.01.2013 r.) (1) 3a BoucBaHe B perucTbpa
o 4. 167r 3asBurensat noaasa B MAJI 3asBnenue mo oOpasell, yITBbPACH OT U3MBIHUTEIHUS TUPEKTOP Ha
HNAIJI, xoeTo cbabpxa:

1. nme, ceganuuie u agpec Ha ynpaBieHUe Ha JIUIETO no 4wi. 167a;

2. CIUCHK Ha aKTUBHUTE BEIIECTBA, KOUTO 1€ CE BHACAT, MPOU3BEKAAT WU ThPryBaT;

3. IEeMHOCTUTE, KOUTO JUIETO 10 Wi. 167a 111e u3BbpIIBa;

4. ajpec Ha TIOMEIIEHUSATA W JaHHM 3a TEXHHUYECKOTO OOOpyJBaHE 3a OCHIICCTBSIBAHE Ha
JNENHOCTTA Ha JuuaTa no wi. 167a.

(2) Kbm 3asBnenuero mo ain. 1 ce mpumiarar:

1. naHHU 3a eIMHHUS HICHTU(PUKANMOHCH KO/ Ha THProBela, a 3a APYyKecTBara, peruCTpUpaHu
B JIbpKaBa WICHKA - JOKYMEHT 3a aKTyajlHa PErUCTpaLMs 110 HAIMOHAIIHOTO 3aKOHOJATEJICTBO, U3AA/I€H OT
KOMIIETEHTEH OpPraH Ha ChOTBETHATA AbPKaBa;

2. IOKYMEHT 3a IulaTeHa Takca mo wi. 21, ain. 2.

(3) B cpok 60 gHM OT MOCTHIIBaHE Ha 3asBICHUETO U JOKyMeHTamusTa mo ain. 1 u 2 MAJI BB3
OCHOBA Ha OIIeHKa Ha pUCKa:

1. BnucBa nuiero 1o 4. 167a B peructspa 1o wi. 167, 3a KOETO o yBeIOMsBa, WU

2. yBe[OMsIBa 3a JjaTaTa Ha U3BBHPIIBAHE HA MHCIEKIMS 32 YCTAHOBSIBAHE Ha ChOTBETCTBUETO HA
yCIIOBUSITA 32 WU3BBPLIBAHE Ha JAelHOcTHTEe NO Wi. 167a ¢ m3uckBanusTa Ha JloOpara mpou3BOACTBEHA
npakTuka no wi. 152, an. 1 u va Jlo6pute quctpuOyTOpCKU MPAaKTUKU Ha aKTUBHH BelecTBa Mo 4. 198.

(4) Koraro B pesynrar Ha wmHCHekuusara mo ai. 3, T. 2 MAJl ycTaHOBH CBHOTBETCTBHE C
u3uckBaHuATa Ha JloOpara mpou3BOACTBEHA MpakTUKa Mo 4wi. 152, an. 1 u Ha J{oOpute auctpubyTopcku
MPaKTUKU HA aKTHBHU BEIIECTBA MO wWi. 198, Ta BOUCBa 3asBUTENS B PErUCThpa Mo wWwi. 167T, 3a KOETO TO
YBEJIOMSIBA.

(5) PazxoauTe 3a u3BbpIIBAHE HA MHCIIEKIUATA IO all. 3, T. 2 ca 32 CMETKa Ha 3asBUTEIIA.

(6) 3a u3BBpIIBaHE HAa WHCIEKIUATA MO aj. 3, T. 2 3asABHUTENAT 3aljialia Takca B pa3Mmep,



ompeneneH B Tapudara mo wi. 21, an. 2.
(7) B cayuaute mo ain. 3, T. 1 1 an. 4 3a9BUTEIAT MOYXKE JIa 3aII0OYHE J1a OCBHIIECTBABA JEHHOCTTA
CH CJIe]l BIUCBAHETO B PETUCTHPA 10 Wi. 167T.

Yn. 1678. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Koraro B cpoka mo ui. 1670,
an. 3 HUAJI we yBegomu, ue 1ie ObJie H3BBPIICHA WHCICKIUSA, 3asABUTEISAT MOXE J1a 3aloyHe
OCBIIICCTBSIBAHETO HA ICHHOCTTA.

Y. 167r. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.) (1) U3nbiHuTEIHATA areHITUS
Mo JIeKapcTBaTa BOAM MyOIWYEH PETUCTHP HA BHOCHUTEIHUTE, MPOU3BOJUTEIUTE M THPTrOBIUTE HA €APO C
AKTUBHH BELIECTBA, KOUTO ChABPIKA:

1. ume, cemanuile U aapec Ha yIpaBiIeHHUE Ha JIULETO 1Mo wi. 167a;
. CIIUCHK Ha aKTUBHUTE BEILIECTBA, KOUTO C€ BHACAT, IPOU3BEKIAT WK THPIyBaT;
. IGMHOCTUTE, KOWUTO JUIETO 10 Wi. 167a 111e U3BbpIIBa;
. aJipec Ha MOMEIIEHUATA, B KOUTO CE U3BbPIIAT IEUHOCTUTE;

D oW N

. 3a0€JIEKKH 110 BITMCAHUTE 0OCTOSTEIICTBA.
(2) WsnpnanutenHaTa areHIus IO JieKapcTBaTa BBBEXKJa B 0Oazara JgaHHM 1o 4. 147
I/IH(l)OpMaIII/Iﬂ 3a peFI/ICTpI/IpaHI/ITC BHOCHUTCIIN, HpOI/I?,BO[[I/ITeJH/I nu T”I)pFOBIII/I Ha ez[po C aKTUBHHU BCIIICCTBA.

Un. 167xa. (Hos - 1B, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) (1) Jlumero no un. 167a
noxasa B MAJI exxeronno o 31 ssHyapu yBeIOMJICHUE 32 HACTHITMIIM MPOMEHU B MH(POpMaIIUTA, BIUCAHA B
peructbpa no uwi. 167r.

(2) Ilpu HacThIBaHe HA MPOMEHH, KOUTO MOTAaT Ja TMOBJHMIAT HA KA4eCTBOTO WM Ha
0€30MacHOCTTa Ha aKTUBHUTE BEIECTBA, KOUTO CE€ MPOU3BEKIAT, BHACAT WIH PAa3MpPOCTPAHSABAT, JTUIIETO 11O
qi1. 167a yBenomsia MAJI HezabaBHO.

Yn. 167e. (Ho - [IB, 6p. 102 ot 2012 r.) (1) (B cuna ot 02.01.2013 r.) IIpousBoacTroTo,
BHOCBT M TBHPIOBUATA Ha €IpO C aKTUBHHM BEIECTBA HA TepHTOpHATa Ha PemyOimka bwirapus,
BKJIFOUMTEJIHO HA aKTHBHU BEIIECTBA, MPEIHA3HAYCHH 3a M3HOC, CE M3BBPIIBA B ChOTBETCTBUE ¢ JloOpara
MIPOM3BOJICTBEHA MPaKTHUKA U JloOpuTe TUCTPHUOYTOPCKU MPAKTHKY 32 AKTUBHU BEIICCTBA.

(2) BHocurenute Morat 1a BHacAT akTUBHU BEIIECTBA CaMO aKO €a CMa3eHH CICAHUTE YCIOBUS:

1. (B cuna ot 02.01.2013 r.) akTUBHUTE BelleCTBa ca OUIIM MPOU3BEJIEHU B ChOTBETCTBHUE ChC
crannaptu 3a [JoOpa nmpousBoACTBEHA MPAKTHKA, KOUTO Ca HAal-MaJIkO €KBUBAJIEHTHH HA YCTAHOBEHUTE OT
EBponeiickus cbro3, 1

2. (B cuna ot 02.07.2013 r.) akTUBHUTE BEIIECTBA C€ MPHUAPYKaBaT OT MMUCMEHO NOTBBPXKIEHUE
OT KOMIIETEHTHUS OpraH Ha JbpKaBaTa U3HOCUTE, Ye:

a) cramgaptute 3a JloOpa mpOW3BOJACTBEHA TMPAKTHKA, NPUIOKHUMH KbM OOCKTa 3a
MIPOM3BOJICTBO HA W3HECEHUTE AKTHBHU BEIIECTBA, Ca HAal-MaJKO EKBHUBAJICHTHH Ha YCTAaHOBEHUTE OT
EBpomneickus cpro3;

0) CHOTBETHHUAT OOCKT 3a MPOM3BOJICTBO IMOJUICKU Ha PEAOBEH KOHTPOJ M B HETO C€ Mpuiiara
edextuBHO JloOpaTa MpoM3BOACTBEHA MPAKTHKA, KATO TOBA BKJIFOUBA MHOTOKPATHH U BHE3AITHU MHCIICKIINH,
C LIeT rapaHTHpaHE 3aKpuiia Ha OOIECTBEHOTO 3/IpaBe, Hail-MaJIko paBHOCTOWHA Ha Ta3W B EBporenckus
ChI03,

B) B clydyall Ha KOHCTaTHpPAaHO HECMA3BaHE HAa W3MCKBAHMSTA JIbp)KaBaTa W3HOCUTEN I
nHpopmupa Hezabasuo MAJL.

(3) (B cuma or 02.07.2013 r.) U3uckBanero Ha an. 2, T. 2 He ce Mpuiara, ako JIbpKaBara



M3HOCHUTEI € BKJII0YeHA B criuchka 1o wi. 1116 ot Hupekrusa 2001/83/EO.

UYn. 167x. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 02.07.2013 r.) (1) Ilo uzknrouenue, koraro
€ HEoOXOAMMO Ja C€ OCUTYPH HAJMYMETO Ha JICKAPCTBCHH IPOIYKTH, BHOCHUTEIAT MOXKE Jla BHACS
AKTUBHOTO BELIECTBO 0€3 MUCMEHOTO MOTBBPKIACHUE 0 Wwi. 167¢, an. 2, T. 2 3a CPOK HE MO-IBJIBI OT CPOKA
Ha BaJIMIHOCT Ha cepTudukara 3a /[oOpa mpou3BOACTBEHA MPAKTHKA, KOTaTO OOEKTHT 3a MPOU3BOJICTBO HA
AKTHBHO BEIIECTBO B IbpKaBaTa U3HOCUTEII € OMJI MHCIIEKTUPAH OT PETYJIaTOPEH OpraH Ha IbpXKaBa YIeHKa
U € YCTAaHOBEHO, Ue Cla3Ba MPUHIIUIIUTE ¥ PHKOBOJICTBATA 3a JJoOpa mpon3BOACTBEHA MTPAKTHKA.

(2) B cnyuaute mo ann. 1 MAJI yBenomsia EBponelickara KOMHCHS.

Un. 1673. (Hos - B, Op. 102 or 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenure Ha
paspelieHus 3a MPOU3BOJCTBO, BKIFOUUTEITHO TE3U, KOUTO M3IBIHIBAT JeHHOCTUTE 1Mo wi. 1680, an. 2, ce
CMSITAT 3a MPOU3BOUTEIN 110 CMUCHIIA Ha § 13, T. 3 OT JOIBIHUTETHUTE pa3ope 0N Ha 3aKOHA 3a 3aIUTa
Ha MOTPEOUTENIUTE U HOCAT OTTOBOPHOCT 32 BPE/IN, MPUUMHEHH OT Ae(PEKT Ha CTOKUTE, TIPEABHICHA B HETO.

I'1aBa mecra.
OIMAKOBKH U JINCTOBKH HA JIEKAPCTBEHU ITPOAYKTH

Y. 168. (1) OmakoBkaTta Ha JIEKAPCTBEH MPOAYKT C€ ChCTOM OT IIbPBHYHA W/WJIM BTOPHYHA
OIIaKOBKa Y OT JINCTOBKA 32 MalEHTA.

(2) (U3m. - 1B, 6p. 61 ot 2011 r., B cunma ot 10.11.2011 r.) Bropuuynara omakoBka Ha
JIEKApCTBEHH MPOJIYKTH, ChIbPKAIM BELIECTBA, MOCOYEHH B CIUCHKA MO Wi. 3, ai. 2, T. 2 oT 3aKkoHa 3a
KOHTPOJI BbpXY HapKOTUYHHUTE BEILIECTBA U MPEKYPCOPUTE, C€ MAapKUpa JUArOHAJIHO C JIB€ YEPBEHU JICHTH, a
BTOpHUYHATA OMAKOBKA Ha JIEKApPCTBEHU MPOAYKTH, ChABPIKAIIM BEIIECTBA OT CMHUCHKA IO Wi. 3, al. 2, T. 3 oT
3akoHa 3a KOHTPOJ BBPXY HAPKOTHYHUTE BELIECTBA M NPEKYPCOPUTE - C JIBE CHHU JeHTH. OnakoBkara
3aIBIKUTEIIHO ChIbpPKA yYKa3zaHUE, Ye JIEKAPCTBEHUAT MPOAYKT C€ OTIIyCKa camo MO CIEUUATHO JeKapCKo
npeAnrcaHue.

(3) (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JIucroBkaTa Ha JEKAPCTBEHHUTE
MPOJYKTH, BKIIOYEHH B criuchbKa 1o 4. 23 oT Permament (EO) Ne 726/2004 na EBponeiickus mapiamMeHT u
Ha CeBera, chabpka uHpOpMamus cbC ciaemHuss TekcT: "To3W JEKapCTBEH MPOAYKT TOMISKHA Ha
TOMBJIHUTETHO HaOmoaeHue". [Ipea TekcTa ce mocTaBs 3HaK B YEPEH IBAT CBHIVIACHO WieH 23, maparpad 5
ot Pernament (EO) Ne 726/2004 na EBpomneiickus napnamenT u Ha CbBeTa, MPUAPYKEH OT OOSCHHUTEIHA
Oenexka.

(4) (U3m. - B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B nucToBKaTa Ha JEeKapCTBEHUTE
MPOAYKTH C€ BKJIIOYBA CTAaHIApTEH TEKCT, C KOWTO MAallMeHTUTE C€ IpPUKAHBAT Ja JOKJIaJABaT Ha
MEIUIMHCKUTE CIeNHUaTUCTH Ui qupekTHo Ha MAJI Bcska mogo3upaHa HexelnaHa JIEKapCTBeHA PeaKius
CBIIIAaCHO oOpa3muTe mo wi. 185, an. 2, 1. 4.

(5) Koraro nexapcTBeHHUT IPOAYKT ce pa3pelnaBa 3a ynorpeda Ha Teputopusita Ha PemyOnuka
Bwarapusi, BbpXy BTOpHUHATA MYy ONAKOBKa CE TOCTAaBsI MAPKUPOBKA 3a pa3fesHO ChOUpaHe U PeLUKINpaHe
ChIJIACHO 3aKOHA 3a yNpaBJieHHE Ha OTHAAbLIUTE U AKTOBETE MO MPUIIAraHEeTO My.

(6) Korato nekapcTBEHUST MPOAYKT CE€ pa3pelaBa 3a yrnorpeda, HAMMEHOBAHHETO MY BBPXY
BTOpHUYHATAa OINAKOBKa, JIEKapCcTBEHaTa (opMa U ChAbPKAHUETO HA AKTUBHOTO BEILIECTBO B J1030Ba €AMHUIIA
ce u3nucea u ¢ bpaitnosa az0yka.

(7) UznuckBanusiTa Ha an. 6 He ce MpWiIarat 3a BAaKCUHH U JICKAPCTBEHH MPOAYKTH B OOJTHHYHH
OTIaKOBKH.

(8) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Bepxy BropuuHaTa OMaKOBKa, a



ako HsMa TakaBa - BbPXY IIbPBUYHATA OINAKOBKA Ha JICKAPCTBEHUTE NPOJIYKTH, C HU3KIIOYEHHE Ha
paanodapMaleBTHIIN, CE HAHACAT:

1. uHIMBHIyalleH UISHTU(UKAIMOHEH OeNer 3a TokKa3aTeluTe 3a 0e30MacHOCT, KOWTO JaBa
BB3MOXHOCT ThPIOBLIUTE Ha €IpO U IPEOHO J1a:

a) MpOBepsABAT aBTEHTUYHOCTTA Ha JICKAPCTBEHUS IPOAYKT;

0) uaeHTHPUIIPAT OTACITHN OMMAKOBKH;

2. cpeAcTBO, C KOETO Jia ce U3BBPIIBA MPOBEPKA HAa OMAKOBKATa Ha JIEKAPCTBEHUS MPOIYKT Aau
e Ousia mojAnpaBeHa.

Yn. 168a. (Hos - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) Bbpxy omakoBkaTa Ha
JIEKapCTBEH MPOAYKT, KOWTO CE€ OTITyCKa TI0 JIEKAPCKO MPEANMCaHIe, Ce HAaHACIT MOKa3aTeln 32 0€30MacHOCT
no wi. 168, an. §, ¢ U3K/IIOUEHHE HA CIy4yauTe, B KOUTO JICKAPCTBEHUAT NMPOAYKT € BKJIIOYEH B CIIUCHKa,
orpeneneH oT EBporeiickaTa KOMUCHS C IeerHpaH akT mo 4wi. 1680.

(2) Bppxy onmakoBkaTa Ha JIEKQpPCTBEH MPOJIYKT, KOMTO Ce OTIycKa 0e3 JIKapCKO MPeANnrcaHue,
HE CE HaHACAT MOKa3arenu 3a Oe3omacHOCT mo wi. 168, am. 8, ¢ M3KIIOYEHHE Ha CIy4auTe, B KOUTO
JICKapCTBEHHAT MPOAYKT € BKJIIOYECH B CIHCHKA, ONpeNeieH oT EBporeiickaTa KOMUCHS C AETETUPaH aKT 110
yi1. 1680, ciie KaTo € OLeHeH, e € U3JI0’KeH Ha pUCK OT danmuduuupase.

(3) M3nbiHuTENHATA areHuus 1o JeKkapcTara yBeaoMssa EBpornelickara KoMUCHS:

1. 3a jekapcTBEHM MPOIYKTH, KOUTO C€ OTIYCKaT Oe3 JIeKapcKOo MpeAlucaHue, 3a KOUTO €
YCTaHOBHUJIA, Y€ CHIIECTBYBA PUCK OT (anmuduiimpane;

2. 3a JIEKapCTBEHM IMPOAYKTH, 3a KOUTO € YCTAaHOBWIA, Y€ HE CBIIECTBYBa PHUCK OT
¢anmmmduuupane, Npu OTYUTAHE HA CIETHUTE KPUTEPUU:

a) 1IeHa ¥ 00eM Ha MpoJaXxOuTe Ha JEKapCTBEHUS IIPOIYKT;

0) Opoiif u yectoTa Ha ciayyau Ha QanmUPHUIMPAHU JTEKAPCTBEHH MPOAYKTH, PETHCTPUPAHU B
pamkuTe Ha EBpomneiickust cbio3 U B TPETH Ibp)KaBH, M MPOMSHA B OpOsl M YecTOTa Ha MOJ00OHU CITydau B
UCTOPUYECKH IUIAH;

B) CrieU(UYHU XapaKTEPUCTHUKU Ha CbOTBETHUTE JICKAPCTBEHH MPOAYKTH;

T') TeKECT Ha 3a00JISIBAHUATA, YHETO JICUCHHUE CE LIEIIH;

1) IpYTH MOTEHLMAIIHU PUCKOBE 3a O0IIIECTBEHOTO 3/IPaBeE.

Y. 1686. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IlpaBunara oTHOCHO
IoKazarenure 3a 0e3omnacHocT no wi. 168, an. 8 ce onpenensat ot EBponelickara KOMUCHS € I€TIETUPAHUTE
akToBe 110 wieH 54a, maparpad 2 ot Jupextusa 2001/83/EO.

(2) IoxkazaTenure 3a 6€30MaCHOCT HE C€ MPEMaxBaT, HUTO C€ 3aKPHBAT YaCTUYHO WM U3IIIO,
OCBEH aKO Ca M3ITBJIHEHU CIICTHUTE YCIOBHS:

1. mpurexarenasT Ha pa3pelIeHHEeTO 3a MPOU3BOACTBO, NPEAM YAaCTUUYHO MM HAIbBIHO Ja
peMaxHe WIH 3aKpHe MOKa3aTeIuTe 3a 0€30IacHOCT, MIPOBEPSBA T ChOTBETHHAT JICKAPCTBEH MPOIYKT €
aBTEHTUYEH M JaJIM He € OWJI MOAIPABEH;

2. IpUTEXKATEIAT Ha pa3pellieHne 3a IPOU3BOCTBO NPHU CIIa3BaHE M3MCKBaHUATA Ha wi. 168, an.
8 MOXKe J1a 3aMEHU IToKa3aTeauTe 3a Oe30MaCHOCT C PABHOCTOMHM Ha TSX 110 OTHOLIEHHE HAa Bb3MOXKHOCTTA
3a rapaHTHpaHe Ha AaBTEHTUYHOCTTA, HACHTHU(QHKAIMATA W OCUTYpSBAHETO Ha JIOKa3aTelcTBa 3a
MOJIIPaBSHETO Ha JICKAPCTBEHHS MTPOIYKT.

(3) oxa3zaTenute 3a 6€30MaCHOCT C€ CMATAT 32 PABHOCTONHM, aKo:

1. oTroBapsT Ha U3UCKBAHUSATA, ONPECIICHU B JeJeTUPAHUTE aKTOBE Mo wieH S4a, maparpad 2
ot Jupextusa 2001/83/EO, u

2. ca cbUOIO TOJKOBa €(EeKTHBHHM, KAaTO MO3BOJSBAT IPOBEpPKaTa Ha AaBTEHTUYHOCTTA U
UICHTU(PUKAIMATA Ha JIEKAPCTBEHUTE MPOTYKTH U OCUTYPSIBAHETO Ha JOKA3aTEJICTBA 32 IMOANPABSIHETO UM.



(4) 3amsHara mo an. 2, T. 2 ce HW3BBpIIBAa, 0€3 Ja ce OTBaps IbpPBHYHATA ONAKOBKa Ha
JIEKapCTBEHHS NPOIYKT M B ChOTBETCTBHUE ¢ J[oOpaTa mpou3BOACTBEHA MMPAKTHKA 32 JICKAPCTBEHH MPOTYKTH.

(5) UsnbenHuTenHaTa areHUMs MO JIEKapCTBaTa OCBILECTBSIBA HAJ30p BbpPXY 3aMsHaTa Ha
MIOKa3aTenuTe 3a 0e30MacHOCT.

Ui 169. (1) Madopmanusta BbpXy ONMAKOBKUTE U B JINCTOBKATA HA JIEKAPCTBEH MPOIYKT TPOBa
Jla € B IMBJIHO CHOTBETCTBUE C JIAHHUTE B KpaTKaTa XapaKTepUCTHKa Ha Mpoaykra, ogoopena ot MAJI mpu
M3J]aBaHe Ha Pa3pelleHueTo 3a yrnorpeda, U 1a OTroBaps Ha M3MCKBAHUATA, ONPE/ICIICHN B HapeadaTa 1o uil.
170.

(2) Uudopmarusata BbpXy ONAKOBKUTE M B JIMCTOBKaTa MOXKE Ja ObJe Ha HAKOJIKO €3MKa, HO
3aIBJKUTEIIHO €AMHUAT TpsiOBa Aa € Obiarapcku e3uk. ChAbpikaHMeTO Ha MH(OpMAalMsITa Ha pa3IudyHU
€3ulu TpsAOBa Ja € UACHTUYHO.

(3) HaumeHoBaHKMETO HA JIEKAPCTBEHUS MPOAYKT 33 IBJKUTEITHO CE U3MKUCBA Ha OBIATApCKH €3UK,
a MEXIYHapOJHOTO HEMaTEeHTHO HAaMMEHOBAaHUE Ha JIEKQpCTBEHOTO BEIIECTBO C€ H3IHCBAa CHhOOpPA3HO
AHaToMo-TepaneBTHYHO-XuMUUHaTa kinacuukamus Ha C30. Mmero M agpechT Ha NpuUTEkaTeNns Ha
paspelleHneTo 3a ynorpeda Moke Ja ce U3MUIIaT Ha JIAaTHHULA.

(4) Uadopmarusata BbpXy ONMAKOBKUTE U B JIUCTOBKHUTE TPsiOBa Jja € Ha pa3dupaeM 3a NalueHTa
€3UK, J]a € YETJIMBA U J1a € He3aIuyuMa.

(5) (Homa - IB, 6p. 18 ot 2014 r.) JIucroBkaTa TpsiOBa ga € opopMeHa MO TaKbB HAYWH, Y€ /1A €
scHa W pasz0dupaema, KaTO TII03BOJIIBA HA TAalMEHTa Ja TNpeArpHeMe IOAXOIAIIN JIEHCTBHS, TNpHU
HE00XOIUMOCT, C IIOMOILITAa HA METUIIUHCKU CIIEIIUATTUCTH.

Y. 170. (1) (Ilpegumen tekct Ha wi. 170 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.)
W3uckBaHusTa KbM ONAKOBKHUTE M JHCTOBKHUTE HA JIEKAPCTBEHUTE MPOIYKTH C€ OMpENeNsT B Hapeada Ha
MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(2) (Homa - JIB, 6p. 102 ot 2012 r., B cmwia ot 21.12.2012 1., mon. - JIB, 6p. 18 ot 2014 r.)
Korato nekapcTBeH MpoOAyKT, paspelieH 3a ynmorpeda Mo pega Ha TO3M 3aKOH, HE € IMpeIHa3HaueH 3a
JTUPEKTHA JOCTaBKa Ha TAIMEHTa WIM HE € HaJdu4eH Ha mazapa B PemyOnuka bwiarapus, MAJI moxe ma
pazpemn ynorpedara My, KOraTo HSKOM OT JaHHHUTE, ONpeJelieHHu B HapeabaTa mo an. 1, He ca HAaHECeHH
BBPXY OIAaKOBKATa MJIH B JIMCTOBKATA.

(3) (HoBa - JIB, 6p. 102 or 2012 r., B cunma ot 21.12.2012 r.) B cuywautre mo am. 2
uHpOpMaLUsATa BbPXY OMAKOBKHTE U B JIMCTOBKATa MOJKE J1a HE ObJie pelocTaBeHa U Ha OBJITAPCKH €3HK.

(4) (Homa - /1B, 6p. 102 o1 2012 1., B crma ot 21.12.2012 1.) YcnoBusiTta 1 peabT 3a TOCTaBKa Ha
JICKapCTBEHHUTE MPOJYKTH IO all. 2 ce ONpeAesaT ¢ HapeadaTa mo wi. 198.

T'1aBa ceqma.
KIJACUO®UKALIUA HA JIEKAPCTBEHUTE ITPOAYKTH

Un. 171. (1) B 3aBucMMOCT OT HayMHAa Ha OTIYCKaHE JIEKAPCTBEHUTE IMPOAYKTH C€
KJIacu(puIpar KaTo:

1. nexapcTBEHU MPOAYKTH, OTITYCKAHU TI0 JIEKApCKO MPEIMUCaHIE;

2. 1eKapCTBEHU MPOIYKTH, OTITyCKaHU O€3 JIEKApCKO MpeAICaHue.

(2) (Hom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PexumbT Ha OTmycKkaHe Ha
JIeKapCTBEH NMPOAYKT ce omnpenens ot MAJI B pa3perieHneTo 3a ynorpeda/y10CTOBEPEHHETO 32 PErUCTPaIUs
WIM pa3pelieHueTo 3a MapayieJieH BHOC Ha JIGKapCTBEHUS MPOAYKT Ha TepuTopusita Ha PemyOnuka
boiarapus.



(3) JIuuero mo un. 26, an. 1 mocouBa pekuMma Ha OTIyCKaHE Ha JIEKApCTBEHUS MPOAYKT B
3asBJIICHUETO 32 pa3peleHne 3a yIoTpeda/yJOCTOBEPEHHETO 3a PErUCTpanys, 3a MPOMsiHa Ha Pa3peIeHUETO
3a ynorpeda WM MpH MOJAHOBIBAHETO MY.

Un. 172. JlekapcTBeHuTe NpoAykT no wi. 171, an. 1, 1. 1 ce pa3nenst B caeAHUTE KaTErOPUU:

1. nexapcTBEHU MPOAYKTU C OIPAaHMUYEHO JIEKAPCKO MPEANUCAHKE, IPeIHA3HAUEHH 3a yroTpeOa
caMo B HAKOU CIIEUAIN3UPAHU 00JIacTH;

2. JeKapCTBEHU IIPOAYKTH - OOEKT Ha CIIELUATHO JIEKapCKO IPEIIUCaHMNE;

3. JIeKapCTBEHM MPOIYKTH 33 MHOTOKPAaTHO WJIM €IHOKPAaTHO OTIIyCKaHE IO €AHO M ChILO
JIEKApCKO MPEANNCAHUE.

Y. 173. Tlo nekapcko mpeArucanue ce OTIyCKaT JIEKapCTBEHH MPOIYKTH, KOUTO OTTOBApAT Ha
CIICZIHUTE MU3UCKBAHUS:

1. Morar ma mpeacTaBiIABAT MpsSKa MM KOCBEHA OMACHOCT 3a 3[paBETO HA XOpaTa JOpU IMpH
IpaBUJIHA yNIOTpeda, ako ce mpuiaraT 0e3 MeIUIIMHCKO HaOII0IeHHE;

2. 4ecT0O W MHOTO INUPOKO C€ TpWiIaraT HENpaBWIHO M B pe3yjiTaT Ha TOBa MoraT Ja
NPEJCTaBIABAT OMACHOCT 32 37PaBETO Ha XOpaTa;

3. ChIBpXKAT BEUIECTBA, YMATO AKTUBHOCT W/WIIM HEKEJIAaHU JIGKAPCTBEHU DPEAKIUU M3UCKBAT
MIOCJIE/IBAIIIO JIOMIBIHUTEIIHO IPOYYBAHE;

4. 0OOMKHOBEHO e MPENNUCBAT OT JIEKap 3a MapEHTEPATIHO NPUI0KEHHE.

Un. 174. JlekapcTBEHUTE MPOIYKTH MOJJEKAT HA CHEIHMAITHO JICKAPCKO MPEANHUCcaHue, KoraTto
OTrOBApSAT Ha HAKOE OT CJICJTHUTE YCIIOBHSI:

l. chABpKAT HAPKOTUYHU BEIIECTBA MO CMHUCHIA Ha 3aKOHA 32 KOHTPOJI BbPXY HAPKOTHUYHUTE
BEIIECTBA U MMPEKYPCOPUTE B KOJIMIECTBA, JOIMYCTHUMH 32 YIOTpeoa;

2. IpH HEMpaBWJIHA yIOTpeOa MOTarT Jia Ch3/1aaT 3HAYUTEIICH PUCK OT 3JI0yIoTpeda, J1a 10BeaaT
710 JICKapCTBEHA 3aBHCHMOCT HJIU JIa C€ M3IOJI3BAT 32 HE3aKOHHH LIEIIH;

3. ChABPIKAT HOBH JICKAPCTBCHH BEIIECTBA, YHUTO XAPAKTEPUCTUKH HE Ca JIOCTATHYHO M3BECTHH
Y TIOpaJIM Ta3M MPUYMHA C MPEBAHTUBHA IIeJI MOTaT Ja Ob/IaT OTHECEHU KbM IpyIiaTa JICKapCTBEHU MPOAYKTU
mo T. 2.

Ui 175. JlekapcTBeHUTE NPOAYKTH MOAJIEKAT HA OTPAHUUYEHO JIEKAPCKO IMPEANNUCAHUE, KOTaTo
OTrOBapsT Ha HAKOE OT CIEIHUTE yCIOBHS:

1. OrpaHU4CHU Ca 3a IPUIIOKCHUEC CaMO B OOJITHUYHH yCJI0BUd IMOpaayd OTrpaHHUYCH OIIUT 3a
ynoTtpeda WM B UHTEPEC Ha OOLIECTBEHOTO 3/1PaBE;

2. mpedHa3HaYeHM ca 3a JieueHUWe Ha OOJIECTHM CBCTOSIHMSA, KOUTO MoraT ja Objaar
ANArHoCTUIIMPAHU CaMO B JIEYEeOHUTE 3aBCACHU, HC3aBUCHUMO Y€ IMPUIAraHeTO MM H MPOCIACAABAHCTO Ha
XOZla Ha JICYEHUETO MOXKE Ja C€ OCBILIECTBSBAT U B IPYTHU 3[]paBHU 3aBE/ICHUS;

3. mpeaHa3HaueHM ca 3a JieueHHe Ha aMOyJaTopHO OOJHH, HO ymoTpebaTa MM MOXKE Ja
IPEJU3BUKA CEPUO3HH HEXKEJIAaHW JIEKAPCTBEHU pEaKLMU, Hajaramy M[pealucaHue OT CHEeUUATUCT U
HaOJII0ICHUE 110 BpEME Ha JICYEHUETO.

Un. 176. (1) U3npaHuTenHaTa areHIus MO JieKapcTBaTa MOXKeE Jia He 0J00pU MOUCKAHUS OT
3asiBUTENS 1O WI. 26, an. 1 pe’kuM Ha OTIyCKaHE Ha JIEKapCTBEH NPOAYKT Bb3 OCHOBA Ha MPELIEHKA Ha!

l. makcuManmHaTa €JWHMYHA J03a, MAaKCHUMaJHAaTa JHEBHA J03a, KOJIMYECTBOTO AKTHBHO
BEIIECTBO B €JHA JI030Ba €IMHUIIA, JIEKapCTBEHATa Gopma, crienndruyeH BUI HA IbPBUYHATA OMAKOBKA Ha



MIPOAYKTA, W/WIH

2. mpyru cnienUIHA yCIOBHSI Ha yIIoTpeoa.

(2) U3nbaHuTENHATA areHUus MO JieKapcTBaTa MOXeE Ja He IMOCOYM TOYHaTa KaTeropHus Ha
JIEKapCTBEHUsI MPOAYKT 1o wi. 172, HO chriacHo kputepuute mno wi. 174 u 175 onpegens nanu
JIEKapCTBEHUAT MPOAYKT ce KiIacu(uIpa KaTo NpoIyKT, OTIYCKAaH caMmo I10 JIEKapCKO MpeAnrcaHue.

Un. 177. JlekapcTBEHUTE TMPOAYKTH, KOUTO HE OTrOBapsT HAa M3UCKBaHUATA 1o wi. 173, 174 u
175 u Ha KpuTEpHHTE, ONpEIeTICHN B HapeadaTa mo wi. 178, ce oTmyckat 0e3 JIeKapcKo MpeancaHue.

Yn. 178. Kpurepuute 3a kinacudukanus Ha JEKapCTBEHUTE MPOAYKTH M M3UCKBAHHATA KbM
JOKYMEHTAIMATa 3a U3BBPILIBAHE HA MPOMSHA B KiIacHPHUKaIUsATa c€ ONPENENiT B Hapenda Ha MUHUCTBPA
Ha 3/IpaBeona3BaHeTo.

Y. 179. (1) M3mpaHuTeIHATA areHIMs 110 JIEKapCcTBaTa U3roTBs M MyOJIMKyBa Ha CTpaHUIIATa CH
B MHTEPHET CHHUCHK Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO C€ OTIIyCKaT IO JIEKAPCKO MPEANUCaHUE Ha
teputopusita Ha PenyOnuka bbarapus.

(2) CriuchKbT 10 an. 1 ce akTyanu3upa exeroaHo.

Un. 180. Ilpm Hanuuume HA HOBU JAHHMU 32 JIEKQPCTBEH MPOJYKT, 32 KOWTO MMa HW3AaJCHO
paspelieHue 3a ymnorpeba WM yaocToBepeHue 3a peructpauusi, WAJl mpepasriexnia, a Korato e
HE0O0XOAMMO, TIPOMEHS Kiacu(HUKanuaTa ChIriIacHO M3UCKBAHHATA HAa Wi. 173 W KpUTEepUUTE, MMOCOYCHH B
HapezaOaTa o wi. 178.

Yn. 181. B ciyuauTte, korato € pa3pelieHa NpoMsHa B Kilacu(UKaUsATa Ha J1aJIeH JIEKapCTBEH
MPOAYKT Bb3 OCHOBA HAa 3HAYUTEIHU NPEIKIMHUYHUA WM KIMHUYHM W3NUTBAHUS, CJIEJBAIL 3asBUTET WIH
IPUTEXKATENl Ha paspellieHre 3a ynorpeda He MOXKe Jla ce 1030BaBa B CPOK €HAa IOJMHA OT JaTara Ha
pa3peleHneTo 3a MPOMsSHA, M31aJE€HO OT PEryjaTopeH OpraH Ha [Ibp)KaBa WIECHKA, NPU MOJaBaHE Ha
3asBJICHME 3a IIPOMSIHA Ha KJIaCU(UKALKATA HAa CBIIOTO BELIECTBO.

Un. 182. M3mbaHuTenHaTa areHIMs 1O JIeKapcTBaTa €XKEroJHO yBedomsiBa EBpomeiickara

KOMHUCHA U PETYJIATOPHUTEC OPraHr Ha APYTUTC AbpPiKAaBHU YJICHKH 3a HACTBIIMIINA IIPOMCHH B CIIMCBHKA I10 YJI.
179.

I'naBa ocma.
MNPOCJIEISABAHE HA JIEKAPCTBEHATA BE3OINIACHOCT

Paznea 1.
O6mm nmosnoxenusi (Hos - /IB, 6p. 102 ot 2012 r., B cuaia ot 21.12.2012 r.)

Yn. 183. (U3m. - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbaauTenHaTa areHuus
[0 JIeKapCcTBaTa OpraHM3Mpa M MOJIbp)Ka CHCTEMa 3a Mpocie/sBaHe Ha JeKapCTBEHaTa Oe30MacHOCT 3a
M3ITBIIHEHHE Ha 3aIBJDKCHHATA 110 Ta3H TJIaBa.

(2) Cuctemara mo an. 1 ce u3mossBa 3a chOMpaHe Ha MH(GOPMALUS OTHOCHO PUCKOBETE OT



JIEKapCTBCHUTE MPOJIYKTH 3a 3JIPaBETO Ha MAIMEHTHTE W 3a OOINEeCTBEHOTO 31paBe. MudopmarmsaTa
oOxBalla ChOOIIEHUS 3a HEKEJIaHHW JIEKapCTBEHUW peaklMu NpHU ymnoTpeba Ha JIEKapCTBEH MNPOAYKT B
CHOTBETCTBUE C YTBBPJEHATA KpaTKa XapaKTePUCTHUKA, KAKTO U MHQpOpMAIHS 3a 3710ynoTpeda u ynorpeda,
KOATO HE € B CHOTBETCTBHE C YTBBPJICHATa KpaTKa XapaKTEpPUCTHKA Ha MPOAYKTa, BKIIOYUTEITHO
uH(popMalvs 3a HEeKEJIaHHW JEKapCTBEHU peakiu, HaOII0JaBaHU MPHU HU3MbIHEHHE Ha MPOQPECHOHATHU
3aIbJHKCHHUS.

(3) WM3nbaaMTenHaTa areHOMs IO JIEKapcTBaTa Baluaupa, oOpaboTBa W Kiacuduimpa
nH(pOpMaIMATa 1O ajl. 2, MpaBu HAy4YeH aHAIIM3 HAa CHOPAaHUTE JAHHU C OTJIE/ OlEHKA Ha Bh3MOXHOCTHUTE 32
HaMaJlsiBaHEe W MPEAOTBpaTsIBaHe HAa PUCKAa M IpelanpueMa HeoOXOAMMMTE JEWCTBUS MO OTHOILIEHHE Ha
paspelieHneTo 3a ynorpeda Ha JIeKapCTBEHUS MPOAYKT.

(4) U3npaHuTenHaTa areHuus Mo JieKapcTBaTa U3BBPIIBA OJUTH HA cucTeMaTa o ai. 1 u Ha
BCEKH JIBE TOAMHHU M3Mparia Ha EBponeiickaTta KoMHCHS JOKIJIA]] C PE3yJITaTUTE OT TSIX.

(5) M3npnHuTENHATA areHIUs 10 JIeKapcTBaTa Mpuiara aJekBaTHa U e()eKTHBHA CUCTEMa IO
KauecTBO, 3a Ja OCHTypU CBOTBETCTBHE Ha CHUCTeMara MO ajl. | ¢ H3HCKBaHUATA HAa TO3U 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CUCTEMAaTa MO KavyecTBO ce omnpeaenar ¢ Pernament 3a usnbinenue (EC) Ne
520/2012.

Un 184. (U3m. - JIB, Op. 102 ot 2012 r., B cwra ot 21.12.2012 r.) (1) Meauuunckure
CHEIHAUCTH ca JIHKHU J1a ChoOIIaBaT He3a0aBHO Ha MPUTEXKATEN Ha Pa3pelIeHHETo 3a YIoTpeda Hin Ha
NAIJI 3a BcAka OAO3UpaHa CEPUO3HA HEXKEJIAHA JICKApCTBEHA Peaklys U Ja IPENOCTaBAT IPHU MOUCKBaHE
JOITBIHUTETHA UH(OPMALIMS OT MPOCIEAsIBAHETO Ha CITyyasl.

(2) IamuentuTe Morar jAa choOLIABAT HEXEJTAHM JIEKApCTBEHM PEAaKIMU MO BCSKO BpeMe Ha
MEIUIMHCKUTE crienuanucty min Ha MAJIL.

(3) B cnyuaute mo an. 1 u 2, korato ChOOIIEHHETO C€ OTHACA 3a OMOJOTHYEH JIEKapCTBEH
MPOAYKT, IPEANKCaH, pa3lpoCTpaHeH WU Npo/iaBaH Ha TepuTopusiTa Ha PenyOnuka bearapus, Toil TpsioBa
SCHO Ja Obae uaeHTu(UIUpaH OT CHOOLIUTENS C THPrOBCKOTO MY HME€ M MAPTUAHUS HOMEP WIH Ta3H
uHpopManus 1a 6bJe MpeaocTaBeHa MU AOMBIHUTEIHOTO IPOCIE/IIBaHE.

UYn. 185. (U3wm. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbaHuTenHATA areHIUSA
[0 JIeKapcTBaTa MOAIbpPYKAa HAIMOHAJIEH HWHTEPHET MOpTal 3a JIEKapCTBEHH NPOAYKTH, CBBpP3aH C
EBporneiickust ”HTEpHET MOPTaJ 3a JIEKapCTBEHUTE MPOAYKTH 10 Wil 68, an. 1, 1. 4.

(2) M3nbiHMTENIHATA areHUUs MO JieKapcTBaTa MPeaoCcTaBs ype3 moprajia mno aji. | Hal-manko
cnenHara nH(GopMaIus:

1. myOaMYHUTE OLIEHBYHU JOKIIAIH 10 4. 53, ai. 2 ¥ TEXHUTE PE3IOMETa;

2. KpaTKUTE XapaKTePUCTUKHU Ha TIPOIYKTUTE U JINCTOBKUTE;

3. pe3roMe Ha MJIAHOBETE 3a YNPaBJICHWE HA PUCKA HA JIGKAPCTBEHUTE MPOAYKTH, PA3pEIICHH 3a
ynotpeba Ha TepuTopusita Ha Perybnmuka beiarapus;

4. oOpa3uu Ha cTaHAapTU3UpaHu GOpMyISIpH 3a JOKJIa/JBaHE HA TMOJO3MPAHU HEXEJIaH!
JIEKAPCTBEHH pEaKIMU OT MEIULUHCKU CHEIUAINCTH M TMAalMeHTH, H3TOTBEHHM B CHOTBETCTBHE C
n3ucKkBaHuATa Ha 4ieH 25 ot Pernmament (EO) Ne 726/2004 na EBpornetickust mapsiiameHT u Ha ChbBeTa;

5. aKkTyanu3upaH CIUCHK Ha JeKapcTBeHHUTE NMpoaykTu mo uieH 23 ot Permament (EO) Ne
726/2004 na EBponelickust mapiaMeHT U Ha CbBeTa;

6. chOOIICHHMSI, TPEAOCTABAIIN HHPOPMAIIMS Ha IIUPOKaTa OOIIECTBEHOCT 3a OMACEHUsI OTHOCHO
0e3omacHOCTTa OT ynorpedaTa Ha JIaJIeH JIEKapCTBEH MPOJIYKT;

7. yKazaHud 3a BCHYKM HauuHU W (opMu 3a CboOIaBaHEe Ha IMOJO3UPAHH HEKEIaHU
JIEKaPCTBEHH PEAKIIUU OT MEAUIIMHCKH CIICIIUANTHNCTH U MAIIUCHTH.



Ui 186. (U3m. - IB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 r.) 3neaHATETHATA ar€HITUS TI0
JIeKapcTBaTa U3BBPIIBA CIEAHUTE JEHHOCTH 3a JIEKAPCTBEHUTE NMPOJYKTH, IyCHATH HA Na3zapa Ha PenyOminka
boarapus:

1. MOHUTOPHHT Ha pe3yJiTara OT MEPKUTE 3a HaMasiBaHE HAa PUCKa 3a JICKApCTBEH MPOAYKT,
ChIBbPIKALIM CE€ B IJIaHA 32 yIpaBJIEHUE HA PUCKA,;

2. MOHUTOPHHT Ha pe3yJiTaTa OT U3IIBIHEHUETO Ha yCIOBUS, IOCOUEHU B Uil. 55a, 56 win 56a;

3. oLeHsBaHE aKTyaJIM3alMATa Ha CUCTeMaTa 3a yIpaBlIeHUE Ha PUCKa;

4. monuTopuHr Ha Oasara nanau "EudraVigilance", cp3maneHa B ChOTBETCTBUE ¢ uieH 24
ot Pernament (EO) Ne 726/2004 na Epomneiickus mapiameHT u Ha ChbBera, 3a HOBHM PHUCKOBE WJIM 3a
IIPOMsIHA BbB BeU€ YCTAHOBEHH U 32 POMSIHA B CbOTHOILIEHUETO 10JI13a/PUCK.

Y. 187. (U3wm. - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) (1) 3mbaHuTEIHATA areHIUSA
no sekapcrBara uH(opmupa EBporelickaTa areHIus 1o JeKapcTBaTa M MPHUTEXATeNs Ha pa3pelieHue 3a
ynotpeba npu uaeHTuGUIUpaHe Ha CUTHAIN 32 HOBH PHCKOBE WJIM 3a MPOMsHA HA YCTAaHOBEHUTE PUCKOBE,
WX TIPY IPOMSIHA Ha ChOTHOUICHHUETO MOJ3a/PUCK Ha JICKApCTBEH MPOIYKT.

(2) KomurersT 110 wi. 56a, an. 1, T. 1 ananm3upa u NpUOPUTH3NUPA BATUIUPAHUTE CUTHAIU 32
HOBM PHCKOBE MJIH 3a IPOMSHA BbB B€U€ YCTAHOBEHUTE U 3 MPOMSHA HAa ChOTHOIIEHUETO M0JI3a/pUCK.

(3) Koraro KomurersT mo un. 56a, an. 1, 1. 1 mnpemopbuBa mocieaBally JeMcCTBUS,
KOOPJMHALIMOHHATA rpymna mo 4i. 77, ai. 2 uinm chOoTBETHO KOMHUTETHT MO JIEKapCTBEHUTE MPOIYKTH 3a
XyMaHHa ymnoTpeda M3roTBs CTAHOBMILE 32 PEryJaTOPHH JCHCTBUS MO OTHOIICHHE HA Pa3pelICHHETO 3a
ynotpeba B paMKuTe Ha rpaduK, ChbCTaBeH B ChOTBETCTBHE ChC CEPUO3HOCTTA U CTEIIEHTAa HA OMACHOCT.

(4) M3nbaHUTENHATA areHUUs IO JIeKapCcTBaTa Ipujara Mpernopb4aHUTe B CTAHOBHUIIETO Ha
KOOpJMHAIIMOHHATa rpyna rno wi. 77, ai. 2 wiu B pemieHueTo Ha EBponeiickaTta kKoMucHs BpEMEHHU W/WIIH
OKOHYATEJIHU MEPKH.

Y. 188. (M3wm. - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) 3mbaHuTEIHATA areHITUS
no nekapcrBata uHGopmupa EBponeiickara areHus mo JeKapcTBara, peryjlaTOpHUTE OpraHu Ha JPYTUTE
TbpKaBH WICHKHM W EBpormeiickata koMucus Hal-manko 24 daca mpeau MyOJMYHOTO ChOOIaBaHE Ha
uH(pOpMalKs OTHOCHO OINACEHMs, CBbP3aHM C MPOCIE/SIBAHETO HA 0€30MacCHOCTTa Ha JEKapCTBEH MPOAYKT,
OCBEH B CJIy4yauTe, KOraTO OIa3BaHETO Ha OOILECTBEHOTO 3/paBe M3MCKBa HE3a0aBHO ONOBECTSBaHE Ha
nHpopmarusTa.

(2) M3npaHUTENHATA areHIUs MO JieKapcTBaTa MyOiMKyBa MHPOpMaLus, CBbp3aHa C aKTUBHU
BEIIECTBA, ChIbPKAIIM CE B JIEKAPCTBEHU MPOJYKTH, Pa3pellieHH 3a yrnoTpeda U B IpYrH AbprKaBH WICHKH,
KaTo W3I0J3Ba XapMOHM3HMpAH MPOEKT Ha CHOOIIEHHETO U Tpaduk Ha MyOIMKalMATa, MPEUIOKEHH OT
EBporeiickara areHius o JekapcrBara.

(3) B ciyuaure no an. 1 u 2 undopmarusiTa, chIbpiKaila JUYHU JaHHU WIH TpeICcTaBisBaIla
THPrOBCKa TaifHa, ce 3aJIM4aBa, OCBEH aKO IMyOJIMKYBaHETO HA TE3W JaHHU € HeOOXOIMMO 3a ONa3BaHETO Ha
OOIIECTBEHOTO 3/IpaBe.

Ui 189. (M3wm. - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) V3mbaHuTeTHATA areHITUS
[0 JIeKapcTBaTa MOXKE Ja JeJieTupa HSIKOM OT MpaBaTa U 3aJbJDKEHUSATA MO Ta3W TIJlaBa HA peryJjaTOpeH
OpraH Ha JIpyTa IbpKaBa 4J€HKA Ype3 CKIIOUBAHE HA CIIOpa3yMEHUE.

(2) B ciiydaute no an. 1 MAJI uncdopmupa EBponeiickara komucusi, EBpornelickara areHIus mo
JIEKapCTBATA U PETYJIATOPHUTE OPraHU Ha JPYTUTE JIbPKABU YICHKH 32 JCJIIETUPAHETO HA MPABOMOLIUATA U
myOaMKyBa ChOOIIEHUE HA HHTEPHET mopTasia o wi. 185, an. 1 uiu Ha UHTEpPHET CTPAaHULIATA CH.



Ui 190. (U3m. - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) (1) [Ipurexarenar Ha
paspelieHue 3a ymnoTpeba € UIbKEeH Ja pasloyiara ChbC CHUCTEMa 3a IpOocielsBaHe Ha JiIeKapcTBEHaTa
0€30MMacHOCT 3a U3MbIHEHHE Ha 33IbJDKEHHATA CH TI0 Ta3HU TJIaBa.

(2) Ilputexatensat Ha pa3pelleHue 3a ynorpeda ype3 cucTemara o aji. 1 mpaBu HayyHa OLIEHKa
Ha cbOpaHata wuHGOpMaIMsi OTHOCHO O€30MAaCHOCTTa Ha JIEKQpPCTBEHUTE TMPOAYKTH, TpeleHsBa
BB3MOXKHOCTUTE 332 MUHUMAJIU3MpaHE WIM MPEAOTBpaTIBAaHE HA PHUCKA W TMpearpueMa HEOoOXOIUMHTE
MEpKH.

(3) IlpurexarensT Ha pa3pelieHHe 3a ynorpeda mpuiara ajJiekBaTHa U e(PeKTHBHA CHCTEMa 10
KauecTBO, 3a Ja OCHIypU CBOTBETCTBHE Ha CHUCTeMara Mo ajl. | ¢ H3HCKBaHUATA HAa TO3U 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CUCTEMAaTa MO KavyecTBO ce omnpeaenar ¢ Pernament 3a usnbinenue (EC) Ne
520/2012.

(4) IlpuTexarensaT Ha pa3pelieHue 3a yrnorpeda U3BbPIIBA PEJOBEH OJUT Ha CUCTEMaTa Io aj.
1. Madopmanmsi 3a OCHOBHHUTE KOHCTATAllMM OT OJUTa C€ OTOENsI3Ba B OCHOBHATA JOKyMEHTAIlUs Ha
CUCTeMaTa W CIYyXH 3a M3TOTBSIHE HA IJIaH 3a MpHJIaraHe Ha MOAXOJSALIM KOpUTHpaiy neuctBus. Tasu
uH(popMaIrs MOke Aa Ob/ie 3aTUUeHa CIIe] ISUIOCTHO U3ITBIHCHNUE HA KOPUTHPAIIUTE JCHCTBHSL.

Yn. 191. (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspenieHre 3a ymnoTpeda ompeaens KBaTH(DUIMPAHO JUIE C MOAXOASMA KBadu(HUKalWsi, OTTOBOPHO 3a
npociieisiBaHe Ha JeKapCcTBeHaTa 0€30MacHOCT.

(2) JIuuero mo an. 1 € ycTaHOBEHO Ha TEpUTOpHUATA Ha Abp)KaBa UICHKA M € IOCTOSHHO U
HEMpPEeKbCHATO Ha Pa3IOIOKEHUE Ha MIPUTEXKATENsI HAa pa3pellIeHUETO 3a ynoTpeoa.

(3) 3a moanomarane AeMHOCTTa Ha KBATU(UIIUPAHOTO JIUIIE MIPUTEXKATENAT HA pa3pelICHUETO 3a
ynotpeba onpezens Julle, yCTAHOBEHO Ha Teputopusara Ha PenyOnuka bwirapus. HaznauaBaneTo Ha TakoBa
JMIEe He 0CBOOOYk/1aBa KBATM(PULIMPAHOTO JIUIIE 0 al. | OT OTTOBOPHOCTUTE MY I10 Ta3H IJIaBa.

(4) IlpurexarensaT Ha pa3pelieHueTo 3a ynorpeda npeacrass Ha MAJI nannure no uin. 27, an. 1,
T. 12, 6ykBu "a" - "B" 3a nmunara mo ai. 1 u 3.

(5) IlputexatenaT Ha paspelieHneTo 3a ynorpeda yBemomsiBa MAJI mpu Bcska HpoMsiHA B
JNaHHUTE 110 al. 4.

(6) IlputexarensaT Ha pa3pelleHHeTO 3a ynorpeda NpeAocTaBss JAaHHUTE Mo ain. 4 3a
kBasinuLrpaHoTo jaulle Ha EBpornelickara areHuus 1o jJekapcTpara.

Un 192. (U3m. - B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) [Ipurexarenar Ha
paspelIeHneTo 3a ynorpeda e JUIbKeH Ja:

1. mopabpka m npenocrasst npu nouckBaHe oT MAJI ocHOBHUS JOKYMEHT Ha CHUCTEMAara 3a
Ipocie/iIBaHe Ha JIeKapcTBeHaTa 0€30IacHOCT;

2. mpuJlara cucTeMa 3a yIpaBJICHHE Ha PUCKA 32 BCEKH JIEKAPCTBEH NPOIYKT;

3. ochlIECTBSIBA MOHUTOPHUHT Ha pe3yJiTaTa OT MEPKUTE, ChbpIKAIllK CE B IIJIaHA 32 yIpPaBICHHUE
Ha pUCKa, WK

4. ocpliecTBsIBA MOHUTOPUHT Ha pe3yJiTaTa OT U3IBJIHEHUETO Ha YCIOBUATA 10 WiI. 55a, 56 unu
56a;

5. akTyanu3upa cUcTeMara 3a yIpaBJICHHE Ha PUCKa;

6. OCBHIIECTBSBA MOHUTOPUHT Ha JaHHUTE OT cuctemara no wi. 190, an. 1, 3a qa uaentuduumpa
HOBM PUCKOBE WJIM NPOMSIHA Ha YCTAHOBEHUTE PUCKOBE, KAKTO U J]a OIPEeNs Aajdu ca HaCThIIWIA IPOMEHH
B CHOTHOIICHUETO TTOJI3a/PUCK 32 HAOIOJaBaHHS JICKAPCTBEH MPOAYKT.

(2) CpabpxkaHueTO U peAbT 3a NOJAbP)KAaHE Ha OCHOBHATA JOKYMEHTAlMsl Ha cUcTeMaTa 3a

npoclieAsiBaHe Ha JieKapcTBeHaTa Oe3omacHOCT ce ompenensit ¢ Permament 3a umsnbiHeHue (EC) Ne
520/2012.



Un. 193.(M3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Ilpurexarensr Ha
paspemenue 3a ymnoTpeba uHbopmupa MAJI u EBpomneiickaTa areHuus Mo JekapcTBara B CIIy4aidl Ha
I/I}ICHTI/I(l)I/IIII/IpaHC Ha CUTrHaJli 3a HOBM PUCKOBC WM 3a IMPOMAHA HA YCTAHOBCHUTC PHCKOBE, WM IIPU
MPOMSIHA Ha ChOTHOIIEHHETO I0JI13a/PHUCK HA JIEKAPCTBEH MPOIYKT.

Un. 194. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHue 3a yrnorpeda eIHOBpEMEHHO WU TPEIN Jia MPeI0CTaBu Ha 00IIeCTBEHOCTTa HOBA HH(OpMaIus
3a ONaceHus, CBbP3aHU C IpocieasBaHe 0e30IacHOCTTa Ha JaJIeH JIEKapCTBEH IMPOJYKT, paspellieH 3a
ynotpeba Ha Tepuropusta Ha PemyOnuka bwiarapus, ysenomsasa WMAJI, Espomneiickara areHuust 1o
JiekapcTBara u EBponeiickata KOMHCHSI.

(2) Uadopmarusra o ain. 1 Tpss6Ba na Ob/1e 00CKTUBHA U J]a HE € IMOIBEKIalla.

(3) Ilpemn ma pasmpoctpanu uHGMOpMAIHS, CBBpP3aHA C TMPOCIEASBAHE Ha JIEKApCTBEHATA
0e30macHOCT, TPUTEXKATEISAT Ha paspelnieHue 3a ynorpeba s cwriacyBa npenapurenHo ¢ HMAJL ¢
U3KJIIOUEHHUE Ha CIy4yauTe 1o ai. 1.

(4) 3a uW3BBPHIBAHETO Ha OICHKA HAa WH(pOpPMAIMATA MO aj. 3 ce 3aruiama Takca B pa3Mmep,
orpeneneH B Tapudara mo wi. 21, an. 2.

Un. 194a. (Ho - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilpuniunure u
n3nckBaHuATa Ha JloOpaTa mpakTHKa 3a MpociensBaHe Ha JIeKapCcTBEHaTa Oe30MacHOCT CE OMpEeAeysT B
PBKOBOJICTBO, M3/1a1cHO OT EBponeiickaTa areHuus 1o JeKapcTBara.

(2) IIpu ocwiiecTBsBaHE Ha JEHHOCTHTE MO MPOCIENsBaHE Ha JIEKapcTBEHaTa 0e30MacHOCT
MIPUTEXKATEIIAT Ha pa3pelleHre 3a ynorpeda cra3pa Jo0para npakTHka 1o ai. 1.

Paszgea II.
CbOupane n cbo01IaBaHe HA MHPOPMAaLKS 32 MOA03MPAHM HEXKEJIAHH JIEKAPCTBEHH PeaKkuum
(Hos - IB, 6p. 102 o1 2012 1., B cuj1a ot 21.12.2012 1.)

Yn. 1946. (Hos - IB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) Ilpurexarenst Ha
paspelIeHneTo 3a ynoTpeda B M3MBJIHEHUE Ha 3aJbJDKEHUATa cu 1o wi. 190 e JurbkeH a JTOKyMeHTHpa
BCHUYKH CHOOIICHHS 3a MOJO03UPAHU HEXEJAaHW JICKAPCTBEHU pEaKkiH, HaOII0laBaHU HA TEPUTOPHUATA HA
EBporeiickust cbi03 WM B TPETH ABPXKABH, TOKIAIBAHH MY CIIOHTAaHHO OT MEIUIMHCKH CIEIUATNCTH WIN
OT MAlMEHTH WK Bh3HUKHAIIM B Mpolieca Ha POBEKIaHEe Ha MOCTMAPKETUHTOBH MPOYYBAHUSI.

UYn. 194B. (HoB - [IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspenieHueTo 3a ymnorpeba momaBa Mo eleKTpoHeH mbT B Oaszara ganHu "EudraVigilance" mo un. 24
ot Pernmament (EO) Ne 726/2004 na EBpomeiickus mapnameHT U Ha CbBeTa ChOOIICHHS 3a CEpUO3HU
MOJIO3MPAHH HEXKEJIaHW JIGKAPCTBEHU PEaKIMM, HACTBIMIM Ha TepuUTOpHuATa Ha EBpomelickus cbhio3 U B
TPETH IbPXKaBH, B CPOK /10 15 IHU OT JaTara Ha MOJIy4yaBaHE Ha ChOOLICHHUETO.

(2) IlputexarensT Ha pa3pelIEHUETO 3a YIOTpeda MmoiaBa Mo eJIeKTPOHEH IbT B Oa3aTa JaHHU "
EudraVigilance" cboOlieHns 3a BCHYKM TOJO3UpPAHU HEXKEJTaHW JIEKapCTBEHH PEaKIUH, pa3jIudyHd OT
MIOCOYEHUTE B aji. |, HACTBIWIM Ha TepuTopusaTa Ha EBponeiickus cpio3, B cpok 10 90 aHM OT naTtara Ha
M10JTy4aBaHE Ha ChOOILIEHUETO.

(3) IIpurexatenar Ha paspelieHHeTo 3a ymorpeba cieau MyOJMKAIMUTE B CHElHMaTu3upaHa
MEIMIMHCKA JUTepaTypa u JokiaaBa B 6azara nanau "EudraVigilance" Bcsika onucana B Hest 0oJI03MpaHa



HE)KEJIaHa JICKapCTBEHA peakUus C W3KIIOYEHUE Ha INOJO3MPAHM HEXKEIIAHW JIEKAPCTBEHU PEAKLHMU OT
JIEKapCTBCHU TPOAYKTH, KOUTO CBIbPXKAT AKTUBHU BEIIECTBA, IIOCOYEHM B CIHMCBKA MO wieH 27
ot Pernament (EO) Ne 726/2004 na EBpomeiickusi nmapiaMeHT 1 Ha CbhBeTa M ONHMCAaHU B JIUTEPATYPHH
W3TOYHUILM, IPOCIEASIBAaHN OT EBporelickaTa areHIus 1o JeKapcTBarTa.

(4) IlputexatensaT Ha pa3peLIeHUeTo 3a ynorpeba cbh3/laBa NpoLeaypH 3a CbOMpaHe Ha TOUYHU U
JIOCTOBEPHHU JJaHHM, [103BOJISIBAIIM Hay4yHa OIIEHKA Ha ChOOIIEHUATA 3a [10103UPaHH HEXKEJIaHU JIEKapCTBEHU
peakiuu. [Tpurexxarenar Ha pa3pelieHHeTo 3a ynorpeda chOupa mocieasama HHPOpPMaLUs BbB Bpb3Ka C
Te3u ChOOIIeHUs U TIpeiocTaBs oOHoBeHuTe NanHu B "EudraVigilance".

(5) d®opmata U ChIBP)KAHMETO Ha JOKIAAUTEe Mo ain. 1 - 3 ce ompexaenar ¢ PerimameHnrt 3a
msneiaHeHue (EC) Ne 520/2012.

Ui, 194r. (Hos - JIB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 1.) (1) U3nbiHUTEIHATA areHITUS
M0 JIeKapcTBaTa perucTpupa B cucteMara mo 4wi. 183 BCUYKHM CHOOIICHUS 3a TMOJAO3UPAHM HEXKEIIaHU
JICKapCTBEHH PEAKIINH, HACTHIIMIIN Ha TepuTOpusATa Ha PermyOnuka Bbarapus, OT MEIUIIMHCKY CTICIIHATHCTH
U OT MAalUeHTH, M HM3UCKBA, MPH HEOOXOAMMOCT, MOMBIHUTENIHA WH(GOpMAILUsS OT MPOCIEAIBAHETO Ha
cirydast.

(2) Korato cnoOmieHusTa 3a MOJO3UPAHH HEXKENAaHU JIEKAPCTBEHW DPEAKIMH, HACTHIIMIU Ha
TeputopusiTa Ha PenyOnvka bwirapus, ca mogaJieHu OT MPHUTEKATENS HA Pa3pelIeHHETo 3a YroTpeda, TOu
MIPEIOCTaBs IOMBIHATEIIHA HHDOPMAIIHSI OT MPOCIICSIBAHETO HA cTydasi pu nmoucksane ot MAJL

Un. 194n. (Hos - JIB, 6p. 102 ot 2012 r., B cwa ot 21.12.2012 r.) (1) U3nbaauTennara
areHIys 1o JIeKapcTBaTa MojaBa MO eJNeKTpoHeH MbT B Oazarta nanuu "EudraVigilance" cpoOmienus 3a
BCHYKH CEPUO3HHM TIOJO3MPAHM HEKEJIAaHU JICKAPCTBEHH pEaKIWH, HACTBIMIN Ha TEPUTOpPHUATA Ha
Peny6nuka bbearapus, B cpok 10 15 1HM OT JaTaTa Ha MOJTY4YaBaHETO UM.

(2) M3mpnHUTENTHATA areHIMS 10 JIEKapCTBaTa IMojaBa Mo eJICKTPOHEH IIbT B Oa3aTa MaHHH
EudraVigilance" cpoOmieHuss 3a BCHYKHM IOJO3MPAHM HEXEJTAHW JIEKAPCTBEHU pEaKLHUM, Pa3IUYHU OT
MOCOUEHUTE B al. 1, HACTBIIWIN Ha TepuTopusaTa Ha PenyGnuka bwarapus, B cpok 10 90 nHu OT jaraTta Ha
M0JTy4aBaHe Ha ChOOIIEHUETO.

(3) U3nbaHuTenHaTa areHuus Mo JeKapcTBaTa I10jaBa 10 €JIeKTPOHEH MbT B 0a3aTa jaHHU "
EudraVigilance" noknanu 3a momo3upanu HeKENaHU JICKAPCTBEHN PEAKIIMU, HACTBIIIN Ha TEPUTOPUATA HA
Peny6nuka bearapus, BcieAacTBHE Ha HENMpaBUIIHA yNOTpeda Ha JIEKApCTBEH HPOAYKT. M3mbiaHuTenHaTa
areHIusi 1o JekapcTBata MH(OpMHUpa 3a TOBa MUHHCTEPCTBOTO Ha 3/PaBEONa3BAHETO M CHCIOBHUTE
OpraHu3alM Ha METUIIMHCKUTE CIIEUATUCTH.

(4) Bceku opran wiim HHCTUTYILUS, B KOSITO € MOCThIIMIIA HH(OPMAIUS 3a 110103UpaHa HexellaHa
JIEKapCTBEHA pEeaKIlys, HACThITIIIA Ha TepuTopusiTa Ha PermyOnuka brarapus, undopmupa MAJI 3a Tosa.

(5) Ceabpxanuero u (opmaTa Ha ChOOIIEHUATA W JAOKIagUTe Mo an. 1 - 3 ce ompenenair c
Pernament 3a usnbianenue (EC) Ne 520/2012.

Ui 194e. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) M3nbaauTeIHATA areHIus
[0 JIeKapcTBaTa IMoJjlyyaBa IMoJajieHaTa OT MPHUTEXaTelld Ha pa3pelieHueTo 3a ynorpeda mHbopmanus 3a
CEpUO3HU TMOJO03MPAaHU HEKEIAHU JIGKAPCTBEHU PEaKlMU, HACTBHIMIN HAa TepuTopusata Ha EBponeiickus
CHIO3 WJIM B TPETA AbpiKaBa, upe3 0azata nannu "EudraVigilance".

(2) UsuckBanusTa 3a MoHUTOpUpaHe Ha mHpopManusaTa B 6a3ara nannu "EudraVigilance" ce
onpenensat ¢ Permament 3a usneiaaerne (EC) Ne 520/2012.

Yn. 194x. (Hos - 1B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) B mporieca Ha oOMeH Ha



unpopmanus MAJL, nputexxatenuTe Ha pa3pelienue 3a ynorpeda u EBpomnelickata areHIus o jekapcrBaTta
CH CBTPYJIHMYAT 3a OTKPUBAHE Ha AyOJUpPaHU ChOOIIEHUS 3a [10103UPAaHU HEXEJIaHH JIEKapCTBEHH PEaKILIUU.

Pasznean III.
IlepuoguyuHu akTyaausupanu 1okjaaau 3a 6ezonacuoct (Hos - IB, op. 102 ot 2012 r., B cnJia
or 21.12.2012 r.)

Y. 1943. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1) Ilpurexarenst Ha
paspelieHneTo 3a ynorpeda € JUIbKeH Ja MpeAoCcTaBs MO eJIeKTpOHEH IbT Ha EBpormeiickara areHuus 1o
JIeKapcTBaTa MEPUOJUYHN aKTyaJIu3UpaHu T0KJIaau 3a 0€30MacHOCT, KOUTO ChAbPIKAT:

1. 00001meHst Ha TaHHUTE OTHOCHO CHOTHOIIEHUETO I0JI33a/PUCK Ha JIEKAPCTBEHUS MPOAYKT,
BKJIIOUUTEJIHO PE3YJATaTUTE OT BCHUYKM MPOYYBAHUS, C OIVIEJ NOTEHUUAIHOTO UM OTPaXXCHHUE BBPXY
paspelIeHneTo 3a ynorpeoa;

2. HayyHa OLIEHKAa Ha CHOTHOLICHUETO IOJI3a/PHCK Ha JIGKAPCTBEHHUS MPOAYKT; OIIEHKaTa ce
OCHOBABa Ha BCUYKHM HAJIWYHU JaHHU, BKIIOYUTEIHO HA JAHHU OT KJIMHUYHU M3MMTBAHUS 32 HEpa3pelIeHU
MOKa3aHMA U 3a LI€JIEBH I'PYNH, KOUTO HE Ca BKIIOYEHU B KpaTKaTa XapaKTepPUCTHKA Ha POIYKTa;

3. BCHYKM JaHHU 32 0OeMa Ha NpoAaKOMTE Ha JIEKapCTBEHUS MPOAYKT M BCSKaKBa Jpyra
uHpOpMalLKs, C KOATO MPHUTEXATEIAT Ha pa3pelieHHeTo 3a ymnoTpeda pasmojiara, OTHOCHO o0Oema Ha
MPEINUCaHUATa, BKIIOYUTETHO MPUOIM3NUTENEH Opoil Ha JHIara, YnoTpeOsBaiu JIEKapCTBEHUS MPOIYKT
WIN U3J10)KEHU Ha BB3JHCTBUETO My IO Apyra pHUYUHA.

(2) Ceappxkanuero u ¢opmara Ha €JIEKTPOHHUTE NEPUOTUYHU AKTyaJIM3UPaHU JOKIATU 3a
6e3omacHocT ce onpeaensat ¢ Pernament 3a nznbianenue (EC) Ne 520/2012.

(3) Undopmanusara no an. 1 ce cbOupa 1 chbXpaHsBa B peTUCTBP, Ch3/AaJICH 10 pesia Ha wieH 25a
ot Permament (EO) Ne 726/2004 na EBporneiickus mapnament u Ha CbhBeTa, U € gocTbiHa 3a MAJL.

Un. 194u. (HoB - JIB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) Ilpurexarenure Ha
paspernieHus 3a yrnorpeda/y10cTOBEpeHUS 3a PETUCTPAIUs Ha JIEKApCTBEHH MPOAYKTH 1o 1. 28, 30, 35 u 37
M0/1aBaT MEPUOANYHU aKTyaTU3UPaHH TOKJIAIU 32 O€30MacCHOCT CaMO B CITy4au, KOraTo:

l. momaBaHeTO Ha MAOKJIAQA € YCIOBHME MO WI. 55a Wil 56, BOMCAHO B Pa3pEIICHUETO 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTPaLIUs, NN

2. W3mbnHuTenHaTa areHIUs IO JIEKapCTBAaTa WIIM PETyJIATOPEH OpraH Ha Jpyra IbpikaBa
YJIeHKa W3MCKBa TOBAa BH3 OCHOBA Ha CHOOpaKEHHUs 3a O€30MacHOCTTa Ha JIGKAPCTBEHUS MPOAYKT WU
nopajgy JUIca Ha TMEPUOJUYHHM aKTyallM3MpaHU [OKJIAaaud 3a Oe30MacHOCT 3a aKTHBHOTO BEIIECTBO,
ChJIBPIKAIIO CE B JICKAPCTBEHUS MIPOIYKT, Ha KOMTO € U3Ja/IeHO pa3pelieHne 3a ynorpeda/y0cToBepeHue 3a
perucTpanusi.

Y. 194k. (Hos - IB, 6p. 102 ot 2012 r., B cwia ot 21.12.2012 r.) (1) B pa3pemennero 3a
ynotpe6a/ya0CTOBEpEHUETO 3a PETUCTpalHs C€ OMpeieiiss YecToTa Ha IM0JIaBaHe Ha TCPUOJIUYHUTE
aKTyaJu3UpaHH JIOKIaIu 3a 6€30MacHOCT.

(2) Jature Ha mojlaBaHe Ha JOKJIAJUTE B 3aBUCUMOCT OT YeCTOTaTa Mo ai. 1 ce u3uucnsBar oT
JaTaTa Ha M3JaBaHe Ha pa3pelIeHNeTo 3a ynoTpeda/y10CTOBEPEHUETO 3a PErUCTpaIusl.

(3) llepuoanuHuTe aKTyanu3WpaHH [OKIaAMd 3a 0€30MacHOCT ce MOoJaBaT Mpe3 CIETHUTE
BPEMEBH MHTEPBAJH, C U3KIIIOUCHHE Ha CIIy4auTe, KOraTo 4eCTOTaTa Ha MO/IaBaHe Ha JOKJIAIUTE € yCIOBUE
3a W3JaBaHE Ha pa3pelIeHHeTO 3a yNoTpe0a/yJA0CTOBEPEHUETO 3a pEerucTpainus Wil € OlpelaeieHa B
cbOTBEeTCTBHE C WiI. 19471, 194M u 194n:

1. Ha Bceku 6 Mecella OT JaraTa Ha M3JaBaHe Ha pa3pelleHueTo 3a yrnoTpeda/yJ0CTOBEPEHUETO



3a perucTpanys Ha JeKapCTBEH MPOAYKT JI0 JaTaTa Ha MyCKaHETO My Ha Iasapa;

2. Ha BCeKH 6 Mecela mpe3 ITbPBUTE JIBE TOJWHHM OT JaTara Ha IyCKaHe Ha Ia3apa Ha
JIEKapCTBEHHUSI IPOTYKT;

3. BCAHDBK 'OAUIIHO ITPE3 CIICABAIIUTE IBC 'OANHU,

4. BeIHbXX HA TPHW TOIWHHU CIie] YETBbpTaTa TOJAMHA OT JlaTaTa Ha IyCKaHE Ha Ta3apa Ha
JIEKapCTBEHUSA IPOIYKT.

(4) V3BbH ciyvauTe Mo all. 3, MEPUOJUYHUTE aKTya M3HpaHH JOKIAId 3a OE30MacHOCT Ce
mojiaBat HezabaBHO pH mouckBane o MAJI unu perynaTopeH opraH Ha IbpKaBa 4iCeHKA.

(5) Anunen 3 u 4 ce mpwiIaraT M 3a JICSKaPCTBEHU IPOIYKTH, pa3pellIeHn 3a ynoTpeda camo Ha
Teputopusta Ha PenyOnuka brirapus, kouto He nonagar B ooxsara Ha wi. 1941

Un. 194n. (Hos - JIB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) KoraTto ekapcTBeHH
MPOIYKTH, KOUTO CHABPKAT €IHO U CHIIO aKTUBHO BEIIECTBO WJIM KOMOWHAIHS OT €HU M CHIIH aKTHBHH
BEIIIECTBA, Ca MOJIyYWJIH OTIIEIHU Pa3pelIeHus 3a ynoTpeda/yA0CTOBEpEHUE 3a PETHCTPAINs, YeCTOTaTa |
JaTUTEe Ha I[O/JaBaHE HA MEPUOJUYHHUTE AaKTyalu3UpaHW JOKJIaau 3a Oe30IMacHOCT MOXe 1a Obaar
MIPOMEHEHH ¥ XapMOHU3HPAHHM C OTJIe]l U3BBPIIBAHE HA CIMHHA OIICHKA HA TE3W JOKIIAIH.

. 194m. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) JaTture Ha monaBaHe Ha
MEePUOANYHUTE aKTyaJU3UpaHU JOKJIaau 3a 0e30MacHOCT 3a JIEKQpCTBEHUTE MPOAYKTH Mo wi. 1941 ce
M3YUCIISIBAT ChoOpa3Ho pedepeHTHaTa nara Ha EBpormeiickust chio3.

(2) Pedepentnara nata Ha EBponeiickus cbio3 1o ain. 1 e:

1. marata Ha THPBOTO paspelieHue 3a ynorpeda B EBpomeiickus chi03 Ha JEKapCTBEHHS
MPOIYKT, CHIbPXKAIl CHOTBETHOTO AaKTUBHO BEIIECTBO WM CHOTBETHATA KOMOWHAIWS OT aKTHBHH
BEIIECTBA, WIH

2. Haif-paHHATa OT MU3BECTHUTE JIATH HA pa3pelICHHUsTa 3a yrnoTrpeda Ha JIEKapCTBEHUS MPOIYKT,
ChIIbpKalll ChOTBETHOTO AaKTUBHO BEIIECTBO WJIM ChOTBETHATa KOMOWHAIUS OT AaKTUBHU BEILECTBA, aKO
naTara, Ioco4eHa B T. 1, He Moxe Ja Ob/ie yCTaHOBEHA.

Yn. 194n. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipurexarenar Ha
pa3pelreHneTo 3a ynorpeda Ha JEeKapCTBEHH MPOIYKTH Mo wi. 19411 Moke 1a mojaje MOTUBUPAHO MCKaHE
no Komurera mo jiekapcTBEHUTE NPOAYKTH 32 XyMaHHa yrnoTpeda, CbOTBETHO /10 KOOPAMHAIIMOHHATA TpyIia
o wi. 77, an. 2 3a onpezensHe Ha pedepeHTHA naTa Ha EBpomneickus Chr03 WU 32 TPOMSHA HA YeCTOTaTa
Ha T0JJaBaHe Ha MEePUOJUYHU aKTyalln3UpaHu TOKJIaa1 32 0€30MacHOCT Ha €JHO OT CJIEeIHUTE OCHOBAHMUS:

1. mpuuuHYU, CBBP3aHU C OOIIECTBEHOTO 3PABE;

2. 3a na ce uzberne AyOIMpaHe HA OIEHKA,

3. 3a J1a ce MOCTUTHE MEKIyHApOAHA XapMOHHU3ALIUS.

(2) KomurerbT 1O JEKapCTBEHWTE MPOAYKTH 3a XyMaHHa YNoTpebda, CBHOTBETHO
KOOPJAMHAIIMOHHATA TpyMa Mo Wi. 77, ai. 2 ciex KOHCYJTallud ¢ KOMUTEeTa 1o 4. 56a, ain. 1, T. 1 ogoOpsBa
HCKaHEeTO WJIM IIPaBU MOTHUBHUPAH OTKa3.

(3) Yecrorara Ha momaBaHe W pedepeHTHaTa AaTa Ha EBpomencKus Chio3 ce OmpenessaT Clel
KOHCYJTAIMs C KOMUTETa 1o wi. 56a, an. 1, T. 1 oT:

1. Komutera mo JieKkapCTBEHUTE MPOIYKTH 3a XyMaHHa yYINoTpeba - KoraTto TMOHE €IHO OT
paspelleHusTa 3a ynorpeda 3a JeKapCTBEHHU IMPOIYKTH, ChIAbpXKAIIW CHOTBETHOTO AKTUBHO BEIIECTBO, €
MPEAOCTaBEeHO B CHOTBETCTBUE C IEHTpalM3upaHaTa mpouenypa, npeasuaeHa B nsan I, rmaBa 1 ot
Pernament (EO) Ne 726/2004 na EBpomnetickus napiameHnT 1 Ha CbBeTa, UK

2. KOOpAMHAIIMOHHATA TPyIa 10 Wi. 77, all. 2 - 3a clly4au, pa3In4Hu OT MOCOYEHUTE B T. 1.



(4) CucbkbT ¢ pedepeHTHUTE NaTH HAa EBponelickus Chio3 Ha JIEKaPCTBEHUTE MPOAYKTH 110 YJI.
19471 m xapMOHM3MpaHaTa 4YeCcTOTa 3a IOJaBaHE Ha IEPUOJUYHUTE KM aKTyaJu3HpaHH JOKJIagu 3a
6e3omacHocT ce myoauKyBat Ha EBponeiickus nHTepHeT nopTtai rno wi. 68, an. 1, 1. 4.

(5) IpuTexaTensaT Ha pa3penieHUETO 3a yrnoTpeda cien MmyOJIMKyBaHETO HA JaHHUTE 1Mo aj. 4
npencrass B MAJI 3asBieHue 3a NMpOMsiHA Ha pPa3pelleHUeTo 3a yrnoTpeba Ha ChOTBETHUS JIEKapCTBEH
npoaykT. Beska mpoMsHa Ha naTHUTE Ha TOJaBaHe M HAa YECTOTaTa Ha MOJaBaHE Ha MEPUOTUYHUTE
aKTyaJIM3upaHU JOKJIaau 3a OE30IaCHOCT, OINpPENENIEHH B paspelleHHsTa 3a ynorpeda, Biu3a B cuia 6
Mecella Clie/l JaTata Ha MyOJIMKyBaHETO UM.

Yn. 1940. (HoB - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) M3nbauutennara
areHuus IO JIeKapCTBaTa OILIEHABA [EPUOJUYHHUTE aKTyaJIM3UpaHU [JOKJIaau 3a 0e30lacHOCT 3a
JIEKapCTBEHHUTE MPOJIYKTH, 3a Jla ONpEeAeNu Jalli ca HAUIEe HOBU PUCKOBE, UIU MPOMSHA B YCTAHOBEHHUTE
PHCKOBE, HJTU POMSIHA Ha CHOTHOIIEHUETO 10133/ PUCK.

(2) U3npnHuTENHATA areHIMs MO JIeKapcTBaTa M3BBHPILIBA €IMHHA OLIEHKA Ha MEepUOJUYHUTE
aKTyallu3upaHu JOKJIaTu 3a OE30MaCHOCT 3a JIKAPCTBEHUTE MPOIYKTH, 32 KouTo PemyOnuka bwarapus e
U3MbJIHSABaNA (yHKIMUTE Ha pedepeHTHa abpkaBa IO CMHCHIAa Ha wi. 76, U € oImpejelieHa OT
KOOpJMHAIIMOHHATA rpyna no 4i. 77, an. 2.

(3) Hoxnmamuuk ot PenyOnmka bbarapus ydactBa B €AMHHAaTa OLIEHKA Ha NEPUOJAUYHUTE
aKkTyallu3upaHH JOKIaJH 3a OE30MaCHOCT 3a JIEKApPCTBEHU MPOIYKTH, KOTATO MOHE €AUH OT MPOAYKTUTE €
paspeiieH 3a ynorpebda mo pena Ha Permament (EO) Ne 726/2004 na EBponeiickust napiameHT u Ha ChBeTa,
U € ONpEJIENIeH 3a TAKbB OT KOMUTETA 10 Wi. 56a, an. 1, T. 1.

Ui 194n. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) B cnydaure mo 4i. 1940,
an. 2 u 3 UAJI, cborBeTHO NOKIaAuuKkbT OT PenmyOnuka bwiarapus B cpok mo 60 gHM OT nataTa Ha
MOJTyyaBaHe Ha TEPHOAWYHMS aKTyalU3UpaH JOKIa] 3a Oe30MacHOCT HM3rOTBSl OLEHBYEH JOKIAa U TO
M3Mpalla 1o ejIeKTpoHeH NbT Ha EBpomeiickara areHuus Mo JieKapcTBaTa M Ha PEryJaTOPHUTE OpPraHd Ha
IbpKABUTE WICHKH. [IpuTekarensT Ha pa3pelieHHueTo 3a ymoTrpeda MoiydaBa OLEHBYHHUS JOKIAa OT
EBporeiickara areHius 1o JekapcTBara.

(2) B cpok mo 30 gau OT mody4yaBaHE Ha JIOKJIAJa MO aj. | mpuTexaTensT Ha pa3perieHHeTo 3a
ynotpe0da Wi peryjlaTopHUTE OpraHU Ha AbP)KABUTE WIEHKH MOTaT Ja MPEACTaBIT CBOUTE KOMEHTapH JI0
EBporneiickara arenius o jgekapcrata u 10 MAJL

(3) B cpok g0 15 auu oT natata Ha moJjiydaBaHe Ha KomeHTapute no ain. 2 MAJI aktyanusupa
OLICHBYHHUS JIOKJIAJl, KaTO B3€Ma MPEABUJ BCUUKH NPEICTAaBEHU Bb3PAaXKEHUs, U I'0 U3Ipalnia Ha KOMHUTETA 10
ui1. 56a, an. 1, T. 1 3a ogoOpeHue u npenopbKa.

(4) Espomeiickata areHuuss IO JIEKapcTBaTa BKJIIOYBA IMPHETHUS OLEHBYEH JOKJIAJ W
IpernopbpKara Ha KomMurera no wi. 56a, an. 1, T. 1 B perucrspa no wi. 1943, an. 3 u ro umsnpama Ha
IIPUTEXKATEIIS HA Pa3pelIeHUETO 3a YIoTpeoa.

Ui 194p. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro Peny6ninka bearapus
HE € JIOKJIAUMK B npoueaypara no wi. 1940, an. 2, MAJI moxe na npencraBu KOMEHTApy B CpoOKa MO YJl.
194n, an. 2 no EBporneiickaTta areHius mo JiekapcrBaTa U J0 peryJIaTOpHHsI OpraH Ha JbprKaBaTa 4JCHKa,
W3TOTBUJI OLICHBYHUS JTOKJIAI.

Un. 194c. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyuyait Ha enunHa
OLICHKA Ha TICPUOJUYHU aKTyaIH3UpaHH JOKIAIN 33 OE30MaCHOCT Ha JICKAPCTBEHH MPOIYKTH 10 Wi. 1941 u
KOTaTo HUTO €IHO OT pa3pelleHusTa 3a ynorpeda Ha Te3W MPOIYKTH HE € M3a/IeHO 1o pena Ha Permament



(EO) Ne 726/2004 na EBpomneiickus mapiameHT u Ha ChBeTa, KOOpAMHAIIMOHHATA TpyMa 1o Wi. 77, ain. 2 B
cpok a0 30 gHM OT JaTara Ha MOJIydyaBaHE Ha MpernopbKaTa OT KOMHUTETa mo wi. S56a, an. 1, 1. 1 u3gasa
CTAHOBUIIIE OTHOCHO 3ala3BaHETO, IPOMSHATA, COUPAHETO WM NPEKPaTIBAHETO Ha ChOTBETHUTE
paszpelleHus 3a ynorpeda, BKIOUUTETHO IpadyK 3a U3bJIHEHUE Ha CTAHOBUILIETO.

(2) Koraro mpencraBeHUTE ObpKAaBU WICHKH B KOOPIWHAIMOHHATA rpymna mo wi. 77, am. 2
MOCTUTHAT ChIJIaCME€ OTHOCHO JICMCTBUSATA, KOUTO TpsiOBa na ce npeanpuemat, MAJl u3mbiaHsBa NPUETOTO
pelieHue.

(3) Koraro cranoBumieTo mno ai. 1 e 3a cnupaHe WU NpeKpaTsiBaHEe Ha Pa3pelICHHETO 3a
ynoTpe0a, u3MbIHUTETHUAT aupekTop Ha MAJI u3znasa 3anose.

(4) Koraro B cTaHOBHIIETO 1O al. | ca mpenopbuaHu MPOMEHU B M3JAJCHOTO pa3pelieHue 3a
ynoTpeba, MpUTEXKATEeNAT Ha pa3pelieHueTo 3a ynorpeba momaBa g0 MAJl 3asBieHue 3a mpomsiHa,
BKJIIOUBAIIO aKTyalu3UpaHa KpaTKa XapaKTepUCTHKA Ha MPOJYKTa U JTUCTOBKA, B PAMKUTE Ha OMpPEEICHUS
rpaduK 3a U3ITbIHEHHUE.

(5) Korato He Moke ga ObJie MOCTUTHATO ChIJIaCHE B pAMKUTE Ha KOOPAWHAIIMOHHATA TPyTa IO
wi. 77, an. 2, mo3uuusATa Ha MHO3MHCTBOTO OT JIbP’KAaBUTE WIEHKU ce IpenocraBs Ha EBpomelickara
KOMHUCHSI, KOSITO TIpUEMa PEeLIeHUe 3a MTPOMSHA, CIUPAHE UM NPEKpaTsABaHE Ha pa3pellieHusITa 3a ynorpeoa,
W3/1aJIEHU OT CbOTBETHUTE PETYJIATOPHU OPraHU Ha AbPKABUTE YICHKHU.

(6) VM3nbiHUTENHATA areHIMS IO JIEKapcTBaTa IMpHiara BPEMEHHUTE W/HIU OKOHYATCITHUTE
MEpPKH OT PELIEHUETO 1o aj. 5.

Y. 194t1. (HoB - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) B ciyyait Ha equHHa
OIICHKA Ha TIEPUOJUYHU aKTyalu3upaHu JOKIAAH 32 0€30MaCHOCT Ha JIEKApCTBEHU MPOIYKTH 1o 4. 1941 u
KOraTo MOHE €THO OT pa3pelnieHusTa 3a ynorpeda e m3gaaeno no pena Ha Permament (EO) Ne 726/2004 na
EBpomneiickusa mapnameHT u Ha ChBera, KOMUTETHT 1O JIEKapCTBEHUTE MPOIYKTH 32 XyMaHHa ymnoTpeda B
cpok 110 30 qHU OT MOJy4aBaHETO Ha MpernopbKara OT KoMUTeTa mo wi. 56a, an. 1, 1. 1 u3gaBa craHoBwUIle
OTHOCHO 3ara3BaHeTO, U3MEHEHHUETO, CIIMPAHETO WJIM MPEKpaTsSBaHETO Ha BAJIMJIHOCTTa HAa CHOTBETHUTE
paszpeleHus 3a ynorpeda, BKIIOYHTETHO IpaduK 3a H3MBbIHEHUE HA CTAHOBHILIETO.

(2) Koraro B craHoBuieTo Mo aj. | € m3pa3eHa MO3WIMS 3a MpEeANpUeMaHe Ha PeryJaTOpHU
JICMCTBHSI 110 OTHOILIGHUE Ha pa3pelleHusTa 3a ynorpeda, EBpomnelickara KoMucusi:

1. mpuema pemieHne 3a MPOMsIHA, CIIMpPAHE WM TPEKpaTsBaHe Ha pa3pelieHHusATa 3a yrnoTpeoa,
n3nanenu no pena Ha Permament (EO) Ne 726/2004 na EBponeiickus mapiameHT u Ha ChBeTa;

2. mpueMa pelIeHue C MpernopbKa 3a MpoMsiHa, CIUpPaHe WU MPEKpaTsBaHe Ha pa3peuieHusTa 3a
ynotpeba, u3/1aJIeHd 0T ChOTBETHUTE PEryJIaTOPHU OPraHu Ha IbPKABUTE UJICHKH.

(3) M3nbiHuTeNHAaTa areHIMs MO JEKapcTBaTra Mpuiara BPEMEHHUTE W/MIU OKOHYATEITHUTE
MEpKH OT PEIIEHUETO 1O al. 2, T. 2.

Pazgen IV.
Cnemna npoueaypa Ha HuBo EBponeiickus ¢br03 (Hos - /IB, Op. 102 o1 2012 r., B cia ot
21.12.2012r.)

Y. 194y. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnemrna nporieaypa Ha
HUBO EBpormeiickus cbio3 Moxe na Oble umHMIMUpaHa oT EBpomeiickata komucus, ot EBpomnelickaTta
areHIMs 10 JIEKAPCTBATA UIIM OT JIbPKaBa YJICHKA.

(2) (U3m. - JIB, 6p. 18 ot 2014 r.) M3mbaHuTenHaTa areHIUs IO JIeKapcTBaTa WHHUIIMHPA
CIelIHa Ipoueaypa M0 pela Ha TO3M pas3ziell Ype3 yBEAOMsSIBAaHE HAa PEryJaTOPHUTE OPraHU Ha JPYTuTe
IbpKaBU WIeHKH, EBponelickara areHuus IO JiekapcTBara W EBponelickata KOMHCHS, KOraTo IO



CbOOpakeHUs, CBBP3aHM C NPOCIEAIBaHE Ha JIEKapcTBEHaTa Oe30MacHOCT, MPEleHH, 4Ye 3a JaJeH
JIEKapCTBEH MPOAYKT, IyCHAT Ha OBJrapcKus nasap, € HeOOXOAMMO MpeAlpUEMaHe Ha HKOS OT CICAHUTE
MEpKH:

1. ciupane WM npekpaTsBaHe Ha Pa3pelIeHueTo 3a yrnorpeoa;

2. 3abpaHa Ha pa3NpPOCTPAHEHUETO Ha JIEKAPCTBEH MPOJYKT;

3. U3/1aBaHe HA OTKA3 3a MMOHOBSIBAHE Ha Pa3pelIeHUETo 3a yrnorpeoda.

(3) (U3m. - JIB, 6p. 18 ot 2014 r.) M3mbaHuTenHaTa areHIUs I10 JIeKapcTBaTa WHHUIIMHPA
nporenypaTa mo aji. 2, KoraTo € yBeJIOMEHa OT NpUTEeKaTeNls Ha pa3pelleHueTo 3a ymorpeba, ye o
CbOOpa)keHMs, CBBpP3aHM C [pOCJIEIABAaHE Ha JIeKapcTBeHaTa 0€30MacHOCT, IPeyCTaHOBsBA
Pa3snpOCTPAHEHUETO Ha JIEKAPCTBEHUS MPOAYKT WIM € Mpeanpuen, WiIM Bb3HAMepsBa Ja Mpeanpueme
JEWCTBUSL 32 M3TETVITHETO My OT Tasapa, WM HsAMa Jia TpeArpHeMe JACHCTBHs 3a IMOJHOBSBaHE Ha
U3J1aJIEHOTO pa3pelIeHue 3a ynorpeoa.

(4) (U3m. - [IB, Op. 18 ot 2014 r.) M3mbaHuTenHaTa areHIUsl MO JIEKapCTBaTa MOXE Ja
MHHUIMKpPA TpoleaypaTa Mo ajl. 2 U B CIy4auTe, KOraro NpeleHH, Y€ MO ChOOpaXKeHHs, CBBbP3aHU C
npocliesiBaHe Ha JieKapCcTBEHaTa 0€30IacHOCT, 32 JIaJIeH JIEKapCTBEH MPOAYKT TpsiOBa Ja ObIaT Jo0aBeHH
HOBH TIPOTHBOIIOKA3aHUS WM Ja ObJe HaMaleHa NIpernopbuBaHaTa 033, WM TOKa3aHUATa Ja ObaaT
OrpaHUYEHH.

(5) (U3m. - 1B, Op. 18 ot 2014 r.) U3mbauuTenHaTa areHuus Mo JieKapcTBaTa MpelocTaBs Ha
EBpomneiickara areHuus 1o jeKkapcTBaTa U Ha peryJaTOpHUTE OpraHu Ha JPyTruTe Abp)KaBU WICHKH IjsuiaTa
Hay4yHa MH(OpMaIuUs, ¢ KOSATO paslojiara, KakTo W HM3BBpIICHATa OLIEHKAa Ha JTAHHUTE, U MOTHBHTE 3a
MHHUIMMPAHE Ha MIpolelypaTa o pesia Ha TO3M pas3zed.

(6) (U3m. - IB, Op. 18 ot 2014 r.) B caywyaure mo an. 2 - 4 EBpomneiickata areHmus Mo
nekapcrBara ysenomsaBa WAJI 3a 3amouBaHe Ha Ipoleaypara, KOTraro OIIACEHHATa BBB BPB3KA C
0e30macHOCTTa Ce OTHACAT U /0 JIPYT'H JIEKAPCTBEHU MPOJYKTH, KOMTO MPHUHAIJIEKAT KbM €IHA U ChIlA
TepaneBTHYHA TpyNa WM CHIBPKAT €THO M CHIIO AaKTUBHO BEIIECTBO C TPOJYKTA, IOCOYEH B
uHpOpMaLUATa [0 all. 5, WIM KOraTo TO3HU JISKapCTBEH MPOAYKT € pa3pelleH 3a yrnoTpeda u B ipyra Wiu B
JPYTH IbPKABH YICHKH.

(7) (U3m. - IB, 6p. 18 ot 2014 1.) B ciayuaure mo an. 4, KOoraro He ce Hajara ja ce
npeanpuemar cnemrnu Mepku, MAJI npunara nponenypata o wi. 77 niu 796.

(8) (Hosa - JIB, Op. 18 ot 2014 r.) M3mbiaHuTeNHATA areHNOWs MO JeKapcTBata MHPOpMHpa
IIPUTEXKATEII Ha pa3pelIeHneTo 3a yrnorpeda 3a 3aro4yBaHe Ha MpoleaypaTa 1o pesia Ha TO3H pas3zed.

Y. 194¢. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) B cnyuante mo un. 194y,
aJl. 2, KOrato MpereHH, 4e € HeoOXOAUMO Jia Ce MPEANpUeMaT CIEIIHA MEPKH 32 3allliTa Ha OOIIEeCTBEHOTO
3npaBe, MAJI Moxe BpeMEHHO Ja CHOpe paspenieHueTo 3a ymorpeba u ga 3abpaHu ymoTpedbara Ha
JIEKapCTBEHMsI MPOJYKT Ha TepuTtopusTa Ha PemyOnuka bbiarapus g0 mpueMaHne Ha OKOHYATEIHO PELICHHUE
1o wi. 1944 unu 194m.

(2) UzmbpnHuTenHaTa areHIMs IO JieKapcTBaTa yBedoMsBa EBpomeiickaTa areHuus 1o
nekapcrBara, EBpormeiickata KOMHCHS ¥ PETyJaTOPHUTE OpPTaHW Ha JPYTUTe AbPKAaBH UJICHKU 3a
MpeaNpUeTUTe MEPKHU Mo ai. 1 B CpOK 0 eauH paboTeH JEeH OT MpujlaraHeTo UM U MOoCcOYBa MOTUBHUTE 3a
TOBA.

(3) Koraro 3nbiHuTENHATA areHIMs 110 JIKapCcTBaTa y4acTBa B IpoLieypaTa Mo TO3M pasfied,
no uckane Ha EBpormelickara komucus MAJI npeanpuema npenopbyaHUTEe BPEMEHHU MEPKHU 110 OTHOIICHHE
Ha pa3pelnieHneTo 3a yrnoTpeda Ha JEKapCTBEH MPOAYKT, UM KOraTo JEKAPCTBEHUSIT MPOAYKT € pa3pelieH 3a
ynoTpe6a o peaa Ha Permament (EO) Ne 726/2004 na EBpomnetickus napiameHT U CbBeTa - IO OTHOIIICHUE
Ha camusl MPOJIYKT, 10 MPUKITIOYBAHE HA MPOLIeypaTa.



Ui 194x. (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) U3meaHUTENTHATA areHIUS TI0
JieKapcTBaTa MyOJMKyBa ChOOIICHHE HA HAIIMOHAJIHHUS MHTEPHET mopTtan mo wi. 185, an. 1 3a HaumHa, 10
KOWTO 3aMHTEPECOBAHUTE CTPAHU MOTAT Ja MPEeAOoCTaBAT WHpopMalus Ha EBporneiickus WHTEpHET mopTal
mo wi. 68, an. 1, T. 4 3a JeKapCcTBEHUs MPOAYKT - MPEAMET Ha Ipoleaypara mo wi. 194y, u 3a Bb3MOKHOCTTA
7la y4acTBatT B 00IIECTBEHO 00CHKIaHE, aKO TAKOBA € O0SBEHO.

Ui 194u. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) KomuTeTbT 110 ui1. 564,
ain. 1, T. 1 B cpok n0 60 nHM OT naTara Ha OOsBsSBaHE Ha MpoleAypara Ha EBponelickus HHTEpPHET mopTal
M3rOTBsl MOTUBHPAHA MIPENOPHKA.

(2) IlpuTexxaTenaT Ha pa3pelIeHUeTo 3a ymorpeba Moke B cpoka Ho aj. 1 na mpenoctaBu
MMCMEHU KOMEHTapH.

(3) IIpenopwkara no an. 1 ce mybnukyBa Ha EBpornelickus HHTepHET mopTai mo 4i. 68, an. 1, T.
4 ¥ chABPKA €HO WIH [TOBEYE OT CIEIHUTE 3aKIIOUCHUS:

1. He € He0OX0IMMO JOIIBJIHUTEIHO IPOYYBaHE WX NPEANpPUEMaHe Ha JeHCTBUS Ha OOLHOCTHO
HUBO;

2. IpUTEKATENIAT Ha Pa3peUICHUETO 3a YyIoTpeda TpsOBa Aa U3BBPIIH JOMBIHUTEIHO MPOYyUYBaHE
Y aHaJIM3 Ha JIaHHUTE;

3. mpuTek)aTeNAT Ha pa3pelIeHHETO 3a ymoTpeda TpsbdBa 1a MPOBENE MOCTMAPKETHHTOBO
IIpoyYBaHe 3a Oe30MaCHOCT ¢ MOCIeBAIlA OLEHKA Ha PEe3yITaTUTE OT HEro;

4. mppKaBaTa WICHKA WIX MPUTEKATEIAT HA Pa3pEICHUETO 3a yHIOoTpeda 1a MPUI0KH MEPKH 32
HaMaJlsiBaHE Ha PUCKa;

5. pa3pemieHueTo 3a ynorpeda TpsiOBa 1a Objie CupsHO, MPEKPATEHO W J1a ObJie U3/1aIeH OTKa3
3a [OJIHOBSIBAHETO MY;

6. pa3peleHneTo 3a ynorpeda TpsaoBa J1a Ob1e IPOMEHEHO.

(4) KonkpeTHute Mepku 1o ai. 3, T. 4, KaKTO ¥ yCJIOBUATA U OIPaHUYEHMSITA, KOUTO CJE/IBa Aa
OBbJaT BKIOYEHHU B pa3pellieHUETO 3a yoTpeda, ce HocouBaT B IIPENopbKaTa.

(5) B ciygaute no ain. 3, T. 6, KOraro MPOMEHHUTE ca CBbP3aHU C U3MEHEHUE WM A00aBsHEe Ha
nH(popMalns B KpaTKaTa XapakTepUCTUKa, BbPXY OIaKOBKaTa WM B JIMCTOBKATa HA JIEKAPCTBEHUS MIPOIYKT,
B MpenopbKara ce BKIIOUBAT (popMyIupoBKaTa Ha MPOMEHEHaTa WK Jo0aBeHaTa HHPOPMALUSA U MSCTOTO,
KBJIETO CJIe/[Ba TS /1a ObJie HAaHECEHA.

U 1944. (Hos - 1B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) KoraTo B o6xBara Ha
nmpornenypara mo wi. 194y He € BKIIOYEH JICKapCTBEH MPOAYKT, pa3pelieH 3a ymnoTpeba mo pena Ha
Pernament (EO) Ne 726/2004 na EBponeiickus napnamedT u Ha ChBeTa, KOOpAUHAIIMOHHATA TPyMa MO Y.
77, an. 2 Bb3 OCHOBa Ha Tpenopbkara mo wi. 1941 B cpok 10 30 7HU OT JaTaTa HA TOJyYaBaHETO M M3/aBa
CTAHOBUIIIE OTHOCHO 3alla3BaHETO, MPOMSHATA, CIHUPAHETO, MPEKPATSIBAHETO Ha BAJIMAHOCTTA Ha
CHOTBETHUTE pa3pelieHus 3a ynorpeba WM OTKa3 3a IOJHOBSBAHETO WM, BKIIOYUTEIHO Tpaduk 3a
U3MBIHEHUE HA CTAHOBUIIIETO.

(2) KoraTo B cTaHOBHILIETO € MPENOpbYaAHO MpEANpUeMane Ha MepKuTe 1o wi. 194w, an. 3, T. 5,
W3IBIHUTETHUAT aupektop Ha MAJL cbe 3amoBen cnuvpa AEMCTBUETO WM MPEKpaTsiBa pa3peuieHUETo 3a
ynotpeba, Uik 0TKa3Ba MOTHOBSBAHETO MY.

(3) Koraro B cranoBuIieTo mo aji. 1 ca mpenopb4aHd MPOMEHU B U3JAJCHOTO pa3perieHue 3a
ynotpeba, mpuUTeXaTelsiT Ha pa3peleHueTo 3a ymnorpeba momaBa Ao WAJl 3asBrneHue 3a mpomsiHa,
BKJTIOYBAII[O aKTyaJH3MpaHa KpaTka XapakTepUCTHKA Ha MPOJYyKTa U JUCTOBKA, B PAMKHUTE Ha OIMpPEIeTICHUS
rpaduk 3a U3IbIHEHHE.

(4) Koraro B cTaHOBHUILETO 10 ajl. 1 € mpenopb4yaHo NpearnpueMane Ha Mepku o wi. 194, an.
3, T. 2 - 4, mpuUTeXKATEIAT HA pa3pelIeHUeTO 3a ymoTpeda mpeanpueMa HEOOXOIUMHTE ICHCTBUS U



unpopmupa MAJI u peryinaropHUTE OpraHu Ha APYTUTE JIbpP>KaBU YICHKH.

(5) Korato B pamkuTe Ha KOOpAHMHAIIMOHHATA Tpyma mo 4wi. 77, al. 2 HEe MOXe na Obie
MOCTUTHATO ChIJIACHE, MO3MIMATA HAa MHO3MHCTBOTO OT [Jbp)KaBUTE UWIEHKH C€ NPeAoCTaBs Ha
EBpomneiickaTta KOMHCHs, KOSTO ITpHEMa PEIIeHHE ¢ MPerophKa 3a MPOMsHA, CIIUPAHEe WIH MPEKpaTsIBaHe Ha
paspeleHneTo 3a ynorpeda, u3aieH0 OT CbOTBETHUTE PETYJIaTOPHU OPTaHU Ha ABPIKABUTE YICHKH.

(6) M3nbaHuTENHATA areHIMs 110 JIEKapcTBaTa Mpuiara MpernopbyaHUTe B PEIICHUETO MO al. 5
BPEMEHHH U/UITU OKOHYATEITHU MEPKH.

Ui 194m. (Hos - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) Korato B o6xBaTa Ha
npoueaypara mo wi. 194y e BKJIIOYEH JIEKapCTBEH MPOIYKT, pa3pelieH 3a ynorpeda mo pena Ha Permament
(EO) Ne 726/2004 na EBpomelickus napiaameHT U Ha CbBeTa, KOMUTETHT MO JIeKapCTBEHU NPOAYKTH 3a
XyMaHHa ynotpeba Bb3 OCHOBAa Ha mpemnopbkara mo wi. 194m, an. 3 B cpok no 30 mHM OT garara Ha
[I0JIy4aBaHETO M HU3/jaBa CTAaHOBMILE OTHOCHO 3ala3BaHETO, NPOMSIHATA, CIUPAHETO, NMPEKPATIBAHETO Ha
BaJIMIHOCTTAa Ha CHOTBETHUTE pa3pellieHusi 3a ynorpeda WM OTKa3 3a MOAHOBSIBAHETO UM, BKIFOUMTEITHO
rpaduk 3a H3MBIIHEHUE HA CTAHOBUILETO.

(2) Koraro B craHoBuIeTo Mo aj. | € m3pa3eHa MO3WIMS 3a MPEANpUEeMaHe Ha PEryJIaTOpHU
JIEMCTBHS 110 OTHOILIEHUE Ha pa3pellieHusTa 3a ynotpeba, EBpomnelickara KoMucusi:

1. mpuemMa perieHue 3a NpoMsiHa, CIUpaHe WIKM MPEeKpaTsIBaHe BAMIHOCTTA HA pa3pelIeHUATa 3a
ynoTpe0a, uznanaeHu no peaa Ha Permament (EO) Ne 726/2004 na EBpornetickust mapyiaMeHT u Ha ChbBeTa;

2. mpueMa pelIeHue ¢ MpenopbKa 3a MPoMsiHa, CIIMPaHe WIH MPEKpaTsABaHe HA BAJIUJAHOCTTA Ha
paspelleHusTa 3a yrnorpeda, u3iaJjleHu OT CbOTBETHUTE PETYJIATOPHU OPTaHU Ha IbP)KaBUTE WICHKU.

(3) M3nbnHuTenHaTa areHIMS IO JieKapcTBaTa MpHiara MPenopbyaHUTE B PEIICHHUETO Ha
EBporneiickata koMucHs 10 ajl. 2, T. 2 Bp€MEHHU U/WJIM OKOHYATEIHU MEPKHU.

Ui, 194m. (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) [Ipenopbkara no wi. 1941,
an. 1, cranoBuiero o wi. 194m, an. 1 u pemenuero Ha EBponelickara komucus no wi. 194y, an. 5 u un.
194, an. 2 ce myonukysat Ha EBponeiickus nHTepHET nopTai mo wi. 68, an. 1, T. 4.

I'naBa neBera.
TBHPI'OBUSA HA EAPO C JIEKAPCTBEHU NPOAYKTU U TIOCPEJHUYECTBO B
OBJIACTTA HA JIEKAPCTBEHUTE INPOAYKTH (BAI'JI. U3M. - IB, BP. 71 OT 2008 I'.,
B CHJIA OT 12.08.2008 I'., U3M. - JIB, bP. 102 OT 2012 I'., BCWJIA OT 02.01.2013T.)

(3arn. "Paznen 1. TrproBust Ha enpo ¢ JiekapcTBeHU mpoayktu" 3ail. - JIB, 6p. 71 ot 2008 r., B
cwia ot 12.08.2008 r.)

Un. 195. (1) TwproBus Ha eApo ¢ JIEKAPCTBEHU MPOIYKTU MOTAT Ja U3BBHPIIBAT (HU3UUYECKU U
IOPUAMYECKU JIMIIA, TPUTEXKABAIld pa3pelieHre 3a Ta3u JAEWHOCT, U3JaJeHO OT peryjaTopeH opraH Ha
CbOTBETHATA JbP)KaBa WICHKA.

(2) Koraro numero mo ai. 1 mMa CKIaZOBH TOMEIICHUS Ha TepuTopuara Ha PemyOmuka
bearapus, To MoXe Ja HW3BBPIIBA THPrOBHS HA €IpO C JICKAPCTBEHW NPOAYKTH CJE[ IOJy4aBaHE Ha
paspenieHue oT U3NbJIHATENHUA qupekrop Ha NAJL

Ui 195a. (Hos - [IB, 6p. 67 ot 2020 r.) Jluue, nomyuusio paspelieHue 3a ThproBusi Ha €Ipo ¢
JICKApCTBEHH MPOAYKTH, HE MOXE Ja ObJe TPUTESKATeN Ha pas3pelleHHe 3a THProBHs Ha JPeOHO C



JICKApCTBCHU IIPOAYKTH B allTCKA, U3AAaJJCHU 110 p€aa Ha TO3U 3aKOH.

Y. 196. (1) IlpousBoauTen Ha JIEKApPCTBEHH MPOAYKTH IO CMHCHJA Ha TO3M 3aKOH MOXKE Jia
M3BBPILIBA THPrOBUS HA €APO CAMO C JIEKAPCTBEHUTE MPOAYKTH, 33 KOUTO MMa HU3AAJICHO pa3pellieHue 3a
IIPOU3BOJICTBO.

(2) Buocuten Ha JeKapCTBEHHM MPOAYKTH IO CMHCHIA Ha TO3M 3aKOH MOXKE Jla M3BBHPILIBA
THProBUs Ha €PO CaMo C JIEKAPCTBEHUTE MPOJYKTH, 32 KOUTO UMa U3/1aJICHO pa3pelleHHe 3a BHOC.

Y. 197. JIuara no wi. 195 TpsiOBa na pasnonarar che:

1. mogxonsmy moMemeHus, o0oOpyaBaHe U ChOPHKEHHUS M HOAXOISIIN TPAHCIOPTHU CPE/ICTBA,
OCUTYPSBAIIH NIPABHIHOTO ChXPaHEHUE, Pa3POCTPAHEHUE U TPAHCIIOPTUPAHE Ha JIEKAPCTBEHUTE MPOIYKTH,
B CHOTBETCTBHE C M3UCKBaHUATA Ha JloOpara qucTpruOyTopcKa MpaKTUKa,

2. xBanmu(UIMPaH NEPCOHAT M OTTOBOPEH MarucThp-(apManeBT C HalH-MalKO JBE TOAWHH
TPYAOB CTaX I10 CIIEIUATHOCTTA, YUUTO 33bJDKEHUS Ce ONpeNeNaT B HapenOara mo wi. 198.

Un. 198. (U3wm. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuHIMIIUTE ¥ U3UCKBAHUATA
3a JloOpuTte AUCTPUOYTOPCKH MPAKTHKU HA JICKAPCTBCHH MPOIYKTH W HA aKTUBHU BEIIECTBA CE MPUEMAT C
Hapen0a Ha MUHUCTbBpA Ha 3/IpaBEONa3BaHETO U C PHKOBOJICTBA, MPUETH OT EBponeiickaTa KOMUCHS.

Y. 199. (1) JIumara o wi. 195, an. 2 mogasat B MAJI:

1. 3asiBIeHHE, KOCTO CHABPKAa HANMEHOBAHHE, CEAAIUIIE U apec Ha YIPaBICHUE HAa ThProBeIla;
aJipec W ONMCAaHNE Ha TOMEIICHUATA U ChOPHKCHUSATA 32 ChXPaHEHUE Ha JIEKAPCTBEHUTE MPOAYKTH;

2. (mm. - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) nmanHm 3a EnunHUS
UACHTH(HUKAIIMOHEH KOJI Ha THhProBela WM KoorleparusaTa OT ThProBCKUS PETHCTBp, a 3a JIPYKECTBaTa,
perucTpupaHu B AbpikaBa - WwieHka Ha EBpormelickust chio3, WK B AbpkKaBa - cTpaHa no Cropa3yMeHHeTo 3a
EBpormeiickoTo MKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyaJlHa PETHCTpaIus M0 HAIMOHAIHOTO
3aKOHOJIATEJICTBO, U3/I/ICH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA JbP)KaBa;

3. (mom. - IB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) nme, CBUAETENCTBO 32 CHAUMOCT WITH
aHAJIOTHYECH JIOKYMEHT Ha JIMIETO, aKO He € OBIrapcKu TpakJIaHWH, JUIUIOMA 3a BHCIIE 0Opa3oBaHHE W
JOKYMEHT 3a TPYJOB CTaX Ha OTTOBOPHUS MarucTbp-papManent mno wi. 197, 1. 2 u Konue oT TPyAOBUA MY
JIOTOBOP;

4. (ot™. - ]IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

5. (oM. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.)

6. IOKyMEHT, yI0CTOBEPsIBaIl TPABHOTO OCHOBAHHE 3a MOJI3BaHE HA MOMEIICHHUSATA,;

7. (u3m. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., ot™m. - IB, 6p. 84 ot 2018 1., B cuiia
or 12.10.2018 r.)

8. IOKyMEHT 3a MiaTeHa Takca B pa3Mmep, onpezeneH B Tapudara mo wi. 21, an. 2.

(2) JIunara no un. 195, an. 1 nonasar 3asBnenue B MAJI 3aeqHo cbe:

1. KomMe OT pa3pelICHUETO 32 THPTrOBHS HA €PO, U3A3CHO OT PEryJIATOPEH OpraH Ha JAbpKaBa
YJICHKA,

2. M€ | aJipec Ha JIMIIETO 32 KOHTAKTH Ha TepuTopusiTa Ha PenyOnuka beiarapus;

3. agpec Ha MOMEIIEHUATA 32 ChbXPAHCHHE Ha JICKAPCTBEHHTE MPOIYKTH HAa TEPUTOPHUATA HA
JTBPKABUTE YICHKH.

(3) Ilpu TBproBus Ha €IpoO C HAPKOTHYHHM BEIECTBA, KAKTO W C JIGKAPCTBEHU (opMmH,
ChJIbPIKAIM TaKWBa BEIIECTBA, CE MPUIAraT M M3UCKBAaHUATA Ha 3aKOHA 33 KOHTPOJI BbPXY HAPKOTUYHHUTE
BEIIECTBA U MIPEKYPCOPUTE.

(4) (Or™m. - 1B, 6p. 17 o1 2020 T1.)



(5) (Homa - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3nbaHuTeHATA areHIMS 110
JIeKapCcTBaTa yCTAHOBSIBA CITy’KEOHO OOCTOATENICTBATa OTHOCHO ChAMMOCTTA Ha JIMLETO 1o ai. 1, T. 3, koraro
€ OBJITapCKH IPpaXkTaHUH.

(6) (Homa - IB, 6p. 67 ot 2020 r.) B nenst Ha mocTbnBaHe Ha 3asBiaeHUEeTO 1o at. | mimm 2 UAJL
u3Ipala Mo ciykebeH pea MCKaHe 10 YNpaBUTEIHMS CbBET Ha bbarapckus ¢apmaneBTHUEH ChIO3 3a
U3/laBaHE Ha YJOCTOBEPEHHE 3a BNHCBaHE B HallMOHANHUS EJIEKTPOHEH PETUCThP HA YIEHOBETE Ha
bearapckus dapManeBTUUYEH ChIO3 - 32 MarucTbp-apmanenta 1no wi. 197, T. 2, KakTo M 3a NPeJOCTaBsHE
Ha MH(QOpMaLUs OTHOCHO HAJIOKEHM HaKa3aHWs IO pela Ha 3aKoHa 3a ChCIOBHATA OpraHU3aIllUs Ha
MarucTbp-(apmaneBTuTe U Ha 3aKOHA 3a 3PaBETO.

(7) (Homa - IB, Op. 67 ot 2020 r.) YpaBUTEIHUAT ChBET MPEIOCTaBs JOKYMEHTUTE MO ajl. 6 B
CpOK 5 paOOTHU JIHU OT MOCTHIIBAaHE HA UCKAHETO.

Yn. 200. M3nbaHuTENHATa arcHIUs MO JIEKapCcTBaTa OLCHSIBA JOKYMEHTAIMSITa W HM3BBPIIBA
MPOBEpKa Ha MSCTO Ha OOEKTHUTE, TIOCOYCHU B 3asBICHUETO, 32 YCTAHOBSBAaHE HA CHOTBETCTBUETO MM C
n3ucKkBaHuATa 3a JloOpaTa nUCcTpUOyTOpPCKA MPaKTHKA.

UYn. 201. (1) M3nbiHuTeNHATA areHIys 0 JeKapcTBaTa yBeJOMsIBa IUCMEHO 3asiBUTENS, KOraTo
YCTaHOBU HEMBJIHOTHU B IIPEJICTaBEHATa JOKYMEHTALIUS.
(2) B ciiydaunte o an. 1 cpoxst 1o wi. 202, an. 1 cnupa aa teye.

U 202. (1) (U3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpok g0 60 gum ot
JaTtata Ha TMOJaBaHE Ha 3asBiIeHUETO 1o wi. 199, an. 1 wsmbanutenHusT nupekrtop Ha WAJI uznasa
paszpelieHue 3a ThProBUs Ha €IpO WJIHM MPaBU MOTUBHUPAH OTKA3.

(2) OtkazpT Mo an. 1 mojyexxu Ha oOKalmBaHE MO peaa Ha AJMHUHUCTPATHBHOMPOIECYATHHS
KOJICKC.

Un. 203. B cpok o 15 nHuM oT nmarata Ha MojaBaHe Ha JOKyMEHTanusATa mo 4wi. 199, an. 2
M3ObJIHATENHUAT AupekTop Ha MAJL u3naBa yJocToBepeHHE 3a peructpanus 3a ThProBUs Ha €Ap0 Ha
teputopusTta Ha PenyOnuka bbarapus Ha nuuero no 4. 195, an. 1.

Ui 204. (1) PaspemnienneTo 3a ThproBus Ha €ApO C JICKAPCTBEHHU MPOIYKTH € O€3CPOUHO.

(2) Pazpemenumero mo un. 202 wam ymoctoBepeHwero mo wi. 203 ce mpekpartsBa, ako
IIPUTEKATENAT My [TOMCKA IMCMEHO TOBA OT U3MbJIHUTENHUS AupekTop Ha MAJL

(3) JIuneto mo wir. 195 e mrexHO 1a yBemomu nucMeno MAJI B 7-nHEBEH CpOK OT MpeKpaTsBaHe
Ha JIEWHOCTTAa CHU N0 THPrOBUS Ha €IpO C JICKAPCTBEHUM MNPOAYKTH. B Te3u ciyyam HU3NBIHUTEITHUAT
mupektop Ha MAJl mnpekparsiBa H3AaJleHUTE pPAa3pelICHUs/YIOCTOBEPEHHsI 3a TBProOBUS Ha €IpO C
JIEKapCTBEHU MPOAYKTH.

Un. 205. (1) U3nbaHuTenHaTa areHIMs 1O JIGKapcTBaTa BOJIW PETHCThD HAa HW3AJCHUTE
pa3peleHus 3a TbproBUsl Ha €ApO € JIEKapCTBEHU NPOAYKTH 1o wi. 202, an. 1, KOUTO chabpxka:

1. HOMep U J1aTa Ha pa3peleHUeTo;

2. HAMMEHOBAaHME, CENAIUIIIE U a/IPEC HA YIPABIECHUE HA JULETO, MOITYYHIO Pa3pEIICHUETO;

3. aapec Ha MOMEIIECHHUATA 32 ChbXPAaHEHNUE Ha JIEKAPCTBEHUTE NMPOTYKTH;

4. MaHHWTE 3a OTTOBOPHUS MAarucThp-hapmarent mo wi. 197, 1. 2;

5. coMCchK Ha JIEKapCTBaTa, ChHIbPXKAIIM HAPKOTUYHU BEIIECTBA, paanoQapMareBTUIIH,
MMYHOJIOTHYHU JIEKAPCTBEHU NPOAYKTH U JIEKAPCTBEHHU MPOJIYKTH, IMOJYYEHH OT YOBEIIKA IUla3Ma U



YOBEIIIKA KPbB;
6. 1aTa Ha 3aJMYaBaHE Ha Pa3pEIICHUETO OT PETUCThpPa U OCHOBAHHE 32 TOBA;
7. 3a0€ICKKH 110 BIUCAHUTE 00CTOSATEIICTBA.
(2) M3npyiHATENIHATA areHIUA 10 JIeKapcTBaTa BOAM PETUCTHP HA M3AAJICHUTE YIOCTOBEPECHHS
o wi. 203 3a THProBuUs Ha €JIPO C JIEKAPCTBEHU MPOAYKTH, KOUTO ChIBpIKA:
1. HOMep U J1aTa Ha yI0CTOBEPEHUETO;
2. HOMEp Ha pa3peIICeHUETO 32 ThPTOBUS HA €1IpO C JICKAPCTBEHM MPOAYKTH M OpPTraHa, KOWTO TO €
u3aan;
. HAUMEHOBaHME, CEJIATUIIE U aJIpeC Ha YIIPaBJICHUE Ha JIMIIETO, TOJYYHIIO YIOCTOBEPEHHUETO;
. JaHHHU 3a JUNeTo mo wi. 199, am. 2, T. 2;
. JlaTa Ha 3aJU4YaBaHe Ha YJIOCTOBEPEHHETO OT PETUCThpPa U OCHOBAHUE 32 TOBA;
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. 3a0€JIeKKH 0 BIUCAHUTE OOCTOSITENICTRA.

(3) JlanHu oT perucTpute ce myoIuKyBaT Ha cTpanuiara Ha MAJI B uHTepHET.

(4) (Hosa - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) M3mbaHuTeIHATa areHIUs IO
JIeKapcTBaTa BbBEXK/a B 0a3zata JaHHM 1Mo Wi. 147 uHpopMaius 3a U3AaJeHUTE pa3pelieHus 3a ThProBHs HA
€/IpO C JICKApCTBEHH MPOAYKTH.

(5) (Homa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) I[Ipu nouckBane ot EBpomneiickaTta
KOMUCHS WIH OT JAbpkaBa wieHka MAJI mpemoctass nHpopMaIus 3a U3aJCHO pa3pelieHUe 3a ThProBUs Ha
€1pO C JIeKapCTBEHU MPOIYKTH.

Un. 206. (1) Ilpu mpomsiHa Ha OOCTOSATENCTBATa, CBBP3aHU C HW3AAJICHOTO pa3pelleHHE 3a
TBHPrOBUS Ha €JIpo, MPUTEXKATENAT My MojiaBa 3assiueHue 10 MAJl o pena Ha 4. 199, kbM KoeTo mpuiiara
CBBbp3aHaTa C MPOMSHATA JOKYMEHTAIIHSI.

(2) Paszpemienunero 3a mpoMsiHa ce M3/AaBa MpH ycloBusATa u mo pena Ha wi. 200 - 202. I[pu
IIPOMSIHA Ha MMOMEILEHUATA 32 ChbXPaHEHUE CE€ IpuiIara cpoksT 1o wi. 202, a B OCTaHAJIUTE CIIy4yau CPOKBT €
14 nuu.

Un. 207. (1) Ilpurexatensat Ha pa3pelieHue 3a ThProBHs Ha €p0, KOMTO U3BBPIIBA JIEHHOCTTA
CH Ha TeputopusaTa Ha PenmyOmnuka bbiarapus, e nubxkeH aa:

1. ocurypsiBa JOCTBII IO BCIKO BpeMe Ha KOHTPOJHUTE OPTaHH JI0 TOMEIICHUSTA 32 ChXpaHEHNE
HA JIEKAPCTBEHUTE MPOTYKTH;

2. ThpryBa caMo C pa3pelleHu 10 pesla Ha TO3U 3aKOH JIEKapCTBEHU MPOAYKTH;

3. ThpryBa C JIEKApPCTBEHU NPOAYKTHU, YMUTO OMAKOBKM U JIMCTOBKH Ca B CHOTBETCTBHE C
U3MIAZICHOTO pa3pelieHre 3a ynorpeda, mpu yCIOBUATA U 110 Pelia Ha TO3U 3aKOH U CPOKBT UM Ha TOJAHOCT HE
€ U3TEKbT,

4. ce cHaOAsIBa C IEKAPCTBEHH MPOAYKTH CaMO OT MPOU3BOAUTENHN, BHOCUTENN WU THPTOBIU Ha
€/1pO C JIEKapCTBEHU MPOAYKTH, MOJYUYMIM pa3pellieHUue 3a U3BbPIIBAaHE Ha Ta3M JEHHOCT MO pella Ha TO3U
3aKOH;

4a. (moBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., u3m. - IB, O6p. 67 ot 2020 r.)
MpOBEpsiBa JaJIM IOJIYYCHUTE JIEKApCTBEHU IMPOJIYKTH OT jumara mno T. 4 He ca (ammmduuupanu, xaTo
MpoBepsiBa aBTEHTUYHOCTTa HAa JIEKAPCTBEHHWTE MPOAYKTH, ompeneneHu B Jlemerupan pernament (EC)
2016/161, upe3 mokazatenure 3a Oe3omacHOCT 1o 4wi. 168, an. 8§ B ciayuaute, onpeseneHu B Jlenerupan
pernament (EC) 2016/161;

46. (noma - [IB, 6p. 67 ot 2020 r.) mpoBepsBa MOKa3aTEJIUTE 32 OE30MaCHOCT U JI€3aKTUBHpPA
WHAVBUAYAIHUS HIEHTU(UKALMOHEH OeJier Ha JIeKapCTBeH MPOAYKT, Mpeau J1a JOCTaBU TO3U JIEKapCTBEH
NPOAYKT B CIy4yauTe, onpeesieH B HapeadaTa mo wi. 198;

5. cHaOpsiBa ¢ JIEKapCTBEHM MPOAYKTH JIPYTH MPHUTEKATEIH HAa pa3pelieHre 3a ThProBUS Ha



€/1p0, alITEKU U IPOTePUU, OTKPUTH 110 PeJla Ha TO3U 3aKOH;

Sa. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 84 ot 2018 1., B cuna
ot 12.10.2018 r.) cHabsBa ¢ JeKapCTBEHU MPOAYKTH 3a 33J0BOJISIBAHE HA COOCTBEHUTE UM HYKIU:

a) JIeueOHU 3aBE/ICHMS;

0) BHCIIM yUYWJIHINA, KOUTO OCBHIIECTBSIBAT JieueOHA NEHHOCT CBhITIACHO 4Wi. 2a OT 3aKoHa 3a
JIeueOHUTE 3aBEICHUS,

B) MHCTUTYIIMUTE 1O WI. 26, an. 1, 7. 1 m 3 or 3akoHa 3a 31paBeTO 3a CH3AAJCHHUTE B TAX
3/IpaBHU KaOWHETH;

r') KOpaOoIpuTeKaTelId 3a LEIUTE Ha OCUTYPsIBaHE Ha JICKAPCTBEHU MPOAYKTH Ha Oopja Ha
Kopabure cbriiacHo Kosekca Ha TBproBCKOTO KopaloIiaBaHe;

6. cHabxsiBa C JIEKapCTBEHU MPOIYKTH JE€Kapu M JIeKapu IO JEHTaJHa MEAMIIMHA, KOraTo B
HACEJICHOTO MACTO HsMa anTeka, MpU YCIOBUS W MO pel, ONpeleleHd B Hapeada Ha MHUHUCTBbpPa Ha
3/IpaBEOIa3BaHETO;

6a. (moma - /IB, 6p. 102 ot 2012 r., B crita ot 02.01.2013 r., nom. - /IB, 6p. 84 ot 2018 r., B cuna
or 12.10.2018 r.) BIMCBa B JOKYMEHTHUTE 3a JOCTaBKa NapTUIHUS HOMEp HAa JOCTAaBEHUTE JIEKApCTBEHU
MPOJYKTH, KAKTO U aJipeca Ha JOCTaBKa Ha JIEKApPCTBEHUTE MPOAYKTH;

60. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) uma mnaH 3a aeiicTBUE B
M3BBHPEIHH CUTYAIlUH, KOUTO ChABPKA €PEKTHBHA MEPKH 32 U3TETIISIHE HA JICKAPCTBEH MPOAYKT OT Ia3apa
no paznopexaane Ha MAJ] nin mo MHUIIMATHBA HA TPOU3BOAUTENS WIHM MPUTEXKATENs Ha pa3pelIeHueTo 3a
ynoTtpeda Ha ChOTBETHUS JICKAPCTBEH MPOIYKT;

6B. (HoBa - /IB, O6p. 18 ot 2014 1.) ocurypsiBa cHaOASBaHETO Ha JOCTAThYHU KOJIMYECTBA
JICKapCTBEHHM TPOJYKTU 3a 3aJ0BOJIIBaHE Ha 3/ApaBHUTE MOTPeOHOCTHM Ha HaceleHHeTo Ha PemyOnmka
bearapus;

7. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) cbxpaHsiBa JaHHU 3a BCSKA CIENKA C
MOJIyYeHH, TOCTABEHH WIIM pEaTU3UpaHu 4upe3 MOCPETHHUYECTBO JICKAPCTBEHH MPOAYKTH NoJ (opMaTa Ha
(bakTypH 3a MOKYNKO-MPoJak0a WK B €IEKTPOHEH BH/I, MJIM MOJI HIKaKBa Jipyra opma, KakTo cje/iBa:

a) JlaTa Ha MOJyYaBaHe U MPEOCTaBSIHE;

0) HauMEHOBaHKE Ha JIEKAPCTBEHUS IPOAYKT;

B) MOJIy4€HO, JIOCTAaBEHO WM PEATU3UPAHO Ype3 MOCPETHUUYECTBO KOJIUUECTBO;

I) UME€ U aJpec Ha JULETO, OT KOETO € MOJy4YeH WJIM Ha KOETO € JIOCTaBEH JIEKApCTBEHUST
TPOTYKT;

1) TapTHIIEH HOMEp M HOMEp Ha cepTHU(HKaTa 3a OCBOOOXKIaBaHE Ha MapTHAaTa, U3HAAEH OT
KBATU(HUIIUPAHOTO JinIe 110 Wwi. 148, T. 2, ChOTBETHO OT KBaTU(UIIUPAHOTO JHIle 1Mo 4wi. 161, am. 2, 1. 1, u
HOMeEp Ha cepTH(duKaTa 3a 0cBOOOKAaBaHe Ha mapTuaara, uznajaeH ot MAJI - B ciiyuaure no wi. 69 u 70;

8. (mom. - [IB, 6p. 67 ot 2020 1.) chXpaHsIBa HJOKYMEHTAIM 32 TIOKYIKATE W/WIU TPOJaKOuTe
Ha BCHUYKHM JICKApPCTBEHH NPOAYKTH, BKIIOUUTENIHO U (aKTypuTe 3a IMOKYIKO-NpoJakda, B KOUTO ce
[I0COYBAT MEXAYHAapOAHOTO HENAaTEHTHO HAaWMEHOBAaHHE, ThPrOBCKOTO HAaMMEHOBAHME Ha JIEKAPCTBEHUS
MPOIYKT, JeKapcTBeHara ¢popMa, KOTMYECTBO Ha aKTUBHOTO BEILIECTBO M OMAKOBKA;

9. ca3Ba m3uckBaHusATa Ha JloOpara qucTpuOyTOpCKa MPAKTHKA, ONpeAeSieHH B HapeadaTa 1o
1. 198;

10. (uoBa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nogabpka cuctema 3a KauecTBo,
orpesensia OTTOBOPHOCTUTE, IIPOLIECUTE U MEPKUTE 3a YIPaBJIE€HUE HA PUCKA, CBbP3aHHU C IEHHOCTTa MY;

11. (moBa - IB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) mapopmupa HezadbaHo MAJL u
IIPUTEXKATEII HA Pa3pelIeHUETO 3a YNoTpeda, KoraTo € yCTaHOBHWJI WM MMa CbMHEHHE, Y€ JIEKapCTBEHUAT
MPOJYKT, KOWTO € MOJy4Yrs UK MY ce mpeziara, € ¢panuuduuupan;

12. (moBa - /1B, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) mpoBepsiBa Aaau ThProBeUbT HA
€1po, OT KOrOTO € MOJYYHJI JIEKapCTBEHUs MPOAYKT, Cla3Ba MPUHIMIUTE U pbKOBoAcTBaTa 3a JoOpu
IUCTPUOYTOPCKU MPAKTUKH 10 Wi. 198, KaKTO U 1any NpUTEXaBa pa3pelieHre 3a ThproBusl Ha e/1po;



13. (noBa - /IB, Op. 102 ot 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa Aaju IPOU3BOIUTEISAT
WIA BHOCHUTEIAT, OT KOTOTO € TIOJIy4Wsl JIEKapCTBEHUS MpPOAYKT, IPUTEKaBa pa3pelieHHe 3a
MIPOM3BOJICTBO/BHOC;

14. (uoBa - JIB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) nmpoBepsiBa Jajii MOCPETHUKBT,
Yype3 KOroTo € MOJTYYHJI JIEKAPCTBEHUS MPOJYKT, OTTOBaps Ha U3MCKBAHUATA HA Ta3M IJ1aBa;

15. (voBa - JIB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) mpenocrass vHa UAJl exeqHeBHO
ype3 cuctemata 1o wi. 2176, an. 1 uadopmanms 3a:

a) JI0CTaBeHUTE Ha (U3NYECKUTE U IOPUANYECKHUTE JIUIA 10 T. 5, 5a U 6 KOJIMYEeCTBa, MOCOYECHU
I10 JIEKapCTBEHU IIPOLYKTH, BKIIOYEHU B I103UTUBHMS JIEKapCTBEH CIIUCHK;

0) ¢pu3mueckuTe U IOPUAMYECKUTE JIMIA 10 T. 5, 5a ¥ 6, HA KOUTO ca JIOCTaBEHU KOJIMYECTBATa
JIEKapCTBEHM MPOIYKTH 1o OykBa "a";

B) HAJIMYHUTE B CKJIAJ0BETE UM KOJIMYECTBA, [IOCOYEHHU 110 JICKAPCTBEHH NMPOJYKTH, BKIOUYEHHU B
[To3uTUBHUS EKapCTBEH CIUCHK;

I') KOJIMYeCTBaTa, IOCOUEHH IO JICKAPCTBEHH NMPOAYKTH, BKIOUEHH B [103UTHBHUSA JIeKapCTBEH
CIHCBHK, 32 KOUTO Ce€ IUIAaHMpA M3BBPIIBAHE HA M3HOC, U AbP)KAaBUTE, B KOUTO CE IUIAHWPA W3BBPIIBAHE HA
M3HOCA;

1) KOJIMYeCTBaTa, NOCOYEHH IO JIEKAPCTBEHU MPOIYKTH, BKIOUEeHU B [103UTHBHUS JIeKapCTBEH
CIMCBHK, Ha KOUTO € U3BBPILEH U3HOC, U AbP)KaBaTa, B KOSITO € U3BbPILEH U3HOCHT.

(2) HoxymenTanusara mo ai. 1, T. 7 u 8 ce cbxpaHsiBa 3a CPOK HAW-MaJIKO 5 TOIWHU U CE
IIPEIOCTABs NIPU IIOUCKBAHE HAa KOHTPOJIHUTE OPTaHU.

Yn. 208. (dom. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm. - IB, 6p. 102 ot 2012 r.,
B cuia ot 02.01.2013 r., u3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Paznopendure Ha wi. 207,
an. 1, 7. 2 - 15 nwan. 2 u un. 209a ce npunarar u 3a TProBUMTE HA €1po 1o Wi. 203, KaKTO U 32 BHOCUTEIIUTE
Y TIPOU3BOJAUTEIIUTE, KOUTO THPryBaT C POU3BEIECHUTE OT TIX JEKAPCTBEHU MPOIYKTH.

Y. 209. 3a THproBus Ha €ApO C JIEKAPCTBEHU NMPOLYKTH, ChAbPKAIIM HAPKOTUYHU BELECTBA
WIM TIOJTyY€HHU OT KPbB, C UMYHOJIOTUYHH MPOAYKTU U C paanodapMalleBTULIM c€ MpujlaraT U CleluaIHuTe
M3HUCKBaHUS HA JPYTH 3aKOHHU.

Y. 209a. (Hos - JIB, 6p. 71 ot 2008 1., B crua ot 12.08.2008 1.) (1) Teproeuure Ha eapo c
JIEKapCTBEHM MPOTYKTH MOraT Jja CHaOAsIBaT C JIEKAPCTBEHU MPOYKTH:

1. ApyrH THProBLU HA €APO C JIEKAPCTBEHU NMPOTYKTH;

2. anTeKU U IpOTepUH;

3. MuHucrepcTBOTO Ha 0TOpaHata ¥ MHHHMCTEPCTBOTO Ha BHTPELIHUTE pabOTH 32 COOCTBEHU
HYXKIM, C HU3KIIOYEHHE Ha BEJAOMCTBEHUTE MM JIe4eOHM 3aBe/leHUs, KakTo M JIbp)kaBHaTa areHIus
"JIbpxKaBeH pe3epB U BOCHHOBPEMEHHH 3anacu';

4. MUHHMCTEPCTBOTO Ha 37paBEOIa3BAHETO ChC:

a) BaKCHHHU, TOKCUHHU M CEpyMH, HEOOXOIMMH 32 U3MbJIHEHHETO Ha VIMyHH3allMOHHUS KaleHaap
Ha PenyOnuka bearapus, KakTo U Ipu U3BBHPEIHU €NUAECMUYHH CUTYaLUH;

0) JekapcTBeHU MPOAYKTH, MPEHA3HAYCHH 32 JICUCHHE Ha 3a00JIsIBaHUs, KOMTO C€ 3aIJamaTr 1o
pena Ha 3aKOHa 3a 3/IpaBeTO, KAKTO M 32 OCUTYPsIBaHE M3IBJIHEHHETO HAa HAllMOHAJIHU MPOrpaMHu B chepaTa
Ha 3/IpaBeona3BaHeTo.

5. (moBa - JIB, op. 60 or 2012 r., B cuma or 07.08.2012 r.) nedyeOHM 3aBelneHUs 3a
M3BBHOOJIHNYHA ITOMOLI, CKJIIOUMIN J1oroBop ¢ HamuonanHaTa 34paBHOOCUTYpUTENIHA Kaca, ¢ JIEKapCTBEHU
NPOAYKTH, HEOOXOIUMH 32 W3IIBJIHEHHE Ha 3IpaBHUTE JEHHOCTH mo wi. 82, an. 2, T. 3 or 3akoHa 3a



3/IPaBETO.

(2) Jlexkapute u JekapuTe MO JACHTAIHA MEAMIIMHA B HACEIEHUTE MECTa, KbICTO HsAMA arTeKa,
MorarT Jia ce CHaOIBaT C JICKApCTBEHH MPOAYKTH OT THPTOBIIUTE HA €JIPO O pela Ha Hapeaoara mo wi. 207,
aim 1, 1. 6.

Ui 2096. (Hos - [IB, Op. 102 ot 2012 r., B cuiia ot 02.01.2013 r.) (1) [Ipu TeproBust Ha eapo ¢
JIGKapCTBEHU MPOAYKTH B TPETH JAbPrKaBU HE C€ Mpuiiarat u3uckBanusAta Ha wi. 207, an. 1, 1. 2, 5 u 6, kakto
Y U3MCKBAaHMITA Ha TJ1aBa aesera "a'.

(2) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro siekapcTBEH MPOIYKT Ce€ MOJIydaBa JUPEKTHO OT TPeTa
IbpKaBa, HO HE € BHECEH Ha TepuTopusiTa Ha PenyOnuka bwirapus, He ce mpuiarat M3MCKBaHHUATA HA Y.
207, an. 1, 1. 4,4a u 40.

(3) (HoBa - /IB, 6p. 18 ot 2014 r.) B cnyyawnte o an. 1 TbproBuute Ha eIpo yAOCTOBEPSBAT ChC
CHOTBETHUTE JOKYMEHTH, Y€ JIEKAPCTBCHUTE MPOIYKTH Ca MOJTYUYEHHU OT JIMIA, KOUTO UMAT pa3pellieHue Win
MPaBoO JIa JOCTaBAT JIEKAPCTBEHU MPOJYKTH B CHOTBETCTBHE C MPUIIOKUMOTO HAIIMOHATHO 3aKOHOAATEJICTBO
Ha TpeTaTa IbpKaBa.

(4) (HoBa - /IB, 6p. 18 ot 2014 r.) Koraro TbproBeubT Ha €1po AOCTaBs JIEKapCTBEHU MPOAYKTH
Ha JIMIAa B TPETH IBPXKABU, TOH YIOCTOBEPSBA ChC CHOTBETHHUTE JOKYMEHTH, Y€ JOCTABKUTE Ca camo 3a
JuIa, KOUTO MMAT pa3pellieHHue WIM IpaBo Ja ModydyaBaT JIEKAPCTBEHH MPOAYKTH, NPEJHA3HAUECHU 3a
THPrOBUS Ha €IpO WIM 3a JOCTaBKa Ha HACEJIEHHWETO B CHOTBETCTBUE C MPUIIOKUMOTO HAIMOHAIIHO
3aKOHOJATEJICTBO Ha TpeTaTa IbpKaBa.

(5) (Ilpegumna an. 3 - JIB, 6p. 18 ot 2014 r.) Teprosen Ha e1po, KOWTO JOCTaBs JIEKAPCTBECHU
MPOJYKTH JI0 JUIA OT TPETH IBbPiKABU, KOUTO UMAT MPABO MO CHOTBETHOTO HAIMOHATHO 3aKOHOAATEJIICTBO
Jla TOCTaBST JIEKAPCTBEHU MTPOYKTH HA MOTPEOUTENTUTE, N3/1aBa JOKYMEHT, KOWTO YJ0CTOBEpSBa:

. IaTa Ha TIPEIOCTaBSIHE;

. HAaUMEHOBaHMe U (hopMa Ha JIEKAPCTBEHUS TPOIYKT;

. IOCTaBEHO KOJIMYECTBO;

. M€ ¥ aJipec Ha JINIIETO, Ha KOETO € JIOCTaBEH JIEKAPCTBEHUSAT MPOIYKT;

DN AW N -

. TIAPTUJICH HOMED.

Un. 210. (U3m. - B, Op. 60 ot 2011 r., B cuna or 05.08.2011 r.) (1) Ilpurexarenst Ha
pas3pelIeHneTo 3a ynoTpeda /Uiy JULeTo Mo wi. 26, an. 2 MoXke Ja NpeAoCTaBsi MOCTPU OT pa3pelleHH 3a
yrnotpeda JeKapCTBEHH MPOAYKTH Ha:

1. iekapu 1 JieKapH 1o JeHTalIHa MEeIUINHA;

2. BUCIIM METUIMHCKU YYWINIIA U METUIIMHCKU KOJICKH.

(2) B cmyuute no an. 1 BBpXy ONMaKkoBKaTa Ha JIEKAPCTBEHUTE MPOAYKTH CE€ IOCTABS HAJITUC
"MocTtpa".

(3) Ha nunara no an. 1, T. 1 Moxe aa ce JOCTaBAT HE MOBEYE OT ABa Oposi MOCTPU OT €JHA U
Chllla JIeKapcTBeHa (opMa Ha JIEKapCTBEHMs NMPOAYKT Ipe3 €1Ha KaJeHJapHa ToAMHA B Haii-Mankara
ChIIECTBYBAIlla OMAKOBKA Ha MPOM3BOAMTEN, a Ha BUCIIUTE MEIUIIMHCKU YYWIWIIA U Ha MEAMLIUHCKUTE
KOJIEXKH - CaMO B KOJINYECTBA, HEOOXOMMH 32 LIEJIUTE Ha 00y4YEHUETO.

(4) [Ipurexarenar Ha pa3pelIeHUETO 3a yoTpeda W/WiK JIMIETOo 1Mo 4. 26, ajl. 2 BOJAT OTUET 3a
BCHYKH JIMIA, HA KOUTO Ca JIOCTaBSJIM MOCTpH, 32 BHJA, KOJIMYECTBOTO M BPEMETO HA JIOCTAaBKHUTE U TIPH
MIOUCKBAHE MPEJOCTABAT T€3U JaHHU Ha KOHTPOJIHUTE OPTraHu.

Ui 211. (1) TeproeiuTe Ha enpo TpsOBaA J1a MPUTEKABAT CUCTEMa 3a OJIOKMPAHE U U3TETJITHE Ha
JIEKapCTBCHUTE NPOAYKTH, TMOKA3aJd HECHOTBETCTBHE C HM3UCKBAHMUATA 32 KA4YE€CTBO, OE30MACHOCT H



e(UKacHOCT.

(2) IIpuTexaTensaT Ha pa3pelIcHUE 32 THPTOBUS Ha €IpO € JUThXKEH J1a OJOKUpa M Ja U3TETIN
JIEKapCTBEHUTE TPOAYKTH, TMOKa3ad HECHhOTBETCTBHE C HM3UCKBAHMUATA 32 KA4YE€CTBO, OE30MACHOCT H
e(UKacHOCT IO pena, onpeeeH B Hapeaoara mo uwi. 274, an. 1.

Un. 212. (1) W3nbanutennuar aupexkrop Ha MAJl yBemomsiBa EBponeiickaTta KoMHCHA,
peryjJaTOpHUTE OpPraHd Ha JpPYTUTE IbpKaBU WiIeHKH W EBpomneiickara areHuus Mo JeKapcTBara 3a
U3JIaJICHUTE PAa3pELICHMs 3a ThProBHs Ha €ApO0, 33 BPEMEHHO CIPEHUTE WM OTHETUTE Pa3peUICHMs U 3a
MIPUYMHUTE 32 TOBA.

(2) (U3m. - AB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) Koraro u3nbJIHUTEIHUAT JTUPEKTOP
Ha UAJI ycranoBu, de nuieto mo wi. 195, an. 1 He u3mbiaHsABa 3aabmkeHusTa mo wi. 207, an. 1, 1. 2 - 14,
TOHM yBEJIOMSIBA PETYJIATOPHUS OPraH Ha AbprKaBaTa 4ieHKa, u3jajia pa3pelieHueTo 3a ThProBUs Ha e1po, U
EBpomneiickara komucus.

(3) Koraro perymatopHUST Oprad Mo aj. 2 BPEMEHHO CIpPE WU OTHEME pa3perieHHEeTo 3a
THProBUs Ha €IpO Ha JMueTo no 4i. 195, an. 1, Toil yBenoMsaBa u3mbiaHUTENHUs Aupekrop Ha MAJL u
EBponeiickara komucus.

Un. 212a. (Hos - [IB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) (1) (M3m. - [IB, Op. 18 ot
2014 r.) [HocpennuuectBo B 00JacTTa Ha JIEKApCTBEHHUTE MPOAYKTH MOTAT Ja M3BBHPIIBAT (DU3HUECKHU U
IOPUAMYECKH JIMLA, PETUCTPUPAHU KaTO THPrOBCKM NOCPEAHMILIM IO CMUCHIA Ha THProBCKHs 3aKOH Ha
PenyGnuka bearapus, KOUTO ca perucTpUpaHy 3a U3BBPIIBAHETO HA Ta3u aAeHocT oT MAJL.

(2) Jlvmara mo an. 1, KOUTO WCKAT Ja C€ PETUCTpUpAT KaTO MOCpenHui, mojmaBat B MAJI
yBEZOMJICHHE 110 00pasell, yTBbPACH OT U3IbJIHUTENHUS JupekTop Ha MAJIL, koeTo chabpxka:

1. ume, ceganuile u aapec Ha YIPaBICHUE;

2. TaHHU 32 KOHTAKT.

(3) KbM yBemoMIIEHHETO 110 aJl. 2 c€ MpHujarar:

1. naHHM 32 eMUHHMS UICHTU(PUKAIIMOHEH KOJI;

2. TOKyMEHT 3a IIJIaTeHa TaKkca B pa3Mep, omnpeseseH B Tapudarta mo wi. 21, an. 2.

(4) UsmpnHuTenHaTa areHIMs IO JIEKapCTBaTa BMHCBAa B MyOJHMYEH pPETUCTBD JIMIATA,
OCBILECTBSIBAIIY TTOCPEIHIUYECTBO B 00JIACTTA HA JIEKAPCTBEHU TPOTYKTH.

(5) Jlunara nmo an. 1 Morar Ja OChIIECTBSBAT MOCPETHUYECTBO B 00JIACTTa Ha JIEKAPCTBEHU
IIPOJYKTH CJIEJ M0/IaBaHe Ha yBeIomiieHueTo 1o ai. 2 B MAJL

(6) JIumata mo an. 1 yBenomsiatr UAJI B 7-gHEBEH CPOK OT HACTHIIBAHE HA MIPOMSIHA B HIKOE OT
oOcTosTeNcTBaTa 10 ai. 2.

UYn. 2126. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) JIumara mo ui. 212a, an. 1
ca JUIb)KHU:

1. 1a ochIIeCTBSBAT ISHHOCTTA CH CaMO C pa3pelieHt 3a yroTpeOa JIEKapcTBEHHU MPOTYKTH;

2. ma uMarT TUIaH 3a JEHCTBUE B U3BBHPEIHU CUTYallUd, KOUTO ChABPkKA €(PEKTUBHU MEPKH 3a
W3TETJISTHE Ha JICKApCTBEH MPOAYKT OT Ta3apa mo pasnopexxiaane Ha WAJl wim mo wHMIMATHBa Ha
MIPOU3BOIUTEIIS WK MIPUTEKATENSI Ha Pa3pelIeHUETO 3a yoTpeda Ha ChOTBETHUS JICKAPCTBEH MPOIYKT;

3. a ceXpaHsABaT JaHHU, BKIIIOYBAIIM CIIeHATa HH(OpMAIHs 3a BCAKA CHETKA C peaTn3upaHH
Ype3 NOCPETHUYECTBO JICKAPCTBEHHU MPOTYKTH:

a) J1aTa Ha CJeNKaTa;

0) HaMMEHOBAaHUE HA JICKAPCTBCHUS MIPOIYKT;

B) peaJM3upPaHOTO Ype3 MOCPETHUIECTBO KOJIIUIECTBO;



I') IM€ U aJIpeC Ha JIMLATA, IOJYYUIN U JOCTABUIM JIEKAPCTBEHUSI IPOTYKT;

1) TApTUJICH HOMED;

4. na cma3BaT u3nckBaHUATa Ha J[oOpata AuCTpuOyTOpCKa MpakTUKaA, MPUETa C Hapeadara 1o
1. 198;

5. la moaabpKaT CUCTEMA 3a KaYECTBO, ONPEEsIIa OTTOBOPHOCTUTE, IPOLIECUTE U MEPKUTE 3a
yIpaBJeHUE Ha PUCKa, CBbP3aHU C IEMHOCTTA MY;

6. HezabaBHo na unpopmupat MAJl u nputexarens Ha pa3pelIeHUeTo 3a yrnorpeda, KOrato €
YCTaHOBUJI HJIM HMa CBMHCHHUC, UYC JICKAPCTBCHUAT IMPOAYKT - MPEAMCT Ha MHTOCPECAHHUYCCTBOTO, €
bammmdunmpa;

7. na mpoBepsABAT Aald TBHPrOBELBT MPUTEKABA PA3PEIICHHE 3a THPIOBHS HA €IpO C
JIEKapCTBEHU IIPOLYKTH;

8. 1a mpoBepsBaT JAaid IPOU3BOAMUTENAT WM BHOCHUTENAT IPUTEXKaBa pa3pelieHHue 3a
MIPOM3BOJICTBO/BHOC;

9. na cbxpaHsABaT JAHHUTE MO T. 3 32 CPOK HAW-MAJKO S5 TOJWHM M Ja T'U MPEIOCTaBAT MpHU
MMOMCKBAaHE HAa KOHTPOJIHUTE OPTaHH.

(2) UBuckBaHusATa KbM JEHHOCTUTE IO IOCPEIHUYECTBO B 00JIACTTAa HA JIEKAPCTBEHUTE
MIPOJYKTH Ce OMpeAeIsAT ¢ HapeabaTa mo 4wi. 198 u B ppkoBoAcTBa Ha EBponeiickaTa KoMUCHS.

T'1aBa nesera "a'.
INAPAJIEJIEH BHOC HA JIEKAPCTBEHMU ITPOAYKTHU (ITPEJULIEH PA3AEJI 11 - B,
BP.71 OT 2008 I'., B CUJIA OT 12.08.2008 I'.)

Yn. 213. (U3m. - [IB, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) IlapaneneH BHOC Ha
JICKapCTBEHHU TIPOJIYKTH Ha TepuTopusAta Ha PemyOmmka Bbiarapus moxke na wW3BbpIIBa (PU3MUYECKO HITH
IOPUJINYECKO JIMLE, PETUCTPUPAHO N0 ThProBCKUS 3aKOH, MO 3aKOHOJATEJICTBOTO HA JAbpKaBa WIEHKA, ClIe
NOJIy4YaBaHEe Ha pa3pelIeHUe 3a MapajlesieH BHOC, U3aIeHO OT U3IIbJIHUTENHMS qupektop Ha MAJL

Yn. 214. (1) JlekapcTBeH MPOAYKT, pa3pelieH 3a ynorpeda B apyra JbpKaBa WiEHKa, MOXeE J1a
ce BHAcs MapajleqHO Ha TepuTopusita Ha PemyOnuka bbarapus, xorato € e€AHAaKbB WIM HOJ00€H Ha
JIeKapCTBEH MPOAYKT, pa3pelleH 3a ynotpeda B Peny6iuka bbiarapus no peaa Ha TO3U 3aKOH.

(2) (M3m. - 1B, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r., u3m. - 1B, 6p. 12 ot 2011 r., B cuna
or 08.02.2011 r.) Ilo cmuckma Ha an. 1 egHAKBB WM MOJO00CH JICKAPCTBEH MPOAYKT € TO3U, KOHUTO MMa
€/IHAaKbB KA4EeCTBEH M KOJMYECTBEH CHCTAB MO OTHOILIEHHE HA aKTUBHOTO BEIIECTBO/AaKTHBHUTE BEILECTBA,
mpejjiara ce B €IHa U Chbllla JeKapcTBeHa (opma, mpeasiara ce B €lIHa U Chlla MbPBUYHA OIMAKOBKA, C
noo0eH rpaduueH AU3aiH Ha OIIaKOBKATa.

Yn. 215. (1) (U3m. u gom. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a mony4yaBaHe Ha
paspelieHure 3a napajeicH BHOC Ha JIEKapCTBEH MPOAYKT Ha TepuTopusTa Ha Permybnuka brirapus nuiero
no 4. 213 nmoxasa 3asiBI€HUE 10 U3NBJIHUTEIHUA AUpeKkTop Ha MAJIL, B K0oeTo mocoyBa JabprkaBaTa YJICHKA,
OT KOSITO 1€ W3BBPIIBA MAPAJIEIICH BHOC HA JICKAPCTBEH MPOIYKT.

(2) KbM 3asBIE€HHETO C€ MpUjarar CaeaHUTe TaHHA U TJOKYMEHTH:

1. HauMeHOBaHMe, JeKapcTBeHa (popMa, KOJTMUECTBO Ha aKTUBHOTO BEIIECTBO B J030Ba €IUHUIIA
Ha paspenicHus 3a ynorpeda B Permybnuka beiarapus ekapcTBeH MpoOayKT;

2. HauMEeHOBaHHe, JIeKapcTBeHa (opma, KOTUIECTBO HAa aKTUBHOTO BEIIECTBO B JI030Ba €IMHUIIA
Ha JICKapCTBEHUS MPOAYKT, MPeAHA3HAYEH 32 MapajiesieH BHOC;

3. (mom. - 1B, Op. 12 ot 2011 r., B cuma ot 08.02.2011 r.) mmMe Ha mpuTek)aTelsl Ha



pa3pelIeHneTo 3a ynoTpeda U Ha MPOU3BOJUTENS, aKO € JIUIE, Pa3INYHO OT MPUTEKATEIIS HA Pa3peIICHHETO
3a ynorpe0a, Ha JIeKapCTBEHUsI IPOIYKT, MPEAHA3HAUEH 3a MapajelieH BHOC;

4. HOMep Ha pa3pelIeHUeTo 3a ynorpeda Ha JiekapCcTBEeHUsI MpOoAyKT B PemyOnuka bearapus u
HOMEp Ha pa3pelleHHeTo 3a ynorpeda Ha JIEKApCTBEHUS NPOAYKT B IbprKaBaTa 4YJIEHKA, OT KOSATO ce
W3BBPIIIBA MMapayeleH BHOC;

5. Aexmapanus 3a yCTaHOBsIBaHE Ha oOcTosiTesnicTBara mo wi. 217, T. 1;

6. KomKe OT JUCTOBKA 3a MallMeHTa U MOCTpa OT JIEKAPCTBEHUS MPOAYKT BHB BUAA, B KOMTO ce
IIpoJiaBa B JAbp)KaBaTa YJIEHKA, OT KOSTO CE M3BBPILIBA MapajelieH BHOC, MPEBOJ Ha ChABbPXKAHUETO Ha
JUCTOBKaTa Ha OBJIrapcKu €3UK, MPUAPYKEH C JeKJIapalus, ye MpeBoIbT € B ChOTBETCTBUE C OPUTMHANIA HA
JTUCTOBKATA,

7. mpelyIoKEeHWe 3a JINCTOBKA 3a MallMeHTa Ha MapajieTHO BHACAHUSA JIEKAPCTBEH IMPOJIYKT,
OPUIPYKEHO C JAeKiapalus, 4e ChIbPKAHMETO Ha JIMCTOBKATa € HJACHTUYHO ChC CHABPKAHUETO Ha
JUCTOBKaTa Ha MPOAYKTa, paspelieH 3a ynorpeba B PemyOnuka bbiarapus, ¢ M3KIIOYEHHE Ha CIICAHUTE
JaHHU:

a) HAaMMEHOBAHUE U a/IpeC Ha YIPABJICHUE HA JTULETO, U3BHPILBAIIO MTapasiesieH BHOC;

0) HaMMEHOBAHMETO HA MTPOU3BOJUTEIIS, KOTaTO € pa3jIMyeH 3a JABaTa MPOIyKTa;

B) MIEpUOJI HA CTAOMITHOCT, KOTaTo € pa3lInyeH 3a JBaTa MPOAYKTa;

I') IOMOII[HY BEILECTBA, KOTaTo ca Pa3IMYHU B JIBaTa MIPOJYKTa;

8. B cllyyaii Ha MPeoIaKkoBaHe:

a) (m3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - JIB, 6p. 67 ot 2020 r.) MmakeT
Ha JIEKapCTBEHUS NPOAYKT BbB BUJIa, B KOWTO III€ Ce IMyCcKa Ha ma3apa B beiarapus;

0) Komue OT JI0rOBOpa MEXKJY JUIETO, U3BBPINBAIIO MapaleleH BHOC, U JIMIAaTa, H3BHPIIBAIII
JacTUYHA MPOU3BOJICTBEHA JEMHOCT - OIAKOBAHE, ETUKETUPAHE;

B) ceptudukat 3a J[oOpa mpous3BOACTBEHA MPAKTUKA, KOTATO MPOIECUTE HA MPEONaKoBaHE Ce
W3BBPILIBAT U3BBH TEpUTOpUsTA Ha Pemybnuka brarapus;

I') KOraTo ce M3BBPIIBA OT JIMLETO MO 4i. 213 - Komue OT pa3peleHUeTo 3a MPOU3BOACTBO,
W3/1aJICHO OT PETyJaTOPHUS OpPraH Ha AbpKaBaTa YICHKA, KbJETO CE€ U3BBPILBA MPEONAKOBAHETO;

9. TOKYyMEHT 3a TJIaTeHa Takca B pa3Mep, onpeserneH B Tapudara mo wi. 21, ai. 2.

(3) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro mexnay jaexkapcTBEHHS
MPOJYKT 3a MapajielieH BHOC U MPOJIyKTa, pa3pelleH 3a ynorpeda Ha Tepuropusta Ha PenyOnuka bbirapus,
CHILIECTBYBAT pPa3lUKH (B ChCTaBa HAa IOMOIIHWUTE BEIIECTBA W APYTH), JHUIETO Mo aji. | mpeacrtass
JI0Ka3aTeJICTBA, Y€ T€ HE CE€ OTpas3siBaT Ha TEpaleBTUUHUTE KAauyeCcTBa Ha JIEKAPCTBEHUS MPOAYKT 3a
napa’sesieH BHOC.

(4) B caydaute nmo ain. 3 auuero mo aja. 1 mocoysa BBPXY OINAKOBKaTa M B JIMCTOBKAaTa 3a
MalUeHTa Ha apajiesIHO BHACSHUS JIEKAPCTBEH MPOIYKT Pa3IuKUTE.

(5) Korato nuuero mo un. 213 u3BbpIIBa MPEONAKOBAHE /WM €THUKETHPAHE HA JICKAPCTBEHUS
NPOAYKT Ha OBIrapcku €3WK Ha Tepuropusita Ha PemyOnmka bwirapus, To TpsOBa aa mpuTex aBa
paszpelleHue 3a IpOU3BOACTBO, U3aICHO OT U3MBJIHUTENHUS qupekTop Ha MAJL.

(6) [TapanenHo BHECEHUSAT MPOAYKT CE€ MU3IMOI3BA MPU YCIOBUATA HA U3JAJACHOTO pa3pelieHue 3a
ynotpeba Ha JIeKapCTBEHUS MPOAYKT Ha TepuTopusita Ha PermyOnuka brirapus.

Ui 216. (1) Pa3pemenuero 3a u3BbpIlIBaHe Ha NapajelieH BHOC Ha TepuTopusiTa Ha PemyOnuka
bearapus ce nuznaBa B cpok 45 1HU OT aTaTa Ha [oJlaBaHe Ha JJoKyMeHTauusara B MTAJL.

(2) Korato MAJI u3ucka oT 3a4BUTEIS TOMBJIHUTENIHA JOKYMEHTAIUs, CPOKBT 110 ajl. 1 crupa aa
Tedye J0 MoJlydyaBaHe Ha UCKaHaTa MH(popMaLus.

(3) Koraro MAJI u3ucka oT peryjJaTopHUs OpraH Ha Abp)KaBaTa 4leHKa, OT KOATO CE U3BbpIIBA
napajeneH BHOC, MHGoOpMalus, CBbp3aHa C H3JaBaHe Ha pa3pelIeHHeTO 3a ynoTrpeba Ha BHACSIHUA



JIEKapCTBEH MPOAYKT, CPOKBT 10 ajl. 1 ce yabimkasa ¢ 45 qHu.

(4) Axo B cpoka mo ain. 3 MAJI He monyun WcKaHaTa JOKyMEHTAIWs, MpoIeaypaTa 1o u31aBaHe
Ha pa3pelieHne 3a napajiejieH BHOC Ha TepuTopusTa Ha PenyOmuka brirapus ce mpekparsisa.

(5) Uznanenurte paspelieHUs 3a H3BbPUIBAHE Ha MapajiesieH BHOC Ha TEpUTOpUsTa Ha
Peny6nuka brarapus ce myOaukyBaT Ha ctpanuiiata Ha MAJI B uHTEpHET.

(6) Pazpemiennero 3a U3BBPIIBAHE HA MapayiesieH BHOC € ChC CPOoK 5 roaunu. HoBo pazperienue
ce u3/aBa 1o peaa Ha wi. 215.

(7) Pa3pemiennero 3a u3BbpIIBaHE Ha Mapajie]IeH BHOC HE C€ MpeKpaTsBa aBTOMaTHYHO, KOTaTo
MPUTEXKATENIAT Ha pa3pelleHueTo 3a ynorpeba Ha JEeKapcTBEHMs MPOAYKT, IIyCHAT Ha IMa3apa Ha
Teputopusita Ha Penybnuka bbiarapusi, To OTTernv Mo MPUYMHMU, KOUTO HE Ca CBBP3aHU C OMACHOCT 3a
3/IpaBETO Ha HACEJIEHUETO.

Un. 216a. (Hos - 1B, 6p. 105 ot 2020 1., B cuna ot 11.12.2020 1.) (1) IIpu 065BeHO U3BBHPETHO
MOJIOXKEHUE TIOpaJiy eMUIEMHYHO pa3NpocTpaHeHUe Ha 3apa3Hu Oomnectu mo wi. 61, an. 1 wim 3 ot 3akoHa
3a 34paBeTO WM TpU OO0SBEHA U3BBHPENHA eNuJAeMHYHAa OOCTaHOBKA TMOpaad EHUASMUYHO
pasnpocTpaHeHre Ha 3apa3Ha 6osect o 4. 61, an. 1 ot 3akoHa 3a 37jpaBeTo pa3pelIeHUETO 32 U3BbPIIBAHE
Ha mapajesieH BHOC Ce M3/1aBa B CpPOK 14 AHM OT JaTaTa Ha MOJIaBaHE Ha JIOKyMEHTauusara mo wi. 215 B
NAJL

(2) Korato MAJI n3ucka oT 3asBUTEIS TONMBJIHATEIIHA JOKYMEHTAIUSA, CPOKBT 10 aji. 1 crupa aa
TeYe J0 MoTy4yaBaHe Ha UCKaHaTa MHPpOpMaLus.

(3) Korato MAJI n3ucka oT peryjJaToOpHUS OpraH Ha Jbp’kaBaTa WICHKA, OT KOSITO CE M3BBPIIBA
napajeneH BHOC, WHpOpMalus, CBbp3aHa C H3JaBaHe Ha pa3pelIeHHeTo 3a ynorpeba Ha BHACSHUA
JIEKapCTBEH MPOAYKT, CPOKBT 10 ajl. 1 ce yabmxkasa ¢ 14 qau.

(4) Korato B cpoka mo an. 3 MAJI He monmyuu HMcKaHaTa JOKYMEHTAIUs, IMpoleaypaTa Mo
M3/1aBaHE Ha pa3pellieHre 3a napajelieH BHOC Ha TeputopusTta Ha PemyOinka bbarapus ce npekparsisa.

(5) Uzpagenure paspellieHus: 3a U3BbPIIBAHE HA MapajesieH BHOC Mo ai. 1 ce myOnuKyBar Ha
ctpanunata Ha MAJI B UHTEpHET.

(6) PazpemenuneTo 3a M3BBpIIBAHE Ha MapajelieH BHOC MO al. 1 € ChC CPOK JI0 JaraTa Ha
OTMSIHATa Ha U3BBHPETHOTO MOJI0KEHHE, ChOTBETHO HAa U3BBbHPEIHATA €MUIeMUYHAa 0OCTaHOBKA 10 an. 1.

(7) PazperienueTo 3a 3BbpIIBaHE HA MapalieieH BHOC CE MPEeKpaTsBa aBTOMaTUYHO, CYUUTAHO OT
JaTaTta Ha OTMSHaTa Ha U3BBHPEIHOTO MOJOKEHUE, ChOTBETHO HA M3BBHPEAHATA €MHIeMUYHa 00CTaHOBKA
o an. 1.

(8) Ilpm mpexparsiBaHe Ha pa3pelICHUETO 3a HM3BBPIIBAHE Ha MapajieieH BHOC 1O al. 7
JIEKapCTBEHHSIT MPOIYKT MOXKe Ja ObJIe MPOJaBaH A0 U3UEPIIBAHE HA HATMYHUTE KOJMYECTBA B CTpaHaTa, HO
He ToBeye OT 6 Mecela, CYUTaHO OT JaTaTa Ha MpeKpaTsIBaHETO.

(9) B cayyante no an. 1 HarnpoHanHHMST ChBET MO IIEHH U peUMOypcHpaHe Ha JIEKapCTBEHUTE
NPOAYKTH CE€ MPOU3HACS B CPOK a0 14 NIHU 3a YTBBpXKJaBaHE/PErHCTPUpPAHE HA IIEHA Ha JICKApPCTBEHH
MPOJYKTH, 32 KOUTO € MOJY4YeHO paspelleHre 3a MapayieJieH BHOC, CYMTAHO OT JaTaTra Ha IOJaBaHE Ha
3asBJICHME IO peJia Ha HapenOarta mo ui. 261a, ai. 5.

Uin. 217. TlputexxaTensiT Ha pa3pelIeHUETO 3a MapalieJieH BHOC € JIBKEH J1a:

1. yBeoMHU MpUTEKATENs HA pa3pelIeHHETO 3a ynoTpeda Ha IeKapCTBEHUS MPOAYKT, MMyCHAT Ha
naszapa Ha TepuTopusaTa Ha PemyOnmka brarapus, 3a HAMepeHHUETO CH Ja W3BBPILBA MapayielieH BHOC U MPHU
MOMCKBaHE MY MIPEIOCTaBsl MOCTPA OT MapaJie;THO BHACSHUS JIEKApCTBEH MPOAYKT;

2. chXpaHsiBa 3a CPOK 5 TOJIMHU ClIeIHATa JOKYMEHTAIUsl: UME U aJIpec Ha JIUIIETO, Ha KOETO €
JIOCTAaBEH MapajiesIHO BHACSHUST JIEKAPCTBEH MPOJYKT, JaTaTa Ha MPEeJOCTaBsIHEe, JOCTAaBEHO KOJMYECTBO U
IMapTUAECH HOMED;

3. npencrass B MAJL:



a) aKTyanu3WpaHa JIMCTOBKA 3a IMallMeHTa Ha TMapajelIH0 BHACSHUS MPOAYKT B CHOTBETCTBHUE C
HACTBIIMIIM TPOMEHHM B WM3/aJCHOTO pa3pellieHHne 3a yrnoTpeda Ha paspenieHus B PemyOnmuka Beirapus
JIEKapCTBEH MPOIYKT;

0) (m3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) neknaparus, 4e€ ChIbPKaHUETO HA

nyn

JTUCTOBKaTa mo OykBa "a" € MIEHTUYHO CHhC ChIBPKAHUETO Ha JUCTOBKATa Ha MPOAYKTA, pa3pelieH 3a
ynotpeba B PeryOnuka beirapus, ¢ u3kitoueHue Ha JaHHuTe o wi. 215, an. 2, 1. 7, 6yksu "a" - "r'";

4. noxyMeHTHpa U JO0KJIa/iBa Ha MPUTEKATENsl Ha pa3pelieHrueTo 3a ynorpedba u Ha MAJI Bcuuku
ChOOIICHNS 32 TIOJIO3UPAHU HEXKEIaHU JIEKAPCTBEHU PEaKIMK HA BHACSHUS JIEKAPCTBEH MPOJIYKT;

5. (noBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) mpenocraBs Ha MAJI exxecenMuyaHO
WIN TIPU TMPOMSHA Ha OOCTOSATENICTBATA Ype3 CleUaM3UpaHaTa eJeKTpoHHa cuctema mo wi. 2176, an. 1
nH(popManus 3a:

a) mapajerHO BHECEHHWTE Ha Teputopusra Ha Pemybnuka bbiarapusi konuuecTBa, OCOYEHHU IO
JICKapCTBEHH NPOMYKTH, BKIIOYeHH B IlO3MTHMBHUS JIEKapCTBEH CHHCHK, Ha KOWTO € MpPHUTEXATeNl Ha
pa3peleHneTo 3a napaseieH BHOC;

0) nocraBeHuTe Ha (uU3MUeckuTe W ropuaMdeckuTe numna mo ui. 207, am. 1, 1. 5, 5Sa u 6
KOJIMYECTBA, [IOCOYCHH TI0 JIEKAPCTBEHU MPOIYKTH, BKIIOUEHH B [103UTHBHHUS JIEKAPCTBEH CIHCHK;

B) (husnyeckuTe U ropuauueckuTe auua mo 4i. 207, an. 1, 1. 5, 5a u 6, Ha KOUTO ca JOCTaBEHU
KOJIMYECTBaTa JIEKAPCTBEHH MPOLYKTH 1o OykBa "a";

I') 1aTara, Ha KOSTO € U3BBPIICH BHOCHT/IOCTaBKaTa 1mo Oyksu "a" un "0";

1) HATMYHUTE B CKJIAZOBETE KOJIMYECTBA, [TOCOUYEHH IO JICKAPCTBEHU NMPOIYKTH, BKIIOYCHH B
[To3uTuBHUS JIeKapCTBEH CIUCHK, HA KOUTO € IpUTEeXaTes Ha pa3pelieHneTo 3a napajeieH BHOC;

6. (moBa - JIB, Op. 103 ot 2020 r., B cuma ot 01.01.2021 r.) npenoctaBs Ha MAJI 3a Bcuuku
JIEKapCTBEHH NPOAYKTH, MOJIYYWIM pa3pelleHHe 3a MapajelieH BHOC Ha TEpUTOpUsATa Ha CTpaHaTa,
BKIJIIOUMTENIHO TIPHU MPOMsHA Ha OOCTOATEICTBAaTa, Ype3 CHelHalu3upaHaTa eleKTPOHHA CHUCTEMa MO Y.
2176, an. 1 uadopmanus 3a KoJa Ha MPOAYKTA MO CMHCHIA Ha 4. 4, OykBa 0), moarouka i) ot [enerupan
pernament (EC) 2016/161 3a nekapcTBeHUTE MIPOIYKTH, ONIPEICTICHU B HETO;

7. (woBa - 1B, 6p. 67 ot 2020 r., npeaumHa T. 6 - 1B, 6p. 103 ot 2020 r., B cuna ot 01.01.2021
I.) OCUTYpsIBa 3aMsIHaTa Ha MOKa3aTeluTe 3a 0€30MacHOCT BbPXY BTOPHUYHATA OMaKOBKA, a aKO HsIMa TakaBa -
BBPXY I'bpPBUYHATA OINAKOBKA, HA JIEKApPCTBEHUTE NPOAYKTH, ompexaeneHu B [lenerupan pernament (EC)
2016/161, c paBHOCTOWHM Ha TSIX TO CMHCHIa Ha wi. 1680, an. 3 W ocurypsiBa BBBEXKIAHETO Ha
uaeHTU(PUKAIIMOHHUS OeJler Ha BCsIKa OMAaKOBKAa B CHUCTEMaTa OT PETHCTPU B ChOTBETCTBHE C Jlenerupan
pernament (EC) 2016/161.

I'naBa neBera "0".

N3HOC HA JIEKAPCTBEHM ITPOAYKTHU. CIIEHHUAJIU3ZUPAHA EJIEKTPOHHA
CUCTEMA 3A ITPOCJIEASABAHE U AHAJIN3 HA JIEKAPCTBEHUTE INPOAYKTH
(HOBA - /IB, BP. 18 OT 2014 I'., 3AI'JI. U3M. - JIB, BP. 84 OT 2018 I'., B CHUJIA OT
12.10.2018T.)

Un. 217a. (Hos - JIB, 6p. 18 ot 2014 1.) (1) U3HOC Ha JeKapCTBEHU MPOAYKTH OT TEPUTOPHUSTA
Ha Pemy6Onuka bearapus Moke na u3BbpIIBa (U3MYECKO WIM IOPUAMYECKO JIMIE, MpUTEXKaTea Ha
paspelieHue 3a THProBUS HAa €ApO C JIEKapCTBEHW NPOAYKTUM WIM IPUTEXKATEN Ha pa3pelieHue 3a
IIPOU3BOJICTBO.

(2) Ilpurexarten Ha paspellieHHe 3a MPOM3BOACTBO MOXKE Ja H3BBPIIBA HM3HOC CaMO Ha
MIPOU3BEJICHUTE OT HETO JICKAPCTBEHU MPOIYKTH.

(3) Ilo cMucwia Ha Tasu rjaBa W3HOC € M BBTPEOOIIHOCTHA JOCTaBKa B paMKUTE Ha



EBpomneickus cbro3.

(4) (U3m. - JIB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) JlekapcTBeHH MPOIYKTH, BKIFOYCHH
B [l03UTHBHUS JIEKapCTBEH CHUCHK, 32 KOUTO € YCTaHOBEH HEJOCTUT MO pena Ha wi. 21706, He Morar na
ObJIaT M3HACSHU 32 CPOKA, 32 KOWTO CE ChIBPKAT B cMChKa 1o wi. 2178, an. 1.

Un. 2176. (Hos - /1B, 6p. 18 ot 2014 r., u3m. - /IB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.)
(1) Cw3naBa ce CnenuanusupaHa eJEKTPOHHA CHCTEMa 3a MpOCJeAsBaHE U aHAIU3 Ha JICKAPCTBEHUTE
NPOAYKTH, BKIOYEHH B [lO3UTHBHMSA JIEKAPCTBEH CIHCHK, KOSATO CE€ AJAMUHUCTPUpPA M TOJIABpKA OT
W3nbaHuTenHaTa areHIus 1o JekapcTpara.

(2) Cp3maBaHeTo W MOJABPKAHETO Ha ClEUATU3MpaHaTa EJIEKTPOHHAa cUcTeMa Mo ai. 1 ce
M3BBHPIIBA B3 OCHOBA HA CIICTHUTE TIPUHIIHIIHN:

1. rapanTHpaHe Ha aKTYaJIHOCT M TOYHOCT Ha MPEIOCTABEHUTE U ChbXPAHIBAHUTE JaHHU;

2. ocurypsiBaHE Ha MOIXOSIIA cpesia 32 OOMEH Ha JaHHU;

3. rapaHTupaHe Ha perJiaMEHTHUpPaH JIOCTBhIl JI0 JAaHHUTE B eJIeKTpOHHaTa WH(OpMalHOHHA
CUCTeMa IIPH Clia3BaHe M3UCKBAHUATA HA 3aKOHA;

4. ocurypsiBaHE Ha ONlepaTHBHA CHBMECTUMOCT W MHPOPMAIIMOHHA CUTYPHOCT.

(3) CnenmanusupaHaTa eIeKTpOHHA crcTeMa 1o aji. | chabpxa:

1. (m3m. - IB, Op. 103 ot 2020 1., B cuia ot 01.01.2021 r.) undopmanusta o wi. 54, wi. 54a,
yn. 68, an. 1, 7. 10 u 11, wn. 207, an. 1, 1. 15, wn. 217, 1. 5 u 6 u un. 232a, npegocTaBeHa OT CbOTBETHUTE
u1a;

2. (mm. - JIB, Op. 67 or 2020 r.) undopmamusa, mnpeaocraBeHa oT HammonamHaTa
3JIpPaBHOOCUTYpUTENIHA Kaca, 32 KOJMUYECTBAaTa, KOUTO Ca MMOCOUYEHH 10 OTYETEHHU U 3aIlIaTeHU JICKapCTBEHH
MIPOAYKTH, BKIItOYeHH B [103UTHBHUS JIEKapCTBEH CIUCHK 32 MPEIXOAHUS €IUH MECEI;

3. urdopmarus, nmperocraBeHa 0T MUHHCTEPCTBOTO HA 3[PaBEOINa3BaHETO, 3a KOJIMYECTBATa,
KOHMTO Ca IMOCOYEHHU T10 3aIUIATEHH JICKApCTBEHH MPOAYKTH, BKIIOUeHH B [103UTHBHHUS JTE€KapCTBEH CITUCHK 3a
MIPEIXOJHUS €IUH Mecell.

(4) B3 ocHOBa Ha uHpOpMaLUATA 1O aj. 3 ype3 cruenuain3rpaHara eleKTpOHHa CUCTeMa T10 all.
1 ce M3BBpIIBA aHAIN3 332 YCTAHOBSIBAaHE HA HEJOCTHT Ha JIEKAPCTBEHH MPOIYKTH, BKIIOYeHH B [103UTHBHUS
JIEKapCTBeH CIUCHK, HA TepuUTopusaTa Ha PemyOnuka bearapus mpu yclnoBUS U MO pel, ONpeAciieHU B
HapenOara 1o ai. 8.

(5) (Hom. - JIB, 6p. 67 ot 2020 r.) HegocTursT 1o ait. 4 Ha IeKapCTBEHHU MPOIYKTH, BKIIOUCHH B
[To3uTHBHUS JIEKApCTBEH CIHCHK, CE YCTAaHOBSBA, KOTAaTO IMPH HM3BBPIIBAHE Ha aHaiM3a mo ai. 4 ce
YCTaHOBH, Y€ HAJIMYHUTE Ha Teputopuara Ha PemyOnuka briarapus konuuecTBa OT ChbOTBETHUS JIEKAPCTBEH
IOPOAYKT ca MO-MAJIKO OT 65 Ha CTO OT HEOOXOOMMHTE KOJIMYECTBAa 3a 3aJ0BOJIIBAHE HAa 3PaBHUTE
MOTPEOHOCTH Ha HACEJIECHHETO 3a MEPHOJ OT €IUH MECEl, M3YUCIEHH Bb3 OCHOBA HAa CPEAHOMECEHYHOTO
noTpeOieHne Ha CBHOTBETHMS JIEKAPCTBEH MPOJYKT 3a MPEIXOAHUTE 6 Mecela, CYMTAHO OT JEeHS Ha
M3BBPIIBAHE HA aHAIM3A.

(6) Criennanu3upaHara eJIeKTpOHHa CUCTeMa Mo ajl. | mojabpika aBTOMaTU3MpaH uHTepdeic 3a
npeocTaBsiHe Ha MH(OpMAIMsTa 1o all. 3 ¥ 3a U3MpalniaHe Ha ChOOIIeHUS.

(7) IlpaBo Ha AOCTHI 0 CHEIUATU3UpaHATa eJIEKTPOHHA CUCTEMA 10 all. 1 UMaT MHCTUTYIHHTE
U JIUIaTa 1no aj. 3 caMo 3a IeJUTe Ha MpeJocTaBsiHe Ha MH(OpMAIHs, ONpeeIeHH ¢ TO3U 3aKOH, U HOCST
OTTOBOPHOCT 3a JIOCTOBEPHOCTTa Ha TpeAOoCTaBeHaTa HWH(OpManus, KakTO W 3a HABPEMEHHOTO W
MIPEIOCTaBsIHE.

(8) (Homa - IB, 6p. 67 ot 2020 r.) U3BbH ciydaute 1o aji. 7, MpaBoO Ha JIOCTHI JI0 JAHHHUTE B
creluanu3upaHaTa eJeKTpoHHa cucreMa o ai. | umar MUHHCTEpCTBOTO Ha 3/paBeora3BaHETo,
Hanmonannata 31paBHOOCUTYPHUTENIHA Kaca U ChBETHT 10 4. 258, an. 1.

(9) (Ilpemummua anm. 8 - IB, Op. 67 ot 2020 r.) YcioBusita W peapT 3a MPEAOCTaBsHE,



CbXpaHsBaHE W WM3BBPIIBAHE Ha aHAIW3 Ha WHpopMamuATa 1Mo aj. 3, KakTo W 3a aIMHUHHCTPUPAHETO,
HOJIBP>KaHETO M JOCTHIA JI0 CHEeNHAIN3NpaHaTa eIeKTPOHHA CUCTeMa 110 ajl. | ce ompenensT ¢ Hapeada Ha
MHUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(10) (Ilpepumna an. 9 - B, 6p. 67 ot 2020 r.) M3nbiHuTeNHAaTa areHIMs 1O JieKapcTBaTa €
3abJDKCHA J1a OCUTYpsiBa MPEXOBaTa M MH(OPMALMOHHATA CUTYPHOCT Ha CIICHHaIM3UpaHaTa eIeKTPOHHA
cucTeMa 1o aji. | mpu cra3BaHe Ha 3abJDKSHUE 3a ONla3BaHe TaliHaTa Ha MoTydeHaTa MHGOpMAaIHs 1o ai. 3.

Un. 2178. (HoB - IB, 6p. 18 ot 2014 r., o06siBeH 3a mpotuBokoHCTUTYIIMOHEH ¢ PKC Ne 1 or
2015 r. - [AB, Op. 12 ot 2015 1., u3m. - JIB, Op. 84 ot 2018 ., B cuma ot 12.10.2018 r.) (1) Cp3naBa ce
CnuchK Ha JEKapCTBEHUTE MPOAYKTH, BKJIIOUEHU B [103UTUBHUS JE€KapCTBEH CIHUCHK, 32 KOUTO € YCTaHOBEH
HEJIOCTUT Ha TepuTopusita Ha PemyOmmka bbearapus, KOWTO ce HM3roTBS, aKkTyalIu3upa W TMOJIAbpKA OT
W3npaHuTenHaTa areHIus 1o JieKapcTBara.

(2) CriuchkbT 1O all. 1 ce U3roTBs B3 OCHOBA HAa U3BBPIICHUS aHATIHN3 10 peaa Ha wi. 2176, an.
4 u ce myOIMKyBa Ha UHTEPHET CTpaHUIaTa Ha M3mbiHUTEIHATA areHIys M0 JIeKapcTBaTa.

(3) CouMCcHKBT Ha JIEKAPCTBEHUTE NPOAYKTH, 32 KOUTO € YCTAHOBEH HEJOCTUI IO pela Ha 4.
2176, an. 5, ce U3roTBs MO HAUMEHOBAaHUE HA JIEKAPCTBEHUS MPOAYKT, BKIIOUEH B [103UTHBHUS JeKapcTBEH
CIUCHK, MEXKIYHAPOJAHO HEMAaTEeHTHO HAaUMEHOBAaHHE, KOJIMYECTBO HA aKTMBHOTO BEIIECTBO, JIEKAPCTBEHA
(dhopMa U KOJIMIECTBO B OTIAKOBKA.

(4) CiucbkbT MO an. 1 ce akTyanusupa:

1. exxeceIMHUYHO;

2. Ipu IpoMsiHA Ha OOCTOATEJICTBATA, CBbP3aHU C BHOC U/MJIU U3HOC HA JIEKAPCTBEHH MPOAYKTH,
BKJIIOYeHU B [103UTHBHMS JIEKapCTBEH CHHUCHK.

(5) Ilpu akTyanu3upaHe Ha CIUCHKA MO pena Ha ajl. 4, T. 1, KaKTo U B CIydauTe Mpu IPOMSHA Ha
oOcTosTencTBaTa mo ai. 4, T. 2, Bb3 OCHOBA Ha IpeaocTaBeHara uHbopMmanus mo wi. 68, an. 1, 1. 10, um.
207, an. 1, 1. 15 w un. 217, 1. 5, ype3 cnenuannu3upaHaTa €JIeKTpOHHA cuctema mo ui. 2170, an. 1 ce
M3Mpaia cho0ImeHne 10 aumnara mo wi. 68, an. 1, wi. 207, an. 1, i, 217 u wi. 232a 3a akTyaau3upaHus
cnucbk. CIHCHKBT HE3a0aBHO ce MyOJIMKyBa HAa MHTEPHET CTpaHMIlaTa Ha V3MbIHUTENHATa arcHIUS I10
JIeKapcTBara.

(6) B ciydaute no an. 4 cnuchkbT no an. 1 ce uznpama or MAJI u Ha Arennus "MutHunu" mo
CITy>eO€eH pe/l.

(7) Cnen BkIIIOYBaHE Ha JIEKAPCTBEHH MPOAYKTH B CIHCHKA MO all. | Te HE MOrar Jia ce U3HACST
3a CpOKa, 32 KOUTO C€ ChIABPKAT B CIHMCHKA.

Yn. 217r. (Hos - B, 6p. 18 ot 2014 1., u3m. - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 .)
M3meaHUTETHATA areHIUs IO JIeKapCcTBaTa W3BBPIIBA NMPOBEPKH Ha JIMIATa, KOUTO Ca 3aIb/DKCHH J1a
MpeIoCTaBAT HH(OpMAIIHSI 110 pe/ia Ha Ta3u TIaBa.

Ui 2170, (Hos - B, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) ITo Bpeme Ha 00sIBEHO
M3BBHPEIHO MOJIOKEHUE TTOPAAH SUAEMUYHO Pa3NpOoCTpaHEHHE HA 3apa3Hu 0oyiecT mo wi. 61, an. 1 unu 3
OoT 3aKkoHa 3a 3[IpaBeTO WM Ha OOsSBEHA M3BBHpPEIHA EMUACMHYHA OOCTAaHOBKA TOPAAU CIHIEMUYHO
pasnpocTpaHeHre Ha 3apa3Ha Oosect mo wi. 61, am. 1 or 3akoHa 3a 3ApaBeTO W 10 TPU MECela Ccie
OTMSIHaTa UM ChC 3arOBe]] HA MHHHCTHPA Ha 3JIpaBEOIa3BaHETO MOXKE BPEMEHHO Ja ce 3a0paHu M3HOC Ha
JIEKapCTBEHHU TPOJYKTU OT TeputopusaTa Ha PenmyOnuka bbeiarapus, 3a KOUTO € yCTaHOBEH HEIOCTHT Ha
TEPUTOPHSITA HA CTpaHaTa 3a 33J0BOJISIBAHE HA 3/[PaBHUTE MOTPEOHOCTH HAa HACEJICHHUETO.

I'naBa necera.
TBPI'OBUS HA APEBHO C JIEKAPCTBEHHU ITPOAYKTHU. HALIUOHAJIHA AIITEYHA



KAPTA (BAI'JL. U3M. - ]IB, BP. 67 OT 2020 T'.)

Un. 218. TeproBusta Ha IpeOHO C JEKAPCTBEHH NPOAYKTHU CE€ HM3BBHPILIBA CAMO B alTEeKd U
JPOTepHH 110 pelia Ha TO3U 3aKOH, C U3KJIFOUEHNE Ha ClIydauTe 1o 4i. 232, ai. 2.

Y. 219. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., mom. - JIB, 6p. 23 ot 2009
r., B cna ot 30.03.2009 r., mom. - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., u3m. - /1B, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r., u3m. - JIB, Op. 67 ot 2020 r.) AnTekara € 3ApaBHO 3aBEJICHHE, B KOETO CE
U3BBPIIBAT CJIEIHUTE JEHHOCTU: CBbXpaHsSBaHE, INPHUTOTBSIHE, OINAKOBaHE, KOHTPOJMpaHe, JaBaHE Ha
KOHCYJITAllMHM, OTIyCKaHE IO JIEKapCcKo M 0e3 JeKapcKo NpenucaHue Ha pa3pelieHd 3a yrnoTpeba B
Peny6nuka bbarapus nekapcTBeHU MPOIYKTH, HA METUIIUHCKU U3IENHSI, HA TUETHUYHU XPaHU 3a CIICHUATHH
MEJIMIMHCKH LENN ¥ XpaHH 3a KbpMaydeTa U MPEXOJHU XpaHHU, KaKTO U XPaHUTEITHH J00aBKH, KOZMETHYHH
MPOIYKTH, CAHUTAPHO-XUTUEHHU MaTepraId U OMonuaIu OT IiaBHa rpyna 1 "JlesuHdekranTu", mpoyKTOBH
tunoBe 1 u 2, u or miaBHa rpyna 3 "KonTpon Ha Bpenutenu", npoxykroBu tumnose 18 u 19, ceriacHo
[Tpunoxxenue V ot Pernament (EC) Ne 528/2012 na EBporneiickus mapinament u Ha CbBera oT 22 mait 2012
I. OTHOCHO IIPeJIOCTaBAHETO Ha na3apa u ynorpedara Ha 6uonuau (OB, L 167/1 ot 27 ronu 2012 1.).

(2) (M3m. - B, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) YcrpoiicTBOTO, peapT M
opraHmzanusTa Ha paboTara Ha anTeKUTEe, HOMEHKJIATypaTa Ha JIeKapCTBEHUTE MPOAYKTH, CE ONPEAETAT B
Hapen0a Ha MUHHCTBPA Ha 3/[PaBEONa3BaAHETO.

(3) (U3m. - [IB, 6p. 71 ot 2008 1., B cuiia ot 12.08.2008 1., oT™. - JIB, 6p. 23 ot 2009 1., B cuna
ot 30.03.2009 r., HoBa - /IB, Op. 67 ot 2020 r.) IlpuTexaTensT Ha pa3pelieHHe 3a ThProBUs Ha JpeOHO
MIpOBEPsIBa aBTEHTUYHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTU UYpe3 IOoKa3aTeslnTe 3a 0e30macHoOCT Mo 4i. 168,
asl. 8 ¥ 1e3aKTUBUPA YHUKATHUS UICHTH(PHUKAIIMOHEH OeJier B cucTeMara OT PErHCTpH.

(4) (Hosa - JIB, 6p. 67 ot 2020 r.) [eficTBusTa 10 aii. 3 ce U3BBPIIBAT 1O peaa Ha riaaBa VI ot
Henerupan perinament (EC) 2016/161.

Ui 220. (1) Hetinocture 1o wi. 219, an. 1 ce u3BbpIIBaT OT MarucThp-hapmaiieBT.

(2) (dom. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Maructbp-hapManeBThT € IITHKEH
7la U3MBIHU W3JIAJICHO JIEKApCKO MPEANUCaHUE, BKIIOUUTEIHO U 3a JIGKAPCTBEHU (POPMH, IPUTOTBEHU IO
MarucTpajiHa u (hapMakoIrieifHa perenTypa, 1o peja, onpeaesieH B HapenoaTa mo wi. 221, an. 1.

(3) (U3m. - AB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [TomommHMK-(hapMaIieBTbT MOXKE J1a
W3BBPINBA BCUUKH JieiiHOCTH TI0 wi. 219, an. 1 moj KoHTposia Ha MarucTbp-papManeBT ¢ U3KIIOUCHUE HA:
OTIyCKaHE Ha JIEKapCTBEH MPOJIYKT MO JIEKAPCKO MpeJnucaHue, KOHTPOJI U JaBaHe Ha KOHCYJTAllUH,
CBBpP3aHHU C JICKAPCTBEHUTE MPOAYKTH.

UYn. 221. (1) (Ilpenumien teket Ha 4. 221 - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
MUHUCTBEPHT HA 3IPABEONA3BAHETO ONPECNS B Hapeada METUIIMHCKUTE CICIHATUCTH, KOUTO MOraT Ja
U3JaBaT PEIENTH, pelia 3a MPEANUCBAHETO HA JIEKAPCTBEHU NMPOAYKTH, CPOKA 32 U3IBIHEHHETO, KAKTO M
CIIy4auTe U pefia, o KOMUTO MarucThp-hapMaieBThT MOXKE J1a OTKaXKE Ja U3ITBIIHU JIEKAPCKO MPENHCAHUEC.

(2) (Homa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 9 ot 2011 r.)
bearapcku rpaxknaHu M 4y>KISHIM, HA KOUTO € pa3pelieHo nmpeduBaBaHE B cTpaHaTa, MpHU MBTYBAHETO UM
U3BBbH PemyOimka bwirapus Morar Ja HOCSAT WIH J1a M3HACAT JICKAPCTBEHH MPOJYKTH, MPEIHA3HAYCHH 32
JICUCHUETO UM, TIPH YCIIOBHSI U TIO PeJI, OTPE/ICIICHU B Hapenoara 1o ai. 1.

(3) (Homa - IB, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r., u3m. - IB, Op. 9 ot 2011 r.)
UykIeHIM, HA KOUTO € W3JaJiecHa BU3a 3a KPAaTKOCPOYHO NpeOMBaBaHE HAa TEepUTOpUATa Ha PemyOmmka
bearapus, moraT Aa mpuTekaBaT JICKAPCTBEHU MPOIYKTH, TMPEAHA3HAYCHU CaMO 3a JICYCHHETO UM, B
KOJIMYECTBA, ONpeIeTICHN B HapeabaTa 1o ai. 1.



(4) (Hosa - JIB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) M3uckBanusita KbM MEIUIIUHCKUTE
NpeINuCcaHusi, KOUTO ca M3MIaJICHU 10 MCKaHEe Ha MAIMeHT, KOWTO Bb3HAMEpsiBa Ja TW HM3IOJ3Ba B JIpyra
IbpKaBa YICHKa, KAKTO U MPU3HABAHETO W M3IIBJIHEHUETO HAa TAaKWBa, U3MIAJICHU B Apyra Abp)KaBa 4JICHKA,
Ce U3BBPIIBAT IIPH YCIOBUS U IO PeJl, ONIPEACIICHH ¢ Hapeabara 1o ai. 1.

(5) (Hosa - JIB, 6p. 1 ot 2014 r., B cuna ot 03.01.2014 r.) Br3cTaHOBsIBAHETO HA Pa3XOJIUTE 3a
JIEKapCTBEHH MPOAYKTH 110 MEIUITUHCKU MPEANMCAHNS, H3ITBITHEHU B JIpyTa IbpKaBa YWICHKA, CE U3BBPIIBA
NIPH YCJIOBUS U 110 PEJI, ONpeiesieHu ¢ HapeabaTa mo wi. 80e, at. 4 oT 3akoHa 3a 3JJpaBHOTO OCUTypsIBAaHE.

Ui 222. (1) (O6sBena 3a nmpotuBokoHcTuTyninoHHa ¢ PKC Ne 5 ot 2008 1. - /1B, 6p. 65 ot 2008
r., u3m. - JIB, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r.) [IpaBo na uW3BBpIIBa THProBUs HA JAPEOHO C
JIEKapCTBCHH TPOAYKTH WMa (DH3UYECKO WM FOPHUIUYECKO JIUIE, PETHCTPUPAHO KAaTO THProBEI IO
OBIATapCcKOTO 3aKOHOAATEIICTBO MJIU MO 3aKOHOJIATEIICTBOTO HA IbpKaBa WIEHKA, KOETO € CKIFYUIIO TPYIOB
JIOTOBOP WJIM JIOTOBOP 3a YIpPAaBJICHHE Ha anTekaTa ¢ MarucTbp-(papMareBT, a B MPEIBUIACHUTE OT 3aKOHA
clly4au - C IOMOIIHUK-(apMalleBT, KaTo Ha TepuTopusTa Ha PemyOnuka beiarapus moxe na oTkpue He
roBeye OT 4 anTexu.

(2) (HoBa - B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) Korarto nuuero mo am. 1 e
MarucTbp-papManeBT U € pHbKOBOIUTEN Ha anTeKaTa, He € He0OXOAMMO MPEICTABIHETO Ha TPYAOB JIOTOBOP
WJIN JIOTOBOP 32 YIPaBJICHHUE Ha anTeKara.

(3) (Ilpepumaa an. 2, uam. - JIB, 6p. 71 ot 2008 r., B cuima ot 26.07.2008 r.) Maructsp-
(apManeBTHT 1O aj. 1 € ppbKOBOIUTEN HA aNTeKaTa M 3aIbJDKUTEITHO paboTH B Hesl.

(4) (Tlpeaumna an. 3 - 1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) [IpaBo ma oTkpusT
amnTeKa 3a 3aJ0BOJIsIBAaHE Ha COOCTBEHUTE CH HYKU UMAT:

1. neuebnuTe 3aBeAcHUA MO WI. 5 oT 3aKoHA 3a JeUEOHHUTE 3aBEICHUS, KOUTO OCBIIECTBIBAT
OOJTHHYHA TIOMOIII,

2. neyeOHNTE 3aBeaeHUs 32 OOIHNYHA ITOMOIII;

3. (m3m. - IB, 6p. 59 ot 2010 1., B cuna ot 31.07.2010 r.) meHTpoBETE 32 NCUXUYHO 3/pPaBe,
[IEHTPOBETE 32 KOKHO-BEHEPUIECCKU 3200 ISIBAHUS 1 KOMIJIEKCHUTE OHKOJIOTHYHU IIEHTPOBE;

4. xocmucuTe che ctarronap mo 4wi. 10, T. 5 ot 3akoHa 3a jjeueOHUTE 3aBEACHMUS.

(5) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a 3ag0BosiBaHE HA COOCTBEHUTE CH
HYX]U JICUCOHUTE 3aBEJCHUS 10 all. 4, KOUTO HAMAT OTKPUTA alTeKa, MOraT Ja ce CHaOIsABaT OT anTeKka Ha
nedeOHO 3aBeieHHE, MTOJIYUYUIIO pa3pelleHre 3a ThProBusl Ha ApeOHO ¢ JIEKapCTBEHH MPOAYKTH MPH YCIOBUS
U TI0 pell, ONIpeeIeHH ¢ Hapendara mo wi. 219, an. 2.

(6) (Ot™m., mpenumHa an. 4 - JIB, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r., mpeaumiHa ai. 5,
mwm. - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) Anrtekutre Ha JeyeOHHTE 3aBEIECHUS 3a
M3BBHOOHUYHA ITOMOII KbM MUHHUCTEPCTBOTO Ha OTOpaHaTta U MUHHCTEPCTBOTO HAa BBTPEIIHUTE PabOTH
MOTaT Jia ce PBbKOBOJAT OT MOMOIIHUK-(apMaIeBT MO MPEAI0KEHUE Ha ChbOTBETHOTO BEIOMCTBO U CIEJ]
U3J1aJICHO pa3pelIeHre OT U3MbJIHUTENHUSA qupeKkTop Ha MAJL.

Ui 222a. (Hos - IB, 6p. 67 ot 2020 r.) JIuie, momydusio pa3pemieHue 3a ThproBus Ha JpeGHO ¢
JIEKapCTBEHH MPOAYKTH B amnTeka, He MoKe Ja ObJie MpUTEKaTesl Ha pa3pellieHre 3a ThProBUs Ha €/Ipo C
JIEKapCTBEHU MPOAYKTH, U3aJCHU 110 PEIa Ha TO3U 3aKOH.

Un. 223. (1) Maructbp-¢papmaiieBT Wik MOMOIIHUK-(apMalleBT MOXe Ja ObJe PHKOBOJUTEN
caMo Ha €/IHa anTeKa U 3aIbJDKUTEIHO paboTH B Hesl.

(2) (M3m. - 1B, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) Maructbp-papManeBTsT WIH
IIOMOIIIHUK-(apMalieBThT, KONTO € PBKOBOJUTE] Ha alTeka, He MOXe Ja ObJe HaeMaH Ha pabora Io
JIOTOBOP C €QHOJIMYEH THPrOBEL] WIK THPrOBCKO APY>KECTBO C MPEAMET Ha JEHHOCT NMPOU3BOJICTBO, BHOC,



THProOBUs HAa €APO WIH APEOHO C JIEKAPCTBEHU MPOTYKTH.

(3) Jlumero mo an. 1, momy4msio paspenieHHEe 3a W3BBPIIBAHE HA THPrOBHUS Ha JIPEOHO C
JIEKapCTBEHH MPOAYKTH, HE MOXe Jia ObJile COOCTBEHUK WIIM J1a Y4acTBa B ThPTOBCKU JIPY>KECTBA C MPEAMET
Ha HeﬁHOCT IMPONU3BOACTBO, BHOC WM TBHProBUA Ha €ApPO C JICKAPCTBCHU IMPOAYKTH, BKIIIOUUTCIIHO B
JPY>KECTBA HA CBbP3aHHM JIMIIA TI0 CMHUCHJIA Ha ThPrOBCKHUS 3aKOH.

Ui, 224. PpKOBOAMTEIAT HA anTeka TpsoBa Ja:

1. e marucTbp-hapmaieBT, ChOTBETHO MOMOIIHUK-(ApPMAIIeBT, B MPEIBUICHUTE OT 3aKOHA
cllyvau;

2. He € JUIICH OT MPaBOTO Ja yIpaxxHsIBa MpodecusiTa;

3. HE € OCHXKIaH 3a NpPECThIUICHUs, CBBP3aHU C YyIpaXHsIBaHE Ha mnpodecuara My, 3a
MPECTBIUICHUS MPOTUB COOCTBEHOCTTa W CTOMNAHCTBOTO WM 32 YMHUIUIEHH HPECTBIUICHUS CpELLy
JIMYHOCTTA;

4. iMa Hall-MaJIKO €JTHa TOJIMHA CTa)X KaTo MarucTbp-hapMarienT.

Yn. 225. (U3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) B Haceneno mscro, Ha
YUATO TEPUTOPUS HSIMA OTKPUTA allTeKa, IPaBo Ja U3BBPIIBA ThProOBHs HA APEOHO € JIEKAPCTBEHU HMPOTYKTH
¥Ma Jiie 1o wi. 222, aji. 1, KoeTo e CKI0YUIIO TPYAOB JOTOBOP WUIIU JOTOBOP 3a YIPABICHHUE HA alTeKara ¢
MTOMOITHHUK-(papMalleBT WIH C MaruCThP-(hapMaIeBT ¢ MO-MalKo OT €Ha TOJUHA TPYIOB CTaXK.

(2) HomomHUK-(apMaeBThT WM MarucThp-(hapManeBThT MO all. 1 € ppKOBOAMUTEIN Ha anTeKaTa
1 33JbJDKUTENTHO pabOTH B Hesl.

(3) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IlomomHukK-papmManeBThT -
PBKOBOJIUTEI HA anTeKaTa 1o ajl. 1, MoKe J]a M3BBPIIBa CICHUTE ICHHOCTH: ChXpaHsIBaHE U OTITyCKaHe 0e3
JIEKapCcKO TMpeANucaHue Ha paspelieHu 3a ynoTpeba B PemyOnuka bbiarapusi nekapcTBeHH MpPOAYKTH, Ha
MEJIUIMHCKN H3/ENHs, Ha JUETHYHU XPaHU 3a CHENHATHA MEIUIMHCKH IEJH M XpaHW 3a KbpMadeTa H
MIPEXO/IHU XPaHU, KAaKTO U HA XPAHUTEITHU 100aBKU, KO3SMETHYHU U CAHUTAPHO-XUTHEHHH CPE/ICTBA.

Un. 226. (1) Ha teputopusita Ha jeyeOHM 3aBeACHMs 3a M3BBHOOIHUYHA IOMOIIl MOTaT Jia ce
OTKpHBAT aNTEeKH 3a MPOoAaXk0Oa Ha JEKapCTBEHH MPOAYKTH Ha IPaKJaHH.

(2) Ha teputopusiTa Ha 31paBHU 3aBeleHUs Mo wi. 21, an. 2 oT 3aKoHa 3a 3/1paBeTo, JeUeOHU
3aBeJIeHHs 3a OOJIHMYHA MOMOIN U JieueOHM 3aBeneHus no wi. 10 or 3akoHa 3a JiedeOHUTE 3aBe/leHHs He
MOraT Jja ce€ OTKPHBAT alTeKH 33 MPoAax0a Ha JEKapCTBEHH MPOAYKTH Ha TPaKIaHH.

Un. 227. (1) (Ilpenumuen teker Ha uwi. 227 - JIB, 6p. 102 ot 2009 r., B cuma ot 22.12.2009 r.)
N3uckBanusTa 32 MECTOHAXO0XKICHHETO U KbM TTOMEIICHHTA Ha anTeKaTa ce ONpeAesIT B Hapeadara mo 4.
219, an. 2.

(2) (Homa - IIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., m3m. - JIB, 6p. 60 ot 2011 r., B
cuna ot 05.08.2011 r.) M3uckBaHusITa KbM YCTPOUCTBOTO W MOMEIICHUATA HA allTeKUTE 1o wi. 228, an. 5 ce
ompeensT B Hapeaoara mo ai. 1.

Un. 227a. (Hos - IB, 6p. 67 ot 2020 r.) (1) [TorpeOHOCTHTE HA HACENIEHUETO OT AOCTHII JIO
JIEKapCTBEHH MPOAYKTH, OTIYCKaHH B allTEKH, CE€ ONpPEAENAT Ha TepUTOpHalieH npuHIun ype3 Hanuonanna
anTe4yHa KapTa.

(2) B HanonanHara anTedyHa KapTa HE c€ BKJIIOYBAT alTeKH, OTKPUBAHU 10 peja Ha wi. 222,
an. 4.

(3) C HanmmonanHata anrtedHa Kapra ce onpeaessT odgactute, OOIMIMHNUTE U HACEJICHUTE MECTa C



HEJIOCTUI HAa OTKPUTH allTeKH Ype3 U3BbPIIBAHE HA aHAJIM3 Ha JIOCThIA HA HACEJICHUETO JI0 alTeKH, KOUTO
OCBIIECTBIBAT IEUHOCTH IIO:

1. oTmyckaHe Ha JIeKapCTBEHUM NPOJIYKTH 3a JOMAIIHO JIEYCHHE, 3aIUIalllaHd HAMbJIHO WU
gactuaao oT H30K npu ycioBusita u o peaa Ha ui. 45, an. 17 ot 3akoHa 3a 3paBHOTO OCUTYPSIBAHE;

2. IPUTOTBSIHE HA JICKAPCTBEHU MPOIYKTH;

3. OTIIYCKaHC Ha JICKAPCTBCHU IMPOAYKTHU, CbAbpPXKAIM HAPKOTUYHU BEHICCTBA IIO CMHCDHJIA HA
3aKoHa 32 KOHTPOJ BbPXY HAPKOTUYHHUTE BEUIECTBA U MTPEKYPCOPUTE;

4. oTHycKaHe Ha JIEKapCTBEHU IPOAYKTH Ha BETEPAHU OT BOMHUTE;

5. oTIycKaHe Ha JIEKapCTBEHH MPOIYKTH Ha BOEHHOWHBAJIUAU U BOGHHOIIOCTPA1aJIu;

6. OTIyCKaHe Ha JIEKAPCTBEHU MPOAYKTH MO JIEKAPCKO MpEANUcaHue, KOUTO HE Ce 3aIialiar C
myOJIMYHU CPEJCTBA;

7. oTIyCKaHe Ha JIEKapCTBEHH MPOIYKTH 0e3 JIEKapCKO MpeAnrucaHue.

Ui 2276. (Hos - JIB, 6p. 67 ot 2020 r.) (1) HannonamHata anteyHa kapta ce u3paboTBa Bb3
OCHOBA Ha 00JIACTHU aNTeYHH KapTH.

(2) 3a wum3paboTBaHe Ha oOjacTHaTa anTe4yHa KapTa MUHHUCTBPBT Ha 3JPaBEONa3BaHETO
Ha3HavaBa KOMHCHS 3a BCSKa OOJIACT, KOSTO BKIIOYBA OOJACTHUS YIIPABHUTEIN, JABaMa MPEICTABUTEIN Ha
peruoHaiHaTa 3/paBHa WHCIEKIMS, JBaMa IPEACTABUTENM Ha paiioHHATa 3paBHOOCHTYpPUTENIHA Kaca,
JBaMa TPEJCTABUTENIM Ha pETHOHAIHATa KOJETHs Ha bbirapckusi QapMmamneBTHYeH CbhI03, €IUH
MIPeJICTaBUTEN Ha pernoHaliHaTa Koyierus Ha bbirapckara aconuanus Ha MOMOIHUK-(apMalleBTUTe, €AHH
NPEJCTaBUTENl Ha IMPEICTABUTEIIHUTE OPraHM3alliy 3a 3allUTa Ha MpaBaTa Ha MAIMEHTUTE, NPU3HATH IO
pena Ha wi. 86B OT 3aKOHA 3a 3APaBETO, U MO €IUH MPEICTaBUTEN Ha BCsIKa OOLIMHA B ChOTBETHATa 00JacCT.
OOnacTHUAT yIpaBHUTEN € MpejaceaaTe]l Ha KOMHCHSTA.

(3) IlpencraBurenure Ha OOMIMHUTE TO aj. 2 C€ OMPENEIST MO pefa Ha 3aKOoHa 3a MECTHOTO
caMOyIpaBlIeHUE U MECTHATa aIMUHUCTPALIUS.

(4) IlpencTaBUTENAT HA MPEICTABUTEIHUTE OPTaHU3AIMH 32 3alllUTa Ha TpaBaTa Ha MAIUCHTUTE
o aji. 2 BbB BCSAKA OT OOJACTHUTE KOMHMCHUU ce M30Mpa U ce 0CBOOOXKIaBa OOIIO OT MPEICTaBUTEITHUTE
OpraHH3aIliH.

(5) OGnacTHaTa anTe4yHa KapTa ce M3paboTBa Mo o0pas3ell U Mo pell, ONPEACICHH C METOJIUKa,
YTBBbPJCHA OT MUHHUCTHPA Ha 3]JpaBEONa3BaHETO.

(6) Bcesika oOmactHa kKoMucHs TIpEACTaBs Ha MHHHCTBbpPA Ha 3/paBEOIa3BaHETO M3TOTBEHATA
o0racTHa anTeyHa KapTa U Is1aTa MbpBUYHA HHPOPMAIIHs, Bb3 OCHOBA Ha KOSITO € U3TOTBEHA.

Ui 2278. (Hos - IB, Op. 67 ot 2020 r.) (1) O6nacTHaTa anTevHa KapTa ChIbpxKa:

1. manHM 3a nemorpadckata CTPYKTypa M MOTPeOJICHHETO Ha JIEKapCTBEHHW NPOAYKTH 3a
JIOMAIITHO JICUEHUE OT HACEIIEHUETO HA TEPUTOPUSITA HA 00JIACTTa;

2. Oposi, BUJIOBETE JECHHOCTH M Pa3lpe/ICICHHETO HAa OTKPUTUTE aNTeKW Ha TEPUTOPHUATA Ha
oOIacrra;

3. Opos Ha paboTeImuUTe MarucThp-hapMareBTH U TOMOITHUK-(PapMaIieBTH B OTKPUTH allTEKU HA
TEPUTOPHSTA HA 00JacTTA.

(2) KpMm obnacTHara anTedHa Kapra Mo ajl. | ce mpuiara CTaHOBHWIINE, M3TOTBEHO 1O Pea |
KPUTEPHUH, ONIPEIeTICHN B METOAMKATA 110 ui. 2270, ajl. 5, OTHOCHO HEOOXOIMMHUSI MUHUMAJIEH OpOi anTeku
M0 BHUJAOBE ACWHOCTH Mo wi. 227a, am. 3, KaKTo U 3a HEOOXOIWMHUS MUHUMAJIEH Opoll Ha paboTeru
MarucTbp-papManeBTd W MOMOIIHUK-(DapMaIleBTH B aNTeKH, KOUTO C€ OIpeaeisaT ChOOpa3HO
MOTPEOHOCTUTE HAa HACEJIIEHUETO B ChOTBETHATA 00J1aCT.

U 227r. (Hos - 1B, 6p. 67 ot 2020 r.) (1) HammonanHata ante4yHa kapta ce m3paboTBa OT
HAIlMOHAJIHA KOMHUCHSI, Ha3HAUCHA ChC 3aIl0BE/l HA MUHKHCTBPA Ha 3/IpaBeONa3BaHETO, KOUTO € MpeceaaTel
Ha KOMUcusiTa.



(2) B cwcraBa Ha komwucusita ce BkimouBar ynpasutenst Ha H3OK, mpeacemarenst na
Hanmonanuus chBeT Mo IeHH U peuMOypcHpaHe Ha JIEKapCTBEHU IMPOJYKTH, ABama MpPEICTaBUTENN Ha
WM3nbiHuTenHaTta areHiuss 1o JieKapcTBaTa, OT KOUTO E€IWHUAT € W3NBJIHUTEIHUAT JTUPEKTOp Ha
W3nbiHuTEenHATA areHIus 110 JIeKapcTBaTa, JUPEKTOpHT Ha HanroHamHus HeHThp 1o OOMIECTBEHO 3/IpaBe U
aHanu3u, mpenaceAarensT Ha HanumonamHoTo capykeHue Ha obOmuHuTe B PemyOnuka bearapus, nama
MpeACTaBUTEIM Ha MUHHUCTEPCTBOTO HA 3/[paBeONa3BaHETO, TpUMa TNpeacTaBUTeNM Ha bbiarapckus
dapmalieBTHUEH CHIO3, €AMH TNpeAcTaBUTeN Ha bbirapckara acomnuanus Ha MOMOILTHUK-(apMaleBTUTE U
€VH MPEeJICTAaBUTENl HA MPEICTaBUTEIIHUTE OpraHu3alliy 3a 3allliTa Ha MpaBaTa Ha MAlMEHTUTE, TPU3HATH
0 peaa Ha wi. 86B OT 3aKOHA 3a 3/IPaBETO.

Un. 227a. (Hos - [IB, 6p. 67 ot 2020 r.) (1) HattmonanuaTa ante4Ha kapra CbIbpiKa:

1. oOnacTHUTE aNTEeUHU KapTH;

2. KOHKpPETHHTE MHHHMMAIHU MOTPEOHOCTM HA HACEIEHHETO OT JOCTBI A0 JIeKapCTBEHU
MPOIYKTH, OTIYCKaHW B amlTEeKW, W O BUAOBETE JeHHOCTH o wi. 227a, an. 3 mo o0iacTu, OOIMMHUA U
HACEJIEHU MECTa;

3. pasmpenencHHEe Ha OTKPUTUTE anTeKd MO Opod Ha HACENEHHETO Mo 001acT, OOIIMHU U
HACEJIEHU MECTa;

4. rpaduuHO MOCOYBaHE Ha OTKPUTHTE alTeKd BHPXY KapraTa Ha CTpaHara CHopes BHAa Ha
JNEHHOCTHUTE, KOUTO U3BBPIIBAT CHIVIACHO Wi. 227a, ai. 3;

5. aHanM3 Ha JOCTHIIA HA HACEJEHHETO A0 JIEKApCTBEHU MPOIYKTH, OTIYCKAHU B alTeKd IO
BHIOBE IEHHOCTH 110 Wwi. 227a, ain. 3 mo 0o0acTi, OOIIMHNA U HACEJIEHH MECTA;

6. ompenensHe Ha O0NacTUTE, OOLIMHUTE W HACEJIECHUTE MECTa, B KOMTO MpPU H3BBLPIIBAHE Ha
aHallu3a Mo T. 5 € yCTaHOBEH HEeIOCTHUT Ha OTKPUTH allTeKH MO BUIOBE ACWHOCTH 1o wi. 227a, an. 3.

(2) Ananu3bT 1o an. 1, T. 5 ce u3BBpIIBA 110 Pell U KPUTEPUH, ONIPEACICHU B METOIMKATA 1O Y.
2276, an. 5, v 3aABHKUTETTHO BKJIIOYBA OLICHKA HA KOHKPETHUTE MUHUMAIHU MOTPEOHOCTH Ha HACEIIEHUETO
OT JIOCTBI JI0 JICKAPCTBEHU MPOJYKTU, OTIYCKAaHU B allT€KH, U JI0 BUIOBETE JAEUMHOCTH 1O wi. 227a, ai. 3,
KaKTO U Ha paslpe/ieJICHUEeTO Ha OTKPUTHUTE allTeKU MO Opoil Ha HACEIEHUETO.

Yn. 227e. (Hos - B, 6p. 67 ot 2020 r.) (1) Hanmonannara anteyHa kapTra ce yTBBP’KAaBa C
pemeHre Ha MUHUCTEPCKHSI CHBET IO MPEUIOKEHUE Ha MHHUCTHPA Ha 3paBeoIa3BaHETo.

(2) HatmonanHata anre4Ha KapTa ce akTyalu3upa Npu HEOOXOJUMOCT B ClIyyauTe, ONpeleIeHU
¢ MeToaMKaTa 1mo 4i. 2270, ai. 5.

Y. 228. (U3m. - IB, 6p. 71 ot 2008 1., B cruta ot 26.07.2008 1.) (1) (U3m. - JIB, Op. 60 ot 2011
r., B cuia ot 05.08.2011 r.) Pa3pemenue 3a ThproBus Ha JpeOHO C JCKAPCTBEHU MPOAYKTH B amTeKa ce
u3llaBa OT WM3MbIHUTENHUs Aupekrop Ha WAJI Bb3 ocHOBa Ha 3asBIeHHE IO OOpasel, KbM KOETO ce
MpUJIarar:

I. (msm. - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) nmamHu 3a Enunaus
uAeHTU(HUKAIIMOHEH KOJI Ha ThProBella WM KoomeparusaTa OT THProBCKUS PETHCTHp, a 3a JIPYKEeCcTBaTta,
pETHCTpHUpaHU B AbpiKaBa - WieHKa Ha EBporielickusi Ch03, WK B JbpkKaBa - crpana 1mo Cropa3yMeHHeTo 3a
EBpormneickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JAOKYMEHT 3a aKTyallHa PErHCTpaiusi M0 HAlMOHAIHOTO
3aKOHOJIaTEJICTBO, U3/1a/ICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa JIbp>KaBa Ha JIMIATa 1o wi. 222, an. 1;

2. TpyZIOB JOTOBOP WJIM JOTOBOP 32 YIpaBJIEHUE Ha anTeKaTa, CKIYEH C MarucTbp-hapmaieBT
WJIH C TIOMOITHHUK-(papMaIieBT;

3. KOIIME OT aKTa 3a Chb3JaBaHe Ha JUIaTa 1Mo 4wi. 222, ai. 4;

4. TOKyMEHTH, YOCTOBEPSIBAILIY, Y€ Ca CIa3eHN U3UCKBAaHUATA Ha Wil 224;

5. (mom. - IIB, 6p. 103 or 2017 r., B cuma ot 01.01.2018 r.) cBHIETENCTBO 3a CHAUMOCT Ha
MarucTbp-papmaneBTa, CbOTBETHO Ha MMOMOILIHUK-(hapMalleBTa, IOCOYEH 3a PbKOBOAUTEN Ha anTeKara, ako
He ca OBJITAPCKH TPAKIAHM;



6. MEIMIMHCKO CBHUJETEICTBO Ha Maructbp-hapmaneBTa, CHOTBETHO HAa MOMOIIHUK-
(bapmaliieBTa, IOCOYEH 32 PHKOBOJUTEN Ha alTeKaTa;

7. (mom. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., ot™. - [IB, Op. 48 oT 2015 1.)

7a. (moma - /IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r., ot™m. - JIB, 6p. 67 ot 2020 1.)

8. IOKyMEHT 3a IIaTeHa Takca B pa3Mmep, onpezesneH B Tapudara mo ui. 21, an. 2.

(2) (Hosa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IIpu u3gaBane Ha pa3pelieHue 3a
THProBUsS Ha JpeOHO C JIEKAPCTBEHU MPOJYKTH CE€ M3BBHPILBA MPOBEpKa Aalu MpeacTaBeHaTa AUILIOMA Ha
MarucTbp-(apmareBra/mOMOITHUK-(PapMaleBTa € U3/1aieHa OT ChOTBETHATa KOMIIETEHTHA MHCTUTYLIHS.

(3) (Ilpequmna an. 2, usm. - JIB, 6p. 60 ot 2011 1., B cria ot 05.08.2011 r.) AnTekuTe 1Mo 4.
222, an. 4 u 6 ce OTKpUBAT U 3aKPUBAT 10 UCKAHE Ha JIMIIETO, MIPEICTABIABAIIO JIEUeOHOTO 3aBE/ICHNUE.

(4) (Ilpeauuna ain. 3 - IB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a oTkpuBaHe Ha anTeka,
B KOSTO C€ OTIyCKaT JIEKQpCTBEHU MPOIYKTH, CHABPKAIIM HAPKOTUYHHU BEUIECTBa, CE€ Mpuiarat u
M3HUCKBaHUATA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHUTE BELIECTBA U IIPEKYPCOPUTE.

(5) (Hosa - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npenumiHa ain. 4 - JIB, 6p. 60 ot
2011 r., B cuia ot 05.08.2011 r.) Pa3pemienue 3a TbproBust Ha JpeOHO ¢ JIEKAPCTBEHH MPOJYKTH B aITeKa,
KOATO C€ OTKpHBA B HaceleHo MACTO ¢ HaceneHne nox 10 000 >xutenn, ce u3gaBa Bb3 OCHOBA Ha 3asBJICHUE
no oOpasell, KbM KOETO ce MpuJjiarar:

1. (u3m. - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r., uzm. - IB, Op. 84 ot 2018 r., B cuna
ot 12.10.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.) moxkymeHnTute 1o ai. 1, T. 1 - 6;

2. (m3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) MOKyMEHT 3a IUIaTeHA TaKca B
pasmep 50 Ha cTO OT TakcaTa, ompeneieHa B Tapudara mo wi. 21, an. 2 3a W3gaBaHe HA pa3pelicHHE 3a
THProBUs Ha JPeOHO C JEKapCTBEHU MPOAYKTH 1Mo wi. 222, an. 1.

(6) (ITpepumina an. 4, gom. - JAB, 6p. 102 ot 2009 r., B cumna ot 22.12.2009 r., uzm. - JIB, 6p. 98
ot 2010 r., B cuna ot 01.01.2011 r., mpeaumnnHa an. 5, usm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)
3asBIEHUETO U IOKyMeHTUTE 110 ail. 1 u 5 ce monasar B MAJIL.

(7) (ITpepaumina an. 5, u3zMm. - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., uzm. - JIB, Op. 98
ot 2010 r., B cuna ot 01.01.2011 r., mpeaumna an. 6, u3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.,
mMm. - JIB, 6p. 67 ot 2020 r.) B nens Ha mocThnBaHe Ha 3asBieHueTo 1o an. | wim 5 MAJI m3npama mo
ciyxe0eH pen uckane 10 cboTBeTHaTa P3U 3a m3naBaHe Ha XUTMEHHO 3aKioueHue. PernonanHara 3apaBHa
WHCIICKIUS U3/]JaBa XUTHUEHHOTO 3aKJII0YEHUE B CPOK A0 14 IHM OT MOCTHIIBAHE HA MUCKAHETO W IO M3Ipalia
o ciyxebeHn pen Ha MAJL. Jlo monydaBaHe Ha XUTHEHHOTO 3akitoueHne B MAJI cpokbT mo um. 229, am. 2
CIMpa Ja Teye.

(8) (Homa - /IB, Op. 48 ot 2015 r., mom. - JIB, 6p. 91 ot 2018 r.) B aeHs Ha mocThIIBaHE Ha
3asgBieHueTo o an. 1 u 5 MAJI usnpama no ciayxeOeH pe uCKaHe 10 YIIPaBUTENIHUS ChBET Ha bbarapckus
(dapmaleBTUUYEH ChIO3 32 M3JaBaHE Ha yJIOCTOBEPEHHE 3a BIHMCBAHE B HALMOHAIHUS €JIEKTPOHEH PETUCTHP
Ha 4JieHoBeTe Ha brarapckus ¢apmaneBTHUEH ChIO3 - 32 MAarUCThp-(hapMaleBTa, pPbKOBOJUTEN Ha anTeKara,
M JI0 YOpPaBHTEITHHUS ChBET HAa bhiarapckara acommanus Ha MOMOITHUK-(AapMAIeBTHTE - 32 TTOMOIIHUK-
¢dapmaiieBTa, pbKOBOAMTEN Ha alTeka B ONpeAeNieHUTe OT 3aKOHa Clydyau, KaKTO M 3a MPEeloCTaBsHe Ha
nH(pOpMaIKs OTHOCHO HAJIOKEHU HaKa3aHHs 10 peja Ha 3aKOHA 3a ChCIOBHATAa OpraHU3alys Ha MarucThbp-
¢dapmaieBTUTE U Ha 3aKOHA 3a 3/1paBETO.

(9) (Homa - JIB, Op. 48 ot 2015 r.) YpaBUTEIHUAT ChBET MPEIOCTaBs JOKYMEHTUTE MO ajl. 8 B
CpOK 5 paOOTHU JIHU OT MOCTHIIBAaHE HA UCKAHETO.

(10) (Homa - IB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3nbaHuTeNHATa areHIys 1o
JIeKapcTBaTa yCTaHOBSBA CIIy’K€OHO 00CTOSITENICTBaTa OTHOCHO CHAMMOCTTA Ha JIMIara 1o ai. 1, T. 5, koraro
ca OBJIrapcKku rpaskJaHu.

Yn. 229. (1) (Jom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., ot™. - JIB, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r.)



(2) (Jom. - [IB, 6p. 71 ot 2008 1., B cra ot 12.08.2008 1., u3m. - IIB, 6p. 102 ot 2009 1., B cuiia
ot 22.12.2009 r., u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., gom. - JIB, Op. 18 or 2014 r.) B
€JHOMECEUEH CPOK OT MOCTHIIBAaHE HA JOKYMEHTAlMATa 1o 4i. 228, aj. 6 M3MbIHUTEIHUAT IUPEKTOP Ha
WAIJI, cnen cranoBuuie Ha ExcriepTHUS ChBET MO ThpProBHsl Ha APeOHO C JIEKAPCTBEHH MPOAYKTH, M3/1aBa
paspellieHrne 3a U3BBPIIBAHE Ha THProBHUs HAa ApeOHO C JIEKAPCTBEHH MPOIYKTH B amlTeKka I MPaBH
MOTHBHUpAH OTKa3 3a M3J]JaBaHETO Ha pa3pelieHue. Pa3pemieHneTo wiam OTKazbT Ce BpPbUBA HA JIUIETO,
M0/1aJ10 3asBIICHUE.

(3) (U3m. - [IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) B 15-1HEBEeH CpOK OT MOCTHIIBAHE HA
JOKyMeHTanuara 1no wi. 228, ain. 6 MAJl u3BbwpuiBa rnpoBepka Ha NPeICTaBEHUTE IOKYMEHTH U YBEIOMSsIBa
MHCMEHO 3asBUTEIS 32 YCTAHOBEHUTE HECHOTBETCTBUSl WJIM HEMBIHOTH. B Te3u ciaydau CpoKbT Mo ai. 2
crupa Jia Te4e OT JeHS Ha YBEJAOMSIBAHETO JI0 OTCTPAHsBaHE HA HEIOCTATHIUTE.

(4) (Homa - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) B cnyuaii ue B cpok g0 60 1Hu OT
JaTaTa Ha YBEIOMSIBAHETO MO ajl. 3 3asABUTEISAT HE OTCTPAaHU KOHCTATUPAHUTE HECHOTBETCTBUS WIIU
HEI'BJIHOTH, TMPOU3BOJICTBOTO IO H3JaBaHE Ha pa3pelleHHe 3a THProBus Ha APeOHO ¢ JIeKapCTBEHU
MPOJIYKTU WJIU 32 MIPOMsIHA B U3JIaJICHO pa3pelIeHUE ce IPeKpaTsBa.

(5) (IMpenpumna an. 4 - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 1., u3m. - /IB, Op. 60 ot
2011 r., B cunma ot 05.08.2011 r.) Otka3pT Ha M3NBAHUTENHUS aupekTop Ha WAJl 3a u3gaBaHe Ha
paspelnieHue moAjeu Ha o0xalBaHe 1o pefa Ha AIMHUHUCTPATUBHOMPOIECYATHUS KOJIEKC.

Ui 229a. (Hos - 1B, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 r.) (1) (M3m. u gom. - IB, Op. 41
ot 2009 r., B cuna ot 02.06.2009 r., u3Mm. - JIB, 6p. 98 ot 2010 1., B cra ot 01.01.2011 r., m3m. - JIB, 6p. 60
ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 52 ot 2020 r., B cuna ot 09.06.2020 r.) M3nbaauTenHaTa
areHIUs IO JIeKapcTBara cCiyxeOHo m3mpama B P3U mo MecTOHaxXoXIeHHE Ha CHhOTBETHATAa alTeka C
U3MIAZICHO pa3perieHne mo wi. 229, an. 2, BKIIOYBAIIO U3BBPIIBAHE HA THPTOBHS HA JAPEOHO C XPaHUTEIHU
NO0AaBKH, TUETHYHU XPaHU 3a CICIUATHH MEIUIIMHCKU IEJIH, XpaH!U 32 KbpMadeTa W MPEXOJHH XPaHH,
KOITHE OT Pa3peIICHUETO 3a BIIMCBAHE B PETUCTHpa 1o 4wi. 24, an. 1 oT 3akoHa 3a XpaHUTE.

(2) (M3m. m mom. - IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) AnTeKUTEe, KOUTO U3BHPIIIBAT
THPrOBUS Ha JIPEOHO C XPAHHUTEITHHU JOOABKH, JTUCTUIHH XPaHU 32 CHCIHMATHUA METUITMHCKH TN, XpaH! 3a
KbpMaueTa U MPEXOIHH XPaHHU, TOIeKAT Ha KOHTPOJ MO pefa Ha 3aKOHA 3a XpaHUTE.

Y. 230. (1) (U3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) M3mbaHuTeIHATA areHIUS
M0 JIEKapCTBaTa BOJM PETHCTHD HA W3HAJICHUTE pPa3pelIcHHs] 3a THProBUs Ha APEOHO C JIEKAPCTBCHH
MPOAYKTH MO Wi. 229, ain. 2, KOUTO ChAbPKA:

1. HOMep U J1aTa Ha pa3pelIeHUETo;

2. (mom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) HaumeHOBaHUE, BUJT HA THPTOBEIIA,
Ce/auIle U aJipeC Ha yIpaBlIeHUE Ha JIUIIETO, MOJIYYUIIO pa3pellieHue;

3. (u3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) uMe, equHEH I'paXKIaHCKH HOMEpP Ha
PBKOBOJIUTEIIS HA aNTeKara;

4. anpec Ha anTeKara;

5. IEMHOCTUTE, KOUTO WIE CE U3BBPIIBAT B allTEKaTa;

6. 1aTaTa Ha MPEKPATSIBAHETO HA Pa3pEIICHUETO U 3aIMYaBaHETO OT PETUCThpPa M OCHOBAHUE 3a
TOBA,

7. 3a0€JIeKKHU TI0 BITUCAHU OOCTOSTEIICTBA.

(2) (M3m. - AB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) JlaHHU OT perucThbpa ce myOIuKyBaT
Ha CTpaHWIaTa Ha V3bIHUTEIHATA areHIIUS 110 JIEKapCTBaTa B MHTEPHET.



Ui 231. (1) Ilpu npomMsiHa Ha BrcaHuTe B peructhbpa mo wi. 230, an. 1, 1. 2 - 5 obcrosiTencTra
JIUIIETO, MOJIYYHIIO pa3pelleHue 3a U3BbPIIBAaHE HA THProBHUsS Ha APEOHO C JIEKApCTBEHU MPOIYKTH, [0/1aBa
3asiBJICHUE TI0 pena Ha uil. 228, an. 1, KbM KOETO mpuiara U CBbp3aHUTE C MPOMIHATA JJOKYMEHTH.

(2) (Hoa - JIB, 6p. 60 ot 2011 r., B cuna or 05.08.2011 r.) B cuyuaii Ha npomsiHa
€THOBPEMEHHO Ha HAaMMEHOBAaHME U BHJ Ha THProBella, apec Ha anTeKaTa U pbKOBOAMTEN Ha amnTekaTa ce
MojiaBa HOBO 3asBJICHHE 1O peAa Ha ui. 228, an. 1 u ce 3amiamia Takcara 3a U3JJaBaHe Ha pas3pelieHue 3a
THProBUs Ha APeOHO € JIeKapCTBEHU MPOAYKTH B anTeka, orpeaeseHa B Tapudara mo ui. 21, an. 2.

(3) (Homa - JIB, Op. 60 ot 2011 r., B cuia ot 05.08.2011 r.) Jluie, noay4uusno paspeuieHue 3a
THPTOBHsI Ha IPEOHO C JICKAPCTBEHU MPOIYKTH MO peaa Ha 4wi. 228, an. 5, MOXe Ja U3BBPIIHA MPOMSIHA 110
1. 230, ain. 1, T. 4 camo B HaceneHo MscTo ¢ HaceaeHue 10 10 000 sxkurenu.

(4) (Homa - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) Korato nuuero no ain. 3 xenae aa
U3BBpIIM npomsiHa no wi. 230, an. 1, T. 4 B HaceneHo mscTo ¢ Hacenenue Haja 10 000 skurenu, To 3ariania
Takcara 3a W3JlaBaHE Ha pas3pelicHHe 3a THProBUS Ha JpeOHO C JIEKAPCTBCHH MPOJIYKTH B amTeka,
ompenesneHa B Tapudarta mo wi. 21, am. 2.

(5) (IpegumHa an. 2 - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IIpu u3gaBane Ha
paspenieHneTo, ¢ KOeTo Ce I0MyCcKa MpoMsiHaTa 1o aj. 1, ce mpuiaraT pasnopeaonte Ha 4i. 229.

Uin. 232. (1) Jlekapute u JeKapuTe MO JACHTAIHA MEAUIIMHA MOTaT Jia ChbXPaHsIBAT JIEKAPCTBEHU
MPOJYKTH IO CIHUCHK, OTPEesieH OT MUHUCTBpa Ha 3/IpaBEOINa3BaHETo.

(2) Korato B HaceleHOTO MSICTO HsIMa arTeka, Julara mo aja. 1| mMorar jga chXpaHsBaT M Ja
MpoJaBaT JIEKApCTBEHU MPOIYKTH CaMO akKO ca IMOJIy4YWMJIM paspellieHHe 3a ToBa IO pel, ONpPEIeIeH B
Hapen0a Ha MUHUCTBpA Ha 3/IpaBEOMa3BaHETO.

Un. 232a. (Hos - JIB, Op. 84 or 2018 r., B cuma ot 12.10.2018 r.) IIpurexarenure Ha
paspelieHre 3a THProBUS Ha APEOHO C JICKApPCTBEHH MPOIYKTH W ymnara mo wi. 207, am. 1, 1. 5a u 6
exenHeBHO mpenoctaBiaT Ha MAJl upe3 cmenumanu3upaHarta eleKTpoHHa cuctema mo wi. 2176, am. 1
uHpopManus 3a:

l. nmocraBeHMTE WM KOJMYECTBA, IIOCOYEHH IO JIEKAPCTBEHU NPOAYKTH, BKIIOUYEHU B
[To3uTUBHUS JTEKAPCTBEH CIUCHK;

2. OTIyCHATUTE/TIPOJA/ICHUTE KOJINYECTBA, TIOCOYCHH IO JIEKAPCTBEHH MPOIYKTH, BKIIOUYCHU B
[To3uTUBHUS EKapCTBEH CIUCHK;

3. HATMYHUTE UM KOJINYECTBA, IOCOUYEHH I10 JIEKAPCTBEHHU MPOAYKTH, BKIOYEHH B [l03UTHBHUSA
JIEKapCTBEH CIIUCBHK.

Ui, 233. PbKOBOAMTENAT HA anTeKaTa HOCU OTTOBOPHOCT 33 JEHHOCTHUTE, MOCOYECHH B 4. 219,
an. 1.

Ui 234. (1) 3abpansiBa ce mpoaaxOara Ha JICKQPCTBEHU IMPOJYKTH 4Ype3 aBTOMATH, OCBEH Ha
JIEKapCTBEHUTE MPOJYKTH, TOCOYCHHU B CIIUCHK, OIpe/ieieH B HapeadaTa mo ui. 219, an. 2.

(2) ABToMatuTe 1o an. 1 moraT ma 6b1aT COOCTBEHOCT caMO Ha JHIara mo wi. 222 u ai. 238,
an. 2.

(3) 3abpansiBa ce oka3noOHHATA MPOAak0a Ha JIEKAPCTBEHH MTPOTYKTH.

(4) 3abpansiBa ce mpojax6a Mo MHTEPHET Ha JIEKAPCTBEHHU MPOAYKTH, OTITYCKAHU IO JIEKAPCKO
MIpeNrcaHue.

(5) (Homa - JIB, 6p. 67 ot 2020 r.) 3abpaHsiBa ce BPBINAHETO HA 3aKyNEHHU JICKAPCTBCHH
MPOIYKTH.

(6) (Homa - /IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., mpexaumHa an. 5 - JIB, 6p. 67 ot



2020 r.) JlekapcTBeHU MPOIYKTH O€3 JEKapCKO MPEANHcaHue MoraT Jja ce MpoJaBaT Mo MHTEPHET CaMo OT
anTeKa UM Aporepusi, MOIy4YHIN pa3pellieHre pH yCIOBUATa U IO pesla Ha TO3M 3aKOH M Ha Hapeabara 1o
yy. 219, an. 2, cbOTBETHO 1O 4iI. 243.

(7) (Homa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npeaumna an. 6, usm. - JIB, 6p. 67
ot 2020 r.) AnTekuTte U JporepuuTe 1Mo aji. 6 myOIMKyBaT HA MHTEPHET CTPAHMIIATa, Ype3 KOATO U3BHPILBAT
THProBUsl Ha JIEKAPCTBEHM MPOJYKTH 0€3 JeKapCcKo IpeanucaHue, OO0 JOoro, pa3rno3HaBaeMo 3a LENHs
EBporneiickust cb1o3.

(8) (Homa - JIB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r., npequmina an. 7, u3m. - JIB, 6p. 67
ot 2020 r.) M3uckBanusiTa KbM OOIIOTO JIOTO TIO aJl. 7 C€ OMPENETAT ¢ IeJIETUpaH akT 1o wi. 858, maparpad
3 ot dupextuna 2001/83/EO.

Ui 234a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) (1) M3nbiHUTETHATA areHITUS
10 JIeKapcTBaTa MyOJIMKyBa U OJ/IbpKa Ha CBOATA HHTEPHET CTPAHUIIA:

1. uHpoOpMaIMsA 3a HAIMOHAIHOTO 3aKOHOJATENICTBO, NPUJIOKHUMO 3a TWpejIaraHeTo Ha
JIEKapCTBEHH MPOIYKTH 3a MpOoJax0da Mo MHTEPHET, BKIOYUTEHO HH(OpManus OTHOCHO (akTa, 4ye mMorar
Ja CBIIECTBYBAT pa3WyUsl MEXIY IIbpXKAaBUTE WICHKA 110 OTHOUICHWE Ha KiacudukanusaTa Ha
JIEKapCTBEHHUTE MPOIYKTH U HA YCIOBHSTA 32 TOCTABSIHETO HM;

2. uHpOpMAaLKs OTHOCHO IEJITa Ha OOIIOTO JIOTO;

3. CIMCHK Ha JIMIIATa, Mpeasaramiy JeKapcTBeH! MPOAYKTH 3a Mpoak0a 1Mo WHTEPHET, KaKTO U
aJIpecuTe Ha TEXHUTE UHTEPHET CTPAHHIIN;

4. (m3am. - IB, 6p. 67 ot 2020 r.) obma wHpOpMAHs OTHOCHO PUCKOBETE, CBBP3aHH C
JIEKapCTBEHH MPOJIYKTH, TOCTABSIHM Ha MOTPEOUTEINTE Ype3 MHTEPHET B HapyIIEeHHE Ha Hapexdara Imo ui.
234, an. 6.

(2) Wurepner crpanunatra Ha WAJl mo an. 1 e cBbp3aHa Cc UHTEpHET CTpaHMIIATa HaA
EBpomneiickara areHuus 1o JiekapcTBara.

Un. 2346. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) M3nenHATETHATA areHIIHS 110
JIEKapCTBaTa y4yacTBa B NMPOBEXIaHU 0T EBponelickara komucusa n EBponerickara areHuus 1o JeKapcTBaTa
WH(OPMALIMOHHHA KaMITAHUHA OTHOCHO OTMIACHOCTTA OT (anmuuIMpaHy JIEKapCTBEHU MPOAYKTH.

Ui 235. (1) PaspemenueTo 3a u3BbpIIBaHE HA ThPTrOBUs HA APEOHO C JIGKAPCTBEHHU MPOIYKTH
o uj1. 229, an. 2 ce mpekpaTsiBa ¢ MpeKpaTsiBaHe JeHHOCTTa Ha Jiuiara mo uwi. 222 u 225.

(2) (A3m. - IB, 6p. 60 ot 2011 1., B crma ot 05.08.2011 r.) U3neaauTenausT nupektop Ha MAJI
MIPEKpaTsBa Pa3pelIeHUEeTO 3a U3BBPIIBAHE HA THPTOBH HA JPEOHO C JIEKApCTBEHU MPOAYKTH:

1. mo Mon0a Ha TUIETO, MOIYYHIIO pa3pelIeHHe 3a U3BbPIIBAaHE HAa ThPrOBUsI Ha APEOHO;

2. KOrato ce YCTaHOBM, Y€ DPHKOBOJUTENAT Ha anTekara HE OTroBaps Ha H3UCKBAHUATA,
MMOCOYEHH B . 224 u 225.

(3) (U3m. - JIB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) B 14-1HEBEH CpoK OT NMpeKpaTsBaHEe
Ha JIeWHOCTTa 10 aj. 1 jmuara no wi. 222 u 225 nucmeHo yseaomssat MAJL.

Yn. 236. (1) Anrekara He MOXxe Ja ObJe 3aTBOpeHa 3a moseue oT 30 IHU B paMKUTE Ha €IHA
KaJIeHapHa ro/IMHa NOopaJu OTChbCTBUE HA PHKOBOAMUTEIS .

(2) (dom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 12 ot 2011 1., B crta
or 08.02.2011 r., m3m. - 1B, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korato ppkoBOAUTENAT Ha
afnTeKkara He € B ChCTOSHHUE J1a U3IIBJIHABA 33JbJDKEHUATA CHU IOPAJAM I0JI3BAHE HAa OTIYCK IPH BPEMEHHA
HETPYI0CIIOCOOHOCT Topaau 60s1ecT, OpPEMEHHOCT U paXkJ1aHe MM OCHHOBSBAHE U OTITYCK 3a OTTJISKIaHE Ha



MaJko JieTe mo pena Ha Kojekca Ha Tpyna, anTekata MOXe Jia pabOTH 3a CPOK HE TTOBEYEe OT JIBE TOAMHH I10]T
PBKOBOJICTBOTO Ha JIPYT MarucTbp-hapmaieBT, ChOTBETHO TOMOITHUK-(PapMaIieBT, B CaydanTe mo wi. 225,
KOWTO OTroBapsi HA U3MCKBaHUATA MO 4. 224. B Te3u ciaydau ce u3JaBa pa3pelieHrue OT U3MbJIHUTEITHUS
nupexrop Ha MAJL

(3) Pazpemienueto no an. 2 ce uznasa B cpok 10 30 qHH.

Un. 237. [lpu npekpatsiBaHe NEWHOCTTA HA JIMIIETO, MOJYUYUIIO pa3pelieHre 3a OTKpPUBAaHE Ha
anTeKa, JIEKApCTBEHUTE MPOYKTH MOTaT Jia ObJaT MpoIaJeH! Ha JTUIIA, TOJYYHITU Pa3pellieHre 3a ThProBUs
Ha e/Ipo C JIEKapCTBEHU MPOAYKTH.

Ui 238. (1) (U3m. - [IB, Op. 71 ot 2008 1., B cuna ot 12.08.2008 r.) JlekapcTBeHH MPOAYKTH,
KOHUTO Ce OTIyCKaT 0e3 JIeKapCcKo Ipe/nucaHue, MoraT jia ce IpoJaBaT B Aporepusi. B aporepusita morar na
ce MpojaBaT M MPOIYKTH U CTOKM ChC 3HAUEHHUE 3a 3/IpaBETO HA YOBEKa, ONpEJeNIeHH B Hapeadara mo uil.
243, ©1 METUIIMHCKH U3JCIIH.

(2) (M3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [IpaBo na M3BBpLIBAT THPrOBHs Ha
IpeOHO C JIEKapCTBEHU MPOIYKTH, KATO OTKPHUBAT APOTEPHUs, UMAT BCUYKH (PU3UIECKU U IOPHIUIECKH JIHIIA,
peructpupanu 1no ThproBCKUs 3aKOH, WM MO 3aKOHOJATEICTBOTO Ha Jbp)KaBa YJIeHKA.

(3) (U3m. - AB, Op. 71 ot 2008 1., B cuia ot 12.08.2008 r.) PpkoBOAMTENAT Ha porepus TpsiOBa
J1a € MEIMIIMHCKH CIeMAINCT, KOUTO:

1. He e JIMIIeH OT MPABOTO JIa YIPaXHsBa MpodecusTa cu;

2. He € OCBHXKHAaH 3a NPECThIUICHUS, CBBP3aHU C YIpPaKHABaHE Ha Ipodecusra My, 3a
NPECTHIJICHUs. TPOTUB COOCTBEHOCTTa W CTOMAHCTBOTO WJIM 32 YMHUIUICHH TPECTHIUIEHUS MPOTHB
JMYHOCTTA,

3. ©Ma Haif-MaJIKo e/lHa roJIMHa CTaX MO CHELHUATHOCTTA.

Y. 239. (1) (U3m. - JIB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) [Iporepuu ce oTKpuBar
cien perucrpauus B cboTBeTHata P3U.

(2) (M3m. - [1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) JIunara mo 4. 238, an. 2 moaasar B
cpoTBeTHaTa P3U 3asBnenue 3a perucrpaius, KbM KOETO MpUIaraT CIEAHUTE JOKYMEHTH:

I. (mam. - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) nmanHu 3a Enunaus
UACHTU(PUKAIIMOHEH KOJ Ha ThProBella WM KoomepanusaTa OT ThProBCKUSI PETHCTHp, a 3a JIPYXKecTBarta,
perucTpupaHu B AbpikaBa - WieHKa Ha EBpornelickusl cbio3, WM B JbpkKaBa - cTpaHa 1o CropasyMeHHUETO 3a
EBpormneiickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyallHa PErucTpanusi MO HAalMOHAIHOTO
3aKOHOJATEJICTBO, U3Ja/IEH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JbprKaBa Ha JiMLara no wi. 238, ai. 1;

2. (mom. - 1B, O6p. 103 ot 2017 r., B cwma ot 01.01.2018 r.) moxymeHT 3a oOpa3oBaHHE U
CBUJETEIICTBO 32 CHIUMOCT Ha JIMIIETO, OMPENIeJICHO 32 PHKOBOJUTEN Ha APOTEPHUSITa, aKO HE € OBITrapcKu
IpaX<JIaHUH;

3. MEAMIIMHCKO CBUETENCTBO HA JIMIIETO 1O T. 2;

4. (otm. - /IB, 6p. 60 ot 2011 1., B cuta ot 05.08.2011 1.)

5. (mwm. - [IB, 6p. 98 ot 2010 ., B cria ot 01.01.2011 1., ot™. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011 r.)

6. TOKyMEHT 3a TJIaTeHa AbprKaBHa Takca B pa3Mmep, onpeeseH B Tapudara mo wi. 21, am. 2.

(3) (Hosa - /IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) B 14-nHeBeH CpoK OT MOCTHIIBaHE
Ha 3asBJeHUeTo 1o an. 2 P3M u3BbpIiBa npoBepka OTHOCHO CIa3BaHE M3MCKBAHMSTA Ha HapeadaTa 1o 4.
243. B ciyuyauTe, KOraTo ce yCTaHOBH, Y€ HE ca CIa3eHU M3MCKBAHMS Ha HapenaOara 1o wi. 243, B 7-1HEBEH
CPOK OT U3BBpIIBaHE HA MpoBepkara P31 naBa mpeanucanus U OMpeeNis CPOK 32 OTCTPAHSBAHETO UM.



(4) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH CpOK OT MOCTHITBAHE
Ha 3asBJICHUETO M JOKYMEHTHTE MO aj. 2 aupektopbT Ha P3U yBegomsiBa mHMCMEHO JUIETO 3a
KOHCTaTHPAHUTE HEIIBIHOTH B TSIX U ONPEETs CPOK 32 OTCTPAHIBAHETO UM.

(5) (Hosa - JIB, Op. 60 ot 2011 1., B cuna ot 05.08.2011 r.) 3a mogaBaHe Ha 3asBJICHHE 3a
perucTpanus Ha APOrepHsl WU 3a U3BBPIIBAaHE Ha MpoMsHA Mo wi. 242 chorBeTHata P3U chbupa Takcu B
pasMep, onpeneeH ¢ Tapudara mo wi. 21, amn. 2.

(6) (HoBa - JIB, 6p. 103 ot 2017 r., B cuita ot 01.01.2018 r., u3m. - JIB, Op. 67 ot 2020 r.)
Pernonannara 3mpaBHa WHCIEKIMS YCTaHOBSIBA CIIy’)KEOHO OOCTOSITENICTBaTa OTHOCHO CHAMMOCTTAa Ha
JIUIETO TO aj. 2, T. 2, KOraTo € ObJTapCKu TPaXKJaHuH.

Un. 240. (U3m. - [IB, Op. 60 ot 2011 r., B cuia ot 05.08.2011 r.) (1) B 14-nHeBeH cpok OT
M3BBPIIBAHE Ha MpoBepkaTa mo wi. 239, an. 3 Wik OT OTCTpaHsBaHE Ha HEMBJIHOTUTE mo wi. 239, an. 4
nupekTopbT Ha P3U u3gaBa ynocToBepeHue 3a perucTpalus Ha JIporepust Wi MpaBu MOTUBUPAH OTKa3 3a
U3JIaBaHETO MY.

(2) (Homa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) {upexropsT Ha P31 MoTUBHpaHO
OTKa3Ba M3J]aBAaHETO Ha yIOCTOBEPEHUE 32 PETUCTPALIMS HA JTULETO Mo Wi. 238, aj. 2, Koraro:

1. He e mpecTaBeH HAKOM OT IOKyMEHTHUTE 1o 4. 239, an. 2;

2. B cpoka 1o ui. 239, an. 4 3aBUTENAT HE € OTCTPAHUII KOHCTATUPAHUTE HEN'BJIHOTH.

(3) (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro B cpoka mo ami. |
mupektopbT Ha P3U He e u3nman yaocTtoBepeHHe 3a perucTpaiusi Ha JpOorepust WM HE € HamlpaBHil
MOTHBHpAH 0TKa3, C€ MpHeMa, Ye € HaJIHIIE MBbJIYaIUBO ChIJIacHe.

(4) (Homa - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B ciy4aure no an. 3 3asgBUTENAT
MOJKE JIa 3aII0YHE U3BBHPIIBAHE HA 3aABEHUTE ACHHOCTHU MPH Cla3BaHe Ha Wi. 29 oT 3aKoHa 3a OrpaHUYaBaHe
aJIMMHHUCTPATUBHOTO PETYJIHPAHE U aIMUHUCTPATUBHUS KOHTPOI BHPXY CTOMAHCKaTa JEHHOCT.

(5) (IIpegumna an. 2 - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) OTKa3bT Ha AUPEKTOpPA
Ha P3U o an. 1 mojyiesxu Ha 0OkajiBaHe 10 peia Ha A IMUHUCTPATUBHOIIPOIIECYATHUS KOJEKC.

UYn. 240a. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) JupextopbT Ha
cpoTBeTHaTa P3U npekparsBa cbC 3a110Be]] perucTpalusaTa Ha Iporepus:

1. mo mosnba Ha JIMIIETO, OIYYHIIO YIOCTOBEPEHHE 3a PETUCTPAIIUS Ha APOTEPHS;

2. C TIpeKpaTsaBaHe ACHHOCTTA Ha JIMIETO MO Wi. 238, ai. 2, 3a KOETO TO YBEJIOMSIBAa ChbOTBETHATA
P31.

(2) B 14-gHeBeH cpok OT MpeKpaTsABaHe Ha JeHHOCTTa 1o an. 1, T. 2 gurero mo wi. 238, am. 2
IIMCMEHO yBeAOMsBa cboTBeTHATa P3U.

Un. 241. (1) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B crorBeTHata P3U ce
BOJIM PETUCTHP HA M3JAJICHUTE YOCTOBEPECHHUS 32 PETUCTPALIHS HA JPOTEPHsl, KOUTO ChIABPKA:
1. HOMep U J1aTa Ha WU3I3aJICHOTO YIOCTOBEPCHHE;
. CeIaJIMIIIE U aJIpec Ha JIUIIETO, MOTYYHIIO YIOCTOBEPEHHUE 3a PETUCTPAIIHS Ha IPOTEPHS;
. IMe, JIMYHH JJAHHU 1 aJJpec Ha PbKOBOJIUTENS HA APOTEPHUSITA,;
. aZJpec Ha IpOrepusTa;
. JlaTa Ha TIPeKpaTsABaHe Ha PETHCTPAIUATa U OCHOBAHUETO 32 TOBA;

AN N AW

. 3a0€JIeKKH 0 BIUCAHUTE OOCTOSITENICTRA.
(2) (M3m. - AB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) JlaHHU OT peructbpa ce myOauKyBaT
Ha cTpaHMIaTa Ha choTBeTHaTa P3U B mHTEpHET.



Ui 241a. (Hos - [IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) HaunonanHusT peructep Ha
M3JaJ€HUTE YAOCTOBEPEHHUS 3a pErucTpanus Ha aporepus mo wi. 19a, an. 3 chabpixka:
1. HaumeHoBaHue Ha cboTBeTHaTa P3U, n3nana y10cTOBEPEHUETO 3a pErUCTpaLys;
. HOMEp U JlaTa Ha U3/1aJIeHOTO Y OCTOBEPEHNUE;
. CelaNuIIe U aApec Ha JTUIETO, MOJIYYHIO YIOCTOBEPEHHE 32 PETUCTPALIUS HA IPOTEPHUS;
. IM€ Ha pbKOBOJIUTEIS HA APOTEPUITa;
. aZipec Ha IporepusTa;

AN L B~ W N

. JlaTa Ha MMPEKpaTABaHC HAa pCrucTpanrdaTa 1 OCHOBAHUCTO 3a TOBA.

Un. 242. Tlpu npomsiHa Ha agpeca Ha JIPOrepusaTa WIM HAa PHKOBOAUTENS JHUIETO, TMOTYUYUIO
YZ0CTOBEpEHHE 3a OTKPUBAHETO M, MOJaBa 3asBJIEHUE 10 peaa Ha wi. 239, an. 2 u CBbpP3aHUTE C IpOMsIHATa
JTOKYMEHTH.

Ui 243. YcnoBusTa B peIbT 32 OpraHU3aIys Ha padoTa B JpOrepusiTa ce ONMpenessaT B Hapea0a
Ha MUHUCTBHpPA Ha 37PaBEOINa3BaHETO.

I'maBa eqxunagecera.
PEK/IAMA HA JIEKAPCTBEHUTE ITPOAYKTHU

Ui 244. (1) Pexitama Ha IeKapcTBEHH MPOYKTH € BCska Gpopma Ha mHPOpMAIIHs, IPEACTaBSHE,
MIPOMOIIMS UM TIPEAJIOKEHUS C LIed Jla ce CTUMYJUpa IpeIrnucBaHEeTo, Mpoaaxodara winu ynorpedata Ha
JIEKApCTBEHUS MPOAYKT U BKIIIOUBA:

1. pexnama, mpeHa3HAYECHA 32 HACEJIEHUETO;
. pexiaMa, mpeJHa3HaYeHa 32 METUIIUTHCKUTE CTICUATICTH;
. TIOCEIIEHUE Ha MEJUIIMHCKU THhPTOBCKH MPEICTABUTENN MTPU MEAUIIMHCKU CIICIIUATIUCTH;
. IpeIOCTaBsiHE HA MOCTPH OT JICKApPCTBEHU MPOAYKTH;

WA W N

. CITIOHCOPCTBO Ha MPOMOIMOHAJIHU CPCIIN U HAYYHU KOHI'PCCH, MOCCUIABAHU OT MCIAUIIMHCKU
CIICUAJIMCTH, BKIIFOUUTCIIHO U TOEMAHETO HA TEXHUTEC PA3HOCKU IO IBTYBAHETO M IMPECTOSA B CbOTBCTHATA
IbPKaBa, B KOSATO CE MPOBEXK/1a MEPOIIPUATUETO.

(2) He mpencrasnsia pexkiiaMa Ha JIEKAPCTBEHHU MPOLYKTH:

1. TeKCT BBPXy BTOPHYHATAa OMAKOBKAa M B JIMCTOBKATa, KOMTO € OJOOpEH B IMpoIexypara Io
paspelaBaHe 3a ynorpeoa;

2. KOpECTOHJICHIIUSI MO TMOBOA cIielu(UYeH BBIPOC WM HpolieMaTnka, CBbP3aHU C JaJieH
JIEKapCTBEH MPOIYKT;

3. uHGOpPMAIMOHHU CHOOIICHUS U YKa3aHUsI OTHOCHO ITPOMEHU B OIIaKOBKaTa, IPeIyNpexaCHUS
3a HEXXEJNaHW JIEKapCTBEHU PEaKLUH KaTo 4acT OT OOIIMTEe MEpKH 3a 0e30MacHOCTTa Ha JIEKapCTBEHHMS
IMPOAYKT, TBPrOBCKH KAaTaJIO3W U HCHOBH JIMCTH, ITPHU YCJIOBHUEC Y€ HC BKIIIOYBAT JAHHHU C PCKIIAMCH XapaKTCpP
10 OTHOIICHHE Ha JIEKapCTBEHUS MPOIYKT;

4. H3ABJICHUSA, OTHACAIU C€ N0 3APABETO HA YOBCKA UJIN 3360H$IB3HI/I$I, KOrato T¢ JUPCKTHO WA
MHJIUPEKTHO HE HACOYBAT KbM JIeUEHHE, MPODIIAKTHKA WIN TUArHOCTHKA C JIEKAPCTBEHH NPOIYKTH;

5. mpoBexaaHuTe OT MUHHUCTEPCTBOTO Ha 3/paBeoONa3BaHETO KaMIIaHUM 10 BaKCHMHHUpaHE Ha
HACCJICHUCTO, KOTaTO CBBP3aHUTE C TAX MATCPpHAIN HC CbAbPKAT JaHHU 3a KOHKPETCH JICKAPCTBCH MMPOAYKT.

Ui 245. (1) IlpurexxatensiT Ha pa3pelIeHUETOo 3a yIoTpeOa € UThKEH /1a Ch3/a/ie HAyYHO 3BEHO
3a pa3npocTpaHeHUEe Ha MHQpOpMAIHs 3a JEKapCTBEHUTE MPOAYKTH, 32 KOUTO € MOIY4HJI pa3perieHue 3a



ynotpeba 1o pesia Ha TO3H 3aKOH.

(2) Ilputexxarenar Ha pa3pelIeHUETO 3a YIoTpeda € JIbXKEeH aa:

1. rapanTupa, 4e pekiiaMara Ha JIEKapCTBEHUS MPOIYKT € MPEeACTaBeHa Ha HACEIIEHUETO W Ha
MCIUIMHCKHUTEC CIICHUAJIMCTH BbB BH, CbOTBCTCTBAILl HA U3MCKBAHUATA HA Ta3u rjiaBa, U B CbOTBETCTBHUE C
U3JIaJICHOTO pa3pelieHue 3a pexinama ot MAJT;

2. pasnoJjara ¢ [aHHU U MaTCpraId OT BCUYKU PCKIIAMHH KaMIIaHWHW, IPCANPUCTU B PAMKUTC HA
HEroBaTa JICWHOCT, BKIIOYMTEIHO ¢ MH(OpMaIus 3a TPyNmuTe, 32 KOUTO peKiiamara € NpeHa3Ha4YcHa, 3a
HAYHMHA HA OCBIIECTBSIBAHETO UM, KAKTO U 3a JaTaTra Ha CTapTHUpaHe Ha peKjlaMHaTa KaMITaHHUS,

3. rapanTHpa 00YYCHHUETO Ha MEIUIIMHCKUTE ThPTOBCKU NPEACTABUTEIH;

4. U3MBIHSABA TOYHO U B OMPEJEIICHUS CPOK YKa3aHUATA HA ATBHKHOCTHHUTE JIMIIA MO KOHTPOJA
Ha peKIaMaTa.

(3) MeauuMHCKUTE THPTOBCKU MPECTaBUTENN TPsIOBa Ja JOKJIa(BaT HAa HAYYHUTE 3BEHA IO all.
1 Bcska mHpopmamms 3a ynorpedara Ha JIEKApCTBEHHTE MPOIYKTH, KOUTO PEKIAMUpPAT, OCOOCHO MO
OTHOIIICHHE Ha WH(OpMAIMsITa 332 HEXKEITaHW JIGKAPCTBEHU pPEaKIUH, CHOOIIEHW MM OT MEAMIINHCKUTE
CIICIINAJINCTHU.

UYn. 245a. (Hos - IB, 6p. 71 ot 2008 t., B cuna ot 12.08.2008 r.) Jlomycka ce pekiamMa camo Ha
JIEKapCTBEHH MIPOAYKTH, 32 KOUTO € U3J1a/ICHO pa3pelIeHue 3a ynorpeda rmo pesia Ha TO3H 3aKOH.

Ui 246. (1) CpabpkaHUETO Ha pekilaMara TpsOBa J1a CbOTBETCTBA HA JAHHUTE OT 0J00peHarTa
IIpU pa3pelaBaHeTo 3a ynorpeda KpaTka XapaKTepUCTHKa Ha JIEKapCTBEHHs MPOIYKT U J1a MPEICTaBs camo
MIOCOYEHHUTE NPHU pa3pelIaBaHeTo 3a ynoTpeda Mmoka3zaHus.

(2) Pexsiamata Ha JnekapcTBEHHMs MPOAYKT TpsiOBa Ja HacoyBa caMO KbM IIpaBUJIHATa My
ynotpeba, KaTo MpeacTaBs OOEKTHBHO TEpalleBTUYHHUTE IMOKA3aHWs Ha JIGKAPCTBEHUS MPOAYKT, Oe3 na
npeyBen4aBa Bb3MOKHOCTHUTE 32 JISYCHUE, MPO(UITAKTHKA WA JUATHOCTHKA C JIEKAPCTBEHUS MPOIYKT.

(3) Pexitamara He TpsiOBa Ja ChIbpiKa MOABEKAAIIA HHPOPMAIIHS.

(4) (Homa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PexnamaTa He MOXe /Ja ChABPKA
MpeIOKEHUE W/WITH O0eIaHue 3a MoAaphK W/HIN Jpyra UMYIIEeCTBeHA HIIM HEeUMYIIIECTBEHa obJiara.

(5) (Homa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MeaUIMHCKHA CHEIMATUCT WIH
JMIE, IPEACTAaBSIIIO CE 32 MEAULIMHCKU CIIEMAINCT, HE MOKE Jia U3BBPILBA MIPsiKa WM KOCBEHA peKama Ha
JIEKapCTBEHH MPOIYKTH B MEYATHUTE W/WJIHM B €IEKTPOHHUTE MEJINHU, KAKTO U B HUHTEPHET.

Un. 247. Ilpen HaceleHUETO ce AOMYyCKa peKjaMa caMO Ha JIEKapCTBEHHW MPOIYKTHU, KOUTO CE
oTITycKaT 6e3 IeKapCcKo MpeANucaHue.

Yn. 248. (domn. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) U3BbH ciryuaute o ui. 247 ce
JOMYyCKAaT PEeKJIaMHM KaMIIaHWU TI0 BaKCHHUpPAaHE, TPOBEXKIAHW OT IMPHUTEKATEINTE Ha pas3pelieHHue 3a

ynotpe0a, npu cra3BaHe M3UCKBAHHUATA Ha Wwi. 251 W IpH YCIOBHUS M IO PEJI, ONPEACICHH B HapeadaTa 1o
1. 249,

Yn. 248a. (HoB - /1B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3abpansiBa ce pekjiamara B
WHTEpPHET Ha JIEKApCTBEHM MPOIYKTH, KOMTO C€ OTITyCKaT IO JEKapCKO MpEaNHCcaHue, ¢ M3KII0UeHHE Ha
pPEeKJIaMHU KaMITaHUH 110 BaKCHHHUpaHEe, U3BBPIIBAHM 10 pesia Ha Wi. 248 W 000peHH OT KOMIIETEHTHUTE
OpraHH.



Ui 249. M3uckBanmsITa KbM pEKJIaMaTa Ha JICKAPCTBEHUTE MPOAYKTU CE ONPEIENT ¢ Hapeaba
Ha MUHHCTBHpPA Ha 3/IpaBeola3BaHeTo.

Un. 250. 3agBineHue 3a paspelniaBaHe Ha peKiiamMa Ha JIGKAPCTBEH MPOAYKT C€ MojaBa OT
IIPUTEXKATEIIS Ha pa3pelIeHneTo 3a yrnorpeda Ha JeKapCTBEHUs MPOAYKT UM YIIBIHOMOIIEHO OT HETO JIULE.

Y. 251. (1) 3a pa3pemaBane Ha pekiamata juneto o wi. 250 mogasa B MAJI 3asBinenue mo
o0pasel, 0700peH OT U3MIBIHUTEIHUS TUPEKTOP Ha areHIUATa, IPUAPYKEHO OT:

1. mpoekT Ha pekyiamara;

2. HOTapHAJIHO 3aBEPEHO IIBIHOMOIIHO OT MPUTEXKATeN s Ha pa3peleHueTo 3a yrnorpeda, Korato
3asIBJIGHUETO C€ M0J1aBa OT JPYTO JIULIE;

3. nuTepaTypHUTE W3TOYHMIIM Ha U3IMOJI3BAHUTE IUTATH, TAONMMIM WIW JIPYTH MaTepuai,
KOraTo uma TaKHBa;

4. MOKYMEHT 3a IJIaTeHa Takca B pa3Mmep, onpenesieH B Tapudara mo ui. 21, ai. 2.

(2) [poekrute 3a pexiama no an. 1, T. 1 TpsOBa na ca sicHH, ¢ pa3dUpaeM TEKCT, B CIy4aure,
KOraTo MMa TaKkbB, U 1a JaBaT Bb3MOKHOCT 3a OLICHSIBAaHE HA BCUUKUTE U €JIEMEHTH - TEKCT U UIIIOCTPALIUU.

(3) Kem MAJI ce cp3naBa ExcniepTeH cbhBeT 1o pekinaMaTa. B cbcTaBa My ce BKJIIOYBAT JIEKapu U
CTHEIUANNCTH C TPAKTHUYECKH OMHUT B obOjacTra Ha pekiamara. V3mbaHutenHust aupektop Ha WAJI
onpeJiens ChC 3alo0Be]l ChCTaBa HA ChBETA, KbM KOMTO C€ BKJIIOYBAT IO €IMH IpeacraBuTen Ha Komucusita
no mpodecroHanHa eTuka Ha bbiarapckust nekapcku cbro3, Ha bbarapckus 3b00JI€KapcKH ChIO3 U Ha
bearapckusi gapmaiieBTU4YeH CbhI03, pa3Mepa Ha Bb3HArPaKJICHUETO Ha YJICHOBETE MY M YTBBP)KIaBa
NPaBUJIHMK 3a YCJOBUATA M peaa 3a paborara My. B chcTaBa Ha chBeTa MoraTr jaa ObJaT BKIIOUEHH U
MIPE/ICTaBUTENIN HA ALIUEHTCKUTE OpraHU3aI1Hy.

(4) CBeThT MO aj. 3 U3rOTBS EKCIIepTH3a MO MPOEKTa Ha peKiiaMaTa U MOJrOTBS CTAaHOBUIIIE JI0
M3IIBIHUTETHUS aupekTop Ha MAJL

(5) Ilpu ycraHoBsBaHEe Ha HECHOTBETCTBHUS Ha peKiaMara ¢ M3UCKBaHHITA HAa TO3U 3aKOH B 7-
JHEBEH CpPOK OT JaraTa Ha IoJaBaHe Ha 3asBieHuero no ain. 1 MAJl naBa mucMeHM yka3zaHus 3a
OTCTpaHSIBAHETO UM B €IHOMECEUYEH CPOK OT Jarara Ha yBenomiieHneTo. CpoKbT 3a MPOU3HACSIHE CIUpa J1a
Tede 3a Iepro/ia OT ACHs Ha yBEIOMABAHETO JO OTCTPAHSABAHE HA HECHOTBETCTBUATA.

(6) B cimydaif ye 3asgBUTENAT HE HM3MBIHU yKa3aHUATAa B €JHOMECEYEH CpPOK OT Jarara Ha
YBEJIOMSIBAHETO 10 all. 5, MpolleaypaTa o pa3peniaBaHeTo ce MPeKpaTsBa.

Ui 252. (1) B enHOMeceueH CpoK OT MpEeACTaBsSHE HA JOKyMeHTanusTa mo 4wi. 251, an. 1 Bb3
OCHOBA Ha CTAHOBUILETO 0 Wi. 251, an. 4 u3nbaHuTenHuaT aupektop Ha MAJI paspemaBa cbe 3amnoBsen
peKsamara WiM paBu MOTHBHUPAH OTKa3, 3a KOETO YBEIOMsBA IPUTEKATENSI Ha Pa3pelIEHUETO 3a ynoTpeoa.

(2) (HoBa - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korato B cpoka mo am. 1
U3NBIHUTENHUAT aupektop Ha WAJI He paspemn cbc 3amoBe]l pekiamara Wi HE HalpaBU MOTHUBUPAH
OTKa3, ce MpueMa, 4e € HaJulle MbIYaMBO ChIJIACHE C MPOEKTa Ha pekiama mo wi. 251, an. 1, 1. 1 u 14
MoOKe J1a Ob/ie pa3poCTpaHsBaHa.

(3) (Ilpemummua an. 2 - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) OTka3zsT Ha
U3IIBJIHUTEITHUS JUPEKTOp MOAJIEKH Ha 00XallBaHe 10 pesia Ha AJIMUHUCTPATUBHOMPOLIECYaTHUS KOJIEKC.

Ui 253. (1) U3gagenoTo paspenieHue Ha pekinamarta mo wi. 252, an. 1 ce oTHacs 3a KOHKpETeH
JIEKapCTBEH MPOJIYKT B pAMKHUTE Ha CPOKa Ha BAJIMHOCT Ha pa3pelIeHueTo My 3a yrnorpeoa.

(2) Korato ca u3BbpIICHH NMPOMEHU B Pa3pelieHUETO 3a ynoTrpeda Ha JEKapCTBEH MPOIYKT,
KOUTO BOJST JI0 MPOMEHH B pa3pelieHa peKiiaMa Ha TO3U MPOAYKT, MPUTEXKATENAT HA PAa3pEIICHUETO 3a



ynotpeba nonasa B UAJI 3asBieHme 3a MpOMsIHA.

Un. 254. ITpu npoMsiHa Ha pa3pellieHara pekiiaMma JuieTo no wi. 250 nmojgasa 3asBiaeHuUE MO pena
Ha wi1. 251.

Un. 254a. (HoB - JIB, 6p. 60 or 2011 r., B cmma ot 05.08.2011 r.) (1) Peknamara,
MpeHa3HaYeHa 3a MEIUIIMHCKUTE CIEHUAIMCTH, HE CE pa3pelaBa o pena Ha ui. 250 - 252,
(2) Pexnamara mo an. 1 ce pasmpocTpaHsiBa ciej mnojaBaHe Ha yBenomseHue a0 UAJL, kbm

KOETO Ce MpHiIara MpoeKT Ha pekjiamaTa, ¥ IMPH Clla3BaHe M3MCKBAHUATA HA Ta3W IVIaBa W HA Hapeadara 1o
1. 249.

Yn. 255. (1) 3abpansiBa ce pa3NpOCTPAHEHUETO HA MOCTPU Ha JICKApPCTBEHH NPOIYKTH,
ChJbPIKaI HAPKOTHUYHU BELIECTBA 110 CMUCHJIA Ha 3aKOHA 3a KOHTPOJ BbPXY HAPKOTHUUHUTE BEIIECTBA U
IIPEKYypCOpUTE.

(2) 3abpansiBa ce AMPEKTHOTO IPEIOCTaBSHE HAa MOCTPU HA JIEKAPCTBEHU MPOIYKTH OT
MEIMIIMHCKUTE ThPTOBCKH MPEICTABUTENH 10 Wi. 244, ain. 1, T. 3 Ha HaceJleHueTo.

Ui, 256. MocTpu OT JIeKapCTBEHH MPOIYKTH C€ MPEAOCTABIT HA MEAUIIUHCKH CICIIUAIMCTH TPU
YCJIOBHS M TIO PEJI, OIpeiesieH B Hapeaodara 1o wi. 249.

Y. 257. (1) MeauumHCKUTE THPTOBCKH MpeACTaBUTENH 1o wi. 244, an. 1, 1. 3 TpsbOBa ga ca
MpeMHUHATU OOy4YeHUs, OpraHW3UpaHU OT TPUTEXKATENs Ha pa3pelIeHHeTo 3a ymorpeda, KOHTO TH €
Ha3HA4YWI, Jla TIPUTEKABAT HAYYHU [MO3HAHUS M JIa MOTAT JIa MPEJOCTABAT TOYHA W BB3MOXKHO HAM-IIBJIHA
uH(pOopMaIns 3a JeKapCTBEHUS MPOIYKT, KOUTO MPEICTaBSAT.

(2) ITo Bpeme Ha BCSIKO MOCEHICHHE METUIIMHCKUTE THPTOBCKH MPEICTABUTENN TpsAOBa aa
pasmoiiarat ¢ KpaTkaTa XapaKTepUCTHKa Ha MPOAYKTa U C JAHHU 32 LIEHUTE Ha JIEKaPCTBEHUS MPOIYKT U 3a
YCIIOBUSTA 32 3aIlIalllaHeTO MY U J]a T TIPEOCTaBST IIPH MOUCKBAHE.

(3) Tlpm mpencraBsHe Ha JIGKAPCTBEHU TPOAYKTH TIPe] MEAUIMHCKH  CIICIIHATUCTH
MEIUIIMHCKUTE THPrOBCKH MPEICTaBUTENM HE MOraT Ja MpejyiaraT MoJapblid M JApyra MUMYIIECTBEHA W
HEMMYIIIECTBeHA o0Jara.

I'naBa nBanajaecera.
PEI'YJIMPAHE HA HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTH (3ATIJI. U3M. - IB,
bP.102 OT 2012T.)

Paznean I.
HaunmoHasieH cbBeT 10 leHN U peuMOypcupaHe Ha JekapcrBenute npoaykru (Hos - /IB, 0p.
102 o1 2012 1., B cna1a ot 21.12.2012 1)

Ui 258. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cmwia ot 21.12.2012 r.) (1) (U3m. - [IB, Op. 43 ot 2016 r.) KbM MUHUCTBpa Ha 3ApaBEOINa3BaHETO Ce
ch3aaBa HarmmoHasieH ChBET IO 1IEHW U PEUMOYpCHpaHe Ha JIGKApCTBEHUTE MPOIYKTH, HAPUUYAH MMO-HATATHK
"cpBeta". CBHBETHT € IOPUAMYECKO JHIe Ha OIOKETHAa H3JAPBKKA - BTOPOCTENCHEH pa3MoOpeIuTeN C



oroxet. Toil e cbe cTaTyT Ha IbpXKaBHA KOMHCHA Che cepanuiie rp. Codus.

(2) J[eitHocTTa Ha CcbBeTa ce (UHAHCHpPAa OT JbpPXKABHHUS OIOJDKET upe3 OroKeTa Ha
MUHHCTEPCTBOTO HA 37paBEOIa3BaHETO.

(3) CobBeThT € KOJErnalieH OpraH U ce ChCTOM OT MpEeJcenaTeN U MIeCTUMa YWICHOBE, OT KOUTO
TpUMa ca JIeKapu WU MarucTbp-(hapMaieBTH, JBaMa IOPUCTH U JBaMa MKOHOMHUCTH, BCHUKH ChC CTaX IO
CTMENMANHOCTTa HE MO-MaNKo oT 5 roauHu. llpeacenarensiT W djIeHOBETe Ha CbBeTa ce H30UpaT H
0CBOOOKIaBaT C peuieHrne Ha MUHHCTEPCKUS ChBET MO MPEeUI0KeHHEe Ha MUHUCThPA Ha 3paBe0Na3BaHETo.
[IpencenatensT ppbKOBOAM AEHHOCTTa HA ChBETA U T'O MPE/ICTABIISABA.

(4) YneHnoBere Ha ChbBETa HE MOTAT JIa 3a€MaT JUTHKHOCT WJIU Jla U3BBPIIBAT JICWHOCT 10 WiI. 19,
an. 6 ot 3aKoHa 332 aAMUHUCTPALUATA.

(5) HefinocTTa Ha chbBeTa ce MOAIOMara OT aJAMUHUCTPALUS, YUITO CTPYKTypa U OpraHu3alus
Ha paboTa ce OIpeessaT ¢ yCTPOMUCTBEH MPABIIIHUK, IPHET OT MUHUCTEPCKHS ChBET.

Y. 259. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuna ot 21.12.2012 1.) (1) CbBeThT:

1. yTBBpKIaBa, OTKa3Ba Ja YTBBP/H, U3MCHS WIH 3aJIM9aBa [IeHa Ha JIEKAPCTBEHU TPOIYKTH 110
4. 261a, an. 1;

2. yTBBpXK/aBa, OTKa3Ba Jla YTBBP/AM, U3MEHS WM 3ajlMuaBa Ipe/ieHa IIeHA Ha JIEKapCTBEHU
MPOAYKTH 10 wi. 261a, ai. 2;

3. peructpupa, OTKa3Ba Ja PpErucTpUpa, W3MEHS WIM 3ajiyaBa I€HM Ha JIEKapCTBEHUTE
MPOIYKTH, OTIYCKaHU 0€3 JIEKapCKO Mpeanucanue mno wi. 261a, an. 3;

4. (u3m. - [IB, 6p. 48 ot 2015 r., m3m. - JIB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r., u3m. u
not. - /1B, Op. 64 ot 2019 r., u3m. u gomn. - 1B, 6p. 67 ot 2020 r.) npuema, OTMEHS WK U3MEHs (hapmako-
TepaneBTUYHU PHKOBOJICTBA, KOUTO BKIIOYBAT KPUTEPHH 32 OLIEHKA Ha pe3ylTaTa OT MpujlaraHata Tepamnus
U aJITOPUTMHU 32 JICYEHUE C JICKApCTBEHU MPOAYKTH, CJI€]l CTAHOBHIIE HAa CHOTBETHHUS €KCIEPTEH CHBET IO
MEIHUIMHCKA CIIEIUATHOCT WM METUIIMHCKA JIeHHOCT 1o wi. 6a, an. 1, T. 1 oT 3akoHa 3a 31paBeTo, KaTo B
ciydaii 4e B 30-THEBEH CpPOK OT TOJYy4YyaBAaHETO HA HMCKAHETO HE IMOCTHIIM CTAHOBWINE OT CHOTBETHUS
EKCIIEPTeH CBHBET, CHBETHT YTBBPXKIABa, OTMCHS WM W3MCEHs (apMaKo-TEpaIleBTUYHUTE PBHKOBOJICTBA.
dapMako-TepaneBTUYHUTE PHKOBOJACTBA C€ IpUeMar ¢ HapeaOdu u ce oOHapoaBar B "/IbpikaBeH BECTHHK";

5. BKIIIOYBA, MPOMEHS WM M3KIIOYBA JIEKAPCTBEHU NPOAYKTH OT [lO3MTHBHHS JeKapCTBEH
CIHCBHK;

6. (HoBa - JIB, Op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) u3BbpiiBa OLEHKA HA 3]IpaBHUTE
TEXHOJIOTHH Ha JeKapCTBEHU MPOIYKTH;

7. (mpenumHa T. 6 - JIB, 6p. 102 ot 2018 1., B cmia ot 01.01.2019 r.) mogabprka U akTyanuzupa
[To3uTHUBHUS JIEKAPCTBEH CIUCHK;

8. (noBa - /IB, Op. 48 ot 2015 r., mpeaumHa 1. 7 - /IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019
I.) IOJIbpPKA PEUMOYPCHUS CTATYyC Ha JICKAPCTBEHUTE MPOAYKTH HA BCEKH TPHU TOAMHH OT BKIIFOUYBAHETO MM
B [103uTHBHUS TIE€KapCTBEH CIUCHK;

9. (woBa - /IB, 6p. 48 ot 2015 r., npeaumua T. 8, w3m. - JIB, 6p. 102 or 2018 ., B cuna ot
01.01.2019 r.) oka3Ba chACHCTBUE IIPH JTOTOBAPSIHETO HA OTCTHIIKU B ciiydanTe 1mo wi. 45, an. 10, 13 u 21 ot
3akoHa 3a 3/IpaBHOTO OCHUTYpsIBaHE 3a JICKAPCTBEHU MPOJIYKTH, 32 KOUTO ca TOJAJACHHU 3asBICHHS 32
BKIJIFOUBaHE B [103UTHBHUS JIGKAPCTBEH CIHCHK;

10. (moma - JIB, Op. 102 or 2018 r., B cunma ot 01.01.2019 r.) ompenens JekapCTBEHUTE
MIPOIYKTH, 32 KOUTO C€ TpociensiBa epeKThT OT TepaIusiTa, CPOKBT, KAKTO U JIeUeOHUTE 3aBEACHNUS, B KOUTO
ce U3BBPILBA, MPU YCIOBHS, [10 peJl U KpUTEPUHU, OTIpeiesieH! B Hapeabara no wi. 261a, ain. 5;

11. (moBa - JIB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.) u3BbpIIBa MHPOPMALIMOHHA,
M3JaTe’cKka M W3CJIeI0BATEICKO-HayYHa JIEHHOCT, CBHp3aHa C I[EHOOOpa3yBaHETO, PEMMOYpPCHpPAHETO H



JIEKapCTBEHATA MOJIUTHKA;

12. (moBa - JIB, 6p. 103 ot 2020 r., B cuima ot 01.01.2021 r.) reHepupa yHUKAJICH HAllUOHATICH
HOMED 3a WACHTU(HUKAIMS HA BCEKH JIEKApCTBEH MPOAYKT M 'O BIIUCBA B PETUCTHPA MO all. 2, T. 4.

(2) CbBeTbT BOAM ITyOJUYHU PETUCTPHU Ha!

1. yTBBpACHHUTE LIEHU HA JIEKAPCTBEHUTE MPOAYKTH 1O Wi 261a, ain. 1;

2. yTBBbPACHUTE MIPEIETHY LIEHN Ha JIEKAPCTBEHUTE MPOIYKTH 110 4uil. 261a, ai. 2;

3. perucTpupaHuTe I[IEHU Ha JEKapCTBEHUTE MPOIYKTH 10 4jl. 261a, an. 3;

4. (noBa - /1B, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) peructbp Ha HALIMOHAIHUTE HOMEPA
3a WACHTU(QUKAIUS Ha JIEKAPCTBEHUTE MTPOTYKTH.

(3) CbBeThT OChIIECTBSIBA KOHTPOJI BBPXY MpoAakOaTa Ha JIEKapCTBEHH MPOIYKTH C YTBBpJEHA
1LIeHa, MIpe/ieIHa 1IeHa U PEerucTpupaHa [eHa.

(4) (M3m. - 1B, 6p. 67 ot 2020 r.) CbBeThT NpHeMa MUCMEHUTE 3asBIICHUS 32 YTBbPKIABAHE
WIM PETUCTPUpPAHE HA L€HA WJIM 32 BKIIOYBAaHE, M3KJIIOYBAHE, IPOMEHH, MOJIAbP)KaHE Ha pEeUMOypCeH
CTaTyC U OLIEHKAa Ha 3/IpaBHUTE TEXHOJOTMHM Ha JIEKapCTBEHHUTE MPOAYKTHU OT [lo3UTHMBHHUSA JeKapCTBEH
CIMCBHK IO Ta3M IJ1aBa, U3BBPILIBA IPOBEPKU U MPOYUBAHUS 110 TAX U C€ MPOU3HACSH C MOTUBHUPAHU PELICHUS.

(5) CeBeThT cHOMpa TakcH B pa3Mepu, onpeaeneHu B Tapudara mo wi. 21, an. 2, 3a mogaBaHe Ha
3asBJICHUS 3a:

l. yTBBpKJ1aBaHEe, pETUCTPUpPAHE WU MPOMSIHA B YTBBPJEHATa WM pErucTpUpaHaTa LieHa Ha
JIEKapCTBEH MPOIYKT;

2. (m3m. - 1B, Op. 48 ot 2015 r.) BKIIOYBaHEe, MPOMSHA WM MOJIbP)KaHE HA PEeUMOYpCHUS
CTaTyC Ha BKJIIOYEH B CIIUCHKA 1O WI. 262, ai. | JIekapCTBEH MPOIYKT;

3. (aoBa - ]IB, 6p. 102 o1 2018 1., B cuma ot 01.01.2019 r.) orieHka Ha 31paBHUTE TEXHOJIOTHUH.

Y. 2591, (Hos - JIB, 6p. 103 ot 2020 r., B crma ot 01.01.2021 r.) (1) HauponamuusT Homep 3a
UACHTU(PUKALMS HA JIEKaPCTBEHMSI MPOIYKT 1o wi. 259, ain. 1, T. 12:

1. ocurypsiBa €IHO3HAYHO HMACHTU(UIUPAHE HA BCEKHU JIEKAPCTBEH MPOIYKT U OIlepaTHBHA
ChbBMECTHUMOCT Ha MH(POPMAITMOHHUTE CUCTEMH B 3/IpaBeOIa3BaHETO;

2. ce WM3MOJI3Ba OT BCHUYKH JIUIA, BHB BCHUYKM PETHCTPH W JAPYrH 0a3u NaHHH, KaKTO U B
MeIUIMHCKaTa JOKYMEHTAIHsl, CBbp3aHa C JEKapCTBEHUTE MPOTYKTH.

(2) 'enepupanero ¥ BOUCBAHETO B perucThpa mo wi. 259, an. 2, T. 4 Ha HallMOHAJIEH HOMEP 3a
uAeHTU(UKAIMS HA BCEKH JIEKAPCTBEH MPOIYKT CE U3BBPIIBA O pejl, ONpenesieH B HapeadaTa mo ui. 261a,
an. 5.

(3) UsnbnHuTeHATA areHIMs 0 JeKapcTBara npeaoctans Ha CbBeTa B €JEeKTpOHEH (opMar 1o
oOpasel, yTBbpJEH OT HEro, MHPOpPMAaLKs 3a pa3pelIeHUTE 3a ynorpeda U perucTpUpaHUTEe JEKapCTBEHH
NPOAYKTH Ha TepuTopusTa Ha PemyOnmuka Bearapus m paspemeHuTe 3a ymorpeda MO IEHTpaIu3upaHa
mpoleaypa IeKapcTBEeHU MpoayKTu 1o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiamMeHT u
Ha CeBeta ot 31 mapt 2004 T. 32 ycTaHOBsIBaHE Ha mpoueaypu Ha OOnIHOCTTa 32 pa3pemaBaHe U KOHTPOII
Ha JIGKApCTBEHU MPOAYKTH 3a XyMaHHa M BeTepHHapHa yroTpeda U 3a ch3gaBaHe Ha EBporelicka areHuus
I10 JIEKapCcTBaTa, 0 pej, onpeeseH B Hapeaoara no wi. 261a, an. 5.

UYn. 259a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cmwia ot 21.12.2012 r.) (1) 3acenanuara Ha ChbBETa Ca PEJOBHHU, aKO Ha TAX MPUCHCTBAT TOBEYE OT
MOJIOBUHATA OT 001K Opoil Ha YICHOBETE MY.

(2) CeBerbT B3eMa pelIeHHs C MHO3MHCTBO TOBEYE OT IOJOBMHATAa OT oOmMst Opoil Ha
YJICHOBETE CH.

(3) (Hosa - 1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Ha 3acemanusita Ha ChbBeTa
3aIBJDKUTEIHO  TpUCHCTBAT  mpenctaButen/mpencraButenn Ha  H3OK,  MuHucrepctBoto  Ha



3apaseonasBaneTo u MAJL, korato ce u3BbpIIBa OIICHKA HA 3APAaBHUTE TEXHOJIOTHH.

(4) (ITpepumna an. 3 - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) Ha 3acenanusara Ha
ChBETa MOXeE J1a ObJaT KaHEHHU J]a PUCHCTBAT 3aMHTEPECOBAHUTE CTPAHU, KOUTO CE€ YBEAOMSBAT 3a JaTara u
Jaca Ha 3aCEIaHUETO, B KOETO IIIe Ce Pas3rieka HalpaBeHOTO NCKaHe.

Ui 2596. (Hos - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 .,
B cuya ot 21.12.2012 1.) (1) CBBETHT c€ MPOU3HACS B CPOK JI0:

1. mectnecer AHMU, KOraTo € MO/AJICHO 3asBJICHUE 32 YTBbPK/IaBaHEe Ha IieHa 1o 4wi. 261a, an. 1
Y BKJIIOYBAHE Ha JIEKAPCTBEHUsI MPOIYKT B [103UTUBHMUS IEKaPCTBEH CIIUCHK;

2. TpuIeceT JHM, KOTAaTO € MOAaAeHO 3asBICHHUE 3a MPOMSHA WM 3aJUYaBaHe Ha BKIIIOUEH B
[To3uTHUBHUS JIEKAPCTBEH CIUCHK MPOIYKT;

3. TpuUIECeT IHU, KOTaTO € MO/AaIeHO 3asiBICHUE 32 YTBBPKAaBaHe, IPOMSHA WIH 3aJIMYaBaHe Ha
IeHa 1o 4i1. 261a, an. 2;

4. TpuaeceT IHU, KOTAaTO € MOJaJICHO 3asBIIEHUE 32 pErUCTpUpaHe, MPOMSHA WM 3aIMYaBaHe Ha
1eHa o 4i. 261a, an. 3;

5. TpuaeceT THU 3a YTBBPKIaBaHES/PETUCTPUPAHE HA IICHA Ha JICKApCTBEHU MPOYKTH, 32 KOUTO
€ TMOTY4YeHO pa3pelIeHue 3a mapaieiaeH BHOC;

6. (HoBa - JIB, Op. 48 ot 2015 1., u3m. - 1B, Op. 102 ot 2018 1., B cumna ot 01.01.2019 1.) cTo 1
OceMJIeCeT IIHH, KOTaTo € IMOAaJeHO 3asBICHHE 3a BKIOUYBaHEe B [lO3UTHBHMS JIEKapCTBEH CIHCHK Ha
JIEKapCTBEH TPOAYKT C HOBO MEXKIYHAPOJHO HEMATCHTHO HAaWMEHOBAaHWE, TOJUICkKAIIO Ha OIEHKAa Ha
3/IpaBHUTE TEXHOJIOTHH;

7. (moBa - JIB, Op. 48 or 2015 r.) mectaecer OHH, KOraTo € MOJAJCHO 3asBICHHE 3a
MOJITbpKaHe Ha PeMMOYPCHUS CTaTyC Ha BKJIFOYCH JICKAPCTBEH MPOIYKT B [[03UTUBHUS JICKAPCTBEH CITUCHK;

8. (moBa - /IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r., usm. - IB, 6p. 67 ot 2020 r.)
JICBET/IECET THU, KOTATO € MOJaJICHO 3asBIICHUE 3a paslIupsiBaHe Ha MOKa3aHUs HA BKIOYEH B [lo3UTHBHUS
JIEKapCTBEH CIUCHK MPOAYKT, 32 KOUTO O MOMEHTA HE € 3aIUIaliaHo;

9. (woBa - JIB, 6p. 102 ot 2018 ., B cmima ot 01.01.2019 r.) neBetaeceT MHU, KOTATO € MOAAICHO
3asiBJICHUE 32 OIICHKA Ha 3J[PABHUTE TEXHOJIOTHH.

(2) 3a nexkapcTBEHUTE MPOAYKTH O Wi. 262, ai. 5 CbBETHT CE MPOU3HACS B CPOK 0 TPUIECET
JTHU, KOTaTO € MO/Ia/ICHO 3asiBJICHHUE 32 YTBBPIKIaBaHE Ha IIeHa 1Mo wi. 261a, an. 1 1 BKJIIOYBaHE Ha MPOIyKTa
B [103UTHBHUS JIEKapCTBEH CIHCHK.

(3) Cpoxkosere 1o an. 1 u 2 3amouBar J1a TeKaT OT JlaTaTa Ha MojaBaHe Ha 3asBJICHUE 10 pe/ia Ha
Hapezabara o wi. 261a, ai. 5.

(4) (Homa - 1B, 6p. 67 ot 2020 r.) Koraro 3a yiekapcTBeH MPOAYKT B OOJTHHYHA OIMAKOBKa,
CBITIACHO Pa3pelIeHUETO 3a ynoTpeda, € MmoAaIeHo 3asBJICHIE 3a H3BBPIIBAHE Ha TPOIeaypa mo wi. 259, ar.
4, CHbBETHT C€ MPOU3HACS B CPOKOBE C €/IHA BTOpA MO-KPaTKU OT ompezeneHuTe B an. 1 u 2.

Ui 2598. (Hos - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., ot™m. - JIB, 6p. 102 oT 2012 1.,
B cwia ot 21.12.2012 1.)

Yn. 259r. (Hos - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., ot™. - [IB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 r.)

Ui 260. (M3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., m3m. - /IB, 6p. 102 ot 2012 1.,
B cmwia ot 21.12.2012 r.) JIppkaBHUTE OpPraHW, JIBKHOCTHUTE JIMIIA W 3asBUTEIIUTE MO Ta3W IjaBa ca
JUTH’KHU J1a OKa3BaT ChJCUCTBHE HA CHBETA U HA CIIYKUTEJIUTE B HETO MPU U3II'BIHEHUE HA BH3JIOKEHUTE UM



3abJDKCHUA.

Yn. 261. (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - 1B, 6p. 102 ot 2012 1.,
B cuita ot 21.12.2012 r.) (1) YneHoBere Ha ChBETa U HETOBUTE CIYKUTENH ca JJIBKHU J]a HE pa3riiacsiBar
oOctostencTBa M (akTH, CTaHAIM WM HW3BECTHHU MPH WIM IO TOBOJ HU3MBIHEHHWE HA CIyXEOHHUTE UM
3aJIBJIKEHUS TI0 TO3U 3aKOH, OCBEH I10 MMCMEHO MCKaHE Ha JIbP’KaBEH OpraH, KOraTo TOBa € NMPEeABUIEHO ChC
3aKOH.

(2) BbB BpB3Ka ChC 3aBDKEHUATA CH TO al. | JMIata mMOAMUCBAT JeKjIapaius Mo oOpasell,
YTBBPJEH OT MpejiceiaTes Ha ChBETa.

Paszgea II.
Peryimpane u perucTpupaHe Ha HEeHUTE HA JIEKAPCTBEHUTE MPOAYKTH. AJITOPUTMH 32
JieyeHHe ¢ JieKapcTBeHn npoaykTH. OueHka Ha 3apaBHute texnosaorun. (Hos - JIB, 0p. 102 ot
2012 r., B cuaia ot 21.12.2012 r., 3aru. gom. - JIB, op. 102 ot 2018 r., B cniia ot 01.01.2019 r.)

Ui 261a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - JIB, 6p. 102 ot 2012 1.,
B cwia or 21.12.2012 r.) (1) CeBerbT peryaupa IEHUTE Ha JIEKAPCTBEHUTE MPOJYKTH, BKIIOUBAHU B
[To3uTuBHUS JEKAPCTBEH CHUCHK MO 4. 262, an. | W 3amiananu ¢ myOJIMYHA CPEICTBA, B ChOTBETCTBHE C
Hall-HUCKUTE peepeHTHH LIEHU OT AbP>KaBU YICHKH.

(2) CpBeTbT perynupa NpelesHUTE [IEHH Ha JIEKAPCTBEHUTE MPOJLYKTH, KOUTO CE OTIYCKAaT IO
JIEKapCKO MpeANucaHne, U3BbH Te3U 10 all. | B ChOTBETCTBUE C HAW-HUCKUTE Pe(EPEHTHH LIEHU OT AbPKaBU
YJIEHKH.

(3) CpBeThT peructprpa MaKCUMAIHU MTPOJAKHU LIEHU Ha IPpeOHO Ha JIEKapCTBEHUTE MPOIYKTH,
KOMTO c€ OTITycKatT 0e3 JIEKapCKO MpearnucaHme.

(4) Llenara, onpenesneHa o peaa Ha ail. 1, e v npeienHa 1ieHa Ha JIEKApCTBEHUTE MPOILYKTH IIPU
npoak6aTa UM Ha IpeOHO.

(5) MuHHCTEPCKUAT CHBET MO MPEAJIOKEHNE HA MUHHCTHPA Ha 3ApAaBEONa3BaHETO ONpPENENs C
Hapen0a yclIOBHATAa M IpaBUiaTa 3a pEeryjiMpaHe Ha IIEHUTE Ha JIEKApCTBEHUTE MPOIYKTH Mo ail. 1, 3a
peryiMpaHe Ha NPEJESIHUTE LIEHU Ha OTIYCKAHUTE IO JIEKAPCKO MPEANMCAHUE JIEKAPCTBEHHU MPOAYKTHU IO
an. 2 mpu mpopaxbara UM Ha JpeOHO, KAaKTO M YCJIOBHUSTA U pella 3a PEruCTpUpPAHE Ha LIEHWTE Ha
JIEKapCTBEHUTE MPOJYKTH, KOMTO C€ OTIYCKAT 0€3 JeKapcKo MpelucaHue.

(6) (HoBa - B, Op. 67 ot 2020 r.) Haumonamnata 3apaBHOOCHTYpHTENIHa Kaca |
MUHHCTEPCTBOTO HA 3/paBEOIIa3BaHETO MPEJOCTABAT HAa ChBeTa MH(OpMaIMs 3a 3aIIaTeHUTE JIEKapCTBEHU
MPOAYKTH 10 wi. 262, ain. 6 1o pea, onpeesieH B Hapeadara 1o ai. 5.

Yn. 2616. (Hos - B, 6p. 67 ot 2020 r.) JlekapcTBeH HpPOAYKT MOKE Jla c€ MpojaBa Ha
TEpUTOPUATA HAa CTpaHaTa caMoO CJIEJ BIM3aHETO B CHJAa HA PEIICHHETO Ha ChBETA 3a yYTBBPXKJIABaHE HA
I[IeHa/TIpe/IeNTHa [IeHa WM PETHCTPUpaHe Ha IIeHa, ¢ M3KIIOYCHUE Ha JIEKApPCTBEHUTE MPOIYKTH 1O WI. 9 n
266a.

Ui 2618. (Hos - IB, 6p. 67 ot 2020 1.) (1) JIekapcTBeH MpOIYKT MOXKE /1a C€ MpoaaBa Ha IeHa,
HE MO-BHCOKa OT yTBBPJAEHATA IieHa 1o 4. 26la, an. 1, oT npenenHara ueHa no 4wi. 26la, an. 2 wid ot
perucTpupaHara 1eHa no 4i. 261a, an. 3.

(2) TwproBeubT Ha APEOHO € ATBKEH Ja MOCOYM MpPOAAKHATA IIEHA BHPXY OMAKOBKAaTa Ha
JIEKAPCTBEHMS MPOAYKT HAa 0003HAYEHO OT MPOU3BOAUTEIIS MSICTO.

(3) LenuTe Ha neKapCTBEHUTE MPOAYKTH, BKIIOUEHHU B CTOMHOCTTAa HA OKa3aHaTa OT JieUeOHUTE



3aBeJICHUS MEULIMHCKA TIOMOIII, HE MOXe J1a ObJaT MO-BUCOKHU OT LIEHATa, Ha KOSATO JeUYEeOHOTO 3aBE/ICHUE €
3aKyTUJIO JIEKapCTBEHUS MPOIYKT OT ThpProBela Ha epo.

(4) JlexapcTBeH NMPOIYKT HE MOXKE Jla e MPOaBa Ha JieueOHUTE 3aBe/IeHHs 10 WI. 5 oT 3akoHa
3a Je4yeOHHUTE 3aBe/ICHUs U Ha JiIe4ueOHUTE 3aBEACHUS C AP KaBHO M/WIIM OOLIMHCKO y4yacTue 1o wi. 9 u 10 ot
3akoHa 3a JieueOHHUTE 3aBE/ICHUS Ha 1IeHa, I0-BUCOKA OT CTOMHOCTTA, ONpe/eicHa M0 peia Ha HapeadaTa 1o
yj1. 261a, ain. 5.

(5) 3a mekapcTBEeHUTE MPOIYKTH, BKIIOUCHU B [103UTUBHUS JIEKapCTBEH CMHCHK IO 4. 262, aj.
6, 7. 1 ¢ HuBo Ha 3amiamane 100 Ha CTO, HEe ce HaAdMCiIABa Haja0aBKa 3a THProBell HAa APEOHO MpH
OTITyCKAaHETO UM B alTeKa.

Yn. 262. (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - IB, 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 15 ot 2013 r., B cuna ot 01.01.2014 r.) Ilo3uTuBHUAT
JIEKapCTBEH CIIMCHK C€ U3TOTBS M MOAIBPKA OT ChbBETAa U BKJIIOYBA JIEKAPCTBEHHU MPOIYKTH, OTIMYCKAHU IO
JIEKapCKO MpEeINICcaHue U 3ariallall ¢be cpeacTBa oT Oromkera Ha H30K, ot nbpkaBHUS OrOIKET U3BBH
o0xBaTa Ha 3aJbJDKUTEIHOTO 3[PaBHO OCUTYpsiBaHE, OT Olo/KeTa Ha JieyeOHMTE 3aBeleHUs MO Wi. 5 oT
3akoHa 3a Je4eOHUTE 3aBEACHUS M OT OIOJKeTa Ha JiedeOHUTE 3aBEACHUS C JbPKABHO W/WIH OOIIMHCKO
yuactue 1o wi. 9 u 10 ot 3akoHa 3a jeueOHUTE 3aBeICHNUS.

(2) (U3wm. - 1B, 6p. 102 ot 2018 r., B cumna ot 01.01.2019 r.) [T03UTUBHUSAT JTEKAPCTBEH CIIUCHK
BKJTIOYBA JICKAPCTBEHH MPOAYKTH, KIIACU(PHUIUPAHU 1O (hapMaKOJIOTUIHH TPYIH CHIVIACHO KOJ/a TI0 aHATOMO-
TepaneBTUYHO-XUMHUYHATA KiIacu(UKaIus, ChC ChOTBETHUTE MEXKIYHAPOJHU HEMATeHTHU HaUMEHOBaHUS,
MIPUHAICKANINTE KbM TSIX HAMMEHOBAHUS, ChbC ChOTBETHATA JiepHHUpaHA THEBHA J103a/TepanieBTUYCH KypC,
1eHa mo 4wi. 26la, an. 1, mpenenHa 1eHa Ha JIEKapCTBEHUTE MPOIYKTH MPH MpoAakOaTra UM Ha ApeOHO,
pedepeHTHa CcTOMHOCT 3a neduHUpaHa ITHEBHA J03a/TepaneBTUYCH Kypc, CTOWHOCT Ha OMNAaKOBKATa,
M34uClIeHa Ha 0a3zaTa Ha peepeHTHa CTOMHOCT/TepaneBTUYEeH Kypc 3a JeuHUpaHa JHEBHA J103a, HUBO Ha
3amjallaHe, TepaneBTHUYHU MOKa3aHUs U MEXIyHapojaeH koa Ha 3abonsBanusta (MKDB). 3a nexkapcrBenure
NPOAYKTH pedepeHTHaTa CTOMHOCT ce ompesens Ha 0azaTa Ha onpenerneHa jJedhuHUpaHa THEBHA 032 WIH
TepaneBTHYEH Kypc, WK KOHIIEHTpAIUs WId 00eM.

(3) (U3m. - JIB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r., uam. - IIB, 6p. 67 ot 2020 r.) B
[To3uTHUBHUS JICKApPCTBEH CIHCHK C€ BKIIFOYBAT JICKAPCTBCHH IPOJYKTH, HAa KOWTO MEXIYHAPOIHOTO
HENMaTeHTHO HAaWMEHOBaHHWE, KbM KOETO MPUHAANEC)KH JIEKAPCTBEHUAT MPOAYKT/KOMOMHAIMATA - TPH
KOMOMHHpAHU JICKAPCTBCHH TIPOAYKTH, C H3KIIOYCHHEC HA TCHEPUYHUTE JICKAPCTBCHH TIPOAYKTH H
JIEKapCTBEHUTE TMPOAYKTH, KOUTO CHIBpPXKAT AKTHBHO BEIIECTBO WJIM AaKTHBHH BelIecTBa C J00pe
yCTaHOBEHa ynorpeba B MeIUIIMHCKATa MPaKTHKa, Ce 3aIulania OT OOIIECTBEH 3paBHOOCUTYPHUTEICH (HOHT
u/unu ¢ myONMYHU CpEeACTBAa NMPHU CHUIUTE TEPANeBTUYHU IOKa3aHHs MOHE B 5 Abp)KaBH, NOCOYEHU B
HapenbaTta mo ui. 26la, an. 5. MexIyHapoJHOTO HENAaTEHTHO HAaMMEHOBAHME, KbM KOETO NPHHAJJICKH
JICKapCTBEH TPOIYKT, MpEeIHA3HAUYCH 3a JIeYeHHWEe Ha pPEeAKH 3a00isiBaHWsA, C€ 3aruiamia OT OOIIecTBEH
3/IpaBHOOCUTYpUTENICH (HOHA W/WIK C MyOTUYHU CPEJCTBA MPH CHIIUTE TEPANeBTUYHU MOKAa3aHUS MOHE B 5
OT BCUYKH JbP’KaBH WICHKH.

(4) (dom. - IB, 6p. 48 ot 2015 r., u3m. - JIB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.)
JlexapcTBeHuTe NMpoAyKTH B [103UTHBHUS JEKapCTBEH CHHMCHK ce€ MOAOMpPAT ChOOpPA3HO JOKa3aTeJCTBa 3a
euKacHOCT, TepaneBTUYHA €()EKTUBHOCT, O€30MaCHOCT M aHAIU3 Ha (apMaKO-MKOHOMHYECKHU TOKa3aTeln
KaTo 3a JIEKapCTBEHHUTE MPOIYKTH C HOBO MEXIYyHAPOIHO HEMAaTEHTHO HANMEHOBAaHWE CE W3BBPIIBA U
OLIEHKA Ha 3J[paBHUTE TeXHONOTUH. OleHKaTa Ha 3]paBHUTE TEXHOJIOTHUH CE€ MU3BBPIIBA MPH YCIOBHS U TO
pen, onpeaesieHu ¢ Hapeabara mo 4. 261a, an. 5.

(5) (M3m. - IB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) Koraro eauH wiu moBede
JIEKapCTBEHH MPOJIYKTH ChC CHILIOTO MEXKAYHAPOJAHO HEMATEeHTHO HAUMEHOBAHUE, JIeKapcTBeHa (opma u
KOHIIEHTpallMsi Ha aKTHBHOTO BEIIECTBO, BEYE ca BKIIOUEHU B CHOTBETHAaTa 4YacT Ha [lo3uTHBHUA
JIEKapCTBEH CITUCHK, HE C€ M3BBPIIBA OICHKA IO all. 4.



(6) (U3m. - [IB, 6p. 67 ot 2020 r.) [T03UTUBHUSAT JIEKAPCTBEH CHHUCHK CE ChCTOM OT YETUPU
MIPUJIOKEHHUS U BKITIOYBA!

1. nexapcTBeHM NMPOJYKTH, NPEAHA3HAYCHHU 3a JIeUeHUE Ha 3a00JIIBaHuUs, KOUTO C€ 3alJamaT o
pena Ha 3aKoHa 32 3/IPaBHOTO OCUTYPSIBAHE;

2. JNeKapCTBEHU MPOJIYKTH, 3allIalllaHd OT Oro/KeTa Ha JIe4eOHUTE 3aBEACHUA MO Wi. 5 OT
3akoHa 3a JleueOHHUTEe 3aBe/leHHs] U OT OI0/KeTa Ha JIeUeOHUTE 3aBEJICHHUS C JABPXKABHO /MM OOIIMHCKO
yuactue 1o wi. 9 u 10 ot 3akoHa 3a jeueOHHUTE 3aBe/ICHUS;

3. (mom. - JIB, Op. 67 ot 2020 r.) JEeKapcTBEHU MPOAYKTH, MPEIHAZHAYCHU 3a JICUEHUE Ha
CIIMH, na wndexknuo3Hu 3a00isiBaHUSA, Ha 3a00JsiBaHMs HM3BBH OOXBaTa Ha 3aKoHA 3a 3IPaBHOTO
OCUTypsIBaHE, 3aIUlalllaHd 1Mo pega Ha wi. 82, an. 1, T. 8 or 3akoHa 3a 31paBeTO, KAKTO M BAKCHHHU 32
3aBJDKUTEIHA MUMYHHM3AallMd W PEUMYHHW3aIllMHM, BAaKCUHH TO CIICHUAIHU TOKa3aHUs W TPH W3BBHPETHH
00CTOSTENCTBa, CeUU(PUUHU CEPyMHU, UMYHOTJIOOYIWHHU, ONpeAeNeH! ¢ Hapenabara mo 4i. 58, am. 2 or
3akoHa 3a 3/IpaBeTo;

4. mpezenHa 11eHa Ha JIGKapCTBEHUTE MPOIYKTH 1O Wi. 261a, aj. 4 mo eneMeHTH.

(7) MunuctepctBoTO Ha 3apaBeonasBaneTo 1 H30K Morar na npaBsT NpeanoKeHus 10 CbBETa
mo 4. 258, an. 1 3a mpepasriiekaaHe Ha BKIFOUYEHH JIEKAPCTBEHH NMPOAYKTH B [I03MTHMBHHA J€KapCTBEH
CIHCHK IPU YCIOBUS U MO pell, ONpeeseH B HapeabaTa mo wi. 261a, an. 5.

(8) Hanmonannara 3ApaBHOOCUTYpPHUTEIHA Kaca 3aruiaiia JIEKapCTBEHUTE IPOIYKTH 10 all. 6, T. 1
MIPH YCIIOBUSATA U 110 peJia Ha HapendaTa o ui. 45, an. 9 oT 3akoHa 3a 3ApaBHOTO OCUTYpsIBaHE.

(9) (Homa - 1B, 6p. 18 ot 2014 r., mom. - IB, Op. 48 ot 2015 r.) YcnoBusira, npaBuiara u
KpUTEpUUTE 3a BKIIOYBAHE, MPOMEHU W/WIM HU3KIIOYBAHE Ha JIEKAPCTBEHU MNPOAYKTH OT I[lo3utuBHUA
JIEKapCTBEH CIUCHK U 32 NOJ/IbpKaHe Ha peuMOYpCHHS CTaTyC Ha JEKapCTBEHUTE MPOIYKTH C€ ONPEICIAT B
HapenOara o wi. 261a, an. S.

(10) (Homa - 1B, 6p. 48 ot 2015 r., u3m. - IB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.)
JlexapcTBenure npoaykTy mo ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 34paBHOTO OCUTYpsIBaHE, 32 KOUTO HE ca
JIOTOBOPEHH OTCTBIIKH, HEe ce BKI0YBAT B [103UTHBHUSA JekapcTBEH cnHCHK. JlOrOBOpPHUTE 3a IPEIOCTaBsSIHE
Ha OTCTBIIKM IOCTHIIBAT B ChBETA IO pell, ONpeeieH B HapeabaTa mo wi. 261a, an. 5.

(11) (Homa - 1B, 6p. 48 ot 2015 r., u3m. - IB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.)
JlekapcTBeHHMTE MPOIYKTH, 32 KOUTO B Mpoueaypara rno wi. 259, an. 1, T. 8 He ce oKake MOJI0KUTEIHATA
OLIEHKA TPH TAXHOTO BKITIOYBAHE, CE€ U3KITIOYBAT OT [103UTHBHUS JIEKapCTBEH CIUCHK.

(12) (Hosa - /1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., u3m. - JIB, 6p. 102 ot 2018 1., B
cuia ot 01.01.2019 r.) MuHHCTEpCTBOTO Ha 3/paBeOIla3BaHETO 3arljalia JIEKapCTBEHUTE MPOAYKTH 10 ajl. 6,
T. 3 ¢ HOBO MEXIyHapOJHO HEMAaTeHTHO HAaMMEHOBAHME, aKO MpeAu BKIIOYBaHETO MM B [lo3uTuBHUA
JICKapCTBEH CHHUCHK € CKJIIOYEHO MPEABAPUTEIHO PAMKOBO CIIOpPAa3yMEHHE MEXAy MMHHUCTEPCTBOTO Ha
3[IpaBEOIa3BAaHETO W TIPUTEKATENsT Ha Pa3pelIeHHETO 3a YMmoTpeOa/HeroB YIIBIHOMOIIECH IPEICTABHTEIN
OTHOCHO MaKCHUMajiHaTa CTOMHOCT, /10 KOSITO ChOTBETHHUSAT JIEKAPCTBEH MPOIYKT MOXKE Jla Ce JIOCTaBs Ha
MUHHCTEPCTBOTO HA 3/IpaBeOna3BaHETO 10 pena Ha 3aKoHa 3a O0IIEeCTBeHUTE NOPbUYKU. CrIOpasyMeHHETo €
3aIBJKUTEINHO 3a CTpaHuTe no Hero. CropasyMeHusiTa MOCTHIBAT B ChBETA IO pel, ONPE/ENIeH ¢ Hapeadara
mo wi. 261a, an. 5.

(13) (Homa - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) JlekapcTBeHUTE IPOYKTH IO aJl.
6, T. 3 ¢ HOBO MEXIyHapOJAHO HENAaTeHTHO HAWMEHOBAaHHUE, 32 KOUTO HE € CKJIIYEHO MNpeIBapUTEITHO
PaMKOBO cIioOpa3yMeHue 1o aj. 12, He ce BKiIrouBaT B [103UTHBHMS JIEKaPCTBEH CIHCHK.

(14) (HoBa - JIB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) 3a nekapcTBEHUTE MPOIYKTH IO
al. 6, T. 3, 32 KOUTO CTOWHOCTTA, 3alJialiaHa OT Or/keTa Ha MUHUCTEPCTBOTO Ha 3ApaBEOIa3BaHETO, Ce
M3YUCISIBA 4Ype3 IpylupaHe, B KOETO HE y4acTBaT JICKAPCTBEHUW NPOAYKTU Ha JIPYTd NPUTEKATEIH Ha
paspernieHue 3a ynorpe6a, MUHUCTEPCTBOTO Ha 3ApPABEOIA3BAHETO M IMPHUTEKATEINTE HA Pa3pelieHue 3a
ynotpeda WJIM TEXHH YIBIHOMOIIECHH TWPEACTABUTEIN €XKETOJHO CKIIOYBAT PAaMKOBH CHOPa3yMEHUs
OTHOCHO MaKCHUMajlHaTa CTOMHOCT, 10 KOSITO ChOTBETHHUSAT JIEKAPCTBEH MPOIYKT MOXKE Jla Ce JIOCTaBs Ha



MUHHCTEPCTBOTO Ha 3PaBEOIAa3BAHETO 0 pe/ia Ha 3aKOHA 33 OOIIECTBEHUTE MOPHUKU. Y CJIOBUATA U PEIBT
3a CKJIFOYBaHE HAa PAMKOBUTE CIIOPA3yMEHHMs C€ OmpeensaT ¢ HapenbaTta mo wi. 82, ain. 1, T. 8 or 3akoHa 3a
37IpaBETO.

(15) (Homa - IB, Op. 103 ot 2020 r., B cuna ot 01.01.2021 r.) Pasnopenbara Ha an. 14 He ce
mpujiara 3a TEeHEPUYHU JIeKapCTBEHM NPOAYKTH M 3a BAKCHHU 3a 3aJBDKUTENIHA HMMYHU3ALUUd H
peMMyHH3alllY, BaKCHHU IO CIENHAIHU TOKa3aHUS W TNPH U3BBHPEIHH OOCTOSTENCTBA, CIEHU(PUIHU
CepyMH, UMYHOTJIOOYJIMHU U OPYrd OMOMPOIYKTH, CBbpP3aHU C MpodUIAKTHKATa HA 3apa3HUTE OOJecTH,
OlpesieNIeHN ¢ HapenbaTa 1o 4i. 58, an. 2 oT 3akoHa 3a 37paBeTo.

(16) (Homa - JIB, 6p. 103 ot 2020 r., B cuia ot 01.01.2021 r.) 3a nekapcTBEHUTE MPOIYKTH 11O
an. 12 mMakcuManHaTa CTOMHOCT 1o aj. 14 He Moxe Ja Ob/e MO-BUCOKAa OT CTOWHOCTTA, ONpejesieHa B
PaMKOBOTO CIIOpa3yMeHHe 1o air. 12.

(17) (HoBa - 1B, 6p. 103 or 2020 r., B cuma or 01.01.2021 r.) MuHHCTEpCTBOTO Ha
3[IpaBEOIa3BaHETO HE MOJKE JIa 3arJama JeKapCTBEHUTE MPOIYKTH MO ajl. 14 Ha CTOMHOCTH, MO-BHCOKH OT
MaKCHMajHaTa CTOMHOCT Ha ChOTBETHHMSI JIEKAPCTBEH MPOIYKT, OIMpe/iejieHa B PAMKOBOTO CIIOpa3yMEeHHE IO
an. 14.

(18) (Homa - IB, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r.) JIekapcTBeHUTE IPOIYKTH IO aJl.
14, 3a KOUTO HE € CKIIIOYEHO PaMKOBO CHopa3yMeHHue 1o ai. 14, He ce 3amiamar oT MUHUCTEPCTBOTO Ha
3[IpaBEOIMa3BaHETO.

Un. 2621, (Hos - JIB, 6p. 67 ot 2020 r.) (1) (M3m. - JIB, 6p. 103 or 2020 r., B cuia OT
01.01.2021 r.) B npunioxxenusara Ha [To3uTUBHUSA JIeKapCTBEH CHUCHK 1O wil. 262, al. 6 ce moco4yBaT: KoJ 110
aHATOMO-TEPANEBTUYHO-XMMHUYHA KJIacU(UKALMs, MEXAyHApOJHO HemaTeHTHO HauMeHoBaHue (INN),
HalMEHOBaHME Ha JIEKApCTBEHMsS MPOIYKT, JIeKapcTBeHaTa (opMa M KOJIMYECTBOTO HA AKTUBHOTO
JIEKapCTBEHO BEILECTBO, ONAKOBKa, IpUTEXaTell Ha pa3pelieHueTo 3a ynorpeda, neduHupaHa AHEBHA
7103a/TepaneBTHYEH Kypc/KOHLIEHTpalus/o0em, ieHarta 1o 4i. 261a, an. 1, pepepeHTHa CTOHHOCT, CTOMHOCT
3a OMAKOBKa, M34MCIeHa Ha 0Oa3zata Ha pedepeHTHa CTOMHOCT, HUBO Ha 3aIUIalllaHe Ha JICKapCTBEHHS
IIPOAYKT, TEpANleBTUYHM MOKazaHus U 3aboinsBanus no MKbB, npousBoauren/mponsBoaureny, HHpopMamus
3a OrpaHMYEHUsATA B HAUYMHA HA MPEANMCBAaHE IpPU Ppa3IMYHM HMHIUKALMM, HALMOHAJIEH HOMEp 3a
uAeHTU(DUKAIMS HA JeKapCTBEHUS MPOAYKT 1o 4i. 2591, an. 1 u qonmbiaHUTeTHA HHPOPMAIIHSL.

(2) T1o3UTUBHUAT JEKAPCTBEH CIUCHK ChIbpHkKA MH(OPMAIMs OTHOCHO BHJA Ha JIEKAPCTBEHUS
MPOAYKT, OMpPENEICH B MpOIeaypaTa Mo paspemaBaHeTo My 3a ymorpeba. MHpopmammsara 3a Buaa Ha
JIEKapCTBEHMsI IPOAYKT ce npexactasst oT TAJI B 7-qHEBEH CpPOK OT ITOCTHIIBAHE HA 3alIUTBAHE OT CTPaHa HA
Hanmonamuust chBeT MO LEHHM W peuMOypcHUpaHe Ha JIEKAPCTBEHUTE MPOAYKTH 32 BCEKH KOHKpPETCH
JIEKapCTBEH MPOIYKT.

Yn. 2622, (HoB - JIB, 6p. 67 or 2020 r.) MuHHCTEPCTBOTO Ha 3IpaBEONAa3BaHETO,
Hanuonannarta 3apaBHOOCUIYpPHUTENIHA Kaca M JiedeOHHTE 3aBeleHMs NpPEeOCTaBiIT Ha ChbBETa IbIIHA
uH(popMaLus 3a 3alIaTEHUTE JIEKAPCTBEHU MPOLYKTH MO wi. 262, an. 6, T. 1 - 3 mo pex, onpenesieH B
Hapezabara o wi. 261a, ai. 5.

Y. 2623, (Hos - IB, 6p. 67 ot 2020 r.) (1) IIpuTexaTensT Ha pa3pelIeHneTo 3a ynorpeda win
HErOB YII'BJIHOMOILEH MPEJCTABUTEIN € JUITbXKEH B CPOK JIBa paOOTHH JHM OT IOJIy4aBaHE HA PELICHUETO Ha
ChBETA 3a IPOMSHA Ha lieHara 1o wi. 261a, an. 1 - 3 Ha nexkapcTBEH MPOAYKT Ja YBEIOMH IO MOAXOJISI]
HauMH bbirapckus ¢papManeBTHYEH ChIO3 U THPrOBLUUTE Ha €1p0, a T€ CbOTBETHO J1a YBEAOMST ThPrOBIIHUTE
Ha JIpeOHO C JIEKapCTBEHH MPOIYKTH.

(2) CoBerpT mno ciyxeOeH pel yBenomsiBa MMHHMCTEPCTBOTO Ha 3[paBEOIAa3BaHETO H
Hanuonannarta 31paBHOOCUTYpUTENIHA Kaca 3a pELIEHMATa, 3a KOUTO € JIOIyCHATO IPEBAPUTEIIHO
U3ITbJIHEHHE.



Ui 262a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - /IB, 6p. 102 oT 2012 1.,
B cuia oT 21.12.2012 r., HoB - JIB, Op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) (1) Ouenka Ha 3apaBHUTE
TEXHOJIOTHM 1O 4. 262, an. 4 He ce U3BBPILIBA 332 IEHEPUYHM JIEKAPCTBEHU NMPOAYKTH U 32 JIEKAPCTBEHU
MPOJAYKTH, KOUTO CBhABPKAT AaKTHBHO/aKTHBHU BELIECTBO/BEIECTBA C J100pe ycTaHOBEHa ymnorpeba B
MEIUIMHCKAaTa MPaKTUKA.

(2) 3a nexapcTBeHUTE MPOIAYKTH, BKIOUEHU B [103UTHBHUSA JEKapCTBEH CIHUCHK, C€ U3BBPIIBA
OlLICHKAa Ha 3[paBHHUTE TEXHOJOTWH, KOraTo € 3asBEHO pasllupsiBaHE Ha TEPareBTUYHHUTE TOKa3aHUs, 3a
KOHMTO JI0 MOMEHTA HE € 3aIUIaIaHo ¢ MyOJIWYHU CPECTBA, IPU YCIOBUS U IO peJl, ONpeesieH: ¢ HapeabaTa
mo 4. 261a, am. 5.

(3) MunucrepctBoro Ha 3apaBeoma3BaHeTo W H30OK Moke MOTHBHpaHO [a TOHCKAT
U3BBPIIBAaHE Ha OLIEHKA Ha 3paBHUTE TEXHOJOTUHU Ha JIEKApCTBEHU NMPOJAYKTH, BKItoueHU B [lo3utnBHUA
JIEKapCTBEH CIUCHK, TPU YCIOBUS U 110 pell, ONpeesieHn ¢ Hapeabara mo wi. 261a, ai. 5.

Y. 2626. (Hos - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) (1) (U3m. - [IB, 6p. 67 ot
2020 r.) B Ilo3uTuBHUS JIEKapCTBEH CIUCBHK CE BKJIKOYBAT JIEKAPCTBEHM IMPOLYKTH, IMPUHAJIEKAIIN KbM
HOBO MEXKIyHAPOJHO HEMATeHTHO HAaWMEHOBAaHHME, 32 KOWTO € W3BBpIICHA OICHKAa Ha 3]paBHUTE
texHojoruu. OmeHKaTa Ha 3[paBHUTE TEXHOJIOTHH € YacT OT Mpolleypara Mo BKIIOYBAaHE Ha JIEKAPCTBEHUS
poayKT B [T03UTHUBHUS JIEKApCTBEH CIUCHK, KATO ChIbpPKa KIIMHUYHA U (PapMaKO-MKOHOMUYECKa OIICHKA H
BKJIIOUBA:

1. ananu3 Ha 31paBHUS IPOOIEM;

2. CpaBHUTEJCH aHaJu3 Ha TepaneBTUYHATa €(PUKACHOCT, €()EeKTUBHOCT M O€30mMacHOCT Ha
JIEKapCTBEHHUSI IPOTYKT;

3. aHaynu3 Ha (hapMaKO-UKOHOMHYECKHUTE MTOKA3aTelH;

4. aHanu3 Ha OIOJIKETHOTO BB3/ICHCTBUE.

(2) Ouenkara Ha 3/[paBHUTE TEXHOJIOTHHU CE€ U3BBPILBA IO CICAHUTE KPUTEPUH:

1. HanMYue UK JIMIICa Ha alTepPHATUBHO JIeYeHHE Ha 3a00JIsIBAaHETO;

2. HaMYWe WY JINTICA Ha JIEKAPCTBEHA alITepPHATHBA 32 JICUeHUE Ha 3a00IIIBaHETO;

3. epuKacHOCT W TepameBTUYHA SPEKTHBHOCT Ha JICYCHHWETO - OIICHKAa Ha TepareBTUYHATA
M0JI3a, YABHKaBaHE MPOIBIDKUTEIIHOCTTA HA KUBOTA M TOJOOPsIBAHE Ka4eCTBOTO HA JKUBOT, HAMallsIBaHE Ha
YCII0O)KHEHUATA OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoil Ha MOTEHIIUATHUTE TAIUEHTH;

5. 6e30MacHOCT Ha JIEKapCTBEHUS MPOIYKT - YECTOTa M CEPHO3HOCT Ha HEXKEJTAHUTE PEaKLuH,
HY’KJa OT MpUJIaraHe Ha JOMbIHUTEIHU NpOodUIaKTHUHN WIH TePaleBTUUYHN MEPKH 3a MPeI0TBpATIBaHE Ha
HEXKEJIaHU PeaKIInu;

6. papmMako-MKOHOMHYECKH IIOKA3aTeNId - Pa3XOMd 3a TEpamusl C JIGKAPCTBEHUS TPOIYKT U
CpaBHEHHE Ha pa3XOJUTE 3a Tepamlus C HAJIMYHUTE alTepHATUBH, CHOTHOIICHHE pPa3Xxoj - pe3yiTar,
MKOHOMHYECKA OLIEHKA Ha JOIBIIHUTEIHUTE TTOJI3H;

7. mON3M OT 3[paBHAaTa TEXHOJOTHUS, MpPEACTaBeHH upe3 credeneHa roauHa XuBoT (LYG),
roJMHa KUBOT, ChoOpazeHa ¢ kauectBoTo (QALY), wiu mpu yurica Ha JaHHW 32 KpalHU pe3yNTaTH - 4pes3
MIPEIOCTaBsIHE Ha MEXIUHHU TaKUBa;

8. aHanu3 Ha OIO/KETHOTO BB3/CHCTBHE HA 06a3aTa HAa OYaKBaH OpOi MAIIMEHTH;

9. olleHKa Ha pa3XxoAUTe Ha MyOJIMYHU CPEACTBA 3a 5-TOAUILIEH MEPUOT;

10. ananu3 Ha 37paBHATa MEPCIEKTHBA 32 MHCTUTYLIMATA, KOSTO 3arlialia CbOTBETHOTO JICUECHHE
C MyOJMYHY CPENICTBA, WIIM OOIIECTBEHATA MEPCIIEKTHBA;

11. MopanmHu ¥ €THYHH ChOOpakeHUs (MIPHU cHeUUIHN TPYIH 3a00JIsIBAHNUSA).

(3) (HoBa - IB, 6p. 67 ot 2020 1.) B chorBeTHOTO mpumiiokenne Ha [103UTHBHUS JEKapCTBEH
CIHCBHK C€ BKJIOYBAT JICKAPCTBEHHM MPOAYKTH, MPUHAUICKAIIA KM HOBO MEXKIYHAPOIHO HEMATEHTHO



HAaMMEHOBAHHE, 32 KOUTO € U3BBbpIICHA OIICHKA HA 3[[paBHUTE TEXHOJIOTMH IO pelia Ha all. 1 U 32 KOUTO UMa
MOHE €/IHA MOJIOKUTETHA OIICHKA Ha 3/IpaBHATA TEXHOJIOTHS OT Jbp)KaBHA MHCTUTYIH Ha BenukoOpuranus,
O®panuus, ['epmanus u [Benus.

UYn. 262B. (Hos - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) (1) (Jom. - [IB, 6p. 67 ot
2020 r.) [IpocnensiBanero Ha edekra OoT TepamusTa mo wi. 259, am. 1, 1. 10 ce u3BbpmIBA OT JIeUeOHH
3aBEJICHHs, Ope/eNieHH OT HaloHaHUsS ChBET 10 LIEHH U peuMOypCUpaHe Ha JICKAPCTBEHUTE MPOAYKTH,
10 pell, onpezesieH B HapeabaTa mo wi. 261a, an. 5.

(2) (U3m. - B, 6p. 67 ot 2020 r.) HamuoHamHUAT ChBET MO LIEHHM U PEUMOYypCcUpaHe Ha
JIEKapCTBEHHUTE MPOAYKTH M3BBPIIBA aHATU3 Ha chOpaHaTa oT JiedeOHUTE 3aBeieHus nHpopMaius mo ai. |
IIPU YCIIOBUS U 1O PeJl, ONpeielieHH B HapeabaTa 1o 4i. 261a, an. 5.

(3) (HoBa - JIB, 6p. 67 ot 2020 r.) JleueOHUTE 3aBeACHMS MO an. | MpeaocTaBsAT Ha ChBETA
JOCTBIT IO MEJUIMHCKATa TOKYMEHTAIHA, BOJIEHA OT TAX, OTHOCHO MpPUJIaraHeTo Ha KOHKPETEH JICKapCTBEH
MIPOJIYKT, 32 KOKTO ce mpociiesiBa eheKThT OT TEpanusTa.

Un. 263. (U3wm. - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - [IB, 6p. 15 or 2013 ., B
cuna ot 01.01.2014 r.) Cbc cpeacTBa OT IbpkaBHUS OFO/KET M3BBbH 00XBaTa Ha 3abJIKUTEITHOTO 3PABHO
OCUTYpsIBaHE MOTAaT Jla Cce 3arlialiar JIEKapCTBEHU MPOIYKTH, OTIYCKaHH IO JIEKAPCKO MpearnucaHue, KOUTO
HE ca BKJIIOYEHH B CHHCBHKAa 1Mo wi. 262, an. 1, HeoOxoaumu 3a mpodUIaKTHKA WIN JIEYCHUE IPH
eNUJIEMUYHN B3PHUBOBE, CMHUJIEMHUU, MaHAEMHHM, KaKTO M TpH HAIUYHETO Ha MpearoyiaraeMo HIu
MOTBBPJCHO Pa3NPOCTPAHECHUE HA XUMUYECKH WM OMOJIOTUYHM areHTH WM SpeHa pajnariysl.

UYn. 264. (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - 1B, 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r.) (1) (Hom. - AB, 6p. 18 ot 2014 r.) [Ipu npeycraHoBsiBaHE Ha MPOJAKOUTE MO Y.
54, an. 3 Ha JeKapCTBEH NPOJYKT, KOWTO € BKIOYeH B [l03UTHBHUS JeKapCTBEH CIMCBHK, U KOrato B
pPaMKHUTE Ha CbOTBETHOTO MEXIYHApOJIHO HEMATEHTHO HAMMEHOBAHKE HsMA pa3pellieH 3a yrnoTpeda mo To3u
3aKOH JIpyI' JICKapCTBEH MPOJYKT, INPUTEKATENIAT HAa Pa3pelIeHUEeTO 3a YNnoTpeda MHCMEHO YyBEeIOMsIBa
MUHHCTEpCTBOTO Ha 3/paBeona3BaHeTo W HamuoHamHus CchBET NO LEHM M peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOTYKTH.

(2) (Hom. - B, 6p. 18 or 2014 r.) IIpurexarensT Ha pa3pelICeHUETO 3a yHoTpeda MUCMEHO
yBeZoMsABa MUHHCTEPCTBOTO Ha 3/paBeorna3BaHeTo M HanuoHamHUs ChBET MO ILIEHW U peuMOypcHupaHe Ha
JIEKapCTBEHUTE NMPOAYKTH M B CIly4yauTe Ha MPEyCTaHOBSIBAHE MPOJAXOUTE Ha JEKapCTBEH MPOAYKT, YUATO
[IEHa CIYXH 3a OIpeneNsHe Ha pedepeHTHa CTOWHOCT B PAMKHTE HA CHOTBETHOTO MEXIYHApPOIHO
HEMaTeHTHO HAUMEHOBAaHUE U JIEKAPCTBEHA (opMa.

(3) Korato nponykTsT 1o an. 1 u 2 e mpegHa3HaueH 3a JieYeHue Ha 3a00JsBaHUs, KOUTO Ce
3amjamar 1no peAa Ha 3aKOHa 3a 3/IpaBHOTO OCUTypsBaHE, MPUTEKATEIAT HA pa3pelieHUueTo 3a ynorpeda
nucmeHo yseaomsisa 1 H30K B cpokosete o ain. 4.

(4) IlputexarensaT Ha pa3peUICHUETO 3a ynoTpeda € JTBKEH J1a U3BBPIIN YBEIOMIICHUETO II0
ast. 1 He Mo KbCHO OT 18 Mecela npeu AaTaTa Ha PEYCTAaHOBSBAHE HA MPoJaxOuTe, a B ciaydyauTe 1o ai. 2 -
HE MO-KbCHO OT TPU Mecela Mpen AaTaTa Ha peyCTaHOBsABaHE Ha MpoaaxouTe.

(5) (Hom. - JIB, Op. 18 ot 2014 r.) Jlo mpeycraHoBsiBaHE Ha MpoaaxOute mo air. 1 u 2
NPUTEXKATENAT Ha pa3pelieHHeTo 3a ynorpeda € JUTbXKEeH Ja OCUTYpU JIOCTaThbYHHM KOJIMYECTBA OT
CHOTBETHUS JIEKAPCTBEH MPOJYKT 3a 3a/I0BOJIIBAHE HA 3/IpaBHUTE MOTPEOHOCTH, OCBEH B CIyyauTe, KOrato
IIPEYCTAHOBSIBAHETO C€ JIBJIKH Ha HAKOE OT OCHOBAaHUSATA IO Wi. 276 iy no wi. 277.

(6) Cnen m3TuaHe HA CPOKOBETE MO ajl. 4 MPUTEKATENST HA pa3pelIeHUETO 3a yrnoTrpeda mojiaBa
3adBJICHME M CBHOTBETHUTE JOKYMEHTH 3a M3KJIIOYBAaHE Ha JIEKapCTBEHUs MNPOAYKT oOT Ilo3uTuBHMA
JIEKapCTBEH CIIUCBK.



(7) Korato crnen mpeycraHOBsIBAaHE NMPOJAKOUTE HA JICKAPCTBEHHS MPOIYKT MPUTEKATEIAT Ha
paspenieHreTo 3a yrnorpeda He € U3MBIHWI 3abJDKEHUETO CH 110 all. 6, ChbBETHT MO WI. 258, an. 1 cimykxebHo
ro U3KJI0uBa oT [103UTHBHUS IeKapCTBEH CIUCHK.

Un. 265. (1) MunuctepckusT cbBeT ch3aaBa Komucus mo npo3payHocCT.

(2) (Hom. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) CecraBbr Ha Komucusra mno
MIPO3PAYHOCT ce ompezens oT MUHUCTEPCKUS ChBET 10 NMPEIOKEHHE Ha MUHUCTHPA Ha 3[paBeona3BaHEToO.
B Hes 3aabIDKUTENHO C€ BKIIIOYBAT MPEACTaBUTENM Ha MUHHCTEPCTBOTO Ha 3/paBEONa3BAaHETO, Ha
MuHUCTEPCTBOTO Ha Tpyaa U couuanHaTta nonutuka, Ha MAJI, na H30K, na bearapckus Jiekapcku Cbhlo3,
Ha bwarapckus 3p0osnexkapcku cbio3, Ha bbiarapckus (apmaneBTHUEH ChIO3 W Ha OpraHu3allud Ha
MaUeHTUTe U papMaleBTUYHATa UHYCTPUSI.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r.) Jluue, xoeto ¢ uwieH Ha Komucusita mo mpo3payHOCT, HE MOXKe Ja ObJe W 4JlIeH Ha
Hanmonanuus cbBeT 1o 1IeHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOTYKTH.

(4) MHUHHUCTEpPCKUAT CHBET OIpEeNis ¢ MPAaBUIHUK YCIOBUATA U peaa 3a padota Ha Komucusita
0 NMPO3PAYHOCT.

Un. 266. (M3m. - IB, 6p. 67 ot 2020 r.) (1) Komucusara mo npo3padHocT € opraH, mpe KOWTo
MOJKe Jia ce 00KaBar Mo aMUHUCTPATUBEH PEJl peLICHUITa Ha ChBETA.
(2) Pemienusita Ha KoMucusaTa mo mpo3padyHoCT c€ B3eMaT ¢ MHO3MHCTBO JIBE TPETH OT ChCTaBa

(3) PemenusiTa Ha chbBeTa MOXe Ja ce 0oOXaJBaT MO ChAeOeH pelq U 0e3 Ja e u3uepraHa
BB3MOHOCTTA 32 OCIIOPBAHETO UM [0 aIMUHUCTPATUBEH PE/l.

Un. 266a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) Korato neyenuero Ha
ChOTBETHO 3aboisiBaHe € 0e3 aJTepHAaTHBa B CTpaHaTa, 3a KOHKPETCH IMAIIMEHT MOXKe Ja Ce Tpujara
JIEKapCTBEH MPOAYKT, KOWTO € pa3pelleH 3a yrnoTpeda B cTpaHa - WieHka Ha EBponeiickus cbio3, pa3pelieH
€ 3a yrnoTpe0a 1o peqa Ha TO3U 3aKOH, HO HE C€ Pa3NpOCTpaHsBa Ha OBITapCKus mas3ap.

(2) (M3m. - IIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Exxeronno no mpensioxeHue Ha
nedeOHUTE 3aBe/eHUs] 3a OOJMHMYHA TMOMOI W CJEeJ CTAHOBUIIE HA CHOTBETHHUS EKCIEPTEH CHBET IO
CHbOTBETHATA MEIUIMHCKA CHEHHUATHOCT HIM MEIUIMHCKA OeHHOCT mo 4i. 6a, aim. 1, T. 1 or 3akoHa 3a
3/IpaBETO MHUHHUCTHPHT HA 3JpaBEONa3BaHETO YTBBbPKAaBa CHHCHK Ha JIEKAPCTBEHHUTE MPOAYKTH MO ai. 1,
KOWTO ChABPKA CleHaTa HHPOpMAIIHS:

1. KoJ 10 aHATOMO-TEPaNeBTUYHO-XUMHUYHATA KiacuuKarus;

. MEKIyHapOIHO HEMIATEHTHO HAMMEHOBAHKE, KbM KOETO MPUHAIJICKU IPOAYKTHT;
. 3a00J151BaHE 110 MEXKITYHAPOICH KOJT Ha 3a00JISIBAHUSATA;

. JekapcTBeHa (hopMa U KOJIMYECTBO aKTUBHO BEIIECTBO;

. IOITBTHATEITHA HH(DOPMAIIHSL.
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(3) CiucbkbT WO all. 2 ce MyOMKyBa Ha CTpaHUIaTa Ha MUHUCTEPCTBOTO HA 3/IpaBEOIa3BaHETO
B UHTEPHET.

(4) YcnoBusita ¥ peIbT 3a BKIIOYBAHE, MPOMEHU I U3KIFOUBAHE HA JICKAPCTBEHU MPOYKTH B
CIHCHKA M0 all. 2 ce ONpeAensaT ¢ HapenbarTa mo ui. 9, an. 1.

(5) JlexkapcTBEHHUAT MPOAYKT MO aj. 1 ce JoCTaBs MO CHEeIMaIHa MophYKa Ha JIe4eOHO 3aBE/ICHHE
3a OOJTHUYHA MTOMOII] IIPU YCJIOBHSI U IO PeJI, ONpeiesieHu ¢ HapeabaTa mo wi. 9, an. 1.

(6) PpxoBOAMTENAT Ha JI€YEOHOTO 3aBEJCHHE MO all. 5 HOCH OTTOBOPHOCT 3a MpUJIaraHeTo Ha
JICYSHHUETO 110 al. 1.



Ui 2666. (Hos - [IB, 6p. 67 ot 2020 r.) (1) [lo u3kimtoueHue, npu JMIca Ha alTepHATHBA 3a
JIeYeHHE Ha KOHKPETEH MalMeHT ¥ caMO B MHTEpeC Ha HErOBOTO 3/[paBe, pa3pellieH 3a yrnoTpeda B cTpaHara
JIEKapCTBEH TMpPOJYKT MOXE Jla ce Mpujara H3BBbH YCIOBHATAa Ha pa3pelieHHeTo 3a yrnoTrpedba Ha
JIEKapCTBEHMSI IPOIYKT, IPU HAJIMYME HAa HAyYHU J0Ka3aTeJICTBa 3a O€30MacCHOCTTa U €(pUKACHOCTTA HA TO3U
MPOIYKT.

(2) JlexapcTBeHMST MPOAYKT IO aji. | ce mpeamucBa OT KOMUCHUS OT TpUMa JIEKapu OT Jie4eOHO
3aBesieHUE 32 OOJIHUYHA TIOMOIII C MPU3HATA CIEHUATHOCT Mo Mpoduiia Ha 3a00IsIBAHETO, KOUTO MOTUBUPAT
MPENICAHUETO 32 BCEKH KOHKPETEH MaIlUeHT.

(3) Jleuenmero mo anm. 1 ce mpoBexaa B Je4eOHO 3aBEICHHE 3a OOJHWYHA TOMOI CIIE]
MoJTy4aBaHe Ha MICMEHO HH(POPMUPAHO ChIVIACKE OT MAI[UCHTA.

(4) Bceku eranm OT JIe4eHMETO HA MAlMEHTa C€ MPOCiensBa U JOKYMEHTHpPa OT JIEKapUTe OT
KOMUCHSITA 110 aJl. 2, KOUTO HOCST OTTOBOPHOCT 32 MPOBEKIAHE HA JICYSHUETO 1O ail. 1.

(5) Komucusita no an. 2 ysegomsiBa Mambanutenna arenius "Menuuuncku Hanzop" u MAJI 3a
MPOBEKIAHOTO JICUEHUE 110 ail. 1.

(6) YcnoBusita ¥ peabT 3a Mojy4yaBaHe HAa MH(POPMHPAHO ChIVIACHME OT MAIMEeHTa Mo al. 3,
MPOCJEIIBAHETO M JAOKYMEHTHPAHETO Ha JIEYeHHETO Mo aj. 4 U Ha Oe30macHoCTTa M €(pUKAaCHOCTTa Ha
JIEKapCTBEHMs IPOAYKT CE ONpeeiaT B HapeadaTa mo wi. 9, an. 1.

(7) B cirydante o an. 1 nekapCTBEHUST MPOIYKT HE CE 3aIliaiia ¢ IMyOJIMIHU CPEICTBA.

I'naBa TpuHanecera.
ABPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE NPOAYKTHU

Yn. 267. (1) (U3wm. - 1B, 6p. 98 ot 2010 ., B cuna ot 01.01.2011 r., gom. - /IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) MuHHCTEpPCTBOTO Ha 3/1paBEONa3BaHETO PHKOBOAU JABbPKaBHUS KOHTPOJ BBPXY
JeKapCTBEHUTE MpOAyKTH. HemocpeacTBeHOTO pPBKOBOJICTBO €€ OCBHILIECTBABA OT TIJIABHUS Jbp)KaBEeH
3/IpaBEH MHCIIEKTOP, OT MpeJcenaTess Ha cbhBeTa no wi. 258, an. 1, ot usnbiaHuTenHus aupexktop Ha UAJl u
ot aupekrtopure Ha P31, kouTo ca abp>kaBHU HHCIEKTOPU IO KOHTPOJIA BEPXY JEKapCTBEHUTE MPOTYKTH.

(2) (U3m. - [IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 r., gom. - /1B, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) Opranu 3a Abp:KaBeH KOHTPOJ BbPXY JIEKAPCTBEHUTE MPOAYKTU Ca ChBETHT MO Wi. 258,
an. 1, MUAJI u P3U.

(3) (Homa - 1B, Op. 67 ot 2020 r.) Pernonannute 3apaBHU WHCIEKIIMU B PAMKUTE Ha CBOSTA
KOMIIETEHTHOCT chaelcTBaT Ha WAJl mpu ocbliecTBsBaHe Ha JAEHHOCTUTE 110 KOHTPOJIA BBPXY
JIEKapCTBEHUTE MTPOJYKTH.

(4) (U3m. - JIB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 1., gom. - JIB, 6p. 102 ot 2012 r., B cuna
ot 21.12.2012 r., npeaumna an. 3 - /1B, 6p. 67 ot 2020 r.) HenocpeacTBeHUAT KOHTPOJI C€ YIpaXKHsIBA OT
JUTbKHOCTHHU JIMLIA - HHCTIEKTOPH U €KCIIEPTH, OIIPEJIETICHH ChC 3all0BE/IM Ha IpeJiceaaTeNs Ha ChBETa MO 4l.
258, an. 1, Ha qupexropa Ha MAJI nnu Ha qupekropa Ha cboTBeTHaTa P3U.

(5) (Ilpenummna an. 4 - JAB, 6p. 67 ot 2020 r.) Ilpu ocbiiecTBsiBaHE HA KOHTPOJIHUTE CH
(GyHKIMU opraHuTe o aji. | Morar jJa HOUCKAaT ChIACHCTBUETO HAa OpraHuTe Ha MHUHHMCTEpCTBOTO Ha
BBTPEIIHUTE PpaboTH.

Yn. 267a. (1) (Hos - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., m3m. - [IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r., u3m. - JIB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r., mpeauiiieH TEKCT Ha YII.
267a - ]IB, 6p. 67 ot 2020 r.) M3mbauuTenHa areHus "MeauIMHCKH Haa30p" OCHIIECTBSABA KOHTPON 32
CIa3BaHETO Ha YTBBpPICHUTE (DapMaKo-TepaneBTUUYHA PBHKOBOJICTBA W W3BBPIIBAHETO HA OICHKA HAa
e(heKTUBHOCTTA Ha TepaIusaTa B ChOTBETCTBHUE C KpUTEepUUTE 0 wi. 259, an. 1, 1. 4.

(2) (HoBa - IB, 6p. 67 ot 2020 r.) M3nbauuTtenna areHnus "MeIuIMHCKA Haa30p" MOXE Aa



U3BBpIIBA IPOBEPKU B alTEKUTE MO wi. 222, an. 4, KOUTO BKJIKOYBAT IPOBEPKA 32 CHOTBETCTBUETO Ha
BUJIOBETE U KOJIMYECTBATa JIEKAPCTBEHU MPOAYKTH, KOUTO ca MpPEANHCaHd W/WIK TPHIOKEHH Ha
MAIUEHTHUTE, C BUJOBETE U KOJIMYECTBATA JIEKAPCTBEHU NIPOAYKTH, KOUTO €A OTIIyCHATH OT anTeKaTa, Korato
TE€3U JIEKApCTBEHU NPOJYKTH CE 3aIljIallaT ¢ IyOJINYHU CPEACTBa.

Ui 268. (1) U3mbaHuTeIHATa areHuus 1Mo JeKapcTBaTa ynpakHIBa KOHTPOJI BBPXY:

1. (mom. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) CHOTBETCTBHUETO HA MTOMEIICHUATA,
CHOPBKEHUSTA U YCIOBUATA 3a MPOU3BOJICTBO, KOHTPOJI, ChXPAHEHHE U THPTOBUSI C JIEKAPCTBEHU MPOTYKTH
W aKTHBHHM BeIIeCTBA M 3a cCIla3BaHe Ha HU3MCKBaHMATa Ha JloOpara MpOW3BOJCTBEHA IPAKTHUKa Ha
JIeKapCTBeHH MPOAYKTH U JloOpara AucTpuOyTOpCKa MPaKTHKA;

2. (m3m. - [IB, O6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) neiiHOCTTa Ha MPUTEKATETUTE HA
paspeiieHue 3a ymnotpeda, Ha MPOU3BOAUTENINTE, BHOCHUTEIUTE, THPrOBIHMTE HA €ApPO C JIEKAPCTBEHU
MPOJIYKTH M aKTUBHU BEIECTBA, HA TIOCPEIHUIIUTE B 00JIACTTA HA JICKAPCTBEHUTE MPOIYKTH, HA allTEKUTE U
JPOTEPUUTE;

3. Ka4ecTBOTO, 0€30MaCHOCTTa U e(PUKACHOCTTA Ha JICKAPCTBEHUTE MPOAYKTH;

4. KIMHWYHWUTE W3MHUTBAaHUS Ha JICKAPCTBEHUTE TPOAYKTH M KOHTPOJ 3a Cra3BaHe Ha
n3ucKkBaHUATa Ha JloOpaTa KIMHUYHA PAKTHKA;

5. nekapcTBeHaTa MHQOpMaIMs, CBbpP3aHa C pa3pelllaBaHeTo UM 3a ynoTpeda U pekjiaMmara;

6. (m3Mm. - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) cucremara 3a mpocieasBaHe Ha
JeKapcTBeHa 0€30MMacHOCT HA MPUTEKATEIUTE Ha pa3pellieHre 3a ynorpeda u 3a cra3BaHe U3MCKBAHUATA HA
JloGpata mpakTHKa 3a MpoclieiBaHe Ha JIEKapCTBeHa 0€30MacHOCT.

(2) (U3m. - 1B, 6p. 98 o1 2010 1., B cuma ot 01.01.2011 1., u3m. - [IB, 6p. 102 ot 2018 1., B cuna
ot 01.01.2019 r.) Pernonanaute 3apaBHA MHCIIEKIIMH YITPAXKHIBAT KOHTPOJ:

1. BBpXy MOMEIIEHUATA, ChOPHKEHUATA, YCIOBUATA 32 ChXPAaHEHUE U THPrOBUS C JIEKAPCTBEHU
MIPOIYKTH;

2. BBPXY JAEMHOCTTa HA THPrOBIUTE Ha €pO, ANTEKUTE U APOTEepPUMTE, PA3IOJIOKEHH Ha
TEPUTOPHSITA HA CHOTBETHATA 00JIACT;

3. 3a crma3BaHETO Ha YTBBHPACHHUTE IICHH, TMPEACTHUTE IICHH, PETUCTPUPAHUTE IICHH Ha
JIEKapCTBEHUTE MPOAYKTU HpU MpoAaKOaTa UM Ha APEOHO OT aNTEeKUTE U JIPOTePUUTE, PA3MOJIOKEHU Ha
TEPUTOPHSITA HA CHOTBETHATA 00JIACT;

4. (moBa - JIB, Op. 67 ot 2020 r.) BHpXy ACHHOCTHUTE IO YHHIIOKaBaHE Ha JICKAPCTBEHHU
MPOIYKTH.

(3) (Homa - IB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) CeBerbT mo ui. 258, am. 1
yIpaxKHsIBa KOHTPOIL:

1. 3a cma3BaHETO Ha YTBBPACHHUTE IICHH, MPEACTHUTE IICHU W PETUCTPUPAHHUTE IICHU Ha
JIEKapCTBEHHUTE MPOIYKTH MPH MPOo1akdaTa UM OT ThPTOBIUTE Ha €JIPO C JIEKAPCTBEHU MPOAYKTH;

2. (mom. - JIB, Op. 67 ot 2020 r.) BbpXy AEHHOCTTa Ha MPUTEKATEIUTE HA pa3peuIeHUs 3a
ynotpeba Ha JIeKapCTBEHU MPOIAYKTH M ThPrOBLUTE HA €pO C JIEKaPCTBEHH MPOAYKTH OTHOCHO CIA3BAHETO
Ha 3aIbJDKCHUATA UM, OIIpeJIeNIeHH ¢ HapeabaTa mo wi. 261a, an. 5.

(4) (ITpegumrna ain. 3 - JIB, 6p. 102 ot 2018 r., B cra ot 01.01.2019 r.) C MAJI ce cpriacyBat
WHBECTUIIMOHHUTE MPOEKTH 32 CTPOUTEICTBO HAa HOBU W/WIIW TPEYyCTPOMCTBO Ha CHIIECTBYBAIIM OOCKTH,
CBBpP3aHU C MPOU3BOJICTBOTO HA JIEKAPCTBEHU MPOAYKTH choOpa3Ho mpaBuiara 3a JJoOpaTa mpon3BoaACTBEHA
MIPAKTHKa Ha JIEKAPCTBEHH MPOJTYKTH.

Y. 268a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (U3m. - [IB, Op. 84 ot 2018
r., B cuia or 12.10.2018 r.) /lapenus Ha JeKapCTBEHM NPOAYKTU OT IMPUTEKATEIN HA Pa3peLICHHE 3a
ynotpeba, MpOU3BOIUTENN, THProBIM Ha eIpo U JIpeOHo U oT bbarapckus YepBeH KpbCT MoraT ga ce



M3BBPIIBAT CaMoO CleJ NoJaBaHe Ha yBeaomuiieHHe OT maputens a0 WAJI mo oOpasern, yTBBpAEH OT
MHHUCTHpPA Ha 3/IpaBEONa3BaHETO MO MPEAJIOKEHUE HAa U3IMBJIHUTEHUSA qupekTop Ha MAJL

(2) Japenusta ce W3BBPIIBAT IIPU ClIa3BaHe Ha MpaBuiaTa 3a JJoOpa mapurencka mpakTHKa Ha
CeToBHaTa 37jpaBHA OpraHU3AIIHS.

(3) (Otm. - 1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.)

(4) JleueOnure 3aBeneHus u bouarapckuar Yepsen kpbeT yBenomsiBaT MAJI 3a momyueHurte
JapeHus Ha JIEKApCTBEHH MPOIYKTH B 7-AHEBEH CPOK OT MOJTYYaBAHETO UM.

(5) B xpas na Bcako Tpumeceune MAJl wmsmpama uHpOpManus B MHUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTO 3a U3BBPIICHUTE AAPEHUS 1O ail. 4.

(6) 3a u3BBHPIIBAHETO Ha JapeHUE Ha JIEKAPCTBEH MPOAYKT MO Moi0a Ha JedeOHO 3aBeleHUE,
IpelHa3HayeH 3a JIeYeHHE Ha KOHKPETEeH MAalMeHT B >KMBOTO3acTpallaBallo CbCTOSHHUE, JdapUTEIIST
yBenomsiBa UAJI B 7-1HEBEH CPOK OT U3BBPLIBAHETO MY.

(7) Hapenusita mo an. 6 He MOrar Jia HaJBUILABAT KOJUYECTBOTO, HEOOXOIUMO 32 €JHOKpATCH
KypC Ha JIeueHHe.

Ui 269. (1) KoaTpoasT mo wi. 267 ce u3BbpIIBa Ype3 HHCIEKIINHA U Ja00PATOPHU U3MTUTBAHUS.

(2) Mucneknuute 1 1a0opaTOPHUTE U3MUTBAHMS 110 all. 1 ce U3BBHPIIBAT:

1. BBB BpB3Ka C M3/1aBaHE HA pa3peulieHus 3a ynoTpeda, Mporu3BOICTBO, BHOC U CEPTU(HHUKATH 110
pena Ha TO3H 3aKOH,;

2. BbB BpBb3Ka C OCBLIECTBSIBAHE HAJ[30p Ha I1a3apa Ha JIEKapCTBEHU IIPOJYKTH;

3. mpu 3asBsABaHE OT cTpaHa Ha EBpomnelckata kKomucusa, Ha EBpomnelickaTa areHUMs IO
JIeKapcTBaTa WK OT CTpaHa Ha KOMIIETEHTHHS OpraH Ha Jpyra JIbpKaBa YIeHKa;

4. npu 3asdBsiBaHE OT CTpPaHa Ha MPOU3BOJUTEI, BHOCUTEN WM MPUTEkKATENl HA pa3pelieHue 3a
ynotpe0a U3BBH Cily4auTe 1o T. 1.

(3) (M3m. - B, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) U3nbaauTenHaTa areHIus MO
JIeKapCcTBaTa U3BbPIIBA MHCIICKIINU:

1. Ha MPOW3BOAUTENH HA JICKAPCTBEHHU MPOIYKTH, PA3MOJIOKEHN HA TEpUTOpUATa Ha PemyOnuka
Bwirapusi, Ha 1bpiKaBa WICHKA WIK B TPETH AbPIKABH;

2. Ha BHOCHUTENH U THProBLHU Ha €JpO C JIEKAPCTBEHU IPOILYKTH;

3. Ha TOMEUIEHMATa Ha MPOU3BOJUTENINTE, BHOCUTEINTE U THPrOBLMUTE HA €IpO HAa AaKTUBHU
BEIIECTBA, PA3OJIOKEHU Ha TepuTopusaTa Ha PermyOnuka brirapus;

4. Ha TIOMEIIEHUATa HA TPOM3BOJUTEIM WJIM THPrOBUM HAa €JpO HAa AKTUBHHU BEIIECTBA,
Pas3MoIOKEHU B TPETU AbPrKaBH, KAKTO U HA MPOU3BOAUTEH UM BHOCUTEIH HAa TOMOIIIHH BEIIECTBA;

5. Ha MOMeEILEHUATA HA IPUTEKATEIUTE Ha Pa3pelIeHus 3a ynoTpeda Ha JIEKapCTBEHU MPOAYKTH
Y Ha TIOCPETHUIIUTE B 00JIACTTA HA JICKAPCTBEHUTE MPOIYKTH, PETUCTPUPAHU TI0 peaa Ha 4. 212a;

6. KaTo 4YacT OT cepTU(UKAIMOHHA TPOIEaypa, KOSTO € BBB Bpb3Ka C MOHOrpaduu Ha
EBporneiickara ¢papmaxornes;

7. Ha MPOU3BOAUTENH HAa U3XOJIHU MaTepUaIH M0 MHUCMEHO UCKaHe Ha MTPOU3BOIUTEIIS.

(4) MBmpaauTeNHATA areHIMs IO JIEKapcTBaTa M3BBPIIBA MHCIEKIMM Ha MPOU3BOIUTENH Ha
JIEKapCTBEHU MPOJIYKTH, YCTAHOBEHU B TpeTa JAbpKaBa, BbB BPb3Ka C MOJAJCHO 3asBJICHHUE 3a MOIydYaBaHe
Ha pa3pelieHue 3a ynorpeda 1 BHOC.

(5) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Uncnexknuute no an. 3 u 4 ce
U3BBPIIBAT B ChOTBETCTBHE C PHKOBOJCTBA, MpHeTH oT EBpormelickara KoMucusi.

(6) (M3m. - B, 6p. 102 ot 2012 1., B cuina ot 21.12.2012 r.) U3nbaHuTenHaTa areHus MO
JIeKapcTBaTa ydacTBa o uckaHe otr EBpomeiickata komucus, EBpomneiickara areHius 1o jekapcrara Win
IbprKaBa YWICHKA MPU U3BBPIIBAHETO HA MHCIIEKIUH 110 ai. 3 B EBpomeiickusi Chi03 WK B TPETH AbPIKaBH.

(7) (M3m. - AB, 6p. 102 ot 2012 1., B cwia ot 21.12.2012 r.) U3mbaauTenHaTa areHIUs 1O



JeKapcTBaTa CH CHhTPYAHWYM W OOMeHs uHpopMaiusi ¢ EBpomneiickaTa areHuus MO JieKapcTBaTa MpH
IJIaHUPaHE W U3BBPIIBAaHE HA MHCIIEKIIMHUTE T10 ail. 3.

(8) (Homa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbaHuTeNnHaTa areHIMs IO
JeKapcTBaTa CH CBHTPYIHWYH C EBpormelickata areHius o JeKapcTBaTa NpU KOOPJAWHUPAHETO Ha
WHCIEKIUU B TPETU AbP>KaBH.

Y. 269a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 67 ot
2020 r.) JabxKHOCTHUTE JUIA 1O 4. 267, an. 4 U3rOTBAT JOKJIaJ 3a BCAKA U3BbPIICHA MHCIEKIIMS MO Y.
269, an. 3 u 4 3a cna3BaHETO HA MPUHIMIIUTE U PHKOBOICTBaTA 3a J[00pa Mpon3BOACTBEHA MPAKTHKA WU 32
Jlo6pute AuCTpUOYTOPCKU TPAKTHKH, WU 32 ClHa3BaHE H3UCKBAHMATA HA TjaBa OCMa, KakKTO H
M3UCKBAaHUATA HA TO3H 3aKOH.

(2) HoxnansT mo an. 1 ce mpeaocTaBs Ha MPOBEPSIBAHOTO JIMIE, KOETO MOXKE Ja MPEACTaBU
OEeJIe’KKH 0 HETO.

(3) Ilpu momyvyaBane Ha o6ocHoBaHO nckaHe MAJI n3npaia mo eJIeKTpOHeH IbT JOKIAJAUTE IO
an. | Ha KOMIETEHTHHUS OpTaH Ha Apyra JbpiKaBa dWieHKa win Ha EBpomeiickara areHmus 1o JekapcTBaTa.

Yn. 2696. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Korato B pe3ynrat Ha
M3BBPILICHA MHCTICKIUA 10 4. 269, an. 3 ce ycTaHOBU chOTBeTCTBHE C JloOpaTa mpon3BOACTBEHA TPAKTHKA,
cbOoTBEeTHO JloOpuTe AucTpuOyTOPCKU MPAaKTUKH, Korato e npuioxkumo, MAJl nznaBa Ha nmpousBoauTes,
BHOCUTEINII WIM Ha ThproBela Ha eapo cepru¢ukar 3a JloOpa mMpoM3BOJACTBEHA NPAKTUKA, CHOTBETHO
ceptudukar 3a Jlobpa tucTpuOyTopcka mpakTuka B cpok 10 90 AHM OT U3BBbPUIBAHE HA MHCIEKIMATA.

(2) Koraro B pe3ynTar Ha M3BbBpIIEHA HHCHEKIUS MO 4i. 269, am. 3 ce yCTaHOBH, ue
MIPOU3BOJUTEINIAT, BHOCUTENAT WJIM THProBEUbT HA €pO Ha JIEKAPCTBEHU MPOAYKTH WJIM Ha aKTUBHU
BEIIECTBA HE CIa3Ba M3MCKBAaHMATA Ha 3aKOHAa W/WIM TPUHIMINATE M pbKOBoJAcTBata 3a JloOpa
MIPOM3BOJICTBEHA TMpakTHKa w/uian Ha JloOpute muctpuOyTopcku mpaktuku, MAJI m3gaBa craHoBuIe 3a
HEChOTBETCTBHE.

(3) U3npHAUTETHATA areHIMs 0 JIeKapcTBaTa BbBEXk/Ia B 0a3ara naHHu 1o 4i. 147 u3mgaaeHuTe
ceptudukaru mo an. 1 u uapopmanus mno ain. 2.

Ui 2698. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
U3BBpIICHa MHcnekuus mo wi. 270, am. 1, T. 5 ce yCTaHOBM, 4e NPUTEXKATENAT Ha pa3pelieHHeTo 3a
ynotpeba He cla3Ba H3MCKBAaHUATA Ha TinaBa ocMma, MAJl nmaBa mpenamucaHusi 3a OTCTpaHsSBaHE Ha
HEChOTBETCTBUATA.

(2) B cnyuaure mo an. 1 MAJI yBenomsiBa nbpkaBUTE 4i€HKH, EBporelickara areHIus IO
JiekapcTBara u EBponeiickata KOMHUCHS.

Un. 270. (1) (M3m. - B, 6p. 67 or 2020 r.) B pamkuTe Ha CBOSiITa KOMIETEHTHOCT
JUTHKHOCTHUTE JIUIIa 1Mo wi. 267, ann. 4 uMar npaBo:

1. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ha 7OCTHI 10 BCUYKU JOKYMEHTH,
CBBP3aHHU C [peIMeTa Ha MHCTIEKIUATA, KAKTO U 10 JOKYMEHTH, CBbP3aHU IPSIKO UM KOCBEHO C HapyIllIeHHe
Ha TO3H 3aKOH WJIM Ha 3aKOHO/ATEJICTBOTO HA JbPKABUTE YWICHKH, BbBEKIAIIN U3UCKBaHUITA HA J[UpeKTHBa
2001/83/EQ, nezaBucuMo ot (popmaTa Ha TOKYMEHTA;

2. a pa3nopensar Ha BCSAKO JUIIE Jia MPEIOCTaBH CBEICHHS 3a HapyIIEHUs 1Mo T. 1, KOUTO ca My
W3BECTHH;

2a. (moBa - JIB, Op. 102 or 2012 r.,, B cuma ot 02.01.2013 r.) ga wWHCHEKTHUpAT
MIPOU3BOJICTBEHUTE W THPTOBCKUTE OOEKTHU HA MPOU3BOJUTEIUTE HA JIEKAPCTBEHHU MPOAYKTH, aKTUBHU WIIH



MOMOIIIHU BEIECTBA, KAaKTO M JabOpaTOpHMTE, HW3IMOJI3BAHM OT MPHUTEKATEIUTE Ha paspelieHue 3a
MIPOU3BOJICTBO WJIM BHOC;

3. Ja MHCHEKTHpaT MO BCAKO BpeMe OOEKTUTe, MOJJIeKalld Ha KOHTPOJ, M Jla M3UCKBAT,
MIPOBEPSIBAT U MPABST KOMMSI OT BCUYKU JOKYMEHTH, CBbP3aHU C LISJIOCTHATA AEMHOCT Ha KOHTPOJUPAHUS
00€EKT;

4. na B3emMar npoOu OT JIEKAPCTBEHU NMPOTYKTH, aKTUBHHU U TTOMOIIIHYU BEIIECTBA 3a Ja0OpaTOpHU
W3MUTBAHUS;

5. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 12 WHCIEKTHPAT MOMEIICHUSATA,
apXUBUTE, TOKYMEHTUTE M OCHOBHATa JOKYMEHTAIUsl Ha cHCTeMaTa 3a MpOoCJe/sBaHE Ha JEeKapCTBEHATa
0€30macHOCT Ha IMPUTEKATENs Ha pa3peleHUeTo 3a yrnoTpeda UilH JUIa, Ha KOUTO € Bh3JI0XKHI U3BbPIIBAHE
Ha JIEWHOCTHUTE 10 TIaBa OCMa;

6. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) na u3BbpmBaT MpoBepKa OTHOCHO
CMa3BaHETO Ha YTBBPJACHUTE IICHHU, MPEICIHUTE HEHH WM PETUCTPUPAHUTE IEHM NpU Mpojakdara Ha
JIEKapCTBEHH MPOTYKTH;

7. (mpequmHa T. 6 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) na chCTaBsT aKTOBE 3a
YCTaHOBSIBAaHE HA aJIMMHUCTPATUBHU HApPYILIECHUS.

(2) (Ot™m. - IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.)

(3) (U3m. - IB, 6p. 98 ot 2010 1., B cuna ot 01.01.2011 r.) M3nbanutenuusar aupexkrop Ha MAJI
WM CHOTBETHUAT qupekTop Ha P3U B 3aBUCHUMOCT OT MOAYMHEHHETO HA JIUTHKHOCTHOTO JIUIE, YCTAHOBUJIO
HapyLIEHUETO, UMa IIPABO JAa:

1. paznopear MUCMEHO HAa HAPYILIUTENIA J1a MPEYCTaHOBU HapyIIEHUETOo 1o ai. 1, T. 1;

2. U3UCKBA OT HAPYIIMTENA J1a JEKJIapupa, ye Iie MPeyCTaHOBU HapylleHueTo mo ain. 1, 1. 1 u
IIpY HEOOXOIMMOCT J1a 'O 33bJKU J]a HallpaBy JIeKJIapalusTa 00ECTBEHO JOCTOSHUE;

3. pasmopeau mpekpaTsBaHe WM 3a0paHa Ha BCSIKO HapymieHue mo an. 1, T. 1 u mpu
HE0OXOUMOCT /1a HalpaBM Pa3MOPEKIAHETO 3a MpEeKpaTsABaHE WM 3a0paHa Ha HapyIIEHUETO OOILIECTBEHO
JOCTOSIHHE.

(4) (Hosa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) [Ipeacenatensar Ha cbBeTa MO 4Jl.
258, an. 1 uma npaBo 1a pasnopeny NUCMEHO Ha HapyILIUTENs J1a IPEyCTaHOBU HapyLIEHUETO, YCTAHOBEHO
IIpY [IpoBepKara 1o ai. 1, 1. 6.

Y. 270a. (Hos - JIB, 6p. 67 ot 2020 1.) (1) IIpn ochmiecTBsIBaHE Ha KOHTPOIHUTE CH (PYHKITUH
CBHBETHT MO wi. 258, an. 1 uma npaso aa:

1. n3uckBa uHGOpPMAIIHS 34!

a) JOCTaBeHHWTE Ha Tepuropusra Ha Pemybnuka bbiarapus KonwuecTBa IO JIEKAPCTBEHHU
MIPOYKTH, KAKTO U IICHUTE Ha TSIXHOTO NPHUI00UBaHE;

0) THPrOBIMTE HA €IPO, HA KOUTO Ca JOCTABEHU KOJIMUYECTBATa JIEKAPCTBEHH MPOIYKTH MO OYKBa
uan;

B) JaTaTa, Ha KOATO Ca U3BBPIIECHU JOCTaBKUTE 1o OykBH "a" u "0";

T') HAJTMYHUTE B CKJIAJIOBETE KOJUYECTBA, TOCOYCHHU M0 JIEKAPCTBEHH MIPOTYKTH;

2. mpoBepsiBa ThPrOBCKU WM JIPYTH KHUXKA, TOKYMEHTH U HOCUTEIN Ha MH(OpMAIUs C OrJie]
YCTaHOBSIBAHE Ha CHa3BaHEe HAa YTBBPACHUTE IICHH, MPEACTHUTE LEHU WU PETUCTPUPAHUTE IEHU Ha
JICKapCTBCHHUTE TIPOIYKTH;

3. U3HWCKBa U CHOMpA OPUTMHAIHU JTOKYMEHTH, JaHHH, CBEICHHUS, KHIDKA, CIPABKU U JPYTH
HOCHTENH Ha MH(OpMAIUS 32 YCTAHOBSIBAHETO HA CIIa3BaHE HA YTBBPACHUTE IICHH, MPEACTHUTE [IEHU WIN
pEruCTpUpPaHUTE LIEHU Ha JIEKAPCTBEHUTE MPOIYKTH; U3UCKBA 3aBEPEHU KOIMHUS Ha MUCMEHHUTE TIOKYMEHTH U
3aBepeHU pa3MeyaTKy Ha TaHHU OT TEXHUYECKU HOCUTEIH;

4. TONyYd JOCTBII OT TPOBEPSABAHUTE JIMIIA JIO aBTOMATH3UPAHUTE WM HWH(POPMAITMOHHU



CHCTEMH, MPOIYKTH WIH apXUBHU, KOTaTO ChOMPAaHETO, ChXpaHsABaHETO U 00paboTkaTa Ha MHPOpPMaLUATA Ce
M3BBPINBA 110 TO3H HAYMH.

(2) Ilpu ocwkluecTBsBaHE Ha KOHTPOJIHHUTE CU (DYHKIMHM CHBETHT MMa IPaBO Jla M3UCKBA OT
MIPOBEPSBAHUTE JIMIIA IPEAOCTAaBsIHE HAa MH(OPMAIHS U TOKYMEHTH I10 aj. | B OIpeneneH oT Hero CPoK.

(3) CbBeThT MOXKeE J1a CKIII0UBA CIIOPA3yMEHUS 32 B3aMMOJAEUCTBHE C IPYT'H KOHTPOJIHU OpPraHHy,
NIpY U3IBJIHEHNE Ha pyHKIMHTE CH 110 ail. 1.

Y. 271. (1) (U3m. - [IB, 6p. 98 ot 2010 r., B cmma ot 01.01.2011 r.) Pernonanaure 3apaBHu
WHCIIEKIIUY UMaT MPaBo Ja:

l. crupar cTpOUTENCTBOTO M Jla M3JaBaT NpPEANUCAHMs, KOraTO YCTaHOBAT HapyLICHHs Ha
XUTMEHHUTE HOPMH M M3UCKBAaHHMS B TIpoleca Ha H3MBJIHEHHE Ha CTPOUTEICTBOTO; MPH HE3aKOHHO
CTPOUTEJICTBO Ha OOEKTH M CHOPHKEHUS 3a NPOU3BOJICTBO, ChXPAaHEHHE M MpOAak0a Ha JICKaPCTBEHU
MPOAYKTH yBeZoMsaBaT JlupekuusTa 3a HalMOHAJIEH CTPOUTEICH KOHTPOJ WM TeXHHUYecKaTa ciayxkba Ha
oOIIMHaTa;

2. 3a0paHsBaT IYCKaHETO B EKCIUIOATalUs M Ja CHUpaT eKcIuloaranusra Ha OOeKTH U
ChOPBKEHUSI TPH HapylIaBaHE HAa WM3UCKBAHMATA W HA XWTUECHHUTE HOPMH TIPU TMPOHU3BOJCTBOTO,
CBhXPaHCHHUETO M Mpojjak0aTa Ha JICKaPCTBEHH MPOIYKTH - 10 OTCTPAHSIBAHE HA HAPYIICHHUATA;

3. (mm. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JAB, 6p. 67 ot 2020 r.)
OJIOKHMpAT JIEKapCTBEHH MPOAYKTH CJell TMOoTy4aBaHe Ha mUCMeHOo yBemomiieHue or MAJI 3a Hanmmuue Ha
JOKYMEHTUpaHa MHQpOpMAIUs 3a: HECHOTBETCTBUE C M3MCKBAHMSTA 332 KAUE€CTBO; JIEKAPCTBEHHU MPOIYKTH,
BHECEHU WJIM MPOW3BENICHU B HAPYIICHHWE HA TO3M 3aKOH; JICKAPCTBEHH MPOJYKTH, KOUTO CE TpeJiaraT B
OTIaKOBKH C JIUCTOBKH, KOUTO HE OTIOBAPAT HAa U3UCKBAHUATA HA TO3U 3aKOH; U M3MpPAIAT MOCTPH OT TAX B
HAJI;

4. paBaT 3aKIIOYEHUs 3a CHOTBETCTBUETO HAa OOEKTUTE HA KOHTPOJAa C HOPMATHUBHO
oTpeieNICHUTe U3UCKBAHUS;

5. W3maBar pa3nopekIaHus, MPEIMUCaHUsI U YKa3aHUs B paMKHTE Ha CBOSITA KOMIETCHTHOCT,
KOUTO Ca 3aJbJKUTEITHHU 32 BCUUKH JIMIA HA TEPUTOPUSITA HA CbOTBETHATa 00JIaCT;

6. (moBa - JIB, Op. 67 ot 2020 T1.) OCBIIECTBSIBAT KOHTPOJA TIO W3IBIHCHHETO Ha
pasmopekIaHmsAITa 32 U3TETJISTHE HA JICKAPCTBEHU MPOAYKTH OT 0OCKTUTE, PA3MOI0KEHH HAa TEPUTOPUATA HA
ChOTBETHATa 00JIACT.

(2) (U3m. - B, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., nom. - JIB, Op. 67 ot 2020 r.)
[IpuHyauTenHuTe aAMUHUCTPATUBHU MEpPKU Mo an. | wminm mo wi. 270, an. 3 ce Hajaratr cbC 3aloBe] Ha
nupekropa Ha P3U. Konue ot uznanenara 3anosen ce usnpama Ha MAJL

(3) 3anoBeauTe Mo aj. 2 MOISKAT HAa 00KAJIBaHE 1O peaa Ha AJMUHUCTPATHBHOMPOIECYTHHS
KOJICKC, KaTO 00aJIBAHETO HE CIIUPA U3IMBIHCHUETO HM.

(4) (Hosa - 1B, 6p. 67 ot 2020 r.) Pernonanuure 3apaBHU MHCHeKuuu yBenomsiBaT WAJI,
KOTaTo YCTaHOBSIT, 4e:

1. anTeka Ha TepUTOpUATA HA CHOTBETHATa 00JacT He pabotu noseue oT 30 IHU B paMKUTE Ha
€/IHa KaJleHJAapHa TO/IMHA;

2. HAMa amnTeKa Ha ajapeca, 3a KOMTO € W3JaJIeHO pas3pelleHue 3a THProBHs Ha JApeOHO ¢
JIEKapCTBEHU MPOTYKTH.

Yn. 272. (1) M3neaauTenHaTa areHIus 110 JIeKapcTBaTa:

l. (mom. - JAB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) 3a0paHsiBa IyCKAaHETO B
eKCIUIOATaIsl U CIIUpa eKCIUIOATAUATa Ha O0EKTH U ChOPBKEHUsS IPU HapylllaBaHe npasuiaTa Ha JloOpara
MPOM3BOJICTBEHA NpPAaKTUKAa Ha JIEKAPCTBEHM NPOIYKTH M Ha aKTHBHM BeIIeCTBA, KakTo W Ha JloOpute
IUCTPUOYTOPCKU MPAKTUKH 10 OTCTPAHABAHE HA HAPYILEHUATA;

2. 3a0paHsiBa IPOU3BOJCTBOTO, BHOCA, U3HOCA U THPrOBHUTA HA JIGKAPCTBEHHU MPOIYKTH, KOUTO
OpSAKO MM KOCBEHO 3acTpallaBaT 3[paBeTO Ha XopaTa, M paslopexja Te Ja ObJaT YHUIIOXKEHH,



npepabOTEeH! UM U3IIOJI3BAHU 32 APYTH LIENH;

2a. (HoBa - JIB, Op. 102 ot 2012 1., B cra ot 02.01.2013 r.) 3anmu4aBa oT perucTbpa JuIaTa,
M3BBPIIBAIIN AEHHOCT MO OCPETHUUECTBO C JIEKAPCTBEHH NMPOIYKTH, IIPU HECIIA3BaHE HA 33 bJDKEHUSTA 110
1. 2126.

3. BpEMEHHO chHpa eKCIIoaTalusTa Ha OOEKTH 3a TBHProBUS Ha €ApOo U Ha Jpe0HO C
JIEKapCTBEHU MPOJYKTH, KOraTo HE CE€ H3MBbIHSABAT YCJIOBUATA, NPU KOUTO € HU3JaJEHO CHOTBETHOTO
paspelieHue;

4. Omoxkupa JE€KapCTBEHH MPOAYKTH TpPU HaJIMYUe Ha JOKyMEHTHpaHa uWHopMmanus 3a:
HECHOTBETCTBUE C HM3UCKBAHMATA 3a KauecTBO, €(EKTUBHOCT M O€30IaCHOCT; JIEKapCTBEHH HPOIYKTH,
BHECEHM WJIM NPOM3BEJECHU B HAPYIIEHHWE HAa TO3M 3aKOH, KAKTO M JIEKAPCTBEHH MPOAYKTH, KOUTO Ce
mpejajaraT B OINAKOBKM C JINCTOBKM, KOMTO HE OTroBapsT Ha HM3UCKBAaHMATA HA TO3M 3aKOH; MpH
HEO0OXOIUMOCT HapeXk/ia U3TETISTHETO UM OT alTeKUTE U JPOTePUUTE, OT CKJIAJOBETE 32 ThPTrOBUS HA €/Ipo,
OT IIPOM3BOJUTEIINTE U JICUSOHNUTE 3aBEICHUS U yBEIOMsIBa 32 TOBa MHHHUCTEPCTBOTO HA 37PaBEOIAa3BAHETO;

5. (m3m. - IB, 6p. 84 ot 2018 1. (*)) oTHeMa M3aICHOTO pa3penieHue 3a KIMHUYHO U3IUTBaHE,
CrMpa NPOBEXKIAHETO Ha KIMHUYHOTO M3MMUTBAHE WIM 3a]IbJDKaBa BB3JIOXKUTEINS J1a MOJAJAE 3asBJICHUE 32
ChILIECTBEHA MPOMSHA B KIMHUYHOTO HM3NUTBaHE NpU ycraHoBeHH HapymeHuss Ha Permament (EC) Ne
536/2014 npu ycnoBusTa U MO pefa, NPeABUIEHH B HETo;

Sa. (moBa - /IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuina
or 02.01.2013 r., gom. - JIB, O6p. 67 ot 2020 r.) pa3nopexaa OJOKHpaHe, U3TETVISTHE W YHUIO)KaBaHE Ha
dammuduurpanu JTeKapcTBEHU MPOAYKTH U Ha JEKAPCTBEHU MPOIYKTH C HEYCTAaHOBEH MPOU3XOJl, KAKTO H
Ha JICKapCTBEHU MPOAYKTH B cirydante 1o wi. 24 u 30 ot [lenerupan pernament (EC) 2016/161;

56. (woBa - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) m3BBpUIBA MPOBEPKH Ha
HaIpaBEHUTE JapeHus 1o 4wi. 268a, an. 1;

6. u3maBa pasmopekIaHus, MPEANUCaHus U yKa3aHUsd B paMKUTE Ha CBOATAa KOMIETEHTHOCT,
KOUTO €a 3abJKUTEITHU 32 BCUUKH JINLIA;

7. (moBa - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) mocraBs 1o Bb30paHa JIeKapCTBEHU
NPOAYKTH M aKTHUBHHM BEIIECTBA NPH CbMHEHHE B OTKJIOHEHHE HAa KadeCTBOTO MM 4pe3 IOCTaBsHE Ha
YAOCTOBEPUTEIIHU 3HALIM B 00EKTUTE 32 TPOU3BOJICTBO.

(2) IlpunyUTETHUTE aIMUHUCTPATUBHU MEpKH 1o ai. 1 wim no wi. 270, an. 3 ce HajmaraT cbC
3anoBe] Ha qupekTopa Ha MAJL

(3) 3amoBeauTe 1O aj. 2 MOAJEKAT HAa 00XaJIBaHE MO pefa Ha A IMUHUCTPATUBHOMPOIIECYATHHS
KOJIEKC, KaTO 00)KaJIBAaHETO HE CIIUPA U3ITBIHEHUETO HM.

UYn. 272a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.) (1) C nenerupanu akToBe 1o
1. 526, maparpad 2 ot Jupexkruna 2001/83/EO ce ycTaHOBSIBAaT HEOOXOAUMHUTE MEPKHU 3a TIPEIOTBPATIBAHE
IIyCKaHETO B oOpallleHHe Ha JIEKapCTBEHU MPOAYKTH, BbBeJleHH B EBponeiickust cbio3, HO HEeNpeJHa3HAUYCHH
3a MycKaHe Ha nas3apa Ha EBporelickus cbi03, 32 KOUTO MMa JOCTATbYHO OCHOBAHMS 32 CbMHEHHE, Y€ ca
bammmdumpanu.

(2) WM3nbaHuTenHaTa areHUUs IO JIeKapcTBaTa MpeArnpueMa HEOOXOAMMHUTE MEPKH B
CbOTBETCTBUE C JIEJIETUPAHUTE AaKTOBE MO aj. | 3a mpefoTBpaTsBaHE ITyCKaHETO B oOpalleHue Ha
JIEKapCTBEHH NPOAYKTH, BbBEJCHU B EBpomnelickus Cbi03, HO HEMpEJHA3HAUYECHU 3a IIyCKaHe Ha Ia3apa Ha
EBporneiickus cb103, 32 KOUTO UMa AOCTAThbYHO OCHOBAHUSA 3a CbMHEHHE, e ca (ammuduirpaHu.

(3) Murnuyeckute opranu ysenomsiBaT MAJI 3a BbBexxJaHETO Ha TepuTopusTa Ha PemyOnuka
bparapus Ha nekapcTBEHH MPOIYKTH 110 all. 1 ¢ oryes mpeanpreMaHeTo Ha MEPKH 110 all. 2.

Un. 2726. (Ho - B, Op. 67 or 2020 r.) (1) Ilpurexarenute Ha pa3pelicHue 3a
MIPOM3BOJICTBO/BHOC, MPHUTEKATEINTE Ha pa3pelieHue 3a ynorpeda, MPUTEKATEIUTE Ha pa3pelieHue 3a



napajeieH BHOC, IPUTEKATEIUTE Ha pa3pellieHue 3a ThProBUS Ha €IpO C JIEKAPCTBEHU HPOIYKTH,
IPUTEKATEIINTE HA pa3pelIeHre 3a ThbProBUsS Ha JpeOHO C JIEKAapCTBEHM MPOAYKTH B alTeKa U JEeUeOHUTe
3aBeJICHUs U3BBPIIBAT JeicTBUATA, onpeseneHu B Jlenerupan perinament (EC) 2016/161.

(2) bwarapckata opraHuzanus 3a BepudUKalus Ha JeKapcTBaTa Cb3/laBa U YIIpaBiisgBa
Hanuonanen peructsp mo wi. 32, 1. 1, Oyka "6)" ot [enerupan persnament (EC) 2016/161, xoiito
o0ciyxBa Teputopusita Ha Peryonuka benrapus.

(3) IIpaBo Ha Ge3BB3ME3JEH OOCTBII JO PETHCThpa MO al. 2 HUMAT CJIEJHUTE HaIMOHAJIHU
KOMIIETEHTHH OpraHu chriacHo wi. 39 ot Jlenerupan pernament (EC) 2016/161:

1. M3nenHuTenHATa areHnys 1o JeKapcTBara - 3a LEJIUTe Ha yIpakKHABaHE HA HAA30p BbPXY
(YHKIIMOHMPAHETO HA PETUCTPUTE U pascieBaHe MPHU CbMHEHHE 3a Cllydyau Ha ¢anmmduuupane, KakTo 1
3a HenuTe Ha papMaKoJOTrMYHaTa OUTETHOCT WK (apMaKOETIUIEMUOIOTUSATA;

2. MuHHCTEpPCTBOTO Ha 3]paBeonas3BaHeTo, HalumoHanHaTa 3apaBHOOCUTYpUTENHa Kaca U
CBBETHT IO WI. 258, an. 1 - 3a menuTe Ha 3arJamn@ate Ha JIEKapCTBEHH MPOAYKTHU C IMyOIMYHH CPEIICTBA.

Un. 273. (1) YcnoBusita U peApT 3a B3eMaHe Ha MpoOWTEe, W3BBPIIBAHE HA W3MHUTBAHUATA U
3aIUIalIaHeTO UM CE OINpeNeNAT B Hapea0a Ha MUHUCTBpa Ha 3/]paBEOIa3BaHETO.

(2) IIpn ocmopBaHe Ha pe3yJiTaTUTE OT MU3BBPIIECHU JAOOPATOPHU HU3MUTBAHUS CE TPABST
MOBTOPHU M3MUTBaHMA. Te ce M3BBPILIBAT MPU MUCMEHO UCKaHE OT 3aWHTEepecOoBaHaTa CTpaHa, HAIPaBEHO B
7-AHEBEH CPOK OT JaTara Ha MoJy4yaBaHe Ha pe3yiTara OT ITbPBOHAYATHOTO U3ITUTBAHE.

(3) TloBropHMTE W3NUTBAaHUS MO al. 2 C€ W3BBPUIBAT OT EKCHEPTH, OIpeIelIeHH OT
M3IBJIHUTENHUS qupekTop Ha MAJL, KouTo He ca ydyacTBajlu B TbPBOHAYAIHOTO U3MHUTBAHE, B IPHCHCTBHETO
Ha YITBIHOMOILIEH IPECTaBUTEI Ha 3aMHTepecoBaHaTa CTpaHa.

Un. 274. (1) YcnoBusita u peabT 3a OJOKMpaHE M HW3TETJISTHE Ha JIGKAPCTBEHU MPOIYKTH,
MoKa3aJli HEeChOTBETCTBHE C W3MCKBAHUATA 332 KayeCTBO, OE30MacCHOCT W €(PHUKACHOCT, ce ONpEenelsiT B
Hapen0a Ha MUHHCTBPA Ha 3/[PaBEOIa3BaHETO.

(2) (U3m. - JIB, 6p. 67 ot 2020 r.) YcnoBusita U peIbT 3a YHHUIIIOKABAHETO Ha JICKAPCTBECHUTE
MIPOJYKTH C€ OMPEACIAT B Hapea0a Ha MUHHUCTHPA Ha 3[IpaBeOIa3BaHETO.

Yn. 275. (1) Ilpu ockuiecTBsaBane Ha KoHTpoia MAJI npeanpuema BCHUKH HEOOXOAUMHU MEPKH,
3a JJa OCUTYpH NPAaBUIHO BaJUAMPAHE HA IMPOLIECUTE HAa MPOU3BOACTBO M MPEUYUCTBAHE HA JIEKApPCTBEHU
MPOJYKTH, TIOJIy4EHH OT YOBEUIKAa KPBbB WJIM YOBEIIKA IJIa3Ma, IIOCTOSTHCTBO B KAUECTBOTO Ha MAPTUIUTE U
rapaHTHpaHe, TOKOJIKOTO TEXHOJIOTUSTA MTO3BOJISIBA, OTCHCTBUETO HA CrielM(UYHA BUPYCHA KOHTAMUHALIUS.

(2) Tlpowmsomurenute yBemomsiBar MAJl 3a Meroma, HW3MONA3BaH 3a HaMajsBaHE WIIH
OTCTpaHsBaHEe Ha MATOT€HHH BUPYCH, KOUTO MOTar Jga ObJaT MPEHECeHU dYpe3 JIEKapCTBEHH HPOAYKTH,
MOJTy4€HHU OT YOBEIIKa KPbB WJIM YOBELIKA IUIa3Ma.

(3) U3mbsiHuTenHaTa areHIys Mo JIeKapcTBaTa M3MMTBA WM M3Mpalla 3a W3MUTBaHE B Jpyra
ounmanna maboparopus 3a KOHTPOJI Ha JIEKapCTBEHU NpoayKTH B PemyOmuka Beiarapus wim B npyra
IbpKaBa 4WIEHKa MOCTPU OT HACHIICH/HEPa3isaT MPOAYKT W/MIIU JIEKApCTBEH MPOIYKT 3a U3MHUTBAHE WU B
X0J1a 32 OIICHKa Ha 3asBJICHHE 3a pa3peliaBaHe 3a ymorpeda mo wi. 46, an. 1, T. 2 wiM ciex u3aaBaHe Ha
paszpelleHue 3a ynorpeoa.

Un. 276. Wsnbanutennuar aupexkrop Ha WMAJl cbc 3amoBen BpEMEHHO chupa, OTHEMA,
IIpeKpaTsBa UM IPOMEHsI pa3pelieHUeTo 3a ynoTpeda Ha JIEKapCTBEHUs IPOYKT/pEerucTpanusra, Korato ce
YCTaHOBH, Ye:

1. ©Ma HeIOIMyCTHMa HeXKelaHa JIEKapCcTBEHa peakiysl IpY [IPaBUIIHA YIIOTpeda, UiIu

2. nurcBa TepaneBTHYHA ePUKACHOCT (TepaneBTUYHA e€(pUKACHOCT JIMIICBA, KOTAaTO C€ YCTAaHOBH,



ye He Morar jga ObJaT NOJMy4YeHH OOSBEHHUTE TEPAaNeBTHYHHM pE3yNTaTH MpPHU pa3pelIaBaHeTo My 3a
yroTpe0a), uiu

3. ChOTHOILIEHHETO I10J133/PUCK € HeOIaronpHusITHO MPH MIPABUIIHA yIIOTpeda, UiIn

4. KONWYECTBEHUAT W KAYECTBCHHMAT CHCTaB Ha JIGKAPCTBEHUS TNPOIYKT HE OTTrOBapsAT Ha
JeKIapupaHus NP pa3pelIaBaHeTo 3a yrnoTpeda, uin

5. JaHHUTE OT JOCUETO 10 Wwi. 27 - 32 ca HEBEPHHU, WIH

6. (u3m. - IIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) maHHUTE OT HOCKETO 1O 4. 27 - 32 He
ca JIOII'BJIHEHH WJIM HE ca IPOMEHEHH ChITIaCHO M3MCKBAHMATA HA TJIaBa TpeTa, pasaen VI, umu

6a. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) HE ce MU3MBJIHIBAT YCIOBHUATA TIO
4. 55a, 56 unm 56a, niu

60. (voBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npou3BOICTBOTO Ha JIEKAPCTBEHUS
MPOJYKT HE € U3BBPILEHO B ChOTBETCTBHE C ONMUCAHUS HAUYMH Ha MPOU3BOACTBO MO Wi. 27, an. 1, 1. 7, unu

7. (m3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) He ca U3BBPIICHH KOHTPOIHH
M3MUTBAHUA WIH T€ HE CE U3BBPIIBAT B ChOTBETCTBUE C METOAUTE, IOCOUCHM B Wi. 27, ai. 1, T. 8, unu

8. MaHHUTE BBPXY ONAKOBKaTa W/WIM B JHCTOBKaTa HE ca B ChOTBETCTBHE C OOOpPEHHUTE IPH
M3JIaBAaHETO HA Pa3pelICHUETO 3a yroTpeda;

9. (noBa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mpurexarensar Ha pa3pelieHue 3a
ynotpeba He € M3IBIHWI 3aIbJDKEHUsATA 110 wieH 45, naparpad 1 ot Permmament (EO) Ne 1901/2006.

Un. 277. (1) W3npaautennust aupekrop Ha MAJL, He3aBucumMoO OT MepkutTe no ui. 276,
3a0paHsiBa ChC 3aMoBe]] CHAOASIBAHETO C JIEKAPCTBEHUS MPOAYKT U pa3nopexaa OJIOKUpPaHEeTO U U3TETIISHETO
My OT azapa, KoraTo:

1. (m3m. - IB, 6p. 102 ot 2012 r., B cwma ot 21.12.2012 r.) umMa HemomycTUMa HEXelaHa
JIEKapCTBEHA PeaKius, UIn

2. TATICBA TepaneBTUYHA €(PUKACHOCT, WU

3. (mu3m. - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) CHOTHOLIEHUETO TOJ3a/pPUCK €
HEOJIaronpusTHO, WK

4. KONWYECTBEHUST W KAYECTBEHHAT CHCTaB Ha JIGKAPCTBEHHUS TPOIYKT HE OTTrOBapsAT Ha
JeKIapupaHus MPH pa3pelIaBaHeTo 3a yrnorpeda, uin

5. KOHTPONBT Ha JIEKAPCTBEHHS MPOAYKT W/WIM HA CHCTaBKUTE M HAa MEXKIUHHUTE €Talmd OT
MIPOM3BOJICTBEHUS MPOLIEC HE € U3BBPIICH, WK HE CE€ M3MBJIHABAT MU3UCKBAHUATA, IPU KOUTO € HU3/1aJeHO
pa3peleHueTo 3a MPOU3BOJICTBO.

(2) N3nbnautennuar aupexkrop Ha MAJl moke nma Hamoxku 3a0paHa mo ain. 1 um camo 1o
OTHOIIICHHE Ha KOHKPETHU MapTUIH OT JICKApCTBEHUS MTPOAYKT.

Yn. 278. (1) Usnbaaurennuar qupexkrop Ha MAJIL cbe 3amoBes; BpeMEHHO CIUpa WM OTHEMa
paspelieHneTo 3a ynorpeda Ha rpyna Wid Ha BCHUYKM JIEKAPCTBEHM MPOIYKTH, 32 KOUTO IO OTHOLICHHE
MSCTOTO MM Ha IPOU3BOJCTBO HE CE€ M3IBJIHABAT W3UCKBAHUATA, IPH KOUTO € M3AJEHO Pa3pelICHUETO 32
IIPOU3BOJICTBO.

(2) MsneaautenausT aupexktop Ha MAJL ocBeH MepkuTe mo wi. 276 MOXKE ChC 3aloBe
BPEMEHHO J]a CIIpe BHOCA Ha Ipyla WIN Ha BCUYKH JIEKAPCTBEHU NPOAYKTH OT TPETH IBPKAaBU WM J1a
OTHEME M3/1aJICHOTO pa3pelleHue 3a BHOC Ha TpyIa WIK Ha BCUYKH JEKapCTBEHU MPOIYKTH, KOraTo He ca B
CBhOTBETCTBUE C U3MCKBAHUATA HA [JIaBa IETa.

(3) Mzmeanutennust aupexktop Ha MAJL ocBeH mepkuTe mo wi. 276 MOXe ChC 3amoBe]
BPEMEHHO J1a CIIPe WIN J1a OTHEME Pa3pEIICHUETO 32 IPOU3BOJCTBO Ha Ipylla MU HAa BCUYKH JICKAPCTBEHH
IIPOJAYKTH, KOUTO HE Ca B ChOTBETCTBHUE C M3UCKBAHUATA Ha IJIaBa IeTa.



Un. 279. (1) 3anoBegutre mo uin. 276, 277 wmm 278 ce BpbYBAT Ha MPUTEXKATEIS Ha
pa3pemeHneTo 3a ynorpeda, CbOTBETHO HAa TIPON3BOIUTENSI MIIM BHOCHTEIIS.

(2) 3anoBeaute o a. 1 mojuexar Ha oOkaaBaHe MO pella Ha AJIMUHUACTPATUBHONPOLIECYaTHUS
KOJIEKC, KaTO 00’KaJIBAHETO HE CIIMPA N3IIBIHEHUETO M.

Un. 280. (1) Ilpu ycraHoBsiBaHE Ha HapyllI€HHs Ha pa3nopeAOWTE Ha TIJaBa €AMHAJECETa,
ChOTBETHO Ha Hapembata 1o wWi. 249, m3mbIHUTETHUAT AupekTop Ha MAJI pasmopexna chC 3ammoBe
CIIMpaHe pPa3NpOCTPAHEHUETO HA peKiamaTa.

(2) Cobc 3amoBenra mo an. 1 mupexktopbT Ha MAJl Moke ma 3aabiDKU peKiaMojiaTelis aa
nyOIMKyBa WK Ja pa3npocTpaHu cbriacyBaHo ¢ MAJI ompoBep)keHHEe Ha TBBPACHUATA B PEKJIaMara upes3
CBILUTE CPEACTBA U B ChIIUA (hopMar u ooem.

(3) BanoBeara mo ajn. 2 MOJUIekKHU Ha OOKajBaHE MO peaa Ha AMUHUCTPATUBHOMPOIIECYATHHUS
KOJIEKC.

I'naBa yerupuHagecera.
AJIMHUHHUCTPATUBHOHAKA3ATEJIHU PASIIOPEIBHA

Ui 281. (1) (Jom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012
r., B cruta ot 02.01.2013 r.) KoiiTo mpounsBexaa, BHacs, MpojaBa, ChbXpaHsBa WIH MPEAOCTaBs 3a ynorpeda B
Penybnuka bearapust tekapcTBEHH MPOITYKTH, KOUTO HE Ca pa3pellieHH 3a ynoTpeda, U3BbH CIIyYauTe MO Y.
8, 9 u 10, KakTO U TaKMBa C HEYCTAaHOBEH MPOU3XO0/I, AKO HE MOJJICKHU HA MO-TEKKO HaKa3aHUE, C€ HaKa3Ba C
rino6a ot 25 000 o 50 000 xB.

(2) Cpuroro HakazaHuE Ce Hajlara M Ha JIMIATa, KOUTO MPOM3BEXK/AT, BHACAT, MIPOJABAT WU
JomycKaT na ce ymnorpebsBar B PemyOnuka bbiarapusi nmekapcTBeHM MpPOAYKTH, KOUTO HE OTrOBapsAT Ha
M3HUCKBaHUATA HA JieiicTBamaTa gpapMakories ¥ Ha yCJIOBUATA TPU Pa3peliaBaHETO UM 3a yroTpeoda.

(3) Korato napymenusara no ain. 1 u 2 ca cBbp3aHU C Hepa3pellleHu 3a YIoTpeda JeKapCTBeHH
MPOIYKTH, ChIbPKAIIM HAPKOTUYHHU BEUIECTBA, WJIM MIPU TMOBTOPHOTO UM H3BBPIIBAHE, aKO JIESHUSATA HE
CBhCTaBJISABAT MPECTHIUICHHUE, Pa3pEIICHUETO, N3/1aJICHO TI0 Peia Ha TO3H 3aKOH, CE OTHEMA.

(4) MenuuMHCKH CTIeNUATNCTH, KOUTO MPOU3BEXKAAT, IPOAaBaT WK MPEIOCTABAT HEpa3pelIeHH
3a ynorpeda JIeKapCTBEHH MPOJYKTH, CE JIMIIABAT OT MPABO Jla YIPAXHIBAT MpodecusiTa CH 3a CPoK OT 6
Mecera J10 1B TOIUHH.

(5) Haka3zanuero no ain. 4 ce Hamara CbC 3allOBE] Ha MUHHCThpa Ha 3paBEOIa3BaHETO IIO
MPEJI0KEHUE Ha U3IIbIHUTENHUS 1upekTop Ha AJIL

Yn. 282. (1) KoiiTo nponasa jiekapcTBEHU MPOAYKTH B ONAKOBKU MJIM C JIMCTOBKH 32 MAlMEHTA,
KOUTO HE OTTOBapsAT Ha M3MCKBAaHUATA HA TO3M 3aKOH, ce Haka3Ba c¢ riobda ot 750 mo 1500 nB., a mpu
[IOBTOPHO M3BBPIIBaHE HA CHILOTO HapylieHue - ¢ rioda ot 1500 o 3000 nB.

(2) Koiito nponasa jekapcTBeHN MPOLYKTH O€3 JIMCTOBKH 3a NAallMEHTa, Ce Haka3Ba C rioba oT
750 mo 1500 nB., a pu MOBTOPHO M3BBPIIBAHE HA CHIOTO HapyIieHue - ¢ rioda ot 1500 mo 3000 nB.

Yn. 283. (1) KoiiTo BHacs, ThpryBa WM NPEAOCTaBA 3a yNnoTpeda JIEKapCTBEHU MPOIYKTH C
M3TEKbJI CPOK Ha FOJIHOCT, ce Haka3Ba ¢ ri1o0a ot 10 000 mo 20 000 .

(2) Koiito HapymaBa mbpBHYHA/BTOPUYHA ONAKOBKA WJIM IPOJABa/TIPelOCTaBs JIEKAPCTBEHU
MPOAYKTH C HApyIIeHAa MbPBUYHA/BTOPUYHA OMAKOBKA, ce Haka3Ba ¢ rimoba ot 750 mo 1500 nB., a mpu
MMOBTOPHO HapyieHue - ¢ riaobda ot 1500 go 3000 nB.



Ui 284. (1) Koitto mpousBexaa, BHACS WM THPryBa Ha €IpO C JICKAPCTBEHU MPOAYKTH WU
MIpo/iaBa JIEKAPCTBEHU MPOJIYKTH, O€3 J]a Ma pa3peleHre 3a TOBa, ce Haka3Ba ¢ riobda 50 000 iB.

(2) (Jom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., u3m. - 1B, Op. 102 ot 2012 1., B cuia
ot 02.01.2013 r.) KoiiTo nmpousBekaa, BHACS WM ThPTryBa Ha €ApO C JIEKAPCTBEHU MPOIYKTU WU MPOJIaBa
JIEKapCTBEHH TMPOAYKTH B HapylIIEHHE Ha W3JaJCeHOTO pa3pelleHne WM NpoJaBa, ChXpaHsIBa WU
IIPEOCTaBs JEKApCTBEHU MPOIYKTH, KOUTO ca C HEYCTAaHOBEH IPOM3XO0J, ce Haka3Ba ¢ rioba ot 25 000 no
50 000 nB.

(3) (Hom. - AB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) B caydaute no an. 1 u 2 opranure
Ha JIbpKaBHUS KOHTPOJ CIIUPAT ChC 3aMOBE]] €KCIIoaTalusATa Ha O0EKTa.

(4) 3amoBenra 1o an. 3 MOMJIEKH Ha O0XaJBaHE MO pefa Ha AJMUHUCTPATUBHOMPOIECYTHHS
KOJIEKC, KaTO 00’KaJIBAaHETO HE CIHUpPA U3ITbIHEHUETO M.

Ui 284a. (1) (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 r., mpeauiieH TEKCT HA WI.
284a - JIB, 6p. 67 ot 2020 r.) Koiito mpousBexaa, BHACS, U3HACSA, ChXpaHIBA, MPOJaBa WIH MPEJOCTaBS
dammuuIupaHn JEKapCTBEHH TPOMYKTH, KAKTO W TOCPEAHWYM TpU MOKYNKO-TIpojakOara Ha
¢danmmdumpanu IeKapcTBEHUTE MPOAYKTH, ce Haka3Ba ¢ rioda ot 25 000 1o 50 000 nB.

(2) (Homa - 1B, Op. 67 ot 2020 r.) Ha mpuTexaTten Ha pa3pelieHre 3a MPOU3BOJCTBO WU 3a
BHOC, TIPUTEKATEN Ha pa3pellieHue 3a yrnoTpeda WK MpUTekKaTell Ha pa3pelieHue 3a mapaneieH BHOC, KOHTO
HE M3IIBJIHU CBOE 33JBJDKEHHE OTHOCHO IIOKa3aTeNUTe 3a O€30MacHOCT Ha JICKApCTBEHHWTE IMPOAYKTH,
ompeneneHo B To3u 3akoH win B Jlenerupan pernament (EC) 2016/161, ce Hanara uMyniecTBeHa CaHKITUS
ot 5000 no 10 000 5B., a Ipy MOBTOPHO U3BBPUIBAHE HA CHIIOTO HAPYILIEHUE - UMYILECTBEHA CAaHKIUSA OT 25
000 o 50 000 1.

Un. 2846. (Hos - IB, 6p. 102 ot 2012 1., B cuia ot 02.01.2013 r.) [Tpurexaren Ha pa3penieHue
3a MPOM3BOJICTBO, KOMTO HE M3IBJIHABA 33abDKCHUATA CH 1O Wi. 160, ce Haka3Ba ¢ MMYIIECTBEHA CaHKIIUS

ot 5000 no 10 000 nB., a Ipy NOBTOPHO U3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C UMYIIECTBEHA CAHKLIUSA OT
10 000 mo 20 000 nB.

Un. 284B. (1) (Hos - /JIB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r., mpeauiieH TEKCT 9l
2848, nom. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [IpuTekaren Ha paspelnieHue 3a ThProBUs HA
eApo C JEKAPCTBEHU MPOIAYKTH, KOWTO HE M3MBIHABA 3abJuKeHUsITA cu 1o wi. 207, an. 1, 1. 1 - 3, 1. 4a - 14
U all. 2, ce Haka3Ba ¢ umyniectBeHa cankius ot 2000 go 5000 niB., a Ipy MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyuleHue - ¢ uMmyiectseHa cankuus ot 5000 go 10 000 nB.

(2) (Homa - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ilputexxaren Ha paspenicHue 3a
THPrOBUS Ha €IpO C JIGKAPCTBEHU NPOAYKTH, KOHTO ce CHabasiBa C JIEKQpCTBEHHW MPOAYKTH OT JIHUIIA,
pasznuyHu oT nmocoyeHute B wi. 207, an. 1, T. 4, ce Haka3Ba ¢ umymectBeHa caukius ot 25 000 xo 50 000
JIB., @ TIPY MOBTOPHO M3BBPIIBAHE HA CHIIOTO HApyIIEHUE - ¢ uMmyliecTBeHa caukiusg ot 50 000 mo 100 000
TIB.

(3) (HoBa - [IB, 6p. 67 ot 2020 r.) Ha npurexaren Ha pa3pelieHue 3a ThPTOBHs Ha €ApO C
JIEKapCTBEHH MPOAYKTH, KOWTO HE U3IIBJIHU CBOE 3aJBKEHHE OTHOCHO TMOKa3aTeNHuTe 3a OEe30MacHOCT Ha
JIEKApCTBEHUTE MPOIYKTH, OMPEEICHO B TO3W 3aKOH, B MOA3aKOHOB HOPMATHUBEH aKT IO MpPHJIaraHETO Ha
to3u 3akoH unu B [enerupan pernament (EC) 2016/161, ce nanara umymectBeHa cankuus ot 5000 mgo 10
000 5B., a Mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylleHue - uMymiecTBeHa cankius ot 10 000 go 20 000
JIB.



Ui 284r. (Hos - /IB, 6p. 84 ot 2018 r., B cra ot 12.10.2018 r., u3m. - JIB, 6p. 103 ot 2020 1.,
B cria oT 01.01.2021 r.) KoliTo He M3mbiaHsABA 3abJDKEHUATA CH 110 Wi. 68, ai. 1, T. 9, ce Haka3Ba ¢ 1yI00a B
pasmep ot 50 000 1o 100 000 nB., a Mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyLIEHHE - C TJI00a B pa3Mep
ot 100 000 mo 150 000 ms.

UYn. 284n. (Hos - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Koiito u3Bbpimu U3HOC Ha
JIEKapCTBEHM MPOTYKTH, BKJIIOYEHHU B CIIUCHKa 1o wi. 2178, an. 1, ce Haka3Ba c robda B pazmep ot 50 000 1o

100 000 nB., a Mpy MOBTOPHO M3BBHPIIIBAHE Ha CHIIOTO HapyIIeHHe - ¢ rioda B pazmep ot 100 000 mo 150
000 nB.

Ui 284e. (Hos - IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r., ot™m. - [IB, 6p. 67 ot 2020 1.,
HOB - /1B, 6p. 103 o1 2020 r., B cuna ot 01.01.2021 r.) Ko#iTo He U3MBIHMA WU HE U3MBIHU B ONPEACTICHUTE
B 3aKOHA CPOKOBE 3aILJDKCHHETO CHU 3a MpeIoCTaBsiHe Ha nHpopManus mo wi. 2176, an. 3, T. 1, ce Haka3Ba ¢
rino6a B pazmep ot 5000 mo 10 000 nB., a mpHu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIEHUE - C TJI00a B
pazmep ot 10 000 mo 15 000 nB.

Ui 284x. (Hos - /IB, 6p. 84 ot 2018 r., B cria ot 12.10.2018 r., ot™. - JIB, 6p. 67 oT 2020 1.,
HOB - JIB, Op. 103 ot 2020 r., B cuna ot 01.01.2021 r.) KoiiTo npenocraBu nadopmarus no wi. 2176, an. 3,
T. 1 ¢ HEBIHO W/MJIM HETOYHO ChABP’KAaHUE, c€ Haka3Ba ¢ rioba B pasmep or 3000 mo 5000 niB., a mpu
MOBTOPHO M3BBPILBAHE HA CHLIOTO HapyIlIeHHe - ¢ rioba B pazmep ot 5000 1o 10 000 ns.

Ui 2843. (Hos - JIB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 1., u3m. - [IB, 6p. 67 ot 2020 1.)
3a HEeM3MBJIIHCHHUE Ha 3ab/DKeHUATA 10 Wwi. 2176, an. 10 Ha m3nwiaaUTENHUS AupekTop Ha MAJI, choTBETHO
Ha JurekHOCTHO Jmue oT UAJL, ce namara rno6a B pazmep ot 50 000 mo 100 000 nB., a mpu MOBTOPHO
M3BBPIIBAHE HA CHITOTO HApYyIIeHUE - T7100a B pazmep ot 100 000 mo 150 000 nB.

UYn. 284u. (Hos - IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) KoiiTo u3BBHpIIN U3HOC HA
JIEKapCTBEHU NMPOJYKTH, BKIOYEHH B 3amoBenTa no wi. 2171, ce Haka3Ba ¢ riobda B pazmep ot 50 000 o

100 000 nB., a Ipu MOBTOPHO M3BBPIIBAHE HA CHIOTO HApYIIEHUE - ¢ roba B pazmep ot 100 000 mo 150
000 ns.

Ui 285. (1) Koiito ThpryBa ¢ JiekapcTBEHU MPOIYyKTH 0e3 cepTudukar 3a 0CBOOOXKIaBaHE Ha
napTuja, ce Hakasga ¢ rio6a ot 5000 go 10 000 niB., a TP MOBTOPHO M3BBHPIIBAHE HA CHIIOTO HAPYIICHUE -
¢ rio6a ot 10 000 go 20 000 miB.

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) Teprosen Ha enpo, KOWTO JOCTaBS
Ha JpPOTEpUU JICKAPCTBEHU NPOAYKTH, KOUTO CE€ OTIYCKaT MO JIEKApCKO MpEeanucaHue, Ce Haka3Ba ¢
umytiecTBeHa cankmus ot 2500 no 5000 nB., a mpu MOBTOPHO HapymieHue - ¢ riaobda ot 5000 go 10 000 nB.

(3) KBanuduiupano nwuie, TOMyCHAIO U3BBPIIBAHE HA MPOJax0a Ha MAPTHAU JICKAPCTBCHH
MpoyKTH 0e3 cepTudHUKAT 32 0OCBOOOKIaBaHE Ha BCAKA OTJEIHA MAapTHIA, c€ Haka3Ba ¢ rioda ot 2500 mo
5000 1B.

Yn. 285a. (Hos - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., u3m. - /IB, 6p. 102 Ha ot 2012
r., B cuia ot 21.12.2012 r.) IIpurexaTen Ha pa3pelieHneTo 3a ynorpeda, KONTo He yBEJJOMU MUHUCTBPA Ha

3JIpaBEOINa3BaHETO 3a IPEYCTAHOBSIBAaHE Ha MpoaaxOuTe 1o wi. 264, ce Haka3Ba ¢ UMYILECTBEHA CAHKIIUA OT
25 000 mo 50 000 nB.

Yn. 2856. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KoiiTo npousBexkaa, BHACS,
W3HAacs, MpojlaBa WM ChXpaHsSBa aKTUBHM BEIIECTBA B HAPYIIEHHWE HAa W3MCKBAHHATA HA TO3M 3aKOH, CE
HakasBa ¢ riro6a ot 10 000 mo 20 000 is.



Ui 2858. (Hos - /IB, 6p. 18 ot 2014 r., u3m. - IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.)
KoiiTo n3Hece nexkapcTBEHU MPOIYKTH B KOJIMYECTBA, MO-TOJIEMHU OT KojnyecTBaTta no wi. 207, ain. 1, T. 15,
OykBa '"r", ce Haka3Ba ¢ rio6a B pazmep ot 50 000 1o 100 000 nB., a MpH MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyuieHue - ¢ rioba B pazmep ot 100 000 1o 150 000 8.

U 286. (1) (Hom. - JIB, Op. 84 ot 2018 1. (*)) 3a KIMHWUYHM HM3MHUTBAHWS, W3BHPIICHU B
HapymieHne Ha To3u 3akoH wuiau Ha Permament (EC) Ne 536/2014, ako W3BBPIICHOTO HE CHCTaBIIsABA
MPEeCThIUICHHE, HA BUHOBHUTE JIMIIA, JOMYCHATW WM W3BBPIIAIN TOBAa HAapyIICHHWE, Ce Hajara riobda ot
5000 mo 10 000 nB., a Mpu MOBTOPHO AOIMYCKAaHE WM M3BBPIIBAHE HA CHIIOTO HapyIIeHue - riioda ot 10 000
10 20 000 nB.

(2) Ha MmeaMuuHCKM CHEUalIMCTH, JOMYCHAIN WM U3BBPIIWIN HapyLIeHHs 1o aj. 1, Moxe aa
ce HaJIOKU M HaKa3aHue "JHIlaBaHe OT MPaBo Ja yIpakHsABaT mpodecusita cu'" ot 6 Mecena 10 Be FOJIUHU.

(3) Mspkara no aj. 2 ce Hajara OT MUHHUCTBpPa Ha 3/IpaBEONa3BaHETO MO MPEIOKEHUE Ha
M3I'BIHUTETHUS nupekTop Ha MAJL.

Y. 287. (1) (Hom. - JIB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r., uzm. - JIB, 6p. 60 ot 2011
r., B cuna ot 05.08.2011 r.) KoiiTo n3BbpuiBa ThproBus Ha JpeOHO C JIEKapCTBEHHU MPOAYKTH, 0e3 aAa uma
paspelieHne/yI0CTOBepeHre 32  TOBa, WJIM  pabOTH B HapylIeHWE Ha  HM3AAJCHOTO My
paspernieHue/ya0cToBepenue, ce Hakaszsa ¢ rioda ot 5000 mo 10 000 nB.

(2) (HoBa - JIB, O6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Thproeen Ha apeOHO, KOWTO
JIOCTaBH JIEKAPCTBEHU MPOAYKTH OT CHUCHKA 1O 4i. 2178, an. 1 Ha Thprowel Ha €po WX Ha JPYTH JIUIA B
HapylLIeHHE Ha M3MCKBAHMSTA HA TO3M 3aKOH WMJIM HA INOA3aKOHOBHMTE AKTOBE IO HETOBOTO IpPWJIAraHE, Ce
Haka3Ba ¢ rj100a, ChOTBETHO MYy ce Hajara umymectBeHa cakiusg ot 10 000 o 20 000 niB., a mpu MOBTOPHO
Hapyuenue - ot 25 000 go 35 000 nB.

(3) (ITpepuina an. 2 - JAB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Hakazanuero o ain. 1 ce
Hajara u Ha JIMLaTa, KOMTO M3BBPIIBAT ThPrOBUs Ha JpeOHO B amnTeKka WK JPOrepus ciell MpeKpaTsBaHe
JEWCTBUETO HA Pa3peIICHUETO/yJ0OCTOBEPEHUETO.

(4) (M3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., mom. - 1B, 6p. 60 ot 2011 r., B cuia
ot 05.08.2011 r., mpenumna an. 3 - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Koiiro nponasa niu
ChXpaHsBa B JpOrepusl JIEKapCTBEHH MPOAYKTH, KOUTO CE€ OTIYCKAaT IO JIEKApCKO MNpEANHCAHUE WIN
MPOJYKTH U CTOKU ChC 3HAYCHHE 3a 3[[paBeTO HAa YOBEKa M3BBH OMpeiesieHuTe B Hapeadara mo wi. 243, ce
Haka3Ba c riobara 1o ajn. 1, a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIICHUE C€ OTHEMA M3aJCHOTO
YAOCTOBEPEHHUE 3a PETUCTPALUs Ha IPOrepus.

(5) (Ilpegumna an. 4, u3m. - /1B, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) B cnyuaute mo an.
I, 2 u 3 opranure Ha ABPXKABHHUS KOHTPOJ BBPXY JIEKAPCTBEHUTE NPOAYKTH CIHUpAT CbC 3arOBE]
eKCIUI0ATaIUATa Ha 00eKTa.

(6) (Otm. - [IB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r., npeaumina ain. 5, u3m. - [IB, 6p. 84
or 2018 r., B cuma or 12.10.2018 r.) 3amoBenra mo anx. 5 TOMISKHM Ha OOKaJBaHE IO pela Ha
AJIMHHHCTPAaTUBHOIPOIIECYATHUS KOJIEKC, KaTo 00alBaHETO HE CIHMpa U3ITbIHEHUETO M.

UYn. 287a. (Hos - /1B, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) (1) MenuuHCKu CHEIUANUCT,
KOHTO paboTH MpHW JIMIA, W3BBPIIBAIlM THProBHs Ha JOpeOHO C JEKapCTBEHUW MPOAYKTH, 0€3 Ja umar
paspelleHue/y10CTOBepeHHe 3a TOBa, ce Haka3Ba ¢ rioda ot 2500 mo 5000 nB.

(2) HakazanueTo no ain. 1 ce Hajara u Ha Jmie 1o ai. 1, koeto paboTu B anrTeka Uil JpOorepus
clieq MpeKpaTsiBaHe JeWCTBUETO Ha Pa3pelIeHUETO/yI0CTOBEPEHUETO I1.

(3) Ilpu ycraHoBeHU NOBEYE OT JIBE HAPYLIEHU MO al. 1 ¥ 2 MUHUCTBHPBT Ha 3ApaBEONa3BaHETO



MOJKE Ja JIMIINA ChOTBETHUS MEIUIIMHCKU CICIHAIUCT OT MPaBO Ja YIpaKHsBa mpodecusTa cu 3a CPOK J0
JIBE€ TOJVHU.

Ui 2876. (Hos - [IB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 r., u3m. - JIB, 6p. 67 ot 2020 1.)
KoiiTo n3BbpIiBa THProBus C JICKAPCTBEHU MPOJYKTH 0 HHTEPHET B HAPYIICHUE HA U3UCKBAHUATA HA TO3M
3aKOH W Ha HapeaOata mo wi. 234, ai. 6, ce Haka3Ba ¢ rioba ot 5000 go 10 000 mnB.

Uin. 288. (1) Teprosen Ha IpeOHO C JEKAPCTBEHU MPOAYKTH, KOWTO € JOMyCHal JACHHOCTUTE,
IIOCOYEHH B wil. 219, n1a ce U3BBPIIBAT OT HEMPABOCIIOCOOHO JIMLE, CE HAaKa3Ba ¢ UMYILECTBEHA CAHKLUA OT
5000 go 10 000 nB., a mpU NOBTOPHO HapylIEHHE C€ OTHEMA M3JaJCHOTO pa3pellieHUE 3a ThProBHUs Ha
peOHo.

(2) B cryvaunTe 1o an. 1 opranure Ha Abp>KaBHUS KOHTPOJI CIMPAT ChC 3all0BEl eKCIuIoaTalusaTa
Ha 00eKTa.

UYn. 288a. (Hos - /IB, 6p. 67 ot 2020 r.) Ha mpuTexaren Ha pa3pelieHue 3a ThProBus Ha IpeOHO
C JIEKapCTBEHM NPOIYKTH B amnTeKa, KOMTO HE HW3MBIHU CBOE 3aIBJDKCHHE OTHOCHO ITOKa3aTEJINTE 3a
0€30MacHOCT Ha JICKApCTBEHUTE MPOIYKTH, OINpeneseHo B To3M 3akoH unu B Jlenerupan pernameHt (EC)
2016/161, ce namara umymiectBera cankus ot 1000 go 3000 nB., a Ipu MOBTOPHO M3BBHPIIBAHE HA CHIIOTO
HapyuieHue - umyiectBeHa cankuus ot 5000 mo 10 000 nB.

Ui 289. (1) (ITpenuien teket Ha ui. 289 - JIB, 6p. 60 ot 2012 r., B cuia ot 07.08.2012 r., uzm.
- 1B, 6p. 102 ot 2018 r., B cmma ot 01.01.2019 r.) Koiito nmpomaBa jgexkapcTBeHU MPOAYKTH 0€3 oOpa3yBaHa
WIM perucTpupaHa leHa WM MO LIeHU, Pa3IMYHU OT 00pa3yBaHUTE MO pela Ha TO3M 3aKOH, C€ HaKa3Ba C
ro6a ot 1500 mo 3000 nB., a mpu MOBTOPHO U3BBPIIIBAHE HA CHIIOTO HapyIIeHHE - ¢ T7106a ot 2500 mo 4000
TIB.

(2) (Homa - IIB, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r., uam. - /IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r., mom. - JIB, Op. 67 ot 2020 r.) Ilpurexxaren Ha paspelnieHue 3a ynorpeba HIu
TBPrOBEI] HA €IPO C JICKAPCTBEHU MPOIYKTH, KOWTO HE M3IMBIHU 3aIbJDKEHUE, OTPEEIICHO ¢ HapeadaTa 1o
1. 261a, an. 5, ce Haka3Ba ¢ umymectBeHa cakiusa ot 5000 go 10 000 nB., a mpu MOBTOPHO M3BBPIUIBAHE
Ha CBhIIOTO HapyuieHue - ¢ umyuiectserna caukius ot 10 000 go 20 000 nB.

(3) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., ot™m. - JIB, 6p. 102 ot 2018 r., B
cuna ot 01.01.2019 r., HoBa - JIB, 6p. 67 ot 2020 r.) Ha Thproseir Ha eapo ¢ JEKapCTBEHU MPOTYKTH, KOUTO
pojiaBa Ha JiedeOHO 3aBe/IeHUE JICKAPCTBCHH NMPOAYKTH, BKIIOUCHH B [103UTHBHUS JIGKAPCTBEH CIUCHK, HA
IIeHa, TMO-BHCOKAa OT CTOMHOCTTa, oOpa3yBaHa MO peaa Ha Hapemdata mo wi. 26la, am. 5, ce Hamara
umymectseHa caHkuus ot 3000 mo 5000 nB., a mpu MOBTOPHO W3BBPIIBAHE HA CBIIOTO HApYyLICHUE -
nmyiiectBeHa cankuus ot 6000 xo 10 000 ns.

(4) (Hosa - 1B, 6p. 67 ot 2020 r.) Ha neue6Ho 3aBeaeHue mo ui. 262, aiu. 6, T. 2, KOETO 3aKyNH
JIEKapCTBEHH MPOIYKTH, BKIIOYCHH B [103UTHBHUSA JIEKapCTBEH CIIUCHK, HA 1I€HA, MO-BUCOKA OT CTOMHOCTTA,
oOpasyBaHa 10 peja Ha HapendaTa mo wi. 261a, an. 5, ce Hamara umymectBeHa cankius ot 3000 mo 5000
JIB., a IIpY TIOBTOPHO U3BBPIIBAHE HA CBHIIOTO HapyLIeHHE - uMylecTBeHa cankuus ot 6000 o 10 000 ns.

(5) (Homa - IB, 6p. 67 ot 2020 r.) Hapymenusara mo an. 1 - 3 ce ycTaHOBSIBaT C aKTOBE,
CbCTaBEHH OT JUTHKHOCTHU IUIA, OMpEAENieHHW OT Tpeacenareis Ha chbBeTta mo wi. 258, am 1, a
HaKa3aTeJIHUTE TTOCTAHOBIICHHUS C€ W3/1aBaT OT Mpecenaress Ha chBeTa mo wi. 258, ain. 1.

(6) (Hosa - 1B, 6p. 67 ot 2020 r.) Hapymenusita no ai. 4 ce yCTaHOBSIBAaT C aKTOBE, ChCTABEHU
OT ITHKHOCTHU JIUIIA, OTIPE/ICTICHU OT U3IIBJIHUTEIIHUS TUPEKTOp Ha V3mbiHuTeHa areHius "MeIulnHCcKu
Haa30p", a HaKa3zaTeJIHWTE MOCTAHOBIEHUS C€ M3/1aBaT OT M3IIBJIHUTEIHMS AUPEKTOp Ha M3mbiHuTENHA
are’ius "MenuuuHCKU Haa30p".



Ui 289a. (Hos - JIB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) (1) (U3m. - IB, 6p. 102 ot
2012 r., B cmma ot 21.12.2012 r., u3m. - JIB, 6p. 102 ot 2018 r., B cmma ot 01.01.2019 r.) Koiito pa6otu B
HapylleHHe Ha YTBbPACHUTE (papMaKo-TepaleBTUYHH PbKOBOJCTBA UM M3BBPIIBA OL[EHKA HA pe3ysTara OT
TepamnusATa B OTKJIOHEHHE OT KpuTepuuTe mo wi. 259, an. 1, 1. 4, ce Haka3Ba ¢ riaoba ot 1000 mo 2000 iB., a
MIPH MOBTOPHO U3BBPIIBAHE HA CHIIOTO HapylieHue - ¢ rnoda ot 2000 xo 3000 nB.

(2) M3m. - B, op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Hapymienusara no an. 1 ce
YCTaHOBSIBAT C AaKTOBE, ChCTABEHU OT UIBHKHOCTHU JIMLA, ONPEIENCHH OT M3IMbIHUTEIHUSA JUPEKTOp Ha
WM3nbnaurenna areHuust "MeIuMUUMHCKK Haa30p'", a HakKa3aTEJHWUTE IIOCTAaHOBJIEHHUS C€ W3AaBaT oOT
M3I'BJIHUTEITHUS TUPEKTOP Ha M3nbiiHuTeHA areHuus "MenuiuHcku Haazop'.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) Koraro npu mpoBepkure mo wi. 267a, ai. 2 ce yCTaHOBU
HECHOTBETCTBUE HA BUJOBETE M KOJIMYECTBATa JIEKAPCTBEHM NPOAYKTH, KOMTO ca NPEJNUCAHU W/WIH
NPUIOKEHN Ha MAlMEeHTUTe, ¢ BUIOBETE U KOJMUYECTBATA JIEKAPCTBEHU MPOJTYKTH, KOUTO Ca OTIYCHATH OT
antekata, M3mbpnHurenHa areHuusa "MequIMHCKU Haa30p" yBeAOMsBa OpraHa, KOMTO 3amuiaiia CbOTBETHUS
JIEKapCTBEH MPOAYKT C MyOJMYHU CpEeACTBA, a IpPU JaHHU 3a H3BBPIIEHO MPECTBIUICHHE Ce3Hpa
KOMIIETEHTHUTE OPTaHHU 3a IIPEeANpUEMaHe Ha AEMCTBUSI 110 HAKA3aTEIHO IPECiIC/IBAHE.

Un. 2896. (Hos - IB, 6p. 67 ot 2020 r.) (1) KoiiTo mpoBexa jeueHue B HapylIeHHE Ha
M3HUCKBaHMATA 1O Wi. 2660, ce Haka3zpa ¢ rioba ot 1000 go 3000 nB., a MpU MOBTOPHO M3BBPILIBAHE HA
CBIIOTO HapyIieHue - ¢ roda ot 2000 mgo 4000 nB.

(2) Hapymenusita mo ain. 1 ce ycraHOBSIBaT C aKTOBE, CbCTaBEHU OT JUIBKHOCTHHU JIMILIA,
ONpPEACIICHN OT U3NBJIHUTEIHUA IUpPEeKTOp Ha WM3mbiaHuTenHa areHmus "MenuuuHCKM Hangzop', a
HAKa3aTeTHUTE IMOCTAHOBJICHHS C€ W3AaBaT OT W3MBIHUTETHHUS TUPEKTOp Ha M3mbiHHUTENHA areHuus
"MenuuuHCKH Haa30p".

Yn. 290. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) Koiito pexmammupa
JIEKapCTBEHH MPOIYKTH, KOUTO HE Ca pa3pelicHH 3a ynorpeda mo peja Ha TO3H 3aKOH, ce Hakaspa ¢ 17100a oT
10 000 go 20 000 nB.

(2) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koiito pekmamupa mpoayKT, KaTo
My TPHUIKCBA W/ WM HAcO4YBa KbM CBOWMCTBA, CBBP3aHU C MPOUIAKTHKA, TUArHOCTHKA WU JICUCHHE Ha
Oorectu mpu YoBeKa, ce Haka3Ba ¢ roda oT 10 000 zo 20 000 mB.

(3) (IIpenumna an. 2 - IIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Koiito pexmamupa
JIEKApCTBEHH MPOAYKTH B HApyIIEHUE Ha TO3M 3aKOH, ce Haka3Ba ¢ 1y106a ot 10 000 go 20 000 nB.

(4) (Ilpeaumna an. 3, usm. - JAB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Hakazanusita mo
an. 1 - 3 ce Hanmarar ¥ Ha JIMIaTa, JOMYCHAIM H3TbYBAHETO, MyOJMKYBAaHETO M PAa3MpPOCTPAHEHUETO Ha
pekiamara.

UYn. 290a. (Hos - IB, Op. 71 ot 2008 1., B cuna ot 12.08.2008 r.) MeaUIIMHCKN CIEUATUCT UITU
JUIe, MPEACTAaBANI0 CE 3a METUIIMHCKH CIEHUAIUCT, KOETO M3BBPIIBA MpsKa WK KOCBEHA peKiiaMa Ha
JIEKAPCTBEHHM MPOAYKTH B TICYATHUTE W/WIIM B C€JIEKTPOHHUTE MEIWH, KAKTO U B WHTEPHET, CE HaKasBa C
rio6a ot 1000 mo 5000 nB., a mpu moBTOpHO HapymieHue - ot 3000 7o 10 000 nB.

Yn. 2906. (Hos - B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Koiito u3Bbpim gapeHue Ha
JIEKapCTBEHH MPOAYKTH B HapylieHue Ha wi. 268a, an. 1, ce Haka3pa ¢ mioba ot 1000 xo 3000 nB., a ipu
MOBTOPHO M3BBPIIBaHE HA CHIOTO HapylieHue - ¢ roda ot 3000 1o 5000 nB.

Ui, 290B. (Hos - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) IIputexaren Ha pa3pericHue
3a yrmorpeba, KOWTO MpOBeXk/1a HEMHTEPBEHIIMOHAIHN MMPOYYBaHUS B HAPYIICHUE HA TO3M 3aKOH, CE HaKa3Ba



¢ umyiectsena caukius ot 5000 qo 10 000 5B., a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYILIEHHUE - C
umyiectBeHa cankuus ot 10 000 go 20 000 nB.

Ui 290r. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) [Iputexxaren Ha paspemieHne
3a ynorpe0a, KOUTO He M3MbJIHIABA yCIOBUATA 1O Wi. 55a, 56a u 560, ce Haka3Ba ¢ UMYIIECTBEHA CaHKIIHS
ot 5000 no 10 000 nB., a Mpy NOBTOPHO U3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C UMYILIECTBEHA CAaHKLIUS OT
10 000 go 20 000 nB.

Ui, 290x4. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Iputexaren Ha pazpenieHue
3a ynoTpeda, KOMTO He M3MbIHABA 3aAbKeHUsATa 1Mo wi. 190 - 192, 1946, 1948, 1943 u 194u, ce Haka3Ba ¢
umytmiectBeHa caukius ot 5000 no 10 000 nB., a Tpy MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIEHUE - C
nmyniectBeHa cankuus ot 10 000 go 20 000 nB.

Ui 290e. (Hom - IB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 r.) [Iputekaren Ha pa3penieHue
3a ynotpeba, KOWTO He U3MBIHIBA 3abJKeHHITA 110 Wi. 193 u 194, ce Haka3Ba ¢ UMYIIECTBEHA CAHKITUS OT

2000 mo 5000 nB., a py TOBTOPHO MU3BBPIIBAHE HA CHIOTO HAPYLIEHHUE - C UMYyIecTBeHa caHKIMs oT 5000
10 10 000 nB.

Y. 291. (1) (Hom. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., mom. - JIB, 6p. 60 ot 2012
r., B cuia ot 07.08.2012 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., nom. - [IB, Op. 84 ot
2018 r., B cuma ot 12.10.2018 r., mom. - JAB, 6p. 67 ot 2020 r., m3m. - JIB, 6p. 105 ot 2020 r., B cuna ot
11.12.2020 r.) Korato Hapymienusita o ui. 281 - 284a, an. 1, un. 284r - 284u, 285, 2856, uin. 286, an. 1, 4.
287 u 2870, un. 289, an. 1, un. 289a, un. 290, un. 2900, un. 292 u ui. 294 ca U3BBPIICHH OT IOPUIAUECKU
JUIa WIA €THOJWYHHU THPTOBLH, C€ HalaraT UMYIIECTBEHU CAaHKIMU B pa3Mep, HE MO-MadbK OT TPOMHHUSA
pa3Mep Ha MpEeABUACHUTE MHHUMAITHU pa3MepH Ha ChOTBETHHUTE TJIOOM M HE MO-TOJISIM OT TPOUHUS pa3Mep
Ha MPEBUACHUTE MAaKCUMaJIHHU pa3MepH Ha ChOTBETHUTE II100H.

(2) (Jom. - 1B, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r.) 3a Hapymenus mo 4wi. 289, am. 1
MMYIIECTBEHATa CAHKIMS € B JCBCTOPSH pa3Mep Ha HajB3eTaTa cyMma, ako TS HaJIBUIIaBA MaKCUMAJTHHS
pa3Mep Ha CaHKIUATA 1O ail. 1.

(3) Hanmaranero Ha MMyIIECTBEHA CAHKIMS HE M3KIIIOYBA HAJaraHETO Ha TJI00a HA BUHOBHUTE
JUTKHOCTHHU JTUIIA.

(4) HanaraneTo Ha MMYIIECTBEHN CAaHKLUU HE M3KJIIOYBA HaJaraHeTo Ha MEPKUTE, MPEIBUICHU
OTHOCHO IPAaBOCIIOCOOHOCTTA HA MEUIIMHCKUTE CIIEHUATNCTH U KBaTU(PUIIMPAHUTE JIUIA.

Ui 292. (1) Ko#iTo He M3MBJIHM pa3MopekaaHe, MpeAnucaHue Wi yKa3aHWe Ha OpraHUTE Ha
IbpKABHUS KOHTPOJ MO TO3M 3aKOH, U3BBH ciaydauTe mo ui. 270, an. 1, T. 2 u an. 3, ce Haka3Ba ¢ roba ot
1500 no 3000 nB.

(2) 3a HemsmbJIIHEHHE Ha pasnopexaaHe mo wi. 270, am. 1, T. 2 ¥ an. 3 BUHOBHHTE JIHIA CE
Haka3zBar ¢ rioba ot 500 1o 1000 nB.

Yn. 293. (1) (U3wm. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., u3m. - /IB, 6p. 84 ot 2018
r., B cwia ot 12.10.2018 r.) I[lpm HecnmazBaHe Ha YyCIOBUATA, NpPU KOUTO ca U3JAJACHU
pa3peleHusnTa/yI0CTOBEPEHHTA 3a MPOU3BOICTBO, BHOC, MapajesieH BHOC, ThProBUs Ha €pO U ThProBUSA
Ha JpeOHO C JIEKAPCTBEHU NPOAYKTH B alTEKa, KaKTO U B ciiydauTe o ui. 281, an. 1 - 3, un. 283, an. 1, uin.
2848, an. 2 w un. 287, an. 2 uanbJHUTETHUAT qupekTop Ha MAJI uznasa 3amnoBe 3a TAXHOTO OTHEMAHE.



(2) (U3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r., m3m. - JIB, 6p. 84 ot 2018 1., B cuna
ot 12.10.2018 r.) [Ipu Hecna3BaHe Ha YCIOBUATA, IPH KOUTO € U3/1aJICHO YIOCTOBEPEHHE 3a PETUCTpaIis Ha
Jporepusi, KakTo W B ciaydaute 1o wi. 287, an. 4 nupektopbT Ha cboTBeTHata P3U m3maBa 3amoBen 3a
OTHEMaHe Ha yJ0CTOBEPEHUETO.

(3) Ilpu Hew3mbIHEHHE Ha 3aABIDKEHUETO 3a yBenomsiBaHe mo ui. 204, an. 3 3a mpekpatsBaHe
Ha JIEIHOCTTa OT CTpaHa Ha THhPrOBELA HA €/IPO C JIEKAPCTBEHU MPOAYKTH H3I'BJIHUTEIHUST JTUPEKTOpP Ha
WAJI u3naBa 3amnoBe] 3a OTHEMaHe Ha U3/1aJICHOTO pa3pelieHue.

(4) (Homa - JIB, 6p. 84 or 2018 r., B cuma ot 12.10.2018 r.) Ilpu Hew3mbIHEHHUE HA
M3UCKBAaHMATA 32 M3HOC Ha JIEKAPCTBEHW NPOJIYKTH IO TIIaBa jJeBera "O" OT Thproeem Ha eapo ¢
JIEKAPCTBEHU TMPOAYKTH W3NBJIHUTENHUAT Jupektop Ha WMAJl wu3gaBa 3amoBen 3a OTHEMaHE Ha
pa3peleHneTo, Korato ThpProBebT Ha €1pO0 M3BBHPIIM MOBTOPHO HapylleHue no wi. 284x u 2858 wiu
KOTaTO CUCTEMHO HeE M3ITBJIHABA 3adbJKeHUITa cH mo wi. 207, an. 1, T. 15.

(5) (U3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npenumina ain. 4 - /IB, 6p. 84 ot
2018 r., B cuma ot 12.10.2018 r.) [Ipn Hem3mbIHEHNE HA 3aIBDKCHUETO 32 YBeAOMsBaHe 1Mo wi. 235, ai. 3
3a MpeKpaTsBaHe Ha JACMHOCTTa OT CTpaHa Ha MPUTEXKATesl Ha pa3pelIeHUe 32 U3BbPIIBAHE HA ThPrOBUs HA
IpeOHO C JIGKApCTBEHU MPOIYKTH U3IMBIHUTETHUAT aAupekTop Ha MAJI m3nmaBa 3amoBen 3a OTHEMaHE Ha
U3JIaJICHOTO pa3pelleHue.

(6) (ITpepumina an. 5, u3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) 3anoBenure o ai.
1 - 5 moanexxar Ha o6kaaBaHe MO peAa Ha AJIMUHUCTPATUBHOMPOIECYaTHHS KOJEKC, KaTO 00KaIBaHETO HE
CIIMPa U3IIBIHEHUETO UM.

Un. 294. Koiito Hapymu pa3nopeaduTe Ha TO3W 3aKOH WM HapeAOWuTe MO MPHIAraHeTo My,
M3BBH cirydauTe 1o wi. 281 - 293, ce nakaspa c rimo6a ot 1000 1o 3000 niB., a mpu MOBTOPHO M3BBPIIBAHE HA
CBHILIOTO HapyIieHue - ¢ roda ot 3000 mo 5000 nB.

Ui 295. (1) (U3m. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., u3m. - /IB, 6p. 102 ot 2018
r., B cua ot 01.01.2019 r., m3m. - 1B, 6p. 67 ot 2020 r.) Hapymenusita o T031 3aKOH C€ YCTAHOBSIBAT C
aKTOBE, ChCTaBEHHU OT JIHKHOCTHH JIUIIA O Wi. 267, ai. 4.

(2) (Jom. - /1B, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r., ot™m. - [IB, 6p. 102 ot 2018 ., B cuna
or 01.01.20191.)

(3) (U3m. - JIB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 1., u3m. - JIB, 6p. 102 ot 2018 r., B crma
or 01.01.2019 r.) Haka3areaHuTe MOCTAHOBJICHHUS CE€ W3/1aBaT OT MUHUCTHpPA Ha 3[paBEONa3BaHETO, OT
IJIaBHUS IbPXKABEH 3[IpaBEH MHCIEKTOpP, OT MpeJiceaTelis Ha ChBeTa Mo Wwi. 258, a. 1, OT U3MbJIHUTEITHUS
nupexktop Ha MAJI u ot nupexropure Ha P3M B 3aBUCHMMOCT OT MOJUMHEHUETO HA AJIBKHOCTHOTO JIMILIE,
YCTaHOBHUJIO HAPYIICHHUETO.

(4) (Homa - /IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) HakazarenHure mocTaHOBICHUS
MOXE Ja C€ M3[aBaT M OT JPYrd [UIHKHOCTHU JIMIIA, ONPABOMOIICHH OT JuIaTa Mo aja. 3, KaTo
MpeAceIaTeNsAT Ha ChBeTa 1o Wwi. 258, ai. 1 Moke /1a OIpaBOMOIIH APYT YWICH Ha KOMHUCHSITA.

(5) (HoBa - JIB, 6p. 67 ot 2020 r.) Pernonanuure 31paBHU WHCHEKIMU yBempomsiar MAJI 3a
ChCTaBEHUTE aKTOBE 32 YCTAHOBSIBAHE HA aJIMUHUCTPATUBHU HAPYIIECHUS U 32 BIIE3JIMTE B CHJIa HAKA3aTEeITHU
MMOCTAHOBJICHUS, U3JIAJICHH 10 PEa Ha TO3H 3aKOH.

YUn. 296. CncraBaHETO Ha AdKTOBCTC, H3JaBaHCTO, 00’KaJBaHETO M H3IBJIHEHHETO Ha
HAKa3aTCIIHUTC MMOCTAHOBJICHUA CC M3BBHPIIBAT IO pcaa Ha 3akoHa 3a AIMUHHUCTPATUBHUTC HAPYIICHUA U
HaKa3aHUH.



Un. 297. (U3m. - [IB, 6p. 84 or 2018 r., B cuna ot 12.10.2018 r.) (1) B ciydaute nHa un. 281,
282, 283, 284, 285 u 287 Haka3BalMAT OpraH MOCTAaHOBSIBA M OTHEMAaHE B IMOJ3a Ha Jbp)KaBaTra Ha
JIEKAPCTBEHUTE MPOAYKTH - MPEAMET Ha U3BBPIICHOTO HapyILIEHUE, IPU YCIOBHUS U MO pel, ONpPEACIICHU B
3akoHa 3a aAMUHUCTPATUBHUTE HAPYIICHUS U Haka3aHus u B choTBeTcTBHE ¢ Permament (EC) Ne 952/2013
Ha EBponelickus napiaamenT U Ha CbBera oT 9 okromBpu 2013 r. 3a cb31aBaHe HA MUTHUYECKH KOJEKC Ha
Cnro3a (OB, L 269/1 ot 10 oxtomBpu 2013 1.) 1 Pernament 3a u3nbianenue (EC) 2015/2447 na Komucusira
ot 24 noemBpu 2015 r. 3a onpenensiHe Ha MOAPOOHM MpaBUIIA 33 MPUIIATAHETO HAa HAKOM Pa3Mopen0u Ha
Pernmament (EC) Ne 952/2013 na EBpometickusi mapiameHT U Ha ChBeTa 3a cb3/aBaHe Ha MUTHHYECKU
kojnekc Ha Cpro3a (OB, L 343/558 ot 29 nexemBpu 2015 r.).

(2) JlekapcTBeHUTE MPOAYKTH 10 all. | ce yHUIIOKaBaT MPH yCIOBUATA U TI0 pe/ia Ha HapendaTa
mo wi. 274, an. 2.

JdonmbaHNTEIHHA pa3nopendu

§ 1. Ilo cMuchna HA TO3W 3aKOH:

1. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "AKTUBHO BEmIECTBO" € BCSIKO
BEIIECTBO WJIM CMEC OT BEIIEeCTBA, NMPEIHA3HAUCHH 3a HW3IOJI3BaHE 3a MPOU3BOACTBOTO HA JIEKAPCTBEH
MPOJYKT, KOUTO MPHU H3MOI3BAHETO CH B HETOBOTO MPOU3BOJICTBO CE€ MPEBPHIIAT B aKTHBHA CHCTaBKa Ha
TO3W MPOAYKT, MpeIHa3HaueHa 3a yIpaKHsABaHEe Ha (HapMaKOIOTMYHO, UMYHOJIIOTUYHO WM METa0OJIUTHO
JIeICTBHE C 1Ie]l Bb3CTAHOBSABAHE, KOPUTHUPAHE WM MPOMSIHA Ha (PU3NOIOTUYHH (QYHKIIUU WM 32 TTOCTABSIHE
Ha MEJUIIMHCKA JIUarHo3a.

2. "bHOEKBHMBAJIEHTHOCT" € HaJUIle, KOTaTo JICKAPCTBEHUTE MPOIYyKTH ca (HapMaleBTHIHO
€KBUBAJICHTHU Wi (papMaleBTUYHHU aNTEPHATUBU, U AKO TEXHUTE OMOHAIMYHOCTH CIiel] MPUIIOKEHUE B
chljaTa MOJIapHa J103a ca MOJO0HM /IO TakaBa CTEIEeH, 4ye €PeKTHTEe UM IO OTHOIICHHE Ha e€(PHUKACHOCT U
0€30MacHOCT ca ChIIECTBEHO MOJA00HH.

3. "buoHanuyHOCT" € CKOPOCTTa M CTENEHTA, C KOUTO aKTUBHOTO BEIIECTBO MJIM TE€PANEBTUUHO
aKTMBHATa My 4acT ce abcopOupar oT jekapcTBeHaTa (opma M CTaBa HAJIMYHO B MSICTOTO Ha JEWCTBUE.
Koraro nexapcTBEHOTO BEIIECTBO € MPEAHA3HAUEHO Ja YIPaKHU CHCTEMEH TeparmeBTHYeH e(eKT,
OMOHATTMYHOCT O3HAYaBa CKOPOCTTA M CTETEHTAa, C KOWTO JIEKAPCTBEHOTO BEIIECTBO WIIM TEPANEBTHYHO
aKTUBHATA MY YacT c€ OCBOOOX/IaBa OT JIeKapcTBeHaTa (hopma v mpeMHHaBa B 001[aTa [IUPKYJIALIKS.

4. (mm. - JIB, Op. 84 or 2018 r. (*)) "Bpomrypa Ha wusciemomatens’ e Opomrypa Ha
M3ClIeIoBaTeNs 10 CMHCHIIa Ha wi. 2, maparpad 2, Touka 23 ot Permament (EC) Ne 536/2014.

5. "Banugna noxkyMmeHTanus" € JOKyMEHTalMsl, KOSTO M0 ChAbP)KAHUE U IBJIHOTA OTIOBaps Ha
M3HUCKBaHUATA, IPEIBUJICHU B OIpeieieHa Mpolieypa Mo TO3U 3aKOH.

6. "BermiecTBo ¢ 1o0pe ycTaHOBeHA yroTpeda B MEAMIIMHCKATA MMPAKTUKA' € BEIIECTBO, 32 KOETO
MOTaT Jja ce MPUIIOXKAT CIETHUTE KPUTSPUH:

a) MepuoIbT 3a JOKa3BaHE Ha J00pe ycTaHOBeHaTa ynmorpeda B MEIUIIMHCKATa MPaKTHKa € He
no-kparbk oT 10 roguHM OT AaraTa Ha MbpBaTa CHCTEMAaTH3MpaHa W JIOKYMEHTHpaHa yroTpeba Ha
BEIIECTBOTO KaTo JIEKapCTBEH MpoAaykT B EBpomelickus cbio3 win B EBponeidckoTo MKOHOMUYECKO
MIPOCTPAHCTBO;

0) KOJIMYECTBEHU aCIeKTH Ha YIoTpedara Ha BEIIECTBOTO, KAaTO C€ B3eMeE MPEBU/] CTCTICHTA Ha
ynotpeba B MEIUIIMHCKATa MpPAaKTHKa, CTEMEHTa Ha ymoTpeda Ha reorpad)CKd MPUHIUI U CTEMEHTa Ha
npocliesiBaHe Ype3 cUcTeMaTa 3a 0€301acHOCT, BKIFOUUTEIHO MPOYYBAHUS, MPOBEACHU NMPEIH ITyCKaHETO
Ha Ta3apa U cjel ToBa U MyOJIMKyBaHa Hay4yHa JIMTEepaTypa 3a emuIeMUOIOTUYHH MPOYYBAHUS U B YaCTHOCT
CPaBHHUTEITHH CTHUIEMUOJIOTUIHH TTPOYIBAHHUS,

B) BHMCOKa CTEIEH Ha Hay4YeH HUHTepec KbM ynoTpebaTa Ha BewiecTBOTO (Opoil HayyHU
myOIUKaIU) U eAUHCTBO B HAYYHUTE CPEIU B HAYUYHUTE OICHKHU.



7. "BTopuuHa omakoBka"' € OIIAaKOBKAaTa, KOSITO HE BJIM3a B HENOCPEACTBEH KOHTAaKT C
JIEKapCTBEHHUSI IPOTYKT.

8. (m3m. - /1B, 6p. 84 ot 2018 r. (*)) "Bb3noxuren" e cmoHcop 1Mo CMHUCHIA Ha Wil 2, naparpad
2, touka 14 ot Pernament (EC) Ne 536/2014.

9. "T'enepuyeH NeKapcTBEH MPOAYKT" € JIEKapCTBEH MPOIYKT, KOMTO MMa €IMH U ChII| KaYeCTBEH
U KOJIMYECTBEH CHCTaB MO OTHOIICHHWE HAa AKTHBHUTE BEIIECTBAa M ChIIaTa JEKapCcTBeHa (opma Karo
pedepeHTHUs JTeKapCTBEH MPOIYKT, U OMOEKBHUBAJICHTHOCTTa My C pedepeHTHHUS JEKapCTBEH MPOIYKT €
JI0Ka3aHa C MOIXOSIIM M3MUTBAHMUA 3a OMOHATMYHOCT. PaszinuuyHUTE NEepopaaHH JIeKapcTBEHH (OpPMH C
He3a0aBHO OCBOOOXK/IaBaHE ce CMATAT 3a €JHAa U ChIa JiekapcTBeHa (opma. Paznmuunute conu, ecrepu,
eTepH, U30MEpH, CMECH OT U30MEPH, KOMIUIEKCH WIIM JE€PUBAaTH Ha aKTUBHO BEILIECTBO CE CMATAT 3a CHLIOTO
aKTHBHO BEIIECTBO, OCBEH aKO T€ CE€ pa3iMyaBaT 3HAYUTEIHO 110 CBOSITA O€30MMacHOCT W/HiH e(hUKaCHOCT.

10. (m3m. - JIB, Op. 84 ot 2018 r. (*)) "['maBeH umscimenoBaTen" € riaBeH H3CIIEIOBATEN 10
CMHCBIJIa Ha wiI. 2, maparpad 2, touka 16 ot Pernament (EC) Ne 536/2014.

11. "Jlepunupana gHeBHa 1103a" € cpeaHa JHEBHA IMOJAbprKalla J03a OT JAJCH JIEKapCTBEH
MPOAYKT, KOSITO C€ MpHJIara Npu Bb3PacTHHU [0 OCHOBHOTO MOKa3aHUE Ha JEKapCTBEHUS MPOIYKT.

12. (u3m. - JIB, 6p. 84 ot 2018 r. (*)) "loOpa knuHMYHA mpakTUKa' e nol0pa KIMHUYHA
MPaKTHUKa [0 CMUCHIA Ha wil. 2, maparpad 2, touka 30 ot Pernament (EC) Ne 536/2014.

13. "Hobpa maboparopHa mpakTHKa"' € CHCTeMa OT MEXIYHAapOJHO TNPHU3HATH IpaBHiA II0
OTHOIIIEHHWE Ha YCIIOBUSTA 3a IJIaHHpaHe, MPOILIECUTE Ha OpraHM3UpaHe, M3BBPIIBAHE, MPOCIEAsSBaHE U
JOKyMEHTUPaHE Ha 1a00paTOPHUTE U3MUTBAHUSL.

14. "Jlo6pa mpoW3BOACTBEHA MPAKTHUKA" € CHCTeMa OT MEXIYHapoJIHO OW3HEC MNpU3HATH
npaBuia, KOSATO OOXBalla BCUYKM CTPaHM Ha IPOU3BOACTBOTO - IMEPCOHAJ, MOMELICHHS, ChOPBHKEHUS,
MaTepHalii, JOKYMEHTAIHs, Ka4YeCTBEH KOHTPOJ, U MMa 3a ILeJN Ja OCUTYpH 0e30macHOCT, e(pUKacCHOCT |
CHOTBETCTBUE ChC CHEIUPUKAIUATA.

15. (mom. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) "JIbpkaBa wieHka" e abpkaBa -
yjleHka Ha EBponeilckus Ccblo03 WM JAbpkaBa - crpaHa 1o Crnopasymenuero 3a EBpomneiickoTo
MKOHOMHYECKO MPOCTPAHCTBO.

16. "Etuker" e uHpopmanus BbpXy IbpBUYHATA MJIM BTOpPUYHATA OMAKOBKA HA JIEKAPCTBEHUS
IIPOAYKT.

17. "MmyHonornyeH jaeKapcTBeH MPOAYKT'" € JIEKapCTBEH NMPOJYKT, KOWTO ChIbp’Ka BaKCUHH,
TOKCHHU, CEpyMH WUJIU aliepreHu. B o0xBaTa Ha BAaKCUHUTE, TOKCUHUTE U CEPYMUTE BIM3AT areHTH, KOUTO Ce
U3IIONI3BAT Jla Cbh3IaJaT AaKTHBEH HMYHUTET WM Jia YCTaHOBAT CBCTOSHHUE Ha HMMYHHUTET, WIH Ja
MpeM3BUKAT MAaCUBEH UMYHUTET. AJIEpPreHUTE ca JEKapCTBEHU IMPOIYKTH, KOMTO ca MpeIHa3HA4YeHH Ja
UACHTUGHUIMPAT WIK CTUMYIUpAT ClelU(HUYHa LEeJIeHACOYeHa MPOMSHA B UMYHOJIOTUYHUS OTIOBOP KbM
aJIepTUYEeH arcHT.

18. "M3cnenBane 3a OMOEKBHUBAJICHTHOCT" € KIMHUYHO M3MHUTBAaHE, C KOETO ce IeNIh Ja Ce
JOKaXke, 4e JBa JICKApCTBEHH MPOAYKTa ca OMOCKBUBAJICHTHH, aKO Te ca (hapMaleBTHYHO €KBUBAJICHTHH WIH
(dbapMalleBTUYHO aNTepHATUBHU, U KOTaTO OMOHATMYHOCTUTE UM CJe]l MpHUJIaraHe B chlaTa MOJapHa /1032
ca CXOJHH JI0 CTEMEH, KOSTO € YCIOBHE 32 EKBUBAJICHTHH €(h)UKACHOCT M O€3011acCHOCT.

19. "U3scnensaHe 3a OMOHANIHMYHOCT" € KJIMHUYHO M3IHMTBAHE, C KOETO C€ LIEJIM Ja Ce IOKaXKe
KaKBH ca CKOPOCTTa M CTENEHTa, IPU KOUTO aKTUBHOTO BELIECTBO WJIM TEPANEBTUYHO 3HAUYMMAaTa 4yacT OT
M3IUTBAHMSA JICKAPCTBEH MPOAYKT JIOCTUTAT OT JIEKapcTBeHaTa (hopMa B CHCTEMHOTO KPhBOOOpAIIEHHE.

20. (u3m. - /1B, 6p. 84 ot 2018 r. (*)) "M3nuTBan nekapcTBeH MPOAYKT" € U3MUTBAH JIEKAPCTBEH
MPOAYKT 10 CMUCHJIA HA WiI. 2, maparpad 2, Touka 5 ot Permament (EC) Ne 536/2014.

21. (m3m. - IB, Op. 84 ot 2018 r. (*)) "M3cnemoBaren" e u3ciaeaoBarelsl 1Mo CMUCHIA HA 9. 2,
naparpad 2, rouka 15 ot Permament (EC) Ne 536/2014.

22. (m3m. - 1B, 6p. 84 ot 2018 1. (*)) "Undopmupano ceriacue" € nHOOPMUPAHO CHIIIACHE 1O



cMHCBIIa Ha wil. 2, maparpad 2, touka 21 ot Pernament (EC) Ne 536/2014.

23. "Kut" e BCSKO BEIIECTBO, KOETO OOMKHOBEHO IMpeau yrmoTpeda ce pa3TBaps, CyCICHINPA,
paspexia Ui KOMOMHHpA C paJUOHYKIHMIU, B pe3yiTaT Ha KOETO Ce MOJydaBa TOTOBUST PaaUOAKTUBEH
JIEKapCTBEH MPOIYKT.

24. (m3m. - 1B, 6p. 84 or 2018 r. (*)) "KnuHMYHO M3MUTBAaHE Ha JIEKAPCTBEH MPOAYKT" €
KJIMHUYHO M3MUTBAaHE TI0 CMHUCHJIA Ha 4il. 2, maparpad 2, Touka 2 ot Permament (EC) Ne 536/2014.

25. "KnMHUYHO mpeauMCTBO" € 3HAUUTEIHO TEPANEBTUYHO WM JUArHOCTHUYHO MPEIUMCTBO Ha
€IMH JIEKapCTBEH NPOAYKT B CPaBHEHHE C JIEKAPCTBEH NPOAYKT, KOMTO BEYE € MOJIyuusI pa3pelieHue 3a
yroTpeoa.

25a. (noBa - /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "Kondmukr Ha unTepecu" e
KOH(QJIMKT Ha HHTEpEeCH IO CMHUChJIa Ha IaBa ocMma, pasfen | or 3akoHa 3a MpOTHBOJCICTBHE Ha
KOPYIILUATA U 32 OTHEMaHe Ha HE3aKOHHO MPUA0OUTOTO UMYIIIECTBO.

26. (ot™m. - IB, 6p. 84 ot 2018 1. (*))

27. "JlucToBKa 3a malueHTa" € JUCTOBKA, ChAbpiKamia WH(opMaius 3a MOTpeOuTens, KOATO
CBIIPOBOKA JIEKAPCTBEHUSI IIPOJIYKT.

27a. (Homa - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 1., uzm. - JAB, 6p. 102 ot 2012 ., B
cuna ot 21.12.2012 r.) "JlekapcTBeH NPOAYKT 3a MOJEPHA Tepanus" € JIEKapCTBEH MPOJIYKT, ONpE/EeH B
giieH 2 ot Pernament (EO) Ne 1394/2007 na EBpomneiickus napiameHT u Ha CeBera oT 13 HoemBpu 2007 T.
OTHOCHO JICKapCTBEHUTE MPOJYKTH 3a MOJIepHa Tepanus U 3a u3MeHeHue Ha J(upexktusa 2001/83/EO u Ha
Pernament (EO) Ne 726/2004.

276. (moBa - JIB, Op. 84 ot 2018 r., B cmma ot 12.10.2018 r.) "JlekapcTBeH MPOAYKT 3a
chCTpajaTenaHa ymnorpeba"' e JIeKapcTBEH MPOJYKT 3a NaJMaTHBHA ynoTpeda MO CMHMChIAa Ha wi. 83,
naparpad 2 ot Pernament (EO) Ne 726/2004 na EBponelickust mapsiaMeHT 1 Ha CbBeTa.

28. "JlekapcTBeH MPOAYKT, MOJYYEH OT YOBEIIKA IJIa3Ma WUJIM OT YOBEIIKAa KpPbB" € JIEKapCTBEH
IIPOJYKT, MIPOU3BEAEH OT YOBELIKH KPBBHU ChCTAaBKHM M Ype3 METO]I, BKIIOYBAI TPOMHULILIEH Ipouec. Kbm
TAX C€ OTHAcCAT alO0yMHH, UMYHOTJOOYJIMHHU, Koaryiupamu (akTopu M aHTUIpPOTea3d, pa3TBOPU Ha
TUIa3MEHU MPOTEUHH, APYTH MIa3MeHH (PpaKIMK WK KOMOUHAIIUHU OT TSIX.

29. "JlekapCTBEH MPOAYKT, IPEeIHA3HAYCH 3a JICUeHHe, MPOopUIaKTUKA U TUarHOCTHKA HA PEIKH
3a00ss1BaHUA" € IPOAYKT, KOHTO:

a) € IpeJHa3HayeH 3a JAMArHOCTHKa, MPOQHMIAKTHKA WIM JICYEHHWE Ha KUBOTO3AaCTpalllaBalld
0OJIECTH WJIM MTPOTPECUBHO MPOTHUYAIIM XPOHUYHHU 3a00JIsIBAaHUSA, KOUTO 3acsAraT He moBedye oT 5 Ha 10 000
4JOBEKa Ha TEPUTOPUATA HA CTpaHaTa, WIH

0) e mpeAHa3HAuU€H 3a TUArHOCTHKA, MPOoQUIAKTHKA WIHM JIEYeHHE Ha YKUBOTO3acTpalllaBallu
00JIeCTH M Ha CEpUO3HO YBPEXKJAIIM 3/APAaBETO XPOHUYHM CBHCTOSHUS (3a00JIIBaHUS C BHCOK [sUI Ha
00JIeCTHOCBBp3aHaTa HEPAOOTOCIIOCOOHOCT M HWHBAIMIHOCT) M Cca NPUIIOKEHU JOKa3aTelCTBA, uYe
npojaxbata Ha TPOJYKTa HE OCUTYpsABa 3aJOBOJIMTENIHA BB3BPBLIAEMOCT, KOSTO Ja OIpaBjae
HEOOXO/IMMUTE MHBECTUIIMM 32 HAYYHOM3CIICJOBATEIICKa W pa3BOifHa NeHHOCT, 0e3 1a MMa CTHMYIH 3a
ch3AaTess Ha MPOAYKTa, U

B) KOrato HsAMa 3aJI0OBOJIMTENIEH METOJ 3a JUarHoCTHKa, MPO(QWIAKTHKAa WM JICYEHHEe Ha
CbOTBETHOTO CHCTOSIHUE, UJIM aKO MMa TaKbB METOJ, MPEAJIOKEHHUAT JIEKAPCTBEH MPOJYKT UMa 3HAUUTEIHO
[I0BEYE MIPEIUMCTBA OT HETO U 10132 3@ 3aCETHATUTE OT TOBA ChCTOSHHUE.

30. "JlekapctBeHna (opma" e moaXojsdlIa 3a MPUEMaHe CTPYKTypa, ChbIbpKalla aKTUBHOTO
BEIIECTBO (BEIIECTBA), KOSITO MOKE Ja BKJIIOUBA WJIM Jla HE BKJIIOYBA MOMOIIHHU BEIIECTBA, MOTyYeHa Ype3
npujiaraHe Ha ONpeAesieHH TEXHOJIOTUYHU OTepalii, OCUTYpsIBaIla KeJlaHus JieueOeH epeKT u cTaOUITHOCT
IIPU ChXpaHEHHUE B CPOKA HA TOJTHOCT.

31. (m3m. - /1B, 6p. 71 o1 2008 r., B crna ot 12.08.2008 r.) "JIune, yCTaHOBEHO Ha TEPUTOPUATA
Ha IbprKaBa WICHKA" € MpaBeH CyOeKT, peruCTpUpaH MO IPaskJaHCKOTO UM ThPrOBCKOTO 3aKOHOAATEJICTBO



Ha JIbpKaBa WICHKA WM CB3JaJEH [0 CHUjaTa HA HOPMATHUBEH aKT, KOMTO MMa CEJaluIle M aJpec Ha
yIpaBJICHUE B JbpKaBa WICHKA WM B JbpxkaBa - cTpaHa no CnopasymeHuero 3a EBpomneickoTo
HMKOHOMHUYECKO MIPOCTPAHCTBO.

32. "Maructpasina pernentypa’ € npeanucanue 3a JEKapCTBEH MPOIYKT, U3TOTBEH B alTeKa 1o
MpeanyucaHie Ha MEIWUUHCKU CIEHUANTNCT WIM MO yTBBbPACHA pelenTypa, MpeAHa3HaueH 3a OIpeleicH
MAIUECHT.

33. "MexayHapoJHO HEMaTEeHTHO HaWMEHOBaHHE" € TMPEnopb4aHOTO HAMMEHOBAHUE Ha
aKTUBHOTO BEIIECTBO, 0100peHo u myonukyBano ot C30.

34. "MeauuMHCKH CHEUUaUCTH" ca JIeKapH, JIEKapu 10 JACHTajHa MEIMIIMHA, MarucTbp-
dapmaileBTH, MEIUIMHCKUA CECTPH, AaKyIIepKd, METUIIMHCKU JabopaHTd, Qenamepn W MOMOIIHUK-
(dhapmarieBTH.

35. "MeaunuHCKU THPrOBCKH NpeACTaBUTEN" € JMile, MPEMHHANIO CIELUUaTIHO OOydYeHHE U
MIPUTEKABAIIO HAYYHH TTO3HAHMSI 33 TIPEJOCTABSIHE HA TOYHA U ITBJIHA WHPOPMAITUS OTHOCHO JICKAPCTBCHHUS
MPOAYKT, KOUTO pEKJIaMHpa.

35a. (noBa - /IB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) "MenuuuHcko mpenmnucanue" e
MpeANICaHUe Ha JICKAPCTBEH MPOAYKT WU HA MEIUIIMHCKO H3JIEIHNE, N31aJICHO OT JIUIE, KOETO YIPaXKHSIBA
perynupaHa MeIUIUHCKA MpodecHs o cMUChIa Ha § 1, T. 1 OT TOMBIHUTENTHUTE pa3nopenou Ha 3aKoHa 3a
MpU3HaBaHE Ha MPOPECHOHATHH KBATH(PHUKAIIMN M KOSTO MMa 3aKOHHOTO TIPaBo Ja MPaBy TOBA B JIbpiKaBara
YJIeHKa, B KOSITO C€ U3/]aBa MEIULIMHCKOTO MPeANrCaHue.

36. (ot™. - /1B, 6p. 84 ot 2018 1. (*))

36a. (noBa - J/IB, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r.) "MpexoBa u nHbOpMaIIMOHHA
CUTYpHOCT" € 3amuTaTta Ha WH(OpMaLUATa OT HEIPAaBOMEPEH WM CIy4YaeH JOCTHII, U3MOI3BaHE, MPAaBEHE
JIOCTOSIHME Ha TPETH JIUIIA, TPOMSHA WIIH YHHUIIIO)KaBaHe.

37. "HaumeHoBaHHMe Ha JIEKAPCTBEH MPOAYKT" € MMETO, MaJCHO Ha MPOIYKTa, KOETO MOXE Aa
obae:

a) cB000THO M30paHO UME (THPTOBCKO UME);

0) (u3m. - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) obuionpuero 3ae¢AHO C ThProBCKaTa
MapKa WM UMETO Ha MPUTEKATENs Ha pa3pelieHueTo 3a ynorpeoa;

B) (u3Mm. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Hay4HO MME 3a€IHO C ThProBCKaTa
MapKa WM UMETO Ha MPUTEXKATENs Ha pa3pelieHneTo 3a ynorpeoa.

37a. (HoBa - /IB, Op. 67 ot 2020 r.) "Hayunu noka3zaTencTBa" ca KOHKPETHU MEIUITMHCKH W/WITH
HAy4YHU JaHHH, TIOJYYEHHU OT M3BBHPIICHU KIMHUYHHA W3MUTBAHUS, W/WIIH TaHHU, JOKa3Bally 0€30MacHOCTTa
1 eUKaCHOCTTa Ha JIEKAPCTBEHUS MPOAYKT, KOUTO ca MyOJMKYBaHHM B Hay4YHU W3JaHUS, HALIMOHAIHU WIH
MEXIyHAPOIHH ITPOTOKOJIU 32 JICUSHUE WU JOKJIA/IM 32 OIICHKA Ha 3IPaBHUTE TEXHOJIOTHH.

38. "Hayuna nuteparypa" € myOnuKaius/myOnuKaly Ha pe3yiaTaTd OT HayYHH W3CJICIBAHUS B
CHelHaTu3upaHl MeKIYHAPOIHI HAYYHU U3JIaHUSI.

38a. (moBa - /IB, Op. 84 or 2018 r., B cuma ot 12.10.2018 r.) "HegocTur Ha nexapcTBEH
NPOAYKT" € HEAOCTUI'BT Ha JIEKApCTBEHW MPOAYKTH, BKIIOYeHH B [lO3UTHMBHHUSA JEKapCTBEH CIHCHK,
YCTaHOBEH 4pe3 Clieualn3ipaHaTa eJEeKTpOHHA CUCTEMA 0 peaa Ha wi. 2176.

39. "HoBO aKTUBHO BelIecTBO'" €:

a) XUMUYHO, OMOJIOTHYHO WU paguodapMalieBTUIHO BEIIECTBO, KOETO HE € OUII0 pa3pelieHo 3a
ynotpeba Kato JIeKapcTBEH NMPOoAyKT B EBponeiickus cbio3;

0) u3omMep, CMEC OT U30MEPH, KOMILIEKC WM IEPUBAT, UM COJl HA XUMUYHO BELIECTBO, KOETO €
Ouno paspemeHo 3a ymorpeba KaTto JIEKapcTBEH MPOAYKT B EBpomelckusi chio3, HO Ce pas3indaBa Mo
OTHOIIIEHHE Ha 0€30MacHOCTTa U e(PUKACHOCTTA CH OT MPEAUIIHO Pa3pelIeHo BELIECTRO;

B) OMOJIOTMYHO BEIIECTBO, KOETO € OWMIIO pa3pelieHo 3a yrnoTpeda KaTo JEKapCTBEH MPOIYKT B
EBporeiickus cpi03, HO € ¢ pa3jnyHa MOJIEKYyJHAa CTPYKTypa, C pa3iIdyeH MPOU3XOJ MO0 OTHOIICHHE Ha



M3XOJIHUS MaTepUail Uiy € MOJIy4EeHO Ype3 Pa3IMUEH POU3BOICTBEH IIPOLIEC;

r) paguodapMaleBTUYHO BEIIECTBO, YNUTO PATUOHYKIUAN WM MOJIEKYJIHU BPB3KU (CHOTBETHO
JIMTaH/I1), KOUTO He ca OMJIM pa3pelleHn KaTo JeKapCTBeH NPOoAyKT B EBpomneiickust chio3, NI MEXaHU3MbT
3a CBbP3BaHE B JBOMKA Ha MOJIEKYJIMTE U PaJUOHYKIUAUTE HE € Ouil paspeleH B EBponeiickus chro3.

40. (u3m. - JIB, Op. 84 ot 2018 r. (*)) "Hexxenano croutHe" € Besika HEOIAronpusaTHA MPOMSHA
B 3/IpaBHOTO CHCTOSIHUE, HAOIO/IaBaHa NpU MpHJaraHe Ha JIGKAPCTBEH MPOIYKT HA TMALMEHT, KOATO HE €
HEMPEMEHHO MPUYNHHO CBBbpP3aHa C TOBA JICUCHHUE.

41. (m3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1., u3m. - [IB, Op. 84 ot 2018 r. (*))
"Hexxenana JiekapcTBeHa peakiusa' € BCEKH HEXKEJIaH W HENPEABUIIEH OTTOBOP KbM JIEKAPCTBEH MPOIYKT.
BunoBere HexenaHu JeKapCTBEHH PEAKIIUU Ca:

a) (m3Mm. - /1B, Op. 84 ot 2018 1. (*)) "HeouakBaHa" - HeXenaHa JIEKAPCTBEHA PEAKIIMs, KOSTO HE
€ IMOocoYeHa B KpaTKaTa XapaKTepUCTHKAa Ha NPOAYKTa HIIM UYHUHUTO XapakTep, TEXKECT WM H3XOJ He
OTroBapsAT Ha IOCOYEHUTE B KpaTKaTa XapaKTepUCTUKA Ha IPOAYKTa;

0) "mogo3upana" - HeXKellaHa JIEKapCTBEHA PEaKIUs, 3a KOSITO ChOOIIUTENSAT WIIN MPUTEKATEIST
Ha pa3peleHneTo 3a yrnorpeda mpeamnoiara, 4e iMa Bb3MOXKHA IPUYMHHO-CIIE/ICTBEHA BPB3Ka C IPUEMaHHS
JIEKapCTBEH MPOJIYKT;

B) "cepro3Ha" - BCeKH HeOiaromnpusTeH e(peKkT BbpXY 3[paBHOTO ChCTOSIHHE, KONTO € craHai
IIPUYMHA 3a CMBPTEH M3XOJ, HEMOCPEICTBEHAa ONACHOCT 3a YXKUBOTA, XOCHMTAJIU3aLUs WU yAbDKaBaHE
CpOKa Ha XOCHHUTANU3alWsl, 3HAUYUTEITHN WU TPAaHU YBpEXKIaHUs, MHBAIUIU3ALMS U BPOJACHH aHOMAIINH;

') KOMOWHAIMK MEXTy peakuuu o Oyksu "a", "6" u "B".

42. "O6momnpuero ume" € MeXIyHAPOIHOTO HEMATCHTHO HAMMEHOBAHHUE Ha JICKAPCTBEHOTO WUJTH
nomoutHoto BemecTBo (INN), npenopbuano ot C30; ako HAMa TakoBa, ce U3M0aI3Ba uMeTo B EBponelickara
¢dapmakornes, ako U TaM JIMICBA - APyro (apmMakoneiHO uMe; Koraro HsMa (apmakoneiiHo ume, ce
U3M0JI3Ba OOMYAIHOTO MPUETO HME.

42a. (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OcHOBHa JAOKyMEHTalMs Ha
cUCTeMara 3a Mpoclie[siBaHe Ha JieKapcTBeHaTa Oe3omacHOCT" € MOApOOHO ONHCaHWEe Ha CUCTeMara 3a
npocliesiBaHe Ha JIeKapcTBEHaTa 0e30MacHOCT, U3IMOJI3BaHa OT MPUTEXKATENd HA pa3pelleHue 3a ynorpeda
10 OTHOIIEHHNE Ha €NH WUJIH IOBeYe pa3pelleHu 3a ynoTpeda JIeKapCTBEHU MPOAYKTH.

426. (noBa - 1B, 6p. 48 ot 2015 r.) "OneHka Ha 31paBHUTE TEXHOIOTUN" €:

a) ¢popMa Ha MMOJIUTUKA B 00JacTTa Ha HAyYHUTE U3CIEABAHMS, KOSITO IPOyYBa KPAaTKOCPOUHUTE
U ABITOCPOYHHUTE PE3yNTaTH, CBbpP3aHU C NpUJIAraHeTO Ha 3JIpaBHUTE TEXHOJOTWUH, M HMMa 3a Lel Ja
npenocTaBy HH(GOpPMAIMI OTHOCHO aJTEPHATUBHUTE 3/IPaBHU CTPATETHH;

0) MyAITHIMCUUIUIMHApHA JEWHOCT, KOSITO CHCTEMaTHYHO OICHSBA TEXHUYECKHUTE
XapaKTepUCTUKH, O€30MacHOCTTa, KIMHUYHATA €(PUKACHOCT U €(EKTUBHOCT, Pa3XOIUTE, CTOMHOCTHATA
€(EeKTUBHOCT, OpraHU3alMOHHUTE, COLUAIHUTE, MPAaBHUTE U E€TUYHUTE IOCIEIUIM OT MNpUaraHeTo Ha
JIeKapCTBEHU MPOAYKTH B 3/paBeona3BaHeTOo M ce€ (oKycupa BbpPXYy CTOWHOCTTAa - KIMHUYHA U
MKOHOMMYECKA, KaTO aHAJIU3bT € CPABHUTEJIEH CIIPSAMO ChIIECTBYBAlllaTa WM Hail-moOpara KbM MOMEHTa
alTepHaTHUBA.

42B. (HoBa - JIB, Op. 67 ot 2020 r.) "Odunuanna madopaTopusi 3a KOHTpon" € JadopaTopus,
KOSITO U3BBpIIBa J1a0OpAaTOPHU H3MHUTBAHMSI HA JIEKAPCTBEHM NPOAYKTH OT HMMETO Ha KOMIIETEHTHHTE
peryiaTopHd OpraHd B M3IBJIHEHHE HAa CHOTBETHM HAIMOHAJIHU M3HCKBAaHMA W € HE3aBUCHUMa OT
MIPOM3BOIUTENINTE U MPUTEKATEIUTE HA pa3pelieHHs 3a ynoTpeda Ha JIEKapCTBEHU MPOAYKTH.

43, "l[laptupa" € oONpenesieHOTO KOJIUMYECTBO OT JIEKApCTBOTO, MPOU3BEACHO CBhIVIACHO
YCTaHOBEHA BB3IPOU3BOJUMA TEXHOJOTMYHA CXEMa, OCUTYypsBalla HEOOXOIUMUS MAPTHUAEH XOMOIE€HUTET
10 OTHOLIEHHE HAa U3UCKBAHUTE KOHTPOIHU [TOKA3aTENH.

43a. (noBa - /IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) "[1nan 3a ynpasieHue Ha pucka'" e
oipoOHO OMHMCAHME HA CHUCTEMaTa 3a yIpaBjeHHe Ha PHUCKa.



44. "TlonapprkaHe HA pa3pelICHUETO 3a YMoTpeda Ha JEKApCTBEH MPOAYKT'" BKIIOYBA BCUUKH
HEOoOXOIUMHU JEHHOCTH C Orje]l MOAJbp)KaHE Ha aKTyaJleH PErHCTPAallMOHEH CTaTyC Ha JIeKapCTBEHHUS
MPOAYKT, BKJIIFOUUTEIHO U MIPOCIIE/SIBAHETO HA JIEKapCTBEHATa O€30M1acHOCT.

44a. (moma - JIB, Op. 48 ot 2015 r.) "[logappxane Ha peuMOypceH cTaTyc" € OIleHKa Ha
JIEKapCTBeH MPOAYKT BB3 OCHOBAa Ha JOKa3aTelNcTBa 3a e(UKACHOCT, TepaneBTUYHA e(EeKTUBHOCT,
0€30IMacHOCT 1 aHAJIN3 Ha (hapMaKO-UKOHOMHYECKH MTOKA3aTeH.

45. "lTon3a" e MoNoKUTEIEH Pe3yITaT/TepaneBTHYHa €(PUKACHOCT Ha JICKAPCTBEHUS MPOAYKT 3a
OTAENHUS MAllUeHT, TPyIa OT NallMeHTH WK 3a 001mecTBoTo. KonmuecTBeHaTta olieHKa Ha O4YakBaHaTa 1oJiza
BKJIIOUBA MPUOIM3UTEIHO U3UHCIICHUE Ha BEPOSITHOCTTA 3a TO3MU MOJOKUTENIEH Pe3yJITar.

46. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "[TomormHO BemecTBO" € BCsKa
ChCTaBKa Ha JIEKAPCTBEH MPOAYKT, pa3IndHa OT aKTUBHOTO BEIIECTBO U OMAKOBBHUHUS MaTepHall.

47. "IlocTMapKkeTHHTOBO Mpoy4BaHe" € BCAKO MpOyuYBaHE, MPOBEXKIAHO MpU YHmoTpeda Ha
JICKapCTBEHHS MPOIYKT B paMKUTE Ha OA0OpeHaTa KpaTKa XapaKTepUCTHKa Ha MPOAYKTa B MEPUONA CIET
paszpeiaBase 3a ynorpeoa.

47a. (voBa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "[locpennudectBo B obiacTra Ha
JICKapCTBEHHUTE MPOAYKTH" ca BCUYKH JEHHOCTH, KOUTO MMAT 3a IeJI CKIIOYBAHE Ha JOTOBOP 3a MOKYIKa
WIN Tpojax0a Ha JIGKApCTBEHU NMPOJYKTH, ¢ U3KIIOYEHHUE Ha THProBHATAa HA €1pO, KOUTO HE BKIIIOYBAT
¢bu3nvecKko IbpKaHe M KOUTO CEe M3pa3siBaT B JOTOBapsHE HE3aBHCHMO U OT MMETO Ha JIPYro IOPUAMYECKO
WK (pU3NYECKO JHIIE.

48. (m3m. - /1B, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) "[TocTMapKeTHHIOBO MPOYYBAHE 32
6e3omacHOCT" € BCSIKO POYyUYBaHe, CBbP3aHO C Pa3pelleH 3a yrnoTpeda JIeKapCTBEH MPOIYKT, IPOBEKIAHO C
Hesl Ja ce WAGHTHUQHUIMpA, XapaKTepu3upa WM ONpeAeid CTeleHTa Ha pHcKa [0 OTHOIIEHHE Ha
0€3011acHOCTTa, J1a c€ MOTBBPAU NPOPMIBT Ha OE€30MAaCHOCT Ha JEKAapCTBEHUS MPOAYKT WIH J1a C€ IPELEeHU
e(hEeKTUBHOCTTA HAa MEPKHTE 3a yIpaBIeHUE HA PUCKA.

49. "lloTeHnnaneH cepuo3eH PUCK 3a 37PaBETO Ha HACEICHUETO'" CHIIECTBYBA, KOTATO € HAJHUIIE
BHUCOKa CTEMEeH Ha BEPOSITHOCT YIOTpedara Ha JEKapCTBEH MPOJAYKT Ja Mpeau3BUKa HEOTCTPAHHMH,
HETMONpPaBUMU W HEOOpaTUMH HETraTHMBHM mocieAcTBUs. [IpomechT Ha oOleHsBaHE WACHTUGHUIMPA
OTIaCHOCTTA OT NMPUYUHIBAHE HA BPEH 32 3[PAaBETO HAa HACEIIEHUETO M JICHCTBUTEIIHOTO M €KCIIOHUPAHE MTPH
HIMpoKaTta ynorpeda Ha npoaykra. Cepuo3HHUAT PUCK 3a 3[[paBETO B KOHTEKCTa Ha ynoTpeda Ha ompezesieH
JIEKapCTBEH MPOAYKT MOXe J1a ObJIe MPEIICHEH TPH CISIHUTE YCIOBHS:

a) edUKaCHOCT - JIaHHUTE, MPEJCTaBeHH 3a TeparneBTHYHATa €(UKACHOCT MO OTHOIIEHUE Ha
NPE/UIOKEHOTO  TMOKa3aHHWE/TIOKa3aHMsl, Ha TMpeIjIoKeHaTa [eJleBa Tpyna/Tpynyd TalueHTH W Ha
MpeyIoKeHaTa J03UPOBKa, MOCOYEHH B IMPOEKTa Ha JINCTOBKATa 3a MAllMeHTa, HE 3allliTaBaT HAay4yHO B
I'bJIHA CTEIICH MPETEHIIMUTE 3a e(hUKACHOCT;

0) 6e30MmacHOCT - OIlEHKaTa Ha JIaHHUTE OT MPEAKIMHUYHATa TOKCHYHOCT/(papMaKoIOruyHaTa
0€30macHOCT M KJIMHUYHA O€30MacHOCT HE MOXE Ja 3allUTH YOeIUTETHO 3aKII0OYEHHETO, Y€ BCUYKH
MOTEHIMATHA CTPaHU 3a OE30MacHOCT MO0 OTHOUICHWE Ha IeJieBaTa TPpyNa/TPyNu MAlMEeHTH ca TOYHO H
M3UYepraTesHo OTPa3eHH B MpeIoKeHaTa JIMCTOBKA 3a MallMeHTa WM a0CONIOTHATa CTENEH Ha PUCK €
HETPUEMIINBA;

B) Ka4eCTBO - MPEAJIOKEHUAT HAUMH Ha MPOU3BOJACTBO M KOHTPOJHUTE METOAM HE Morar Ja
rapaHTUpaTr JIMICAa Ha ChHIIECTBEH JAe(EeKT B KAaueCTBOTO Ha MPOJYKTa, KOMTO MOXE Ja ce OTpa3u Ha
0e30macHOCTTa U/Win e(PUKACHOCTTa Ha MPOAYKTA;

I') ChOTHOIICHHUE MOJI33a/pPUCK - OLIEHKAaTa Ha CHOTHOIIEHUETO MOJ3a/pPUCK € HeOIarompusTHa,
NpeBU XapakTepa Ha WACHTUQUIMPAHHUS PUCK/PUCKOBE M Ha TMOTEHIMAIHATA I0JI3a 33 MPEII0KEHOTO
MOKa3aHWe/TI0OKa3aHus U 1ieJieBaTa Ipyna/Tpynu NalueHTH.

50. "IlpeacraBuren Ha JMLETO MO wi. 26, an. | WIM Ha MPUTEXKATEN Ha paspelleHue 3a
ynotpeba" e nuie, yCTaHOBEHO Ha TepuTopusTa Ha PermyOnuka briarapus, onpeaesneHo ot JIMLETO 1o 4. 26,



asl. 1 wim oT mpuTekarTeNs Ha pa3pelieHreTo 3a yrnorpeda ja ro npeacTaBisiBa Mpel PeryJaTopHUTe OpraHu
Ha TepuTopusTa Ha PeryOnuka brarapusi.

51. "IlpuemsiiBo HMBO Ha Oe30macHOCT" € HajHIle, KOraTo MPEICTaBEHUTE JaHHHU ce MpHeMaT
IIPU CTAaTUCTUYECKH JIOCTOBEpHA O€30M1aCHOCT CIIOPE] KIMHUYHU U3MUTBAHUS, IPOBEJICHU B ChOTBETCTBUE C
JloGpata KTUHUYHA TPAKTHKA.

52. "IIpon3BOACTBO HA JIEKAPCTBEH MPOAYKT" ca BCUUYKU OIEpalii, CBbP3aHU C Ha0aBSHETO HA
MaTepuagnTe, TIXHOTO O00pabOTBaHE TMpU MPOU3BOJACTBEHHUS TMPOIEC, BKIIOYUTEITHO OINAaKOBaHE H
eTUKETUPaHEe, KauyeCTBEHUAT KOHTPOJI, OCBOOOKAABAHETO Ha MAapTHAATa, ChbXpPAaHEHUE, EKCIeIupaHe H
CBBP3AHUAT C TE3U OIEepaIi KOHTPOJI.

53. (m3m. - 1B, Op. 84 ot 2018 r. (*)) "[IpoTOKON HA KIMHUYHO M3MUTBaHE" € MPOTOKOJ IO
CMHCBHJIA Ha wi. 2, naparpad 2, Touka 22 ot Pernament (EC) Ne 536/2014.

54. "lIlyckane Ha maszapa" € pa3lpOCTPAaHEHHETO Ha JIEKAPCTBEHUS NPOAYKT B ThpProBcKaTa
Mpexa Ha TepuTopusaTa Ha PemyOnmuka bbiarapus W3BBH IUPEKTHHS KOHTPOJ HA MpHUTEXATeNs Ha
paspelieHreTo 3a ynorpeoa.

55. "IlbpBuuHa oOmnakoBKa" € OMNakOBKaTa, KOSITO BJIM3a B HEMOCPEACTBEH KOHTAKT C
JIEKapCTBEHUSI IPOTYKT.

56. "PannodapmaneBTuk" € JeKkapcTBEH NMPOIYKT, KOMTO, KOraTo € roTOB 3a yHnoTpeda, ChIbpika
€IUH WM [10BeY€e PaJMOHYKINIH (paMOaKTUBHU U30TOIN ), BKIFOUEHU C MEIULIMHCKA LIEI.

57. "PamuoHykiauaeH TeHepaTtop" € BCSKa CHCTEMa, KOSTO BKIIOYBA (DUKCHpPAH MaTepeH
PaaMOHYKIINJ, OT KOWTO C€ MojJy4yaBa ABLIEPEH PaAUOHYKINJ, KOHTO ce OTHENs 4pe3 eayupaHe WIN 4Ype3
JpyTU METOJIU U CE M3MO3Ba B paiuoapMalieBTUK.

58. "PaguonyxinaeH npekypcop' € BCEKM IpYr paJuOHYKJINI, IPOU3BENEH 3a PaJlOaKTUBHO
MapKUpaHe Ha JIPYro BELECTBO HEIOCPEICTBEHO MPEIU BbBEXK/IaHETO My B OPraHM3Ma Ha NallleHTa.

59. "PactuteneH JE€KapCTBEH MpPOAYKT' € JIEKapCTBEH MPOAYKT, KOWTO ChAbpXKA KaTo
JIEKapCTBEHM BEIIECTBA €IHO WJIM IIOBEYE PACTUTENIHUM BELIECTBA, WJIW €IUH WIM [OBEYE DPACTUTEIHU
npenapaTH, Wi €HO UM MOBeYe PaCTUTEIHH BEIIeCTBA B KOMOMHALIUA C €IMH WM TOBEYE PACTUTEIHU
IpenapaTH.

60. "PactuTenHu BemiecTBa" ca OCHOBHO PAaCTEHUS WIIM YaCcTH OT PACTeHHSs, BOJAOPACIH, T'hOH,
JIMILEHN, KOUTO ca LeJY, HAuyleH! WIK Haps3aHU, U Ce U3IO0JI3BaT B HEOOPaOOTEHO ChCTOSIHUE, OOMKHOBEHO
B U3CYIICH BUJ, HO TIOHSAKOTA M MpecHu. HAKom ekcymaTi, KOUTO HE ca OWIIM TOJIOKEHH Ha crieruduaHa
00paboTKa, CHILIO C€ OTHACIT KbM PAaCTUTEITHHUTE BellecTBa. PacTurenHurte BemecTBa TpsiOBa Jja ca ¢ TOYHO
orpeniesieH0 OOTaHWYEeCKO HAayYHO HAMMEHOBAaHME HA PACTEHHATA, OT KOHWTO MPOU3X0XKIAT, CHIIIACHO
OMHOMHMHAJIHATA cucTeMa (poJi, BUJl, BAPUETET U aBTOP).

61. "Pacturenen npenapatr" € npoAyKThT, KOUTO c€ IMOIydaBa Cl€J €KCTpaKLus, AECTUIIALMS,
U3CTHUCKBaHe, (pPAaKIMOHUpaHe, NPEYUCTBaHE, KOHILIEHTpalus Wik (epMeHTalus Ha pPACTUTEIHOTO
BeIlIeCcTBO. PacTUTeNHUAT npenapaTr Moke /1a Obe ChIIO CTPUTH MM pa3lpalleHd pacTUTEIHU BEIlecTBa,
TUHKTYPH, EKCTPAKTH, €TEPUIHH Maciia, IpepaboTeHN paCTUTEIHNA TEUHOCTH/COKOBE.

62. "Penku 3abonsBanms" ca 3a00JsABaHMATA, KOUTO C€ XapaKTepU3HpAT C 4YECTOTa Ha
pasnpocTpaHeHue He mo-Bucoka ot 5 Ha 10 000 qymiu oT HaceJIeHHUETO.

63. "Pedepenten nexkapcTBEH MPOAYKT" € JIKapCTBEH MPOAYKT, Pa3pelieH Mo peaa Ha wi. 23 B
CBhOTBETCTBUE C U3UCKBAaHUATA HA 4Il. 27.

64. (u3m. - JIB, Op. 67 ot 2020 r.) "PedepentHa cToiiHOCT 3a AepHrHMpaHa JHEBHA 032" € Hall-
HUCKaTa CTOMHOCT 3a AepuHHpaHa THEBHA [103a, OmpejesieHa Ha 0a3ara Ha CTOMHOCTHUTE 3a JedUHUpaHA
JTHEBHA J103a Ha JIEKapCTBEHUTE MPOIYKTH MO MEXYHAPOIHO HEMATEHTHO HAUMEHOBAHHUE ChC ChOTBETHATA
nekapcTBeHa opma.

65. "PecepeHTHa CTOHHOCT Ha TepaneBTHUEH Kypc" € Hali-HUCKaTa CTOMHOCT Ha TepaneBTHYCH
Kypc, olpezaeneHa Ha 0a3a CTOMHOCTUTE Ha TepameBTUYEH Kypc Ha JIeKapcTBaTa IO MEXKAYHapOIHO



HEMaTeHTHO HAMMEHOBAaHUE ChC ChOTBETHATA JIEKapCTBEHA (opma.

66. "Puck npu ynorpebara Ha J€KapCTBEH MPOAYKT" €:

a) PUCK 3a 3]paBeTO Ha MalMeHTa WIM PHUCK 3a 37paBETO Ha HACEJIEHUETO, KOWTO € CBBP3aH C
KayecTBOTO, 0€30I1aCHOCTTA WM €(pUKACHOCTTA Ha JIEKAPCTBEH MPOIYKT;

0) pHUCK OT HeXXeNaHU e(PeKTH BbPXY OKOJHATa cpeja.

67. "Cepno3Ho HexenaHo cbOuTue" € Besgka HeOIaronprsTHa IpOMsiHA B 3/[paBHOTO ChCTOSTHUE,
KOSITO € CTaHaja MPUYMHA 32 CMBPTEH M3XO0J, HEIIOCPEICTBEHA ONACHOCT 3a KMBOTA, XOCTIUTAIN3ALUS UIH
yABIDKaBaHE Ha CPOKa Ha XOCHUTANU3AIMs, 3HAYUTEIHM WIM TPalHU YBPEKIaHUS, WHBATUAU3ALUSA U
BPOJICHU aHOMAJINU.

68. "Ceprudukar 3a O0cBOOOXKIaBaHe Ha MapTuaa" € JOKYMEHT, KOHWTO ce u3JaBa OT
KBAJTM(HUIIMPAHOTO JIMIIE HA MPOW3BOJAWTENS WM HAa BHOCHUTENS 3a BCAKAa OTAETHA MapTHAA U BKIIOYBA
U3UCKBAaHUATA B CHOTBETCTBUE ChC CHELU(UKALUATA, KAKTO M BCHUKH PE3YJITAaTH OT M3IMUTBAHMATA 3a
0CBOOOXKaBaHETO HA MAPTHIATA.

69. "Ceprudukar 3a TONBJIHATENHA 3aKpuia" € TOKYMEHT, KOMTO MpeIoCTaBs JOMbIHUTEIIHA
NaTeHTHA 3aKpHJa Ha JICKApPCTBEHHS MPOIYKT HA-MHOTO 5 TOJUHM ClIe/ AaTaTa Ha U3THYAHE HA OCHOBHMSA
MaTeHT.

69a. (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cuctema 3a ymnpaBiieHHE Ha
pucka" e cucTeMa OT MEpKHU U JEHHOCTH 3a MPOCIeIsIBaHe Ha JIEKapCTBeHaTa OE€30MaCHOCT, MpeIHa3HAYeHU
3a WAEHTU(QHUIMpaHE, XapaKTepu3UpaHe, MPEJOTBpATABAaHE WJIM CBEXJaHE 0 MUHUMYM Ha PHCKOBETE,
CBBP3aHU C JICKAPCTBEH MPOAYKT, BKIIFOUUTEIHO OLICHKA Ha €(PEKTUBHOCTTA HA TE3U JAEHHOCTH U MEPKH.

696. (noBa - /IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) "Cucrtema 3a npociesBaHe Ha
JeKapcTBeHaTa 0e30MacHOCT" € CHCTeMa, M3IOJI3BaHa OT MPUTEXKATeNs Ha pas3pelleHue 3a yrnorpeda u oT
NAJI 3a u3nbjiHEHUE Ha 33Ja4uTe U OTTOBOPHOCTHUTE IO IjaBa OCMa, NpeJHa3HAaueHa 3a OCHILECTBSIBAHE
HaOmroieHne Ha 0e30MacHOCTTa Ha pa3pellleHUTe 3a ynoTpeda JeKapCTBEHM MPOAYKTH M 3a OTKPUBAaHE Ha
BCSIKA IPOMSIHA B CHOTHOIICHUETO TT0JI3a/PUCK.

698. (HoBa - /IB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) "CucreMHo" e HapylIeHUETO,
M3BBPIICHO TPH WJIM MOBEYE IBTH B €IHOTOJHILIEH CPOK OT BIM3AaHETO B CHJa HAa MBPBOTO HAKa3aTEIHO
MIOCTaHOBJIEHHE, C KOETO Ha HApYLIUTENs CE Hajlara HaKa3aHHe 3a ChIIOTO [0 BUJ HapyLICHHE.

70. "CriemiHy OrpaHUYMUTEIHA MEPKH 3a 6e30nacHOCT" ca BpeMEHHU NPOMEHH B UHPOpMaLusaTa
3a MPOJAyKTa 10 OTHOUICHWE Ha €JHa WM IOBeYe YacTH OT KpaTKaTa XapaKTEepPHUCTHKA Ha MPOAYKTa,
NOKa3aHMs, HAaYMH Ha MPUIOKEHHUE, MPOTUBONOKA3aHUS U MPEIyNpeKIeHUs, KOUTO ca pe3yaTaT OT HOBa
uHpopManus, cBbp3aHa ¢ 6e3onacHaTa ynorpeda Ha JIeKapCTBEHUS MPOIYKT.

71. "CnoHTanHO choOIIEeHHe" € JOOPOBOTHO M3IMPATEHO CHOOIICHHUE 3a T0I03UpaHa HEXETaHa
peakius mpu ynorpebara Ha JIEKapCTBEH MPOJYKT JI0 MPHUTEXATeNsl Ha pa3pelieHueTo 3a ymorpeda, 110
OpTaHu 3a HaJ30p BBPXY JICKAPCTBEHUTE MPOIYKTH WM JIO APYTH OPTaHU3AIMH, KOETO HE MPOU3JIH3a OT
NpoyYBaHe WIK JApyra OpraHu3MpaHa CUCTeMa 3a chOMpaHe Ha MH(OpMaIHsL.

72. "Cpok Ha TOAHOCT Ha JIEKapCTBEH NPOAYKT' € HMHTEpBAIBT OT BpPEME, B KOMTO, aKo ce
CbXpaHsiBa MpH MPEIINUCAHUTE YCIOBMS, JIEKAPCTBEHUAT MPOAYKT OTroBaps Ha M3HCKBaHMUATA Ha
cennuKanuaTa, pa3padoTeHa Bb3 OCHOBAa Ha M3CJIEIBAaHHUS 3a CTAaOWJIIHOCT HA HSIKOJIKO HapTHUAU OT
rorosara (opma.

73. (m3m. - JIB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) "ChoTBeTcTBaIl] JEKAPCTBEH
MPOAYKT Ha PACTUTEICH JIEKAPCTBEH NPOAYKT' € MPOJYKT, KOWTO CHIBpXKA €IHH W CHIIM aKTHBHH
BEIIIECTBA, HE3aBHCUMO OT ChCTaBa Ha IOMOIIHHUTE BELIECTBA, NPEJHA3HAYEH € 3a €JHa U Chllla LEl, C
€KBHUBAJICHTHO KOJIMYECTBO HA JIEKAPCTBEHOTO BEIECTBO/BEIIECTBA, U C €IHA M ChIIA JTO3UPOBKA, U CHC
CBLIMS WM IOJJ00EH ITbT HA BbBEXKAAHE KAaTO IPOIYKTa, 32 KOMTO € I0Jja/leHO 3asiBICHHUE.

74. "CpoOiieHne 3a HexenaHa JeKapcTBeHa peakuus" € TOKyMeHTHpaHa MHpOopManus 3a egHa
WIM TIOBEYE IMOJI03MPaHK HEKeJaHW peaKlMH, CBbpP3aHU C ynoTpedara Ha €IMH WM IOBeue JIEKapCTBEHU



MPOAYKTH OT €JWH IMAalMeHT. 3a 3aYUTaHe Ha BAJIUIAHOCTTA HA CHOOIICHHETO 3a HEXellaHa JICKapCTBEHA
peakmus ca HeOOXOAMMH MUHUMYM JIJaHHU 32 UACHTHU(HUIIMPaHE HA ChOOIUTENS (MHUIIMATN I aipec, UiIn
npodecus/CrenuanHoCcT), Ha ManueHTa (MHUIMAIM WM BB3pacT, WIM JaTa Ha paxkIaHe, WM I0J), Ha
HEe)XeaHaTa peakius/ChOuTHE U Ha MOJ03UPaHUs JICKaPCTBEH MPOIYKT.

75. (m3m. - JIB, 6p. 84 ot 2018 r. (*)) "CpiuecTBeHa mpoMsiHa B MPOTOKOJIA HA KIMHUYHOTO
M3NUTBaHE" € CBIIECTBEHA MPOMSIHA MO0 CMHUCHJA Ha wi. 2, maparpad 2, touka 13 ot Pernmament (EC) No
536/2014.

75a. (moBa - JIB, Op. 102 or 2012 r., B cuna ot 21.12.2012 r.) "CbIiecTBEHU MPOMEHU B
MIPOTOKOJIa HA HEMHTEPBEHI[MOHAJIHO MOCTMAPKETUHIOBO NpoyyBaHe" ca MPOMEHH, KOUTO MOBIUABAT Ha
Oe3omacHOCTTa, (hu3nuecKara Wi MCHUXUYecKaTa HEMPUKOCHOBEHOCT Ha MAIIMEHTUTE WM Ha Pe3ylTaTHUTe
OT MPOYYBAHETO U TAXHATA HHTEPIIPETAIIHSI.

76. (m3m. - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "Tpera nppxkaBa" e abpkaBa, KOSTO
HE € JIbpkKaBa - 4jieHKa Ha EBporneiickusi Chbi03, WIM HE € IbpkaBa - cTpaHa nmo Cropa3yMEeHHETO 3a
EBporneickoTo MKOHOMUYECKO MPOCTPAHCTBO.

77. "TwproBus Ha eaApo" ca BCUYKU JIEHHOCTU MO HpuaoOMBaHEe, ChXpaHsIBaHE, CHAOJsIBaHE,
BHOC WJIM U3HOC Ha JICKAPCTBEHU MPOIAYKTH, C U3KIIOUCHHE HA CIIyYaWTe Ha MPEIOCTaBsSHE HA JIEKAPCTBEHU
MPOIYKTHU JUPEKTHO HA HACEJICHHUETO.

78. (m3m. - 1B, 6p. 84 ot 2018 r. (*)) "YuacTHHUK" € y9aCTHUK 110 CMHCHJIA Ha WI. 2, maparpad
2, touka 17 ot Permament (EC) Ne 536/2014.

79. (ot™. - /1B, 6p. 84 ot 2018 1. (*))

80. "dapmakories" e COOpPHUK C YTBBPJCHHU cCHenu(HUKanui U ChHOTBETHH HW3WCKBAHHS BHB
Bpb3Ka C TMPOM3BOACTBOTO, M3MHUTBAHETO, CHXPAHIBAHETO M OOO3HAYABAHETO HA AaKTHUBHU BEIECTBA,
MTOMOIIIHA BEIIIECTBA, JICKAPCTBEHU (OPMH, MAaTEPHAIHM 32 ONMAKOBKHM M CHCTAaBHM YAacTH Ha JICKAPCTBEHUS
MPOIYKT.

81. "dapmakoneiiHa perenTtypa’ € MpearnucaHue 3a JeKapCTBEH MPOAYKT, U3TOTBEH B alTeKa 10
perientypa oT JeicTBaia apmakornes U MpeiHa3HayeH 3a NPeJOoCTaBIHEe Ha MAllMeHTUTE B ChIaTa anTeka.

8la. (moBa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., usm. - IB, 6p. 102 or 2012 1., B
cuna ot 02.01.2013 r.) "®danmudunmpan JeKapcTBEH NMPOAYKT" € BCEKH JICKAPCTBEH MPOIYKT, IPH KOWTO ca
MPEACTaBEHU HEBSIPHO:

a) HeroBara HWJEHTUYHOCT, BKJIIOYUTEIIHO AHHUTE BBPXY IbPBHUYHATA WU BTOpPUYHATA MY
OMaKOBKa, MMETO MYy WU ChIbPKAHHETO MO OTHOIIEHHWE Ha KOATO U Ja € OT HErOBUTE CHCTaBKH,
BKJTIOYMTEITHO TTOMOIIHUTE BEIIECTBA, U KOJUYECTBOTO HA aKTUBHOTO BEIIECTBO B J]030Ba CAMHUIIA;

0) HErOBUSAT U3TOYHHK, BKIIFOUUTEIHO MIPOU3BOIUTENSAT MY, Ibp’KaBara, B KOSITO € IPOU3BEJIEH,
IbpKaBaTa, B KOSATO € MyCHAT Ha Ma3apa, WIK MPUTEKATEIAT Ha pa3pelIeHUeTo My 3a yroTpeda, Uiu

B) XpOHOJIOTHSATA, BKIIFOUUTEITHO 3aITMCUTE U JOKYMEHTHUTE, CBbP3aHH C M3I0JI3BaHaTa BepUra Ha
JIOCTABKA.

He ce cmsra 3a dammudunmpan JTeKapcTBEH MPOAYKT TaKbB C HEMPEIHAMEPEHO JOMYCHATH
OTKJIOHEHHsI B Ka4eCTBOTO, KaKTO M JIEKapCTBEH MPOAYKT, KOWTO € MyCHAT Ha Maszapa B HapylIeHHE Ha
MpaBaTa Ha UHTEIIEKTyaIHaTa COOCTBEHOCT.

82. "XoMeoInaThuueH JICKapCTBEH MPOAYKT' € JIEKapCTBEH MPOIYKT, MPUTOTBEH OT BEIIECTBA,
HApUYaHU XOMEOMAaTHYeH W3TOYHHMK, CBHIJIACHO MPOU3BOJICTBEHUTE TMpoueaypu Ha EBpormelickara
(dhapmakories, a IpH JIMIICA HAa TAaKWBA - ChIVIACHO HAllMOHATHATa (papMaKornes: Ha JbpKaBa WICHKA.

83. "llena, m3umcineHa Ha 0a3a pedepeHTHa cToiiHOCT" e 1eHara, oOpa3yBaHa 3a BCEKH
JIEKapCTBEH MPOAYKT, BKJIOYeH B [l03UTHBHUS JIeKapCTBEH CIUCHK, M3UMCIEHA Ha 0a3a ompejeseHaTa
pedepenTHa CTOHHOCT 3a JeduHUpaHa JHEBHA 1032 WK TeparieBTUUYEH KypC.

84. (ot™m. - [IB, 6p. 84 ot 2018 1. (*))

85. "3moymorpeba ¢ JeKapCTBEHU MPOAYKTH' € IMOCTOSHHA WM C€MU30JUYHa TpeIHaMEepeHa



npeKoMepHa yrnorpeba Ha JeKapCTBEHH MPOAYKTH, MPUAPYKEHA C BPEIHH (PU3MUECKH UITH TICUXOJIOTUIECKH
edeKTH.

86. (moBa - J/IB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Kbppmauera" ca gema mox 12
Mecena.

87. (voBa - /IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Xpanu 3a KkppMaueTa" ca XpaHu,
NpeJHa3HaYeHH 3a crielu(rIHa XpaHUTelHa yrnorpeba oT KbpMadeTa B MEproJia Ha ITbPBUTE UM MECEIH,
KOUTO CaMHU ca JOCTaTh4YHMU Ja 3aJ0BOJIAT XPAaHUTEIHUTE HYXKAM Ha Te3W KbpMaueTa 10 MOMEHTa Ha
BBBEXAHE HA MOJIXOIIA JOIIBIHUTEIHA XPaHa.

88. (noBa - JIB, Op. 41 ot 2009 r., B cuia ot 02.06.2009 r.) "lIpexoanu xpaHu" ca XpaHH,
IpeJHa3HauYeHU 3a crenu(uyHa XpaHUTEIHA ynoTpeda OT KbpMauyeTa MpHU BBBEXKIAHETO Ha MOIXOAALIA
JOITBIHUTEIHA XpaHa U KOUTO MPEJICTaBIsIBaT OCHOBHATA T€YHA XpaHa OT IPOrPECUBHO YBEINYaBAIllOTO CE
pa3zHooOpas3ue Ha XpaHUTE MPU Te3U KbpMadeTa.

89. (noBa - /1B, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) "[Ipomsna tun A" e npomsHa ¢
MUHUMAJHO BB3JEHCTBUE WK 0€3 Bb3/IEHCTBUE BHPXY KAaueCTBOTO, O€30MacCHOCTTa WK €(UKACHOCTTA Ha
CbOTBETHUS JIEKAPCTBEH IPOAYKT.

90. (noBa - JIB, 6p. 12 or 2011 r., B cuna ot 08.02.2011 r.) "IIpomsna tun IB" e nmpomsna,
KosiTo He € HUTO Tull A, Huto mpomsHa tun II, HUTO pasmupsBaHe Ha oOXBaTa Ha pa3peLICHUETO 3a
ynotpeoa.

91. (noBa - /IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) "[Ipomsina tum I1" e mpomsiHa, KOSATO
HE ce sBABa pa3IIMpsBaHE Ha 00XBaTa Ha pa3pelICHHETO 3a yHnoTpeda M KOSTO MOXE Jla MMa ChIIECTBEHO
BB3JICHCTBUE BbPXY KaUECTBOTO, 0€30MaCHOCTTA WM €(pUKACHOCTTA HA ChOTBETHHSI JIEKAPCTBEH MPOTYKT.

92. (noBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "lenerupan akt" € akT M0 CMHUCHIA
Ha 4. 290 ot JloroBopa 3a pyHKIMOHUpPaHEeTO Ha EBpornelickus cbio3.

§ 2. HaumenoBanmero Ha MAJI ce m3nmcBa Ha jaTUHUIA, KakTo cienBa: "Bulgarian Drug
Agency".

§ 3. MuHHCTEPCKUAT CBHBET OMNpENeNs YCIOBHSITA M pela 3a HabaBsHE, ChbXpaHsSBaHE H
OOHOBsSIBAaHE Ha JIEKAPCTBEHHUTE NPOIYKTH, ChXpaHsBaHU OT JIbpxkaBHa areHius "JIbp>kaBeH pe3epB U
BOECHHOBPEMEHHH 3amnacu’.

§ 4. (Hom. - IB, ©p. 18 ot 2014 r.) To3u 3akoH BBBEXkAa pasmnopenoure Ha JupexTuBa
2001/83/EO na EBpomelickus napinameHT U CbBeTa 3a YTBbp)KJaBaHE Ha Kojekc Ha OOIIHOCTTa 3a
JIEKapCTBEHH IMPOAYKTH 3a XyMaHHa ynorpeba, mocimeano usMeHeHa c [upexktuBa 2004/27/EO nHa
EBponeiickus napnament u CbBera u Ha Jupexrusa 2012/26/EC na EBponeiickus napiament u Ha CpBeTa
ot 25 oxtomBpu 2012 r. 3a usmenenue Ha JupexktuBa 2001/83/EO mo oTHomeHne Ha (papMaKkoJoTHYHATA
onurennoct (OB, L 299/1 ot 27 oktomBpu 2012 1.).

§ 5. CpoxoBere 3a 3amMTa Ha JaHHUTE 32 peEpEeHTHH JIEKAPCTBEHU NMPOIYKTH CE Ipuiarat
chriacHo pasnopeadure Ha wi. 89 ot Permament (EO) Ne 726/2004 na EBponeiickus napiament u ChBera
u wi. 2 ot Aupextusa 2004/27/EO na EBponeiickus napiament u CbBera.

§ 5a. (Hos - /1B, 6p. 60 ot 2011 r., B cuma ot 30.09.2011 r.) (1) (U3m. - B, 6p. 102 oT 2012 1.,
B cuwia ot 01.04.2013 r., mm. - JIB, Op. 85 or 2017 r.) MuHHCTEPCTBOTO Ha 3/paBeOIa3BaHETO,
HarnmonanmHusT chBeT MO IEHU U peUMOypCUpaHe Ha JIEKAPCTBEHUTE MPOAYKTH, V3MbIHUTETHATA areHIIUS



[0 JIeKapcTBaTa M PETMOHAIHUTE 3JpaBHU HHCIEKLUU OCUTYPSIBAT BB3MOXHOCT 3a IPEAOCTaBSHE Ha
MH(pOpMalLKs U IPUEMaHE Ha 3asBJICHUS U JOKYMEHTH IO TO3U 3aKOH IO €JIEKTPOHEH I'bT NPH YCIOBUATA U
[0 peAa Ha 3aKkOHA 3a EJIEKTPOHHHUS JOKYMEHT U €JIEKTPOHHHUTE yIOCTOBEPUTENIHHU YCIYrd M 3aKOoHa 3a
€JIEKTPOHHOTO yIpaBJICHHE.

(2) IlpemocraBsHeTo Ha HHGQOpMAIMs M NPUEMAHETO HA 3asABICHUS U JOKYMEHTH IIO
€JIEKTPOHEH IIbT CE€ M3BBPIIBAT CIJI€J] OCUTYpPSIBAHE HA CHOTBETHUTE TEXHMUYECKH U OpPraHM3al[MOHHU
YCIIOBHSI, KAKTO U Ha CHOTBETHUTE MPOTPAMHU NMPOIYKTH.

§ 56. (HoB - IB, 6p. 67 ot 2020 r.) 3a HeypelAeHHTE C TO3U 3aKOH CIIy4au Ce MpHiarar
pasnopenouTe Ha AJIMUHUCTPATUBHOIIPOIECYATTHUS KOJICKC.

Ipexoanu u 3aKIIOYUTETHH pa3nopeaon

§ 6. 3aKOHBT 3a JIeKapcTBaTa U aNTeKUTe B XyMaHHaTa MeaunuHa (00H., [IB, Op. 36 ot 1995 1.;
op. 61 ot 1996 r. - Pemmenne Ne 10 na Korcturyuuonuus cba ot 1996 r.; u3m., 6p. 38 ot 1998 ., 6p. 30 ot
1999 r., 6p. 10 ot 2000 1., 6p. 37 0T 2000 T. - Pemenue Ne 3 Ha Koncruryunonnus cpz ot 2000 r.; u3Mm., Op.
59 ot 2000 r., Op. 78 ot 2000 r. - Pemenne Ne 7 Ha Koncturyunonnust cp ot 2000 r.; usm., Op. 41 ot 2001
r., 6p. 107 u 120 ot 2002 1.; momp., 6p. 2 ot 2003 r.; u3M., Op. 56, 71 1 112 ot 2003 1., 6p. 70 1 111 oT 2004
r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 T.) ce OTMEHS, C U3KITIOYCHIE HA
pasnopendara Ha wi. 10, ai. 2, KOSITO ce mpuiiara 3a CpoK J0 €IHa TOANHa OT JCHS Ha BIM3aHETO B CHJIa HA
TO3U 3aKOH.

§ 7. (1) Pa3zpemenusita 3a ynorpeda Ha JE€KapCTBEHU MPOAYKTH, U3/IaJICHU IO BIU3aHETO B CUJIA
Ha TO3M 3aKOH IO HAIMOHaJHa IMpoLEeaypa, KOWUTO ca pa3pelleHM W B Obp)KaBUTE UJIEHKU IO
[EHTpaTu3upanHa mpoleaypa, ce mpekparsanar, cautano ot 1 suyapu 2007 r.

(2) PazpemenusTa 3a ynorpeda Ha JE€KapCTBEHH MPOAYKTH, U3JaJCHU J0 BIM3AHETO B CHJIAa Ha
TO3W 3aKOH I10 HallMOHAIIHA MPOIIelypa, c€ MPUBEKIAT B CHOTBETCTBUE C U3UCKBAHHITA My KbM JaTaTa Ha
MTOTHOBSIBAHETO WM.

(3) Pazpemienusita 3a ynorpeba Ha JIEKApCTBEHU NPOAYKTH, KOMTO IoMajaaT B oOxBaTa Ha
Pernmament (EO) Ne 726/2004 na EBponeiickus nmapiameHT u ChbBeTa U ca pa3pelieHu 3a ynorpebda mo peaa
Ha OTMEHEHHS 3aKOH 3a JIEKapCcTBaTa M anTEeKUTE B XyMaHHATa MEIUIIMHA KaTO CBIECTBEHO MOJ00HU
MPOJYKTH, HO HE ca pa3pellieHu 3a ynorpeda B EBpomeiickus cbi03 MO HEHTpadu3upaHa Mpoleaypa, ce
MIPEKPATSBAT.

(4) JlexapcTBeHHTE MPOAYKTH, pa3pemieHH 3a ynorpedba B EBpomeiickus cbio3 10
LEHTpaIM3UpaHa Mpole1ypa, YMeTO HAIMOHAIHO pa3pelieHre 3a yrnorpeda e mpekpaTeHo no peaa Ha ai. 1,
Morar jga ObaaT MpojaBaHu Ha Teputopusta Ha PenyOnuka bbeiarapuss B OmakoBKM M C JIUCTOBKH B
CHOTBETCTBHUE C MPEKPATEHOTO HAIIMOHAIHO pa3pelieHne 3a yrnoTpeda, 3a CpoK He MO-AbIBr OT €HA TOJANHA
OT JlaTaTa Ha IPEKPATIBAHETO MY.

§ 8. (1) YTBBpACHUTE IPEIETHU 1IEHU U PETUCTPUPAHUTE IICHH 110 peia Ha OTMEHEHUs 3aKOH 3a
JeKapcTBaTa M aNTeKUTE B XyMaHHAaTa MEJUIIMHA HAa JIEKapCTBEHU MPOAYKTH, pa3pelleHu 3a yrnorpeda B
EBpornelickusg Ccbi03 MO ILEHTpaJM3MpaHa IpoLEaypa, YHMETO HALMOHAJIHO pa3pelleHue 3a ymnorpeda e
MIPEKpaTeHo 1o peaa Ha § 7, an. 1, octaBar B CHiia B CPOK JI0 €JHA FOJIMHA OT JaTara Ha MPEeKpaTsIBAHETO MY.

(2) YTBBpAEHUTE MpEAeTHU LIEHH U PErMCTPUPAHUTE LIEHW MO pela Ha OTMEHEHMsI 3aKOH 3a
JIeKapcTBaTa U anTeKUuTe B XyMaHHATa MEAUIIMHA HA JIEKAPCTBEHU MPOAYKTH, U3BBH Te€3H 1O al. 1, ocTaBar B



cwia B cpok 10 31 nexemspu 2007 r.

§ 9. (1) 3asBnenusATa 3a paspelieHue 3a ynorpeda, MOJHOBSBAHE, MPOMsSHA Ha H3aJCHO
paspelieHue, MoAaIcHH 10 BIM3aHETO B CHUJIa HA TO3M 3aKOH, C€ Pa3TJIeKAAT U MPHUKIIOYBAT MPH YCIOBUATA
" 110 peaa, MpCaABUICHHU B HCTO.

(2) Tlomanenute 3asBICHUS W JOKYMEHTAIMs 3a pas3peliaBaHe 3a yrmorpeba Ha JIeKapCTBEHH
MPOJYKTH, KOUTO TOMaaaT B 00XBaTa Ha Mpolleaypara mo 4wi. 74, CbOTBETHO MO 4. 75, ce MPHUBEXIAT B
CHOTBETCTBHUE C M3MCKBAaHUATA HA TO3W 3aKOH B CPOK JIO TPH MECEIa OT BIM3aHETO My B CHIIA.

(3) Koraro B cpoka mo ajn. 2 3asBJICHHETO M JIOKYMEHTAIMATa MO aJl. 2 HE ca NMPHUBEJICHU B
CHOTBETCTBHUE C M3UCKBAHUATA HA TO3HU 3aKOH, MPOLIEAypaTa 10 PasriIekKIaHETO UM CE MPEKPaTIBa.

§ 10. (1) KauHuuHuTe W3NUTBAHUS, pa3pelIeHd O BIM3aHETO B CHJIa HAa TO3M 3aKOH, C€
JOBBPIIBAT I10 IOCETAITHUS PEJ.

(2) 3asBneHusATa 3a MPOBEXKJAaHE Ha KIMHUYHO W3MUTBAHE Ha TepuTopuara Ha PemyOnuka
bearapus ce noxasar, pasriaexaaT U NPUKIOYBAT IPU YCIOBUITA U IO PE1a HA TO3H 3aKOH, CJe]l BIM3aHETO
B CHJIa Ha HapezaOaTa mo wi. 82, ai. 3.

(3) 3asgBnenusiTa 3a MPOMEHU B PA3pEIICHH KIMHUYHU M3MUTBAHUS, MOJAJCHHU /10 BIU3aHE B
CHJIa Ha TO3U 3aKOH, CE€ PasrIeKIaT U MPUKIIOYBAT IIPH YCIOBUATA U 110 pefa, MPEABUICHU B HETO.

§ 11. 3agBneHus 3a HU3J1aBaAHC Ha pa3pCHICHUA 3a MMPOU3BOACTBO MU 3a THProBusA Ha €ApPO C
JICKApCTBCHU MPOAYKTH, MMOAAJACHU O BJIM3aHCTO B CHJIa HA TO3U 3aKOH, CC pa3rjiCKaaT U IMPUKIIOYBAT IIpU
YCJIOBHATA U 11O p€aa, MpCABUACHU B HET'O.

§ 12. (1) IIpousBoauTenure Ha JieKapcTBa, MOTYUMIN pa3pelieHre 3a MPOU3BOACTBO 10 pela Ha
OTMEHEHUs 3aKOHa 3a JeKapcTBaTa M allTeKUTe B XyMaHHATa MEIUIMHA, IPUBEXKIAT IPOU3BOJICTBEHATA CU
JIEMHOCT B CbOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH 10 OTHOLIEHHE HA KBATU(PHULUHUPAHOTO JMLE 110 4JI.
148, T. 2 B CpOK TpH Mecela OT BIM3aHETO B CHJIA HA TO3H 3aKOH.

(2) 3aBapeHHTE KbM BJIM3aHETO B CHJIA HA TO3U 3aKOH MPOU3BOJIUTENN OCHIIECTBABAT AEHHOCTTA
CH Bb3 OCHOBA Ha U3JAJCHUTE UM IO Pella Ha OTMEHEHMs 3aKOH 3a JIEKapCcTBaTa U alTEKUTE B XyMaHHATa
MEIUIMHA pa3peleHusl.

§ 13. (1) Jlumara, moay4myid paspernieHue 3a THPTOBHUS HAa €IpO C JIeKapcTBa MO peaa Ha
OTMEHEHHUs 3aKOH 3a JieKapcTBaTa M aNTeKUTE B XyMaHHATa MEIWIIMHA, MPUBEXKIAT JAEWHOCTTa CH B
CbOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK J0 12 Mecela OT BIM3aHETO MYy B CHJIA.

(2) do u3naBaHe Ha pa3pellieHUE 3a ThPrOBUS HA €APO C JEKApPCTBEHU MPOAYKTH IO pela Ha
TO3M 3aKOH, HO HE MO-KbCHO OT M3THYaHE Ha CpoKa Mo aji. 1, numara mo an. 1 ochluecTBsABAT AEMHOCTTA CU
Bb3 OCHOBA Ha M3/aJE€HOTO MO pela Ha OTMEHEHHs 3aKOH 3a JIeKapCcTBaTa M alTEeKUTEe B XyMaHHATa
MEIHIIMHA pa3pellieHue 3a THPTOBUS Ha €JIpO C JIEKapCTBa.

(3) C u3naBaHeTo Ha pa3pelieHue 3a THProBHUS Ha €IpO C JIEKAPCTBEHH MPOJIYKTH IO pela Ha
TO3U 3aKOH, CHOTBETHO C M3THYAHE Ha CpPOKa MO ai. |, U3JaJieHOTO MO peAa Ha OTMEHEHHUs 3aKOoH 3a
JIeKapCcTBaTa M anTeKUTEe B XyMaHHATa MEAMIIMHA pPa3pellieHHe 3a THPrOBUs Ha €Apo C JIEKapCTBa Ce
MpeKpaTsBa.

§ 14. (1) Jlunara, moay4rsid paspelieHue 3a THPTOBHS HAa €IpO C JIeKapcTBa MO peaa Ha
OTMEHEHUSI 3aKOH 3a JIEKapCTBAaTa M alTEKUTE B XyMaHHATa MEIUIIMHA, MOTAT Jla OCBIIECTBSABAT BHOC Ha



JIEKapCTBCHH MPOIYKTH Ha TepuTopusiTa Ha PemyOmmka bwirapus oT TpeTu AbpKaBH Bh3 OCHOBA HA TOBA
paspelieHne 10 Nojdy4yaBaHe Ha pa3pelleHue 3a BHOC M0 peia Ha TO3M 3aKOH, HO He MO-KbCHO OT 12 Mecena
OT BIM3aHETO MY B CHJIA.

(2) B eqHoMecedeH CpoK OT BJIM3aHETO B CHJIa HAa TO3M 3aKOH JiMuaTa o ai. 1 mogasat B MAJI
YBEJIOMJICHHE 3a JIMIETO, KOETO Ill¢ M3MBJIHABA (DYHKIMUTE Ha KBAIM(PHULIUPAHO JIMIE MO CMUCHIA HA Y.
161, an. 2, 1. 1.

§ 15. CpoxbT Ha NEWCTBHE Ha pa3pelieHHUsTa 3a THPrOBUS HA €IPO C MEIUIIMHCKH H3ICIHs,
W3IaJICHU TI0 pejila Ha OTMEHEHUs 3aKOH 3a JICKapCTBaTa M alTeKUTe B XyMaHHATa MEIUIIMHA, CE yIbJDKaBa
ciryxe6no 110 31 nekemspu 2007 1.

§ 16. (Otm. - [IB, 6p. 71 oT 2008 1., B cruta ot 12.08.2008 r.)

§ 17. (1) 3aBapeHute 10 BIW3aHETO B CHJIa HAa TO3W 3aKOH JPOTEPHH OCHIIECTBSIBAT JCHHOCTTA
CH Bb3 OCHOBA Ha M3JIaJICHUTE UM yJOCTOBEPEHUS MO peia Ha OTMEHEHHs 3aKOH 3a JIeKapcTBaTa U anTeKUTe
B XyMaHHaTa MCAULUHA.

(2) BasBieHus 3a W3MaBaHE HA YAOCTOBEPEHUS 3a PETUCTpAIMs Ha IPOTEPUH, TOIAICHH JI0
BJIM3aHCTO B CHJIa HA TO3U 3aKOH, CC PA3IJICIKAAT U MPUKIIKOYBAT IIPHU YCJIOBUATA U 1O peaa, NpCABUIACHU B
HETO.

§ 18. (1) (M3m. - IB, 6p. 71 ot 2008 1., B cruta ot 14.04.2008 r., u3m. - JIB, 6p. 10 ot 2009 1., B
cuna ot 29.01.2009 r.) [To3uTHBHUAT JeKapCTBEH CIUCHK MO TO3HU 3aKOH ce U3paboTBa Mo peja, NpeiBUICH
B HETO, 1 Biinu3a B cwia Ha 31 mapt 2009 r.

(2) (U3m. - IB, 6p. 71 ot 2008 1., B cuia ot 14.04.2008 r.) [lo BMu3aHETO B cujia Ha CIUCHKA IO
an. 1 nevictBai [lo3utuBeH nekapcTBeH CUCHK € [I03UTUBHUAT JIeKapCTBEH CIUCHK, npueT ¢ Hapenbara 3a
ompe/essTHe Ha MMO3UTHBEH JICKapCTBEH CUCHK B PemyOnuka bwirapus (o6H., [IB, 6p. 113 ot 2003 r.; u3Mm.,
op. 18 ot 2004 r., 6p. 4 oT 2005 1. 1 6p. 8, 107 m 112 o1 2007 T.).

(3) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., u3m. - /1B, 6p. 23 ot 2009 r., B cuna
ot 30.03.2009 r.) B nBymecedyeH cpok ciej BIM3aHETO B CHJIa HAa CIHMCHKA MO al. | M3IMBIHUTENUTE Ha
MeaunuHcka nomouy npeanucBar 1 H30K 3ammama nexkapcTBEHUTE MPOAYKTH ChHIVIACHO JIEKAPCTBEHUS
criucbk Ha H3OK, nipuer ¢ Pemenue Ne PJI-YC-04-127 ot 27 nekemBpu 2007 1. 3a onpeensiHe YCIOBUITA,
Ha KOUTO TpsIOBa /1a OTrOBapsIT U3MBJIHUTEINTE HA MEAULIMHCKA ITOMOIL, PEJa 3a CKJIIOYBAHE Ha JOIOBOPUTE
C TSAX W JPYTH YCIOBUA 1O 4i. 55, an. 2, T. 2,4, 6 1 7 oT 3aKOHA 3a 3[paBHOTO OCUTYPSIBAHE.

§ 19. (1) B cpok mo Tpu Mecena OT BIIM3aHe B CHJIa HA TO3H 3aKOH:

1. MUHHUCTEpPCKUAT CHBET U3MEHS M JOMBJIBA Y CTPOMCTBEHUS MPaBWIHUK Ha M3mbiaHuTEIHATA
areHUus 110 JIEKapCTBaTa B CbOTBETCTBUE C TO3H 3aKOH;

2. MUHHCTBPBT Ha 3/paBeolia3BaHeTo U3AaBa HapeabaTa mo wi. 82, ai. 3.

(2) B cpok 10 6 Mecena OT BiIM3aHE B CHJIa HA TO3U 3aKOH MMHHCTEPCKUAT CHBET IpHUEMaA U
MUHUCTBPBT Ha 3/[paBEOIa3BaHETO U3aBa IPYTrUTe HOPMATUBHU aKTOBE I10 IPUJIAraHETO HA 3aKOHA.

§ 20. Cnen n3tuyaHe Ha MBPBUTE JIBE TOJUHM OT MaHJaTa Ha YJICHOBETE HA KOMHMCHUUTE IO YJl.
103, 107, 259 u 261 no pebuii ce onpeaesnsT MOJIOBUHATA OT WICHOBETE, YNHTO MaH/IAT Ce MPEKPAaTsIBa.



§ 21. (M3wm. - [IB, 6p. 71 ot 2008 r., B cria ot 14.04.2008 r.) B cpok 10 ABE TOAMHU OT BIIM3AaHE
B cuia Ha To3u 3akoH MAJI nmpeanprema HEOOXOIUMHUTE ICUCTBHUS 3a aKpeAUTHPAHE Ha JIabopaTopusiTa CH
3a KOHTPOJI Ha JIEKAPCTBEHU MPOAYKTH M aKTUBHHU BelllecTBa OT EBponeiickus qupeKTopar rno KayecTBOTO Ha
JIeKapcTBaTa U 3JJpaBeola3BaHe.

§ 22. (B cuna ot 14.04.2008 r.) B 3akona 3a 3apaBHOTO ocurypsiane (00H., /IB, 6p. 70 ot 1998
r.; u3M., Op. 93 u 153 ot 1998 ., Op. 62, 65, 67, 69, 110 u 113 ot 1999 r., 6p. 1, 31 u 64 ot 2000 1., Op. 41
ot 2001 r., 6p. 1, 54, 74, 107, 112, 119 u 120 ot 2002 1., 6p. 8, 50, 107 m 114 ot 2003 r., Op. 28, 38, 49, 70,
85u 111 or 2004 r., 6p. 39, 45, 76, 99, 102, 103 u 105 ot 2005 r., Op. 17, 18, 30, 33, 34, 59, 95 u 105 or
2006 r., 6p. 11 or 2007 r., 6p. 26 ot 2007 r. - Pemenue Ne 3 nHa Koncrurynuonuus cea ot 2007 1.) ce
MPaBAT CIICAHUTE H3MCHEHUS:

1. B un. 45:

a) asuaen 4, 5, 6 1 7 ce OTMEHSIT;

0) anmuHes 8 ce M3MEHs Taka:

"(8) YcnoBudATa U peabT 3a 3alialllaHe Ha JIEKapCTBEHM MPOAYKTH, BKItoueHU B [lo3utnBHUA
JICKApCTBEH CIUCHK MO Wi. 262 OT 3aKOoHA 3a JICKAPCTBCHHUTE MPOIYKTH B XyMaHHAaTa MEIWIMHA, Ha
MEIUIIMHCKY U3JENIUS U Ha JTUETUYHHU XPAaHU 32 CHEIHAHU MEIUIIMHCKH IeNId ce ypexaar ¢ Hapeaba Ha
MHHUCTBpPA Ha 3/IpaBeona3BaHeTo. "

2. B umn. 55, an. 2, 1. 7 ce n3MeHS Taka:

"7. CIUCHIMTE C MEIUIUHCKH W3JICHs U JUCTHYHU XPAHH 32 CIICIUATHA MEAWIIMHCKH [IeTH H
nenure, 1m0 kouto H3OK HambiaHO WIM YacTMYHO TH 3alUlalla; yYCIOBHSTA 3a TNPEANUCBAHETO H
MOJTy9aBaHETO Ha JIEKapcTBaTa, MEIWIIMHCKU H3JCIUS W AUCTHYHU XpaHW 3a CIHCIHATHU MEJIUIUHCKH
nenn."

§ 23. B 3akona 3a neueOHuTe 3aBeneHus (o6H., JIB, 6p. 62 ot 1999 r.; uzm., 6p. 88 u 113 ot
1999 r.; momp., 6p. 114 ot 1999 r.; usm., 6p. 36, 65 u 108 ot 2000 r.; 6p. 51 ot 2001 1. - Perienne Ne 11 Ha
Koncturymmonnus c¢pa ot 2001 r.; u3Mm., 6p. 28 u 62 ot 2002 1., 6p. 83, 102 u 114 ot 2003 r., 6p. 70 ot
2004 r., Op. 46, 76, 85, 88 u 105 ot 2005 r., 6p. 30, 34, 59 u 105 or 2006 T.) ce MpaBAT CIEAHUTE
JOITBTHCHHUS:

1. Bun. 17 ce cp3maBa ai. 4:

"(4) B ntmarHoCTUYHO-KOHCYJITATUBHUS LIEHTBHP MOTaT Ja Ce MPOBEXAAT KIMHUYHU W3MUTBAHUS
Ha JIEKApCTBEHU MPOAYKTHU MO pe/ia Ha 3aKOHa 3a JIEKApCTBEHUTE MPOAYKTH B XyMaHHAaTa MeIuIHA."

2. B un. 26 ce ch3nasa ain. 4:

"(4) B nmucmancepa Morar Ja ce MpoBeXAaT KIMHUYHA W3MUTBAHUS HA JICKAPCTBEHU MPOIYKTH
0 pe/ia Ha 3aKOHa 3a JICKApCTBEHUTE MPOAYKTH B XyMaHHAaTa MeIUIMHA. "

§ 24. B § 14 or mpexonHuTe M 3aKIIOYUTETHUTE Pa3nopenOu Ha 3aKoHa 3a M3MEHEHHE Ha
3aKoHa 3a CHCIIOBHUTE OpraHM3alluu Ha jekapure u cromaroiosure (B, 6p. 76 ot 2005 r.) ce mpassr
CIIEZIHUTE U3MEHEHUS U JIONbJIHECHUS:

1. JloceramHusT TEKCT cTaBa aj. | U ce U3MEHs TaKa:

"(1) UnauBuayanHUTE U TPYHOBUTE MPAKTUKH 32 CTOMATOJOTHMYHA [TOMOIL, CTOMATOJOTHYHUTE
U MEJIMKO-CTOMATOJIOTMYHHUTE [IEHTPOBE, KOMTO Ca PETUCTPUPAHH KaTO ThProBLIU MO THPrOBCKUS 3aKOH WIH
KaTo KOOIlepaluu 1Mo 3aKOHa 332 KOONEpaLUUTe, IPUBEXKIaT HAMMEHOBAHUATA CH B ChOTBETCTBHE C § 2 OT
TO3M 3aKOH W BIIUCBAT IpOMSHAaTa B ThProBckus peructbp, peructbp BYJICTAT u B choTBETHUS
pEeruoHalieH MEeHTHP 1O 3/paBeonasBane B cpok 10 31 ngexkemepu 2007 ."

2. Ce3maBar ce ann. 2, 3 u 4:



"(2) UupuBuyanHuTe MpaKkTUKU 32 CTOMATOJIOTMYHA IIOMOILI, KOMTO HE Ca PErMCTPUPAHU KaToO
THProBUU IO THProBCKUS 3aKOH, MIPUBEXKAAT HAMMEHOBAHUATA CH B CHOTBETCTBHE C § 2 OT TO3M 3aKOH U
Brucear npomsHata B peructbp BYJICTAT u B ChOTBETHMS pErMOHAJEH LIEHTBP IO 3[paBEONa3BaHE B
cpoka mo ai. 1.

(3) Bnucanero Ha mpoMsiHaTa Ha HAUMEHOBAHHMETO 3a MPAKTUKUTE W LIEHTpoBeTe Mo ai. 1 B
Thprockus peructbp U peructsp BYJICTAT ce usBbpiBa, KakTo cieasa:

1. no 1 romu 2007 r. - mo pena Ha THproBckus 3akoH, 3aKOHA 3a KOOIEpAMHUTE U 3aKOHA 3a
peructsp BYJICTAT;

2. ot 1 romu 2007 r. - mo pena Ha 3aKOHA 32 TBPrOBCKUSI PETUCTHD.

(4) AbprxkaBHU TaKCcH 3a BOUCBaHE Ha MPOMEHHTE 1O all. 1 u 2 He ce abiKkar.”

§ 25. B 3akoHa 3a maTeHTUTE U PETUCTPALUATA HA MOJIe3HUTe Moaenu (00H., /1B, 6p. 27 ot 1993
r.; u3M., 83 ot 1996 1., 6p. 11 o1 1998 ., 6p. 81 oT 1999 1., Op. 45 1 66 oT 2002 1., Op. 17, 30 U 64 o1 2006
r.) B wi. 20 T. 7 ce OTMeHs.

§ 26. B 3akoHa 3a chCllOBHAaTa OpraHu3anus Ha Maructbp-(apmanesrute (06H., [IB, Op. 75 ot
2006 r.; u3m., 6p. 105 oT 2006 T.) B wi. 5 T. 9 ce M3MEHs TaKa:

"0, naBa CTaHOBHIIA 3a OTKPMBAHE HA alTeKW CbhbriacHo wi. 228, an. 1, 1. 9 or 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeIMLMHA."

§ 27. B § 1, . 7 or mombIHUTENHATAa pa3nopenda Ha 3akOoHA 3a MHTETpalus Ha XopaTa ¢
yBpexaanus (o0H., JIB, 6p. 81 ot 2004 r.; u3Mm., Op. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63,
95, 97 u 108 ot 2006 r.) U3peyeHue BTOPO ce U3MEHs Taka: "MEIUIMHCKUTE W3/eNIMi HE ca MOMOUIHU
CpelCcTBa, MPUCIIOCOOIECHUS U ChOPBKEHUS".

§ 28. B 3akoHa 3a akIu3uTe M JaHBYHUTE CKianoBe (00H., /B, Op. 91 ot 2005 r.; u3m., O6p. 105
ot 2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 .) B un. 22, an. 3, 1. 2 gymure "3aKkoHa 3a JIeKapcTBaTa U
alTeKUTe B XyMaHHAaTa MEIMIIMHA" ce 3aMEHST ChC "'3aKOHA 3a JIEKApCTBEHHUTE MPOAYKTH B XyMaHHATa
MenumuHa".

§ 29. B 3akoHa 3a reHeTnyHO MoauduMpanu opranusmu (00H., JIB, 6p. 27 ot 2005 r.; uzm.,
op. 88 u 99 ot 2005 r., 6p. 30 oT 2006 1.) B Wwi. 2, an. 2, T. 3 gymuTe "3aKoHa 3a JIeKapCcTBaTa M alTeKUTE B
XyMaHHaTa MeIMIMHA" ce 3aMEHST ChC "3aKoHa 3a JEKapCTBEHUTE MPOJIYKTHU B XyMaHHATa MeAUIMHA" .

§ 30. B 3akona 3a 3amuTa Ha motpedutenure (06H., B, 6p. 99 ot 2005 r.; u3m., 6p. 30, 51, 53,
59, 105 u 108 ot 2006 r.) B wi. 186, an. 2, 1. 4 nymute "3akoHa 3a JieKapcTBaTa W alTeKUTE B XyMaHHATa
MeIuIKHA" ce 3aMEHAT ChC ""3aKOHA 3a JIGKapCTBEHUTE NPOJYKTH B XyMaHHATa MEIULIMHA".

§ 31. B 3akona 3a 3apaBeto (00H., /IB, Op. 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 nmpaBsT CICTHUTE U3MCHEHHUS:

1. B un. 4 nymure "3akoHa 3a JiekapcTBaTa U allTeKUTE B XyMaHHAaTa MEAUIIMHA" C€ 3aMEHST ChC
"3akoHa 3a JIEKapCTBEHUTE IPOAYKTH B XyMaHHATa MEIULIMHA" .

2. B un. 21, an. 3 nymure "3akoHa 3a JieKapcTBaTa M alnTEKUTE B XyMaHHAaTa MeAUIMHA" ce
3aMEHAT ChC "3aKOHA 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeIUIMHA".



§ 32. B 3akoHa 3a KOHTPOJI BbpPXY HApKOTUYHMUTE BellecTBa U npekypcopure (00H., B, 6p. 30
ot 1999 r.; u3m., 6p. 63 ot 2000 1., 6p. 74, 75 1 120 ot 2002 1., 6p. 56 o1 2003 T., Op. 76, 79 1 103 oT 2005
r., 6p. 30, 75 1 82 ot 2006 r.) ce MpaBAT CICTHUTE U3MCHCHHS:

1. B un. 32, an. 3 nymute "3akoHa 3a JieKapcTBaTa M aNTEKUTE B XyMaHHaTa MeIuIMHA" ce
3aMEHST ChC "3aKOHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA".

2. Bun 33, an. 1, . 1 nymure "3axkoHa 3a JiekapcTBaTa ¥ aNTEKUTE B XyMaHHaTa MeAUIIMHA" ce
3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHUTE MPOJIYKTH B XyMaHHATa MEIUITMHA" .

3. B un. 34 cnen nymara "uzgaBat" gymute "Ha Maructbp-hapmaieBT" ce 3anuyaBar.

4. B un. 39, an. 2 nymute "ui. 55, T. 2 or 3akoHa 3a JeKapcTBaTa U alTEKUTE B XyMaHHaTa
MeauimHa" ce 3ameHAr ¢ "wi. 197, 1. 2 oT 3akoHa 3a JIeKApCTBEHUTE MPOAYKTH B XyMaHHAaTa MEUIIMHA" .

5. B ui. 44a an. 3 ce oTmeHs.

6. B un. 446 mymute "mMaructep-dapmarieBT,” ce 3aIM4aBar.

7. B § 1, 1. 14 o nonmbiaHUTENHATA pa3nopenda AymMuTe "3aKoHa 3a JeKapcTBaTa M alTeKUTE B
XyMaHHaTa MeJIMIMHA" ce 3aMEHST ChC "3aKoHa 3a JIEKapCTBEHUTE MPOYKTHU B XyMaHHATa MEAUIMHA" .

§ 33. B 3akoHa 3a KpbBTa, KpbBOJAPSIBAHETO U KpbhBOMpenuBaHeTo (06H., JIB, 6p. 102 ot 2003
r.; U3M., 6p. 70 ot 2004 1., 6p. 30 1 65 o1 2006 T.) B ui. 8, an. 4 nymure "3aKoHa 3a JIEKApCTBATa U AlITEKUTE
B XyMaHHaTa MEAMUIIMHA" c€ 3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHUTE NMPOJAYKTH B XyMaHHATa MeIUIIMHA" .

§ 34. B 3akoHa 3a ona3BaHe Ha okojHaTa cpena (06H., JAB, 6p. 91 ot 2002 r.; momp., Op. 98 ot
2002 r.; u3m., 6p. 86 ot 2003 r., 6p. 70 ot 2004 1., O6p. 74, 77, 88, 95 1 105 ot 2005 1., O6p. 30, 65, 82, 99,
102 u 105 ot 2006 t.) B wn. 140 gymute "dapmaneBTUUHN NPOJYKTH U MEAUIUHCKH U3/CIUS 110 CMUCHIA
Ha § 1, T. 40 OT AOMBIHUTEIHHUTE pa3mopenOM Ha 3aKOoHA 3a JICKapCTBaTa W alTEeKUTe B XyMaHHATa
MeaUIMHA" ce 3aMEHST C "IeKapCTBEHU MPOIYKTH, MO CMHCHIA Ha 3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIUIIMHA 1 MEAUIIMHCKY H31eTHs" .

§ 35. B 3akona 3a xpanure (06H., [IB, 6p. 90 ot 1999 r.; usm., 6p. 102 ot 2003 r., 6p. 70 ot
2004 r., 6p. 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 51, 55 u 96 ot 2006 r.) B un. 2, an. 3 T. 4 ce u3MeHs
TaKa:

"4, nexkapCTBEHUTE MPOAYKTH MO CMUCHJIA HA 3aKOHA 3a JIEKAPCTBEHHUTE MPOYKTH B XyMaHHATA
MeaunpHa'",

§ 36. Jlo Bom3aHero B cwia Ha akrtoBere mo § 19 um3nameHuTe HOPMATUBHH AaKTOBE IO
MPHUJIaraHeTO Ha OTMEHEHHWs 3aKOH 3a JIeKapCcTBaTa M aNTeKUTe B XyMaHHATa MEIWIIMHA CE IpHIIarar,
JOKOJIKOTO HE MPOTHBOPEYAT Ha TO3H 3aKOH.

§ 37. 3akoHBT BIAM3a B CHia OT JeHS Ha OOHaponaBaHeTo My B "JIbpkaBeH BECTHHK', ¢
U3KII0UeHre Ha § 22, KOWTO BIM3a B CHIIA €HA T'OJWHA CJIE]] BIM3aHETO B CHJIa Ha TO3M 3aKOH.

3akoubT € mpuer oT 40-to Hapomno cwOpanue Ha 30 mapt 2007 r. u e moameyaraH c
ounmannus neyatr Ha HapoguoTo ceOpanue.



IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIIUHA

(OBH. - 1B, BP. 71 OT 2008 I"., B CWJIA OT 12.08.2008 I".)

§ 65. (1) U3gagenute no peaa Ha OTMEHEHHS 3aKOH 3a JIEKapCTBaTa W alTEKUTEe B XyMaHHATa
MeauiHa (06H., JIB, 6p. 36 ot 1995 r.; usm., 6p. 61 ot 1996 r., 6p. 38 oT 1998 1., Op. 30 OoT 1999 1., 6P. 10,
37,59 u 78 ot 2000 r., 6p. 41 ot 2001 1., 6p. 107 1 120 o1 2002 1., Op. 2, 56, 71 1 112 o1 2003 1., Op. 70 1
111 ot 2004 r., 6p. 37, 76, 85, 87,99 u 105 ot 2005 1., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; oT™., 6p. 31 OT
2007 r.) pa3peuieHus 3a ynorpeda Ha JIEKapCTBEHU NMPOJYKTH, KOUTO IMOMaJaT B 00XBaTa Ha OTMEHEHMS
Permmament (EO) Ne 2309/93 na ChBeta ot 22 tomu 1993 1., ¢ KOWTO ce ycTaHOBsiBa peabT B OOMIHOCTTA 32
U3JlaBaHE Pa3pelIuTeNHU (JUIEH3U) U yNpakHsSBaHEe HAA30p HaJ JIGKAPCTBEHU CPENICTBA, M3IMOJI3BAHU B
XyMaHHaTa U BeTEepUHapHaTa MEIUIIMHA, U c€ Ch3JaBa EBpomelicka areHIMs 3a OLEHKA Ha JIEKapCTBEHU
CpEeICTBa, HO HE ca pa3pellieHu 3a yrnorpeda B APYTruUTe AbpKaBU WIECHKU IO MPOIEAypara, yCTAHOBEHA C
ormeHeHata JlupektuBa 87/22/EMMO na CwbBera or 22 paekeMmBpu 1986 r. OTHOCHO cOnMkaBaHe Ha
HAI[MOHAJHUTE MEPKH, CBBbpP3aHH C IyCKAaHETO Ha Ia3apa Ha BHCOKOTEXHOJIOTMYHH JIEUE€OHH HPOIYKTH,
CIELIMAJIHO Te3H, MOJIyuyeHH upe3 onorexHomuorus, win ¢ Pernmament (EO) Ne 2309/93, ce npekpatsBart.

(2) Uznanenure cnex 20 moemBpu 2005 r. mo pena Ha OTMEHEHHUs 3aKOH 3a JieKapcTBaTta W
anTeKUuTe B XyMaHHAaTa MEIUIIMHA pa3pellieHus 3a ynorpeda Ha JIKapCTBEHU MPOAYKTH, KOUTO MOMaaaT B
oboxBata Ha Permament (EO) Ne 726/2004 na EBponeiickus napinamenT u Ha CbBeTa, HO HE ca pa3pelieHu
0 LIEHTpaJIu3upaHa Mpolerypa, ce npeKparsBar.

§ 66. (1) Maructbp-hapMaleBTH U OMOLTHHUK-(hapMalieBTH, KOUTO Ca MOJYyYMIN pa3peiieHue
3a OTKpUBaHE Ha amnTeKa KaTo €IHOJUYHH ThPrOBLH, IEUEeOHUTE 3aBEe/ICHUs, KAKTO U OOLIMHUTE, TOTYYUIH
paspellieHue 3a OTKpPMBAHE Ha anTeKa [0 peAa Ha OTMEHEHMs 3aKOH 3a JIeKapcTBaTa M alTEKUTE B
XyMaHHaTa MeJIMIL1HA, OCHILECTBABAT JEHHOCTTAa CU Bb3 OCHOBA HAa M3/Ja/ICHUTE UM pa3pelleHuUs.

(2) IloganenuTe 10 BIM3aHETO B CHJIA HA TO3M 3aKOH 3asBJICHMS 3a M3/1aBaHE Ha pa3pelleHHe 3a
THProBUsl Ha IpeOHO C JIEKAapCTBEHU MPOAYKTU C€ pasryIekAaT MpU YyCIOBUATA U MO peAaa, NPEABUICHU B
HETO.

(3) U3BbH cimyuyauTe 1o ai. 1 3aBapeHUTe KbM BIM3AaHETO B CHJIA HA TO3W 3aKOH JIUIIA, MTOTYYUIN
paspenieHue 3a OTKpUBAHE Ha arTeKa, MPUBEXIAT IEHHOCTTA CU B CbOTBETCTBUE C U3UCKBAHUATA MY B CPOK
710 €7JHa FOJIMHA OT BIM3aHETO MY B CHJIA.

(4) Jlumara mo an. 3 momaBaT B MMHMCTEPCTBOTO Ha 3/paBEONa3BaHETO 3asBJICHUE 3a
IpeperucTpanusi, KbM KOETO Ipuiiarar:

1. 3asiBIIeHME 32 W3aBaHe HA pa3pelieHre 3a ThPrOBUS Ha APEOHO C JEKapCTBEHU MPOIYKTH OT
nunarta mo wi. 222, an. 1, mo oOpasen, yrBbpJeH OT MUHHCTHPA Ha 37JpaBEOMNa3BaHETO;

2. aKTyajJHO YJOCTOBEPEHME 3a BIIMUCBAHE B THPIOBCKUS PETUCTBP, CHOTBETHO JOKYMEHT 3a
aKTyaJIHa PETUCTPALMs Ha JULETO 1o Wi. 222, an. 1;

3. KoIme OT U3/1aJIEHOTO M0 Pella HA OTMEHEHNUs 3aKOH 3a JIEKapCcTBaTa U allTeKUTE B XyMaHHaTa
MEIUIMHA pa3pelleHue 3a OTKPUBAHE Ha anTeKa;

4. 3aBepeHO KOmue OT TPYAOBUsS JOTOBOP WJIM JOTOBOpP 32 Bb3JaraHe Ha yIpaBJICHUE Ha
PBHKOBOJUTEIIS HA allTeKaTa - B CIIy4auTe, KOraTo ¢€ U3UCKBa TaKbB;

5. mekiapanus OT Juiarta mo 4wi. 222, ajn. 1, 4ye ca 3ama3eHu yCiaoBUATA, IPU KOUTO € U3JAJEHO
pa3pelIeHneTo 3a ThProBUsl Ha IpeOHO C JIEKapCTBEHHU NMPOIYKTH Ha JIHUIATa 110 ajl. 2;

6. JOKYMEHT 3a eIHOKpaTHO IulaTeHa Takca B pazmep 100 iB.

§ 67. JIuuara, nojanu 10 BJIM3aHETO B CHJIA HA TO3M 3aKOH 3asBJICHUS 3a NpPEpEerucTpanus o



pena Ha oTMeHeHHs § 16 OT NMPEXOJHHWTE W 3AKIIOYUTEIHUTE pPa3nopendu, KOWTO IE OCHIIECTBIBAT
JIEMHOCTTa CU ChOOPA3HO M3MCKBAHUATA HAa TO3M 3aKOH, MOAAaBaT B MUHMCTEPCTBOTO Ha 3/[pABEONA3BAHETO
B CPOK JI0 TPH MECEeLa OT BIM3aHETO My B CHJIA CIIEJHUTE JOKYMEHTH:

1. 3agByieHue no oOpaszel, yTBbpJIeH OT MUHUCTbpa Ha 3/IpaBeoIa3BaHETO;

2. aKTyaJlHO YAOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKUS PETUCTHP, CHOTBETHO JTOKYMEHT 3a
aKTyaJlHa PEerucTpalusl WIK 3aBEPEH NPENUC OT CXOJEH JOKYMEHT 110 HAIlMOHAJIHOTO 3aKOHOAATEJICTBO Ha
Ibp)KaBa - 4ieHKa Ha EBpoOneHcKus cblo3, WIM M0 3aKOHOJATEJICTBOTO HAa JApyra JIbpXaBa - CTpaHa IO
Cnopaszymenuero 3a EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO, 1O Wil. 222, an. 1;

3. TpyZOB JOrOBOP MJIM JIOTOBOP 32 yNpaBJIEHUE HA alTeKaTa, CKIIOYEH C MarucTbp-(hapManeBT
WJIA TIOMOIITHUK-(apMalieBT.

§ 68. (1) Marucrbp-hapmalieBT WM TOMOUTHUK-(papMameBT, IMOJYYUI pa3pelieHue 3a
OTKpHBAHE Ha arTeKa M0 pela Ha OTMEHEHHUs § 16 OT IpexoAHUTE U 3aKIIIOYUTEIHUTE pa3ope0n, MOXe /1a
MIPEXBBPIIN U31aJEHOTO MYy pa3pelIeHHe Ha Juie no wi. 222, an. 1.

(2) 3a u3BBpIIBaHE Ha MPEXBBPISHETO JHUIATa MO aid. | mojgaBaT B MUHHCTEPCTBOTO Ha
3/lpaBeoIa3BaHETO 3asBJIEHUE, KbM KOETO MpuJIarar:

1. 3asBIeHNE 32 H37aBaHe Ha pa3pellieHue 3a ThbProBUs Ha APeOHO C JIEKapCTBEHU MPOIYKTH OT
munara mo wi. 222, an. 1, mo oGpaserl, yTBbpJeH OT MUHHCTHPA Ha 3/[paBeOIa3BaHETO;

2. aKTyaJHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKHUS PETUCTBP, CHOTBETHO JOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JUUETo 1o wi. 222, an. 1;

3. Komue OT MU3/1aJIeHOTO M0 pesla Ha OTMEHEHHUs1 3aKOH 3a JIEKapCcTBaTa U alTeKUTe B XyMaHHaTa
MEIWIIMHA pa3pellieHue 3a OTKPUBAaHE Ha amnTeka WM pa3pelieHHe 3a MpeperucTpanus Mo peAa Ha
OTMEHeHus § 16 OT MpexoAHNUTE U 3aKITIOYUTEITHUTE pa3nopeou;

4. 3aBepeHO KoIlKMe OT TPYAOBHUS JOTOBOP WJIM JOTOBOP 3a YIIPAaBJICHHWE HA PBHKOBOJIUTENS Ha
anTeKara,

5. mekiapanMs OT Juiarta mo 4wi. 222, an. 1, 4e ca 3ama3eHu yCaoBUATA, IPU KOUTO € U3JAJEHO
pa3peLIeHneTo 3a ThProBUsl Ha IpeOHO C JIEKapCTBEHH MPOAYKTH Ha JIMLaTa 1o aji. 1.

(3) [IpexBbpasHeTO 1O a. 1 MOXe Ja ce U3BBPIIU B CPOK JI0 €JHA TOJIMHA OT BIM3aHETO B CHJIA
Ha TO3H 3aKOH.

§ 69. 3aBapeHuTe NpH BIM3AaHETO B CWJIA HAa TO3M 3aKOH JpPOrepUM NPOABIKABAT Ja
OCBILECTBSBAT JEMHOCTTA CH Bh3 OCHOBA HAa M3/1aJICHUTE UM yJIOCTOBEPEHHS 32 PErUCTpaLUs.

§ 70. Onpenenenara 10 BIUW3aHETO B cuila Ha To3M 3akoH Komucus no [1o3uTuBHUSA JIEKapCTBEH
CIUCHK OCBIIECTBSIBA JEHHOCTTA CH JI0 ONPEIEIISIHETO Ha HOBUA U ChCTaB B ChOTBETCTBHE € wWil. 261, ain. 6.

§ 71. llpomykTuTe, KOWTO TomMajar B oOxBara Ha wWi. 37 - TPaJAWIIMOHHHU PACTUTEITHU
JIEKApCTBEHH MPOJYKTH, U ca IIyCHATH Ha Ma3apa B CTpaHaTa KbM J1aTaTa Ha BIW3aHE B CUJIA HA TO3M 3aKOH,
Ce IPUBEXKIAT B CbOTBETCTBHE C N3UCKBAHUATA My HE MO-KbCHO OT 30 ampun 2011 1.

§ 72. (1) o 31 mexemBpu 2008 r. mocuero mo wi. 27 3a paspelraBaHe 3a ymorpeda Ha
JIEKapCTBEH MPOAYKT IO MpoLeAypa [0 B3aUMHO MPU3HABAHE WM IO JCLEHTpaI3UpaHa MpolLeaypa MOxKe
na ce mojaasa BsB (hopmat "OOI TEXHUYECKH JOKYMEHT".

(2) Ho 31 nexemBpu 2009 r. nocuero mo wi. 27 3a pa3peiiaBane 3a ynorpeda Ha JIEKapCTBEH
MIPOIYKT M0 HAIIMOHAJIHA MIPOLEAYypa MOXKe J1a ce 1mojaaBa BbB popmar "OO1 TEXHUYECKH TOKyMEHT".

§ 75. 3akoHBT BIM3a B cuia OT JEHA Ha OOHapoaBaHeTo My B "JIbpXaBeH BeCTHHK'", ¢
M3KJIFOYCHUE Ha pasmnopendaTa Ha § 64, T. 2, kosaTo Bim3a B cwia ot 14 amput 2008 1., 1 Ha pasmopendouTe
Ha § 9, T.4, § 41, 42 u 43, kouto BIm3at B cuiia ot 26 roau 2008 r.



3aK/Il0YUTeHU pa3nopeadu
KBbM 3AKOH 3A UIBMEHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B
XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 10 OT 2009 I"., B CWJIA OT 29.01.2009 I".)

§ 2. 3akoHbT BnU3a B cuiia Ha 29 suyapu 2009 r.

IIpexoanu u 3aKII0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 23 OT 2009 I'"., B CWJIA OT 30.03.2009 I".)

§ 4. JIuuara, nmosy4usau OO BIM3AHETO B CHJIA HAa TO3M 3aKOH paspelleHue mno wi. 229, an. 2,
BKJIFOUBAIIIO M3BBPIIBAHE HAa THPTOBUS C XPAaHUTEIHHU JOOABKH, MOTaT J1a M3BBPIIBAT U THPrOBUS HA ApeOHO
C JUCTUYHU XpaHH! 3a CIICHHUAIHU MCIAUIUHCKHU LCIIN.

§ 5. B nBymeceueH CpoK OT BIM3aHETO B CHJa Ha TO3M 3aKOH MMHHCTEPCTBOTO Ha
3/IpaBeoria3BaHeTo Ciyke0Ho um3mpamia B chorBeTHaTa PMMOKO3 mo mecToHaxok/ieHHe Ha anTeKUTe 3a
BIUCBaHE B peructbpa no ui. 14, an. 1 or 3akoHa 3a XpaHUTE KOMHUE OT pa3pelieHusara mno 4wi. 229, ai. 2,
M3JIaJICHH 10 BIM3aHETO B CHJIa HAa TO3U 3aKOH.

§ 7. 3akonsT BiM3a B cuaa ot 30 mapt 2009 r.

IIpexoanu u 3aKIIOUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3[IPABETO

(OBH. - 1B, BP. 41 OT 2009 I'"., B CUJIA OT 02.06.2009 I".)

§ 92. (1) JIunara, moxy4usid 10 BIM3aHETO B CUJIAa HA TO3M 3aKOH pazpeleHue mo ui. 229, an. 2
0T 3aKOHa 3a JIEKApCTBEHUTE MPOJIYKTH B XyMaHHAaTa MEIUIIMHA, BKJIIOYBAIO M3BBPIIBAHE HA THPTOBUS C
XpaHHUTEIHU J00aBKH, MOTAT J1a M3BBPIIBAT M THPrOBUS HA APEOHO C XpaHU 3a KbpMayeTa M MPEXOTHH
XpaHHu.

(2) B cpox aBa Mecema OT BIM3aHETO B CWJIa Ha TO3M 3aKOH MMHHUCTEPCTBOTO Ha
3/paBeora3BaHeTo Ciry)e0Ho u3mnpaiia B cboTBeTHaTa PUOKO3 no MecToHaxok/1eHne Ha anTEeKUTe, KOUTO
M3BBPIIBAT U THProBHs Ha JIpeOHO C XpaHU 3a KbpMaydeTa M MPEXOJHH XpaHHW Mo ai. 1, 3a BIHUCBaHE B
peructbpa no ui. 14, an. 1 ot 3akoHa 3a XpaHUTE KOIME OT paspeleHusnTa rno wi. 229, an. 2 ot 3akoHa 3a
JIEKapCTBEHHUTE MPOJAYKTH B XyMaHHATa MEIUIIMHA, U3a/IEHU JI0 BIM3aHETO B CHJIa HA TO3H 3aKOH."

§ 96. 3akoHBT BIM3a B cuUia OT JEHA Ha OOHapoaBaHeTO My B "JIbpiaBeH BEeCTHHK'", ¢
U3KJIIOUYEHHUE Ha:

1. maparpadu 3, 5, 6 u 9, xouto Bim3aT B cuia ot 1 sayapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83, 88,



89 u 90, xouto Bim3at B cuna ot 1 romm 2009 1.;
3. maparpad 21, xoiiro Biu3a B cuiia ot 1 torn 2010 1.

3aK/II0YuTeHU pa3nopendu
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B
XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 88 OT 2009 I'"., B CUJIA OT 06.11.2009 T".)

§ 2. 3aKOHBT BIM3a B CHJIA OT JICHS Ha 0OHapoaBaHeTO My B "JIbp)KaBeH BECTHUK'.

IIpexonnu n 3aKJIIOYUTEHU pPa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 102 OT 2009 I'., B CWUJIA OT 22.12.2009 I'.)

§ 4. (1) 3aBapeHuTe 0 BIM3aHETO B CHJIa HA TO3W 3aKOH MarucThp-hapManeBTH U MOMOIIHUK-
(dapmarieBTH, KOUTO ca MOyYHIIN pa3pelicHre 3a OTKPUBAHE Ha alTeka B HACEJIIEHUTE MecTa 1o wi. 228, ar.
4 mo pena Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa W alTEeKWTEe B XyMaHHaTa meauiuHa (o6H., JIB, Op. 36 ot
1995 r.; Pemenue Ne 10 na Korcrurynuonuus csa ot 1996 1. - 6p. 61 ot 1996 1.; u3m., Op. 38 ot 1998 1.,
op. 30 ot 1999 r., 6p. 10 ot 2000 r.; Pemenrie Ne 3 Ha Koncturynuonnus csg ot 2000 1. - 6p. 37 ot 2000
r.; U3M., 0p. 59 ot 2000 r.; Pemenne Ne 7 na Koncturynuonnus cba ot 2000 r. - 6p. 78 ot 2000 r.; u3m., Op.
41 ot 2001 r., 6p. 107 m 120 ot 2002 r., momp., 6p. 2 ot 2003 r.; U3Mm., 6p. 56, 71 u 112 ot 2003 1., Op. 70 1
111 oT 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., Op. 30, 31, 34, 75, 80 u 105 ot 2006 1., oTM™M., Op. 31
ot 2007 r.) ¥ KOUTO HE ca MOJAANMU 3asBJICHUE 3a MPEPEerucTpalus B cpoka no § 66, an. 3 or 3akoHa 3a
W3MEHEHUE W JIOTBJIHEHUE Ha 3aKOHA 3a JIEKApCTBEHHUTE MPOIYKTH B XyMaHHata meauiuHa (/IB, 6p. 71 ot
2008 r.), mpUBekAAT AEWHOCTTA CH B CHOTBETCTBHUE C M3UCKBAHMATA Ha TO3W 3aKOH B CPOK 110 31 siHyapu
2010 .

(2) Jlumara mo an. 1 momaBaT B MMHMCTEPCTBOTO Ha 3/ApaBEONa3BaHETO 3asBICHUE 3a
MpeperucTpanusi, KbM KOETO IIpuiiarar:

1. 3asBIEHME 32 H3JaBaHe Ha pa3pellieHue 3a ThbProBus Ha APeOHO C JIEKapCTBEHU MPOIYKTH OT
munara mo wi. 222, an. 1 mo obpaser, yTBbpIeH OT MUHUCTHPA Ha 3/IPaBEOINa3BaHETO;

2. aKTyaJHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKHUS PETUCTBP, CHOTBETHO JOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JUUETo 1o wi. 222, an. 1;

3. Komue OT U3AACHOTO 10 peJa Ha OTMEHEHUs 3aKOH 3a JIeKapcTBaTa M alTeKUTE B XyMaHHATa
MEIHIIMHA pa3pellieHue 3a OTKPUBAHE Ha allTeKa;

4. 3aBepeHO KOMUe OT TPYJAOBUS JOTOBOP WJIM JOTOBOpP 32 Bb3jaraHe Ha YyIpaBJICHUE Ha
PBHKOBOJIUTEIIS HA aliTeKaTa - B CIIy4auTe, KOraTo ce U3MCKBa TaKbB;

5. Aexnapauus OT JuuaTta mo wi. 222, an. 1, ye ca 3ama3eHu yCIIOBUATA, IPU KOUTO € U3JIaJIEHO
pa3penieHreTo 3a ThProBus Ha APeOHO C JIEKApCTBEHH MPOAYKTH Ha JIWIATa 1Mo ai. 1;

6. TOKYMEHT, U3JaJIcH OT KMeTa Ha ChOTBETHATa OOIIMHA, YOCTOBEpSBAIl OpOsi Ha KUTEIUTE
Ha ChOTBETHOTO HACEJICHO MSICTO;

7. IOKYMEHT 3a €IHOKpaTHO TuiaTeHa Takca B pasmep 100 iB.



§ 5. B cpox g0 Tpu Mecema OT BIJIM3AaHETO B CHJa Ha TO3M 3aKOH MHUHUCTHPBT Ha
3/IpaBeoIla3BaHETO U3MEHS U JOMbJIBa Hapeaoara mo wi. 219, ai. 2.

§ 6. 3aKOHBT BIU3a B CWJIA OT JIEHS Ha 0OHapoABaHEeTO My B "JIbp)KaBeH BECTHUK".

IIpexoanu n 3aKJII0YUTETHE pa3nopeadon
KBbM 3AKOHA 3A UIBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A JIEYEGHUTE
3ABEJIEHUSA

(OBH. - 1B, BP. 59 OT 2010 T"., B CWJIA OT 31.07.2010T".)

§ 77. 3akoHBT BIAW3a B CWJa OT JIeHS Ha oOHapoaBaHeTo My B "JIbp)kaBeH BEeCTHHK" C
U3KJIIOUEHHUE Ha!

1. maparpadu 9 (otHOCHO 4. 19, an. 4), 53, 60 u 66 (oTHOCHO 4. 98, ain. 5 u 6), KOUTO BIIU3AT B
cuna ot 1 sayapu 2011 r.;

2. maparpad 75, xoiito Bnu3a B cuia ot 30 centemspu 2011 r.

IIpexoanu u 3aKIOUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A BIO/I’KETA HA HAIIMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2011T.

(OBH. - IB, BP. 98 OT 2010 T"., B CMJIA OT 01.01.2011 T".)

§ 5. (1) IIpe3 2011 r. neftHOCTUTE TIO TUATHOCTHKA ¥ JICYCHHE HA 3JI0KAYECTBEHU 3a00JISIBAHUS U
Ha OonHM ¢ OBOpeyHa HEIOCTaThUHOCT Ha JAMAIM3HO JIEYEHHE, BKJIIOUUTEIHO OCHUIYpSIBAHETO Ha
JIEKapCTBEHU NPOYKTH U MEIULIMHCKU U3JENHNS, KAKTO U APYTUTE MEAULIMHCKU eitHOCTH, KouTo mpe3 2010
r. ca ¢puHaHCHpaHU uype3 Orokera Ha MUHHCTEPCTBOTO Ha 3paBEOINAa3BAHETO M UpE3 JIEJIETUPAHUTE OT
IbprKkaBaTa ICHHOCTH Ipe3 OroKeTa Ha OOLIMHMTE, Ce 3aIUIallaT ChC CpeAcTBaTa 1o wi. 1, an. 2, pexn 5.

(2) HdeitHOCTHUTE, JIEKAPCTBEHUTE MPOAYKTH U MEIULMHCKUTE M3JIENMsl 1o al. 1 ce 3ariamar o
pel ¥ METOJUKA, ONpeeTIeHH OT MUHHUCThPA Ha 3/JpaBEOIa3BaHETO.

(3) CpencrBata mo wi. 1, am. 2, pex 5 ce TpaHcepupar €KEMECEUHO 0 Kpas Ha TEKYIIHS
Mecell.

§ 7. HanzopHust cbBeT Ha HanmoHnaiiHaTa 31paBHOOCUTYpUTENIHA Kaca UMa MPaBo Ja U3BbPIIBA
BBTPEIIHN KOMIIEHCUPAHU IIPOMEHHU Ha KPEAUTUTE MEXKy eJIEMEHTUTE Ha Pa3XoauTe U TpaHC(HEpUTe 1o 4Jl.
1, a5, 2, KOUTO ca B paMKHUTE Ha YTBBPACHUS OI0/KET.

§ 8. HamzopuusT chBeT Ha HanmoHanHaTa 3/jpaBHOOCUTYpUTEIHA Kaca Ha OCHOBaHuUeE 4. 26, aj.
2 ot 3akoHa 3a 3/[paBHOTO OCUTYpsIBaHE MMa IPaBo Ja pa3xojBa CPeACTBaTa OT pe3epBa 3a HENPEABUICHU U
HEOTJIOKHU pa3xoau 1o wi. 1, an. 2, pex 3.

§ 15. 3akonubT Biu3a B cuiia ot 1 aryapu 2011 r. ¢ uzkntouenue Ha § 10, KoHTO BiK3a B cuiia OT
7eHs Ha oOHapoaBaHeTo My B "/[bpKaBeH BECTHHUK'.



IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B CWMJIA OT 01.01.2011T".)

§ 106. B 3akona 3a nexkapcTBEHHTE MPOAYKTH B XyMaHHaTa meaunuHa (00H., /B, Op. 31 or
2007 r.; u3Mm., 6p. 19 ot 2008 r.; Pemenne Ne 5 na Koncturyunonnus cbva ot 2008 1. - 6p. 65 ot 2008 1.;
usMm., o6p. 71 ot 2008 r., 6p. 10, 23, 41, 88 u 102 ot 2009 r. u 6p. 59 ot 2010 r.) HABCAKBAEC TyMHTE
"pernoHaJHUTE MHCIEKIMM 3a/l0 Oma3BaHe M KOHTPOJ Ha OOIIEeCTBEHOTO 3apase, '"pernoHajiHata
MHCIIEKIMS 0 Oma3BaHe M KOHTpoJl Ha obmectBeHoTo 31apase” u "PMOKO3" ce 3aMeHAT CHOTBETHO C

"peruoHamHuTe 3I[paBHU WHCIIEKIUHU", "pernoHanHara 3apapHa uacnekuus" u "P3M1".

§ 121. 3akonbT Biu3a B cwia oT 1 sayapu 2011 1. ¢ u3KiItoueHne Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90,
92,96,§102,1.3,4,5,7u8,§ 105, 1.1,3u5,§107,1. 1, 2, 3,4, 6, 6ykBa "a", 1. 7, 10, 11, 13 u 15, OykBa
"a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, 1. 4 6, § 117, . 5u 7 u § 118, 1. 1, KOUTO BAM3AT B CUIa OT
JieHsl Ha 0OHapOIBaHETO Ha 3aKoHA B "/IbpkaBeH BECTHHK";

2. maparpad 102, 1. 1, 2 u 6, kouto Bim3aT B cuia ot 1 mapt 2011 r.;

3. maparpadu 22, T. 1 (otHOCHO ui. 36, an. 1, uzpedenue BTopo), § 37, § 48, 1. 2, § 51 u 59,
KOUTO BiM3aT B cwiia oT 1 roam 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "6", xoiito Biu3a B cuna ot 30 centemBpu 2011 r.

Ipexoanu u 3aKIIOYNTETHA pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOJAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - IB, BP. 12 OT 2011 I'., B CWJIA OT 08.02.2011 I'.)

§ 24, IloganenuTe BadUAHU 3asABJICHHUS U YBCAOMIICHUA 3a IPOMCHU B pPA3pPCHICHHATA 34
y1'IOTp66a npeanu BIM3aHCTO B CUJIA HAa TO3U 3aKOH CC PA3IrJICKAAT 110 JOCCTAllIHUA PCI.

§ 25. MUHHCTBPBT Ha 37JpaBEOIA3BAHETO MPUBEXK/IA B CbOTBETCTBUE C TO3M 3aKOH Hapendara mo
wI. 42 B CPOK 10 TPU MecCeNa OT BIM3aHETO MY B CHJIA.

§ 27. 3akoHBT BIM3a B CUJIa OT JeHs HAa oOHapoaBaHeTO My B "J[bpikaBeH BECTHHK".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 60 OT 2011 IT"., B CWJIA OT 05.08.2011T".)

§ 66. (1) IIpousBogurenute mo § 12, an. 2 OT NPEXOTHUTE U 3AKITIOYUTEITHUTE pa3nopeadu ce
NPUBEXIAaT B CHOTBETCTBHE C W3UCKBaHUATa Ha wi. 148 m Ha JloOpara mpoM3BOJACTBEHA IMpaKTHKa,



OIIpezieIeH! 110 pela Ha wi. 152 B cpok 10 6 Mecena OT BIM3aHETO B CHJIA HA TO3U 3aKOH.

(2) Cnen mztnuanero Ha cpoka 1o ain. 1 MAJI u3BbpIiBa mpoBepka OTHOCHO IPHUBEKIAHETO B
CHOTBETCTBUE C M3UCKBaHUATA HA Wwi. 148 u Ha J[oOpaTa mMpou3BOJICTBEHA MPAKTHUKA, OMPEIEIICHU TI0 pena
Ha wi. 152.

(3) Koraro crnen u3BbpiiBaHeTo Ha mpoBepkaTta mo an. 2 MAJl ycraHoBH, Ye ycloBUsATa 3a
MPOU3BOJICTBO, KOHTPOJ M CHXPAaHECHHWE HAa W3XOJHUTE MATePUAIA 32 TMPOW3BOJCTBO W HA TOTOBHTE
JIEKapCTBEHH MPOAYKTH HE OTTOBapsST Ha M3UCKBAHMUATAa Ha TO3W 3aKOoH M Ha JloOpaTa mpou3BOACTBEHA
MIPAKTHUKA, TS YBEJOMSBA MUCMEHO CHOTBETHOTO JIUIIE 10 aJl. | U 1aBa MMCMEHU YKa3aHUS.

(4) B ciyuaii ue B cpok g0 60 1HU OT JaTaTa Ha YBEIOMSBAHETO ChOTBETHOTO JIMIIC 110 ail. 1 HE
OTCTpPaHH KOHCTATUPAHUTE HECHOTBETCTBHSI, M3MBJIHUTEIHUAT nupekTop Ha MAJI oTHemMa M31aieHOTO 1O
pena Ha OTMEHEHHMs 3aKOH 3a JIEKapCcTBaTa M alTeKUTe B XymMaHHaTa MeauiuHa (ooH., JIB, 6p. 36 ot 1995 1.;
Pemenue Ne 10 na Konctutyunonuus cba oT 1996 1. - 6p. 61 ot 1996 1.; u3m., Op. 38 ot 1998 r., Op. 30 ot
1999 1., 6p. 10 ot 2000 r.; Pemenue Ne 3 na Koncrurymmonnus c¢ba oT 2000 r. - 6p. 37 ot 2000 r.; u3Mm., Op.
59 ot 2000 r.; Pemenue Ne 7 mHa Koncturynuonnust ¢b11 oT 2000 r. - 6p. 78 o1 2000 r.; u3m., 6p. 41 ot 2001
r., 0p. 107 u 120 ot 2002 r.; momp., 6p. 2 ot 2003 1.; u3m., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 m 111 ot 2004
r., Op. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r.; oT™., Op. 31 ot 2007 1.)
paspenieHue 3a Npou3BOJACTBO MPHU yCIOBUATa Ha 4. 160a.

(5) Koraro cien n3BbpIIBaHETO HA MPOBEPKATA MO all. 2 C€ YCTaHOBHU, Y€ ChOTBETHOTO JIUIIE TIO
an. 1 He ce e MpHUBEJIO B CHOTBETCTBUE C U3MCKBaHMATA Ha wi. 148 u Ha JloOpaTa nmpou3BoACTBEHA MTPAKTHKA
o ui. 152, MAJI oTHemMa u3iaieHO pa3pelieHue 3a MPou3BOJICTBO MpH yciIoBHsATa Ha 4wi. 160a.

(6) Korato ciem u3BbpIIBaHETO HA MPOBEPKATa MO all. 2 C€ YCTaHOBHU, Y€ ChOTBETHOTO JIMIIE TI0
an. 1 ce e mpuBeNO B CHOTBETCTBUE C M3UCKBaHMATA HA Wi. 148 u Ha JloOpaTa mpon3BOACTBEHA MPAKTHKA 110
. 152, UAJI u3naBa HOBO pa3pelIeHHE 3a MPOU3BOACTBO 0 PeAa Ha TO3U 3aKOH CIIEI:

1. mogaBaHe Ha 3asBJIeHHE U TOKyMeHTauus rno wi. 150 u 151, u

2. mpencTaBsHE Ha IOKyMEHT 3a IjaTeHa Takca B pasmep 1500 is.

(7) Korato B emHOMEceUYEH CPOK OT MPHUKIIOYBAHETO Ha MPOBEPKATa M0 all. 2 JUIETO 1o ajl. 6 He
€ T0/1aJIo 3asBJICHUE U JIOKyMeHTauus no wi. 150 u 151, uznageHoTo paspenieHue 3a mpou3BoJICTBO O peia
Ha OTMEHEHUs 3aKOH 3a JICKapCTBaTa M allTeKUTe B XyMaHHATa MEIUITMHA CE TTPEKPATSIBA.

§ 67. (1) OTKpuTHTE U HENPUKIIIOUMIM 10 BIM3AHETO B CHJIa HA TO3U 3aKOH IIPOU3BOJICTBA 32
M3JlaBaHEe WJIM IPOMEHU Ha pa3pelleHus 3a ThbProBUs Ha IpeOHO C JEKapCTBEHU MPOAYKTHU C€ pasriiexaar u
JOBBPIIBAT 0 JJOCETAIIHUA peJ] 0e3 mpecTaBsHe Ha MpeUioskeHre 0T Buciiums cbBeT 1o dapmMariusi.

(2) B cpok nmo nBa Mecena OT BJIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHMCTEPCTBOTO Ha
3/IpaBeoOIa3BaHEeTO MPEAOCTaBs Ha VI3MBbIHUTENHATA areHIMs MO JIeKapcTBaTa C MPUEMHO-IIPelaBaTeIeH
IIPOTOKOJI apXUBa Ha MPUKIIOYMINTE IPOU3BOACTBA.

(3) B cpok mo nBa mecena OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO MPEAOCTaBs Ha V3MbJIHUTENHATa areHIUs MO JIeKapcTBaTa ¢ MPUEMHO-IIPEIAaBaTEIeH
MIPOTOKOJI BOJEHUS OT MUHHUCTEPCTBOTO Ha 3/paBEONAa3BAHETO PETUCTbD Ha M3/AaJE€HUTE pa3pelleHus 3a
THProBUs Ha IPeOHO ¢ JEKApPCTBEHU MPOIYKTH B anTeKa.

(4) Cnen w3naBaHe Ha paspelieHre Mo peaa Ha ajn. | MUHHUCTEpCTBOTO Ha 3/IpaBEOIa3BaHETO
u3Mpaila B TPUTHEBEH CPOK ciykeOHO A0 M3mbnHuTenHaTa areHuus Mo JeKapcTBaTa KOMHe OT HEero 3a
BIIMCBAHC B PCrUCTHhpPa HAa U3AAJCHUTC PA3pCUICHUA 3a ThPIrOBHA HaA Hpe6HO C JICKapCTBCHU IMPOAYKTH.

(5) Cnen 3aBbpiiBaHe Ha MPOW3BOJCTBATA MO al. | MHUHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO
npeaocTaBs Ha M3nobnaurennara ar CHIUA II0 JICKApCTBATa € IMPUCMHO-TIPCAABATCIICH IPOTOKOJ TCXHUA
apxuB.

§ 68. (1) 3asBieHusATa 3a M31aBaHE WIM IPOMEHM Ha YJOCTOBEPEHHUS 3a PETUCTpaLldsd Ha
APOTepHH, TOAAZCHU /10 BIM3AHETO B CHJIa HAa TO3M 3aKOH, CE€ Pa3MIeKJaT MpPU YCIOBHUATA U 1O peaa,



MNpECABUACHHU B HCTO.

(2) B cpok 1o eawH Mecel] OT BIM3aHETO B CHJIa HA TO3W 3aKOH M3mbIHWUTETHATA areHIMs 10
JIEKapCcTBaTa MPEJOCTaBs Ha CHOTBETHATa pPETHOHANHA 3JpaBHA HWHCIEKIHUS C IPHEMHO-NpeaaBaTeleH
MIPOTOKOJI 3asIBJICHUSATA U JTOKYMEHTUTE, MOJAJACHHU 3a MPOM3BOJICTBATA 32 M3JaBaHE HA YJIOCTOBEPCHHS 3a
perucTpanus Ha APOTreprH, KaKTO U apX1Ba Ha MPUKIIOYHINTE MPOU3BOICTBA.

(3) B cpok 1o eauH Mecel] OT BIM3aHETO B CHJIa HA TO3W 3aKOH M3mbiHUTETHATa areHuus 1o
JeKapcTBara mpeaoctaBs Ha MUHHCTEPCTBOTO Ha 3ApaBeOla3BaHETO C MPHEMHO-TpeaaBaTesieH MPOTOKOI
BojieHUs1 OT MIAJI perucTbp Ha U3/1aJIeHUTE yIOCTOBEPEHUS 32 PETUCTPALls Ha IPOTEPHsl.

(4) B cpok o eawiH Mecel OT MPEIOCTaBSIHETO Ha PErucThpa Mo ajl. 3 MHUHHCTEpCTBOTO Ha
3/IpaBEOIa3BaHETO M3TOTBS U MyOJMKyBa Ha CTpaHUIATa CH HAIIMOHATHMS PETHCTHD HAa W3JaJCHUTE IO
BJIM3aHETO B CHJIA HA TO3H 3aKOH YJOCTOBEPEHHS 32 PETUCTPAIIHS Ha IPOTEPHUH.

§ 69. (1) B cpox no Tpu Mecema OT BIM3aHETO B CWJIa Ha TO3U 3aKOH IIPOLIELYpUTE 3a
YTBBPKIAaBAHETO WM PETUCTPUPAHETO HA IIEHHU HA JIEKAPCTBEHUTE MPOAYKTH CE U3BBPIIBAT IO TOCETAITHHS
pen ot KomucusTa no HeHUTE Ha JIEKAPCTBEHUTE MPOIYKTH.

(2) Cnen n3tnuanero Ha cpoka no ai. 1 Komucusara no neHuTe Ha JIEKapCTBEHUTE MPOAYKTH
npenoctaBs Ha KomucusaTa mo 1ieHu U peuMOypcupaHe ¢ MPUEeMHO-TIPEeIaBaTeNICH IPOTOKOI 3asiBJICHUATA U
JOKYMEHTHUTE, MOAAQJCHU 3a MPOLEAypUTe Mo ai. l, KakTo M apXvBa Ha MPUKIIOYWINTE MPOLEIYypH 3a
YTBBPK/IaBaHE WJIM PETUCTPUPAHE Ha IIEHU Ha JICKAPCTBEHUTE MPOTYKTH.

(3) Cnen m3tnvanero Ha cpoka mo an. 1 Komucusara mo neHuTe Ha JIEKQPCTBEHUTE MPOAYKTH
npeaoctaBs Ha Komucusita o neHn u peumMOypcupaHe ¢ MPUEMHO-TIPEIaBaTeNIeH MPOTOKOJ BOJCHHUTE OT
KOMHUCHSITA PETUCTPU Ha U3JAJCHUTE pEIICHUs 3a YTBBbPXKAABaHE WM pErucTpanus Ha LEeHH Ha
JIEKAPCTBEHUTE MPOTYKTH.

§ 70. (1) B cpok nmo Tpu Mecema OT BIM3aHETO B CHUJIa HA TO3M 3aKOH MPOILEIypUTE IO
BKJIFOUBAHE, N3KIIFOYBAHE W/WIIA TPOMEHH Ha JIEKAPCTBEHH MPOIYKTH OT [I03UTUBHUS JICKAPCTBEH CIUCHK CE
W3BBPIIBAT 10 JOCETalTHus pell OT KOMUCHUATA 1O TTO3UTUBHUS JIEKAPCTBEH CITUCHK.

(2) Cnen wm3tnuanero Ha cpoka mo ain. 1 Komucusara 1mo mo3UTUBHUS JIEKAPCTBEH CIHUCHK
npenoctass Ha Komucusita 1o meHn u peuMOypcrupaHe ¢ IPUEMHO-TIPEIaBaTeNIeH MPOTOKOJT 3asIBIICHUSTA
JOKYMEHTHUTE, TIOJaJICHH 3a MPOLEIypUTe Mo ail. 1, KaKTo U apX¥Ba Ha MPHUKIIOYUIUTE MPOLEAYPH 32
BKJIFOUBAHE, M3KIFOYBAHE V/WIM IPOMEHU HA JICKAPCTBCHH MPOIYKTH OT [103UTHBHHMS JICKAPCTBEH CITUCHK.

§ 71. Ipp:xaBHUTE TaKCH, BHECEHH IO mporeaypute no § 69, an. 1 u § 70, an. 1, ce pazxonsar
3a o0e3leuaBaHe Ha ChOTBETHUTE aIMUHUCTPATUBHU MPOM3BOJICTBA, KaKTO U 3a JeiHocTTa HAa Komucusra
10 MPO3PAYHOCT.

§ 72. (1) Llenute, onpenenenu mo peaa Ha wi. 258, an. 1, Ha JIEKapCTBEHUTE MPOIYKTH, KOUTO
KbM BIIM3aHETO B CHJIa HAa TO3M 3aKOH Ca BKJIIOYEHHU B [I03MTHBHMSA JIEKAapCTBEH CIIUCHK, CE CMSATAT U 3a
TEXHHM IMPEAETHH LIEHU NIpH Mpojax0arta UM Ha ApeOHO chriaacHo wi. 258, ain. 3.

(2) B cpok o Tpu Mecema OT BIM3aHETO B CHJa Ha TO3M 3akoH Komucusara mo nesure Ha
JICKapCTBEHHUTE MIPOAYKTH CITy>)KEOHO 3aIM4yaBa OT PETHUCThpa HA NMPEJCITHUTE IEHN 00pa3yBaHHUTE MPEICITHU
LICHH Ha JIEKapCTBEHUTE MPOAYKTH 110 aj. 1.

(3) o 31 nmexemBpu 2012 r. mpuTexaTenuTe Ha pa3pelleHds 3a ynorpeba He Morar Ja
IIPOMEHAT IIeHaTa Ha JIEKapCTBEH NMPOAYKT C M3KIIOYEHHE HAa HAMaJsIBAHETO M 3a MPOAYKTH, KOUTO KbM
BJIM3aHETO B CHJIa Ha TO3M 3aKOH Ca UMalli OIpeJesieHa IIeHa, HO He ca BKIOYeHH B [lo3uTHBHHSA
JIEKapCTBEH CIIUCBHK.

§ 73. (1) C Biu3aHeTO B CHJIa HAa TO3U 3aKOH 00pa3yBaHHUTE MPEACIHU IICHU Ha JIGKAPCTBEHUTE
MPOJYKTH, OTIYCKaHH MO JIEKApCKO MpEeINUCaHue, U PEerMCTPUPAHUTE LEHH Ha JIEKapCTBEHUTE MPOIYKTH,
OTIIyCKaHU 0€3 JIeKapCKo MpeIUCcaHne, e CMATAT 3a TEXHU PErUCTPUPaHM LIEHH 1o wi. 258, ai. 2.



(2) U3BbH ciayuaute 1o aji. 1, ¢ BIM3aHETO B CUJIA HA TO3U 3aKOH 00pa3yBaHUTE MPEACIIHUA LICHU
Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO MPHUHAJIEKAT KbM MEXIYHAPOJAHO HEMIATEHTHO HAMMEHOBAHUE, KOETO
€ BKJIItOUEHO B [I03UTHUBHUS JI€KAPCTBEH CIUCHK, C U3KIIOUEHHE HA MPOJYKTUTE, BKIIOUEHHU B MPUIIOKEHUE
No 2 Ha cnuchbka, ce CMATAT M 32 TEXHHW IPENeNHU IEHW MPH MpojaaxxdaTa UM Ha ApeOHO U HE Morar jaa
ObJaT MPOMEHSIHU JI0 TPHEMaHeTo Ha Hapendarta mo wi. 258, an. 5.

(3) B cpok no Tpu Mmecelia OT BIM3aHETO B CHJIA Ha TO3M 3akoH Komucusta 1o 1eHuTe Ha
JIEKapCTBEHUTE MPOAYKTH U3TOTBS pETUCThPa 1Mo wi. 261, ani. 3, B KOMTO BIUCBA IIEHUTE MO aj. 1.

§ 74. B cpok 10 Tpu Mecela OT BJIM3aHETO B CHJIa HA TO3M 3aKOH KommucusaTa 1o nmo3uTHBHUA
JIEKapCTBEH CHUCHK MpuBexaa [103UTHUBHUS JIEKapCTBEH CIMUCHK B CHOTBETCTBHE C M3MCKBAaHUSATA IO Y.
262,an.5,1.1-3.

§ 75. B cpok o0 Tpu Mecela OT BJIM3aHETO B CHJa HAa TO3U 3aKOH MUHHUCTEPCKHUAT CHBET
ornpenens cberaBa Ha Komucusra 1o neHu u penMOypcupase.

§ 76. B cpok 10 Tpu Mecelna OT BIM3aHETO B CHJIa HA TO3U 3aKOH:

1. MUHUCTBPBT Ha 37paBEONa3BAHETO U3MEHS U JOITBJIBA Hapenoute mo wi. 82, an. 3, ui. 219,
ain. 2 v wi. 243 B ChbOTBETCTBUE C TO3M 3aKOH.

2. MUHHUCTEpPCKHAT CHBET MpueMa HapeadaTa 1mo wi. 258, an. 5 u u3Mmens tapudara mo wi. 21,
an. 2 u YCTpOWCTBEHHUs] MPABWIHUK HA MHHUCTEPCTBOTO Ha 3/IPABEONAa3BaHETO B CHOTBETCTBUE C TO3U
3aKOH.

§ 84. 3akoHbT BiIM3a B cwia OT JieHi Ha oOHapoaBaHETO My B "JlbpkKaBeH BeCTHUK'" ¢
M3KIIIOYeHHUE Ha § 65, koilTo Biu3a B cuia ot 30 centemBpu 2011 1.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A KOHTPOJI
BbPXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE

(OBH. - 1B, BP. 61 OT 2011 T"., B CWJIA OT 10.11.2011T".)

§ 54. To3u 3aK0H BJIM3a B CHJIa TPU Mecela ciea oOHapoaBaneTo My B "/[bpikaBeH BECTHUK'.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUWE U JOITbJIHEHUE HA 3AKOHA 3A 1P KABHUSA
CIIYKUTEJ

(OBH. - 1B, BP. 38 OT 2012 T"., B CWJIA OT 01.07.2012T".)

§ 84. (B cuma or 18.05.2012 r.) B cpok no eaun mecer; oT 0OHapOABAaHETO HA TO3U 3aKOH B
"JIbpKaBeH BECTHUK":

1. MunucTepCcKUAT ChBEeT mpuBexaa Kiacudukaropa Ha JTHKHOCTUTE B aIMUHUCTpAIUATA B
CHOTBETCTBHUE C TO3H 3aKOH,

2. KOMIETEHTHUTE OpraHu MPHUBEXKIAT YCTPOUCTBEHUTE aKTOBE HA ChOTBETHATA aIMUHUCTPAIIHS
B ChOTBETCTBHUE C TO3U 3aKOH.



§ 85. (1) IlpaBooTHomieHUsiTa C JUIATa OT AAMUHUCTpALMUTE MO 3aKOHA 3a PAJAUOTO U
TEJIEBU3MATA, 3aKOHA 33 HE3aBHCHMUS (DUHAHCOB OJMT, 3aKOHA 3a €JIEKTPOHHHUTE ChOOLICHHUs, 3aKOHA 3a
Komucusita 3a ¢puHaHCOB HaA30p, 3aKOHA 3a JOCTBI U pa3KpuMBaHE Ha JOKYMEHTHUTE U 3a 0OsABsIBaHE Ha
MIPUHAJUIEKHOCT Ha OBJArapcKu IpaxaaHu KbM Jlbp)kaBHA CUTYPHOCT M pa3y3HaBAaTEIHUTE CIyKOU Ha
bernrapckara HapogHa apmus, 3aKOHa 3a OTHEMaHe B I0J13a Ha Jbp)KaBaTa Ha MUMYIIECTBO, MPUI0OUTO OT
IpecThITHA JIEHHOCT, 3aKOHa 3a NMPEAOTBPATABAaHE U YCTAaHOBSIBaHE Ha KOH(MIMKT Ha nHTepecH, Komekca 3a
COLIMAJIHO OCHUT'ypsiIBaHE, 3aKOHA 3a 3/IpaBHOTO OCHUIypsiBaHe, 3aKOHAa 3a IOJANOMAaraHe Ha 3eMeJEJICKUTE
IIPOM3BOJUTENN U 3aKOHA 3a IMBbTUIIATA CE YPEKIAT MPU yCIOBUATA U O peaa Ha § 36 OT MpexogHUTE U
3aKJIIOYUTETHUTE Pa3nopeOn Ha 3aKoHa 32 U3MEHEHHUE U JOIbIHEHNE Ha 3aKOHA 3a IbPIKABHUSA CIIYKHUTEN
(B, 6p. 24 ot 2006 1.).

(2) C axTa 3a Ha3HAYaBAHETO HA JbPKABHUS CIIY)KUTEI CE:

1. nmpucexna onpenenenuss B Kiacupukatopa Ha JUIB)KHOCTUTE B aJMUHHUCTpalMATa
MUHUMAJIEH PaHr 3a 3a€MaHaTa JTbKHOCT, OCBEH aKO CILYKUTEJIAT NPUTEKaBa I10-BUCOK PaHT;

2. omnpejieis MHANBUAYaIHA OCHOBHA MECEYHA 3aIliara.

(3) JombnHuTenHo HEOOXOAMMHUTE CPEACTBA 33 OCUTYPHTEIHM BHOCKHM Ha JIMIATa MO aj. 2 ce
OCUTYpSIBaT B pAMKUTE Ha Pa3XOAMTE 3a 3aIUIATH, Bb3HAPAXKACHUS U OCUTYPUTEITHH BHOCKH IO OIOJKETUTE
Ha ChOTBETHUTE PA3NOPEIUTENH C OIOKETHU KPEAUTH.

(4) MUHHCTEPCKUAT CHBET J1a U3BBPIIM HEOOXOAUMUTE MPOMEHHU 110 U3BBHOIOKETHATA CMETKA
Ha JIppkaBeH GoHn "3emenenue", MPOU3THYAIIM OT TO3U 3aKOH.

(5) Opranute Ha ynpaBieHue Ha HaunmoHanHus ocurypureneH MHCTUTYT M Ha Hanumonamnata
3paBHOOCUTYpUTENIHA Kaca Ja W3BbpIIAT HEOOXOAMMHUTE TIPOMEHHM [0 CBOTBETHUTE OOKETH,
IIPOU3THUYAILHN OT TO3U 3aKOH.

(6) Hewusnon3paHure OTIYCKM N0 TPYAOBUTE IIPABOOTHOIIEHMSI C€ 3ama3BaT U HE Ce
KOMIICHCUPAT C MapUYHHU 00e31IeTEeHus.

§ 86. (1) B emHomecedeH CpoK OT BJIM3aHETO B CHJIa HAa TO3W 3aKOH MHIWBHIyajJHaTa OCHOBHA
MEeCEYHa 3alulaTa Ha CIY)KUTEIs C€ ONpeleNs Taka, Y€ CbllaTa, HamMalleHa C IbJDKAMUS JIaHBK H
3aIBJKUTEIIHUTE OCUTYPUTEIHU BHOCKH 32 CMETKa Ha OCUTYPEHOTO JIMIIE, aKO ca OMJIM IbJKUMHU, J1a HE €
[O-HUCKA OT TMOJy4aBaHaTa [0 TO3M MOMEHT OpyTHa MeceuyHa 3amjlaTa, HamalieHa ¢ JbDKUMUTE
3aJbJDKUTEIIHA OCUTYPUTEITHM BHOCKM 32 CMETKa Ha OCUTYPEHOTO JIHMIE, aKO ca OWIM IBJDKUMH, H
IBIDKAMUS TaHBK.

(2) B 6pyTtHara 3amnara no ain. 1 ce BKJIIOYBAT:

1. ocHOBHaTa MeceyHa 3aIuiaTta Wikl OCHOBHOTO MECEYHO Bb3HArpaXk/IeHUE;

2. NOIBJIHUTEIIHN Bb3HArpakJI€HUs, KOUTO CE€ M3IUIAILAT MOCTOSHHO 3a€QHO C IoJjaramara ce
OCHOBHA MECEYHa 3aIulaTa WM OCHOBHO MECEUHO BBb3HArpa)</JI€HWE U ca B 3aBUCHMOCT €IMHCTBEHO OT
0TpabOTEHOTO BpEME.

§ 87. 3akonbT Biu3a B cwia ot 1 ronum 2012 1. ¢ uskimodyeHue Ha § 84, KOMTO BIM3a B cujia OT
JieHs1 Ha 0OHapoABaHETO HA 3aKOHA B "J[bp)kaBeH BECTHHUK'".

Ipexoanu u 3aKIIOYUTETHA pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3]IPABHOTO
OCUT'YPSIBAHE

(OBH. - IB, BP. 60 OT 2012 T'., B CWJIA OT 07.08.2012T".)

§ 44. 3akoHBT BIM3a B CUJIA OT JCHS Ha 0OHapoABaHeTO My B "/IbpkaBeH BECTHHUK'.



JonmbJIHUTETHN pa3nopendoun
KBbM 3AKOHA 3A UBMEHEHMUE U TOII'bJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTHU B XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 102 OT 2012 I"., B CMJIA OT 21.12.2012T".)

§ 118. To3u 3akoH BbBexna u3uckBaHuAtra Ha JlupexkruBa 2010/84/EC na EBpomneiickus
napaameHT 1 Ha CpBera or 15 nekemBpu 2010 r. 3a M3MeHEHHE MO OTHOLIEHHE Ha (hapMaKOJOTMYHATA
onurennoct Ha HupektuBa 2001/83/EO 3a yTBbpkIaBane Ha kojekc Ha OOLUIHOCTTAa OTHOCHO JIEKAPCTBEHU
npoayKTH 3a XymanHa ynotpeba (OB, L 348/74 or 31 nekemBpu 2010 r.) u dupexrusa 2011/62/EC na
EBponeiickus mapnamenT u Ha CohBeta oT 8 roHM 2011 r. 3a m3menenue Ha [JupextuBa 2001/83/EO 3a
yIBbp)KIaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JICKApCTBEHH MPOJYKTH 3a XyMaHHa ymnoTpeda o
OTHOIIIEHHE Ha IMpPEeNOTBPATABAHETO Ha HABJIM3aHETO Ha (ammuduIUpaHu JIEKapCTBEHU MPOAYKTH B
3akOHHaTa Bepura Ha jfoctaBka (OB, L 174/74 ot 1 tonu 2011 r.).

Ipexoanu u 3aKIIOYUTETHE Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A
JJEKAPCTBEHUTE INPOJAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 102 OT 2012 I"., B CMJIA OT 21.12.2012T".)

§ 119. (1) Cnen 2 smyapu 2013 1. mpou3BOAUTETUTE, BHOCUTEIUTE U THPTOBIIUTE Ha €IpO C
akTuBHU BeulecTBa nogasaT B MMAJI B cpok 10 2 mapt 2013 r. 3asBiieHHE U TOKYMEHTH 3a BIMCBaHE M0 pena
Ha 4. 1676.

(2) IlpousBoauTENUTE W BHOCHUTEIUTE, KOUTO Ca MPOM3BEXKAANU WM BHACSUIM AKTUBHU
BEIIECTBA Bb3 OCHOBA Ha M3JaJeHUTE UM a0 2 sHyapu 2013 r. paspemienust 3a MpoU3BOACTBO/BHOC, HE
3aIJIamar Takca 3a BIIMCBAHETO UM B PETUCTbHpa Mo wi. 167T.

(3) Ho 2 mapt 2013 r. nuuara mo an. 2 oChIIECTBIBAT ACHHOCTH 1O MPOU3BOACTBO M BHOC HA
aKTHBHM BEIIECTBA Bb3 OCHOBA HA M3/a/ICHUTE UM pa3pelleHus 3a IPOU3BOCTBO/BHOC.

§ 120. JIumaTa, KOMTO OCBHIIECTBSABAT MOCPEIHUIECTBO B 00JIACTTA HA JICKAPCTBEHUTE MPOTYKTH
U ca 3all04Halu CBOsiTa AeUHOCT npeau 2 sstHyapu 2013 r., ce perucTpupar pH yCIOBHTA U IO PEAA HA UJl.
212a B cpok 10 2 mapt 2013 .

§ 121. 3amoyHanute 10 BJIM3AaHETO B CHJIA HAa TO3W 3aKOH MPOLEAYpPH 3a paspeliaBaHe 3a
ynotpeba ce T0BBPIIBAT IPU YCIOBHUATA U IO pea, IPEIBUIECHHU B HETO.

§ 122. (1) IIpurexkaTenure Ha pa3penicHHs 3a yrnorpeda He MpHarat CUCTeMa 3a YIpaBJICHHE
Ha pucka mo wi. 192, an. 1, T. 2 3a 1eKapCTBEHU MPOJAYKTH, HA KOWTO Ca W3/IaJICHU pa3pelieHus 3a yrnorpeda
npenu 21 1o 2012 r., ocBeH B cilydanTe 10 ai. 2.

(2) VsnbaHuTENHATA areHus 1o JIeKapCcTBaTa MOXKeE /1a HAJIO0XKH 3a/IbJDKEHUE Ha MPUTEKATEIs
Ha paspelleHue 3a ynorpeda na chb3aajae U Ja mpuiiara cucreMa 3a ynpaBleHHE Ha PUCKA, KOraTo MPEIeHH,
4ye 3a JIaJeH JIEKapCTBEH MPOAYKT MMa OMACEHHs, KOMTO MOraT /la OKakaT BIUSHHE HAa CHOTHOILEHUETO
non3a/puck. B To3u ciyuait MAJI u3nckBa oT mputexaTels Ha pa3pelieHueTo 3a ynorpebda Jia npeacTaBu u
oJpoOHO ONMCaHKME HA CUCTEMATa 3a yNpaBJIeHHUE Ha PUCKA, KOSITO Bh3HAMEPsBa Ja BbBEJEC 32 ChOTBETHHSA
JIEKapCTBEH MPOIYKT.



(3) B caywaure no an. 2 MAJl nucmeHO yBenoMsiBa NPUTEXKATENsl HAa Pa3pElICHUETO 3a
ynotpeba, Karo MOcoYBa MOTHBHUTE 3a HajaraHeTO Ha 3aJb/DKEHHETO W CpoKa 3a MpeACTaBsHE Ha
MOJPOOHOTO OMUCAHKE HAa CUCTEMATa 3a yNpaBlIeHUe Ha PUCKA.

(4) B 30-mHeBeH CpoOK OT TOJyYaBaHE HA YBEAOMJICHHETO IO all. 3 TPUTEKATEIAT Ha
paszpelreHneTo 3a yrnorpeda Moxe na moucka ot MAJI mpemocTaBsHe Ha BB3MOKHOCT 3a MPEACTaBSIHE HA
MHpOpPMaIKs OTHOCHO HAJI0KEHOTO 33 IbJDKEHHE TI0 all. 2.

(5) Cnen momyuyaBane Ha wuckaHeto mo an. 4 MAJl ompenenss cpok 3a MpeACTaBsSHE Ha
nH(pOpMaIUATA OT IPUTEKATEIS HA Pa3pEIICHUETO 3a YIOTpeoa.

(6) Bp3 ocnoBa Ha mnpencrtaBeHata uHpopmanus MAJI mMoke ma MOTBBPAM HAJIOKEHOTO
3aJIbJDKEHUE 110 aJl. 2 WM J]a O OTMEHH.

(7) U3mpiHUTENIHATA areHIUS 110 JIGKapCTBaTa YBEOMSIBA IPUTEKATEIS 32 B3ETOTO PEIICHHUE T10
an. 6.

(8) Korato MAJI moTBBbpAM 3aABIDKEHHETO, HM3ITBIHUTEIHUAT AUPEKTOP CIIYy)KEOHO H3JaBa
MPOMsIHA B Pa3pelIeHUETO 3a YIoTpeda, KaTo BKIOYBA B HETO KaTO YCJIOBHE HAJIOXKEHOTO 3aJbKEHHE IO
an. 2.

§ 123. IlpurtexaTenure Ha pa3pelieHUs 3a yrnoTpeda Ha JICKApCTBEHU MPOAYKTH, WU3AaJICHU
npeau 21 ronu 2012 r., U3nBJIHSBAT 3aAbIKeHUETO 10 wi. 192, an. 1, T. 1 cuurano ot 21 ronu 2015 r. unu
OT JaTara Ha IIOJIHOBSBAaHE Ha pa3pelICHUETO 3a ynoTpeba Ha CHOTBETHHUS JIEKApPCTBEH MPOIYKT B
3aBUCUMOCT OT TOBA, KOSl OT JIBETE JJaTH IlI€ HACTBIIU MO-PAHO.

§ 124. 3anoyHanurte A0 BJIUM3AaHETO B CHJIa HA TO3H 3aKOH HCUMHTCPBCHIIMOHAIHU ITPOYUYBAaHUs CE
AOBBPIIBAT IO AOCCTAIIHUA PCA.

§ 125. (1) Jlo HacThIBaHE Ha yCIOBHsTa M cpoka mo 4i. 2, T. 3 oT Jupexkruna 2010/84/EC
MPUTEKATEINTE HA pa3pelleHus 3a yrnoTpeda u3npamar cCboOLUICHHATA 32 CEPUO3HH HEXKEJaHH JICKapCTBEHH
peaKkIuy, HaCTHIIIJIM Ha TepuTopusaTa Ha Penybnuka bwarapus, no MAJI u no EBpormeiickaTa areHius mo
JIeKapcTBaTa B CPOK /10 15 AHM OT MOTYYaBaHETO UM.

(2) snbaHuTENHATA areHuus 1o JIeKapcTBaTa MpoBepsiBa U3IbJIHEHUETO Ha 3aJbKEHUETO 10
an. 1.

(3) Korato cpoOuieHreTo ce oTHacs 3a Cepuo3Ha HeKelaHa JIEKapCTBEHa peaklus, HacThIIniIa
Ha TEPUTOpUATA HA TpeTa IbpKaBa, NMpUTEXKATeIUTE Ha pas3peuieHust 3a ymnorpeba B cpoka mo an. 1
yBenomsaBar EBponeiickara areHuus 1o JiekapcrBara.

§ 126. (1) Ilpurexxkarenure Ha pa3pemieHus 3a ynorpedba momaBatr B HMAJI mepuoawdnu
aKTyaJlM3UpaHu JOKJIaIu 3a 0€30MacHOCT B ChOTBETCTBUE C BPEMEBHUTE MHTEpBaiIu mo wi. 194k, an. 3 3a
JIEKApCTBEHHUTE MPOIYKTH, HA KOUTO Ca W3MaJIeHN pa3pemieHus 3a ynorpeda npeau 21 romm 2012 1. u 3a
KOUTO YECTOTAaTa U JAaTUTE Ha IMOJIaBaHe Ha MEPUOJAUYHUTE aKTyalU3UpPaHu JTOKJIAIHN 3a 0€30IacHOCT HE ca
BIIMCAHU KaTO YCJIOBUS B Pa3peLICHUETO 3a yNoTpeoda.

(2) Pasmopenbara Ha an. 1 ce mpunara 0 omnpezenssiHe Ha pyra 4ecToTa WK Ha IPYTH AaTH Ha
[10/1aBaHE Ha JIOKJIAJIUTE B Pa3peLICHUETO 3a yHoTpeda WK 10 ONPEIEISIHETO Ha AT U YECTOTa ChITIAaCHO
. 19471 - 194m.

§ 127. (1) Ilputexxkarenutre Ha paspelieHus 3a YHnoTpeda MpeaocTaBsAT MEPUOIUYHU
aKTyallu3upaHu JOKJIaau 3a O6e3omacHocT no wi. 1943, an. 1 B peructbpa no wi. 1943, an. 3 cien u3tudane
Ha 12 mecena ot narara, Ha kosTo EBporeiickara areHIus Mo JIEKapcTBaTa OMOBECTH (DYHKIMOHHPAHETO
My.

(2) Jo HacTpnBaHe Ha CpoKa IO ajl. | mpUTeXarenauTe Ha pa3pelieHus 3a ynoTpeda npeacTaBsIT
MEPUOIUYHUTE aKTyaITM3upaHu JoKIaau 3a 6e3onacHocT Ha MAJI u Ha perynatopHUTE OpraHd Ha JPYTUTE
IbpKABU YJICHKH, B KOUTO ChOTBETHHST JIEKAPCTBEH MPOIYKT € pa3pellieH 3a ynorpeoa.



§ 128. IIpuTexarenure Ha pa3penieHre/yI0CTOBEPEHIE 32 ThProBUs Ha JPeOHO C JICKapPCTBEHH
NPOAYKTH B anTe€Ka WM ApOorepus mno wi. 234, ajn. 5 moMecTBaT Ha MHTEPHET CTPAHULIATA JIOTOTO MO 4. 234,
an. 6 B CpOK JI0 €lHA TOJMHA OT Jarara Ha MyOJMKyBaHe Ha akTa mo 4i. 85B, maparpad 3 ot JupexTtuna
2001/83/EO.

§ 129. M3npaHuTenHaTa areHUus 10 JeKapcTBaTa U3BbPIIBA I'bPBUS OJUT HA CUCTEMATA IO 4Jl.
183, an. 1 m m3nmpama Ha EBpomneiickata KOMUCHS JOKJIaJ C PE3YATATUTE OT HEro Hal-KkbCHO 110 21
centemBpu 2013 1.

§ 130. (1) o 20 mapt 2013 r. 3anmovHanuTe U HENPHUKIIOYWIH TIpotiexypu npen Komucusra mo
LIEHHU U peuMOypcupaHe ce JOBBPIIBAT OT Hesl [0 JOCEralIHus pel.

(2) Caenx 1 ampun 2013 r. HempukiIrouuiauTe mnpoueaypu npen Komucusita mo uneHu u
peuMOypcupaHe ce IOBbpIIBAaT OT HauuoHamHMsS CbBET MO IIEHH U peuMOypcHpaHe Ha JIEKapCTBEHUTE
MIPOJYKTH MIPH YCJIOBUATA U TI0 PeJia Ha TO3U 3aKOH.

(3) B cpox mo 31 maptr 2013 r. Komucusra mo meHu W peuMOypcHpaHe MpeaocTaBs Ha
HanmonanHus cbBeT N0 LIEHU U peMMOYpCUpaHE Ha JIEKAPCTBEHUTE NPOAYKTH C IPUEMHO-IIPEIAaBaTEIICH
MIPOTOKOJI 3asIBIICHUSATA W JOKYMEHTHUTE, IOAAJeHU 3a IMpoleaypuTe Mo aj. 1, KakTo M apxuBa Ha
MIPUKIIIOUUIIUTE IPOLETYPH.

(4) B cpox nmo 31 mapr 2013 r. Komucusara no neHu um peumOypcHupaHe NpeaocTaBs Ha
Harnmonanuust cbBeT Mo IeHH U peuMOypcUpaHe Ha JIEKapCTBEHHTE MPOAYKTHU C MPUEMHO-IIPE/laBaTeIeH
IIPOTOKOJI BOJIEHUTE OT KOMHUCHSTA PETUCTPH.

§ 131. (1) Mo 20 mapr 2013 r. TakcuTe 3a HoJaBaHe Ha 3asBJCHUS 3a YTBbp)KJaBaHE Ha
[EHH/TIPENICITHN [IEHHU, PETUCTPUpaHe Ha IICHNW Ha JIEKAPCTBEHHU MPOAYKTH, 33 BKIIOUBAHE, U3KIIOUYBAHE WIIH
MIPOMEHU Ha JIEKApCTBEHU NPOAYKTU B [103UTHBHUS JTeKapCTBEH CIIUCHK € ChbOMPAT OT MUHUCTEPCTBOTO Ha
3JIpaBEOIa3BaHETO B pa3MepuTe, onpeeieHu B Tapudara mo wr. 21, an. 2.

(2) Cuopanute mo 20 mapt 2013 r. duHaHCOBU CpeACTBa MO all. 1 ce pa3xoaBaT 3a JEHHOCTTA Ha
Komucusra no nenu u peumOypcupatne u Ha Komucusra 1o npo3padyHocrt.

§ 132. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHHUCTEPCKHUAT CHBET IO
MpeAJIOKEHUE HAa MUHUCTBPA Ha 3/IPABEOIAa3BAHETO:

1. onpenens npeaceaarens U wieHoBeTe Ha HanmoHamHus chBeT Mo 1IeHU U peuMOypcupaHe Ha
JIEKApCTBEHUTE MPOAYKTH;

2. mpueMa YCTPOMCTBEH MpaBUIHUK Ha HanuoHamHUS ChBET MO LIEHM M perMMOypcUpaHe Ha
JIEKApPCTBEHHUTE MPOTYKTH.

§ 133. (1) B cpok nmBa mecerna OT BIM3aHETO B CHJa Ha TO3W 3aKOH MUHUCTEPCKUAT CHBET
u3MeHs Tapudara no wi. 21, an. 2.
(2) B cpox no 1 ampuit 2013 r. MuUHHCTEPCKUAT CHBET NpUeMa HapeadaTa 1o ui. 261a, an. 5.

§ 134. 3agpokeHusara no wi. 159, an. 4, wi. 168, an. 8, wi. 168a u 1680 3amouBar na ce
W3MBJIHABAT TPU TOJWHU CJIEN JaTaTa Ha MyOJIMKyBaHE Ha JIETIETHPAHUTE aKTOBe Mo Wi. S4a ot JlupextuBa
2001/83/EO B "Odunmanen BectHUK" Ha EBponeiickus cbio3.

§ 138. 3akoHbT BAM3a B CWia OT JieHd Ha oOHapojBaHETO My B "JIbpkaBeH BeCTHHUK" ¢
U3KJIIOUYEHHUE Ha:

1. maparpad 9, 1. 1, 6ykBa "a", § 29 - 36, § 38 - 43, § 44 orHOCHO un. 167a, 1676, 1678, 167,
167, un. 167e, an. l mam. 2, 7. | mwan. 1673, § 65-76,§ 98, 1. 1 m 2, § 101, 1. 1, 6yxBu "a" u "6", § 102,
103,106 - 108, 111, 116, § 117, 1. 1, 6yxBu "a", "e", "x" u "n", kouto Bau3ar B cuia ot 2 ssuyapu 2013 r.;

2. maparpadu 20 u 117, 1. 2, kouto Bam3ar B cuia ot 1 anpun 2013 r.;



3. maparpad 44 otHocHo 4. 167e, an. 2, T. 2 v an. 3 v 4. 167K, KOUTO BIIM3a B CHJIA OT 2 FOJIH
2013 .

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A NYBJIMYHUTE ®PUHAHCHU

(OBH. - 1B, BP. 15 OT 2013 I'., B CWJIA OT 01.01.2014 T".)

§ 123. 3akoubT Biu3a B cwia oT 1 siuyapu 2014 r. ¢ uzkimouenue Ha § 115, koiiTo Bau3a B cuiia
ot 1 suyapu 2013 1., u § 18, § 114, § 120, § 121 u § 122, xouto Bau3at B cwia ot 1 pespyapu 2013 1.

IIpexoanu u 3aKII0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3[IPABETO

(OBH. - IB, BP. 1 OT 2014 T'., B C1JIA OT 03.01.2014T".)

§ 18. B cpok m0 emuH Mecel] OT BJIM3aHETO B CHUJIa HAa TO3M 3aKOH MHUHHCTBPBT Ha
3/paBeoIa3BaHETO NPHBEXKAA B CHOTBETCTBHE C Hero Hapembara mo wi. 221, am. 1 or 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEAUIINHA.

§ 19. 3akoHBT BIM3a B CUJIa OT JCHS Ha 0OHapoABaHeTO My B "/IbpkaBeH BECTHHUK'.

Ipexoanu u 3aKIIOYUTETHH Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3JIPABHOTO
OCUT'YPSIBAHE

(OBH. - JIB, BP. 48 OT 2015 T")

§ 46. (1) B cpox 10 Tpu Mecela OT BJIM3AaHETO B CHJIa HA TO3U 3aKOH MEAUIIMHCKUTE HAy4YHU
JPYKECTBa MpencTaBiIT Ha HamuwoHamHus CHBET MO LIEHW M PEUMOYpCHUpaHe Ha JIGKQpPCTBEHUTE MPOIYKTH
PBHKOBOJICTBATA U AITOpUTMUTE 0 Wil. 259, an. 1, T. 4 ot 3akoHa 3a IEeKapCTBEHUTE MPOAYKTH B XyMaHHATa
MEIUIIHHA.

(2) Koraro B cpoka mo ain. 1 MeIMIUHCKUTE Hay4YHU APY>KECTBA HE MPEICTABAT PbKOBOJCTBATA
u anropurMmure no wi. 259, an. 1, T. 4 or 3akoHa 3a JEKApCTBEHUTE NMPOAYKTH B XyMaHHaTa MEIUIIMHA,
HaruoHamHUAT ChBET MO IIEHHM W pPeUMOypCHpaHEe Ha JICKAPCTBCHHTE MPOMYKTH OpraHU3Wpa TAXHOTO
M3TOTBSIHE OT HAIMOHATHUTE KOHCYITAHTH WIH OT APYTU METUIIMHCKU CHEIHATUCTH, KOUTO UMAT OIUT B
ChOTBETHaTa 00J1acT.

(3) HarmoHamHUAT CHBET MO LIEHU U peuMOypCcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH YTBbPKAaBa
PBKOBOJICTBATA U AITOpUTMUTE TI0 Wi, 259, an. 1, T. 4 oT 3akoHa 3a JIeKapCTBEHUTE MPOJYKTU B XyMaHHaTa
MEHIIMHA B CPOK JI0 TPH Mecella OT U3TUYaHETO Ha CpoKa Mo ai. 1.

§ 47. (1) B cpok g0 Tpu Mecema OT BIM3aHETO B CHJa Ha TO3W 3aKOH MHUHHCTBPBHT HaA
3[IpaBeola3BaHeTo U3aBa Hapeadara mo wi. 262, an. 4 ot 3aKoHa 3a JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa
MCOUIIMHA.

(2) B cpok 10 6 mecera OT BIM3aHETO B CHJIa HA TO3U 3aKOH B [103UTHBHUS JICKAPCTBEH CIUCHK



MOTaT Ja C€ BKJIKOYBAT JICKAPCTBCHU MPOAYKTH C HOBU MCKAYHAPOAHU HCIIATCHTHW HANMCHOBAHUA, 0e3 Ja €
HU3BBPHICHA OICHKA HAa 3APABHUTEC TCXHOJIOTHH.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A OT'PAHNYABAHE HA
AIMAHUCTPATUBHOTO PEI'YJIUPAHE U AIMUHUCTPATUBHUSA KOHTPO.I
BbPXY CTOITAHCKATA JEMHOCT

(OBH. - 1B, BP. 103 OT 2017 T'., B CWUJIA OT 01.01.2018 I".)

§ 68. 3akonbT BiM3a B cuiia oT 1 sstuyapu 2018 1.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018T".)

§ 70. PaSPGH_IeHI/ITe J0 BJIM3aHCTO B CHJIA HA TO3U 3aKOH KIIMHUYHU U3IHUTBAHUA C JICKAPCTBCHU
MNpOAYKTHU, CbAbpKAIllM HAPKOTHYHHU BCUICCTBA, CC IIPOBCIKIAT B neucOHUTE 3aBCICHHA, 3a KOHTO Ca
IMMOJIYUCHH Pa3pCIICHHUs 3a IPOBCKAAHE HA CHOTBETHUTC KIIMHUYHU U3IMUTBAHUS 110 JOCCTAIHUA PCI.

§ 71. (1) MuHHCTBPBT Ha 3/1paBEONa3BaHETO ONPE/EIs ChCcTaBa Ha KomucusTa no wi. 103, an. 1
B CPOK JI0 TP Mecella OT BIM3aHETO B CHJIA HA TO3H 3aKOH.

(2) Komucusita o ui. 103, an. 1 e npaBonpuemank Ha Komucusita no eTuka 3a MHOTOLEHTPOBHU
M3MUTBAHUS.

(3) Komucusra no un. 103, an. 1 maBa cTaHOBHUIIA U TIO HEMPUKIIIOUMINTE TIPOU3BOJICTBA MPE]
KOMHUCHUUTE I10 €TUKA, Ch3JaJICHU KbM JICUeOHHUTE 3aBE/ICHUS, 10 JOCEralllHus pel.

(4) Ho ompenensiHe Ha cbhcTaBa Ha KomucusaTa mo wi. 103, amn. 1 Komwucusta mo eruka 3a
MHOTOIIEHTPOBH M3MUTBaHU MPOIBIKABa Jja OCHIECTBABA JEHHOCTTA CH 10 TOCETAIHUS PE.

§ 72. (1) LenTtpaninaTa KOMHCHS IO €THKA NpEKpaTsBa ACUHOCTTA CU ClIe/l IPUKIIOYBAHETO Ha
BCUYKHU IIPOU3BOJICTBA, 00pa3yBaHU Mpe]] HEsl.

(2) Ipencenarensat Ha LlenTpanHaTa KOMHCHS TIO €THKA MpeaBa ¢ MpUeMaTeIHO-IpelaBaTeIeH
IIPOTOKOJI apxuBa Ha lleHTpanHaTa KOMHCHSI IO €TMKAa Ha ONIPEJEIIEHO ChC 3allOBE] HA MUHUCTbpA Ha
3/IpaBeoIa3BaHeTO JUTbKHOCTHO JIHIE OT MHUHHUCTEPCTBOTO Ha 3/IpaBeOIa3BaHETO B CPOK /10 €IUH MeEcel] OT
IpeKpaTsBaHeTo Ha JeiHocTTa Ha LlenTpanHaTa KOMUCHS 110 €THKA.

§ 73. (1) PpkoBomuTenuTe Ha JIeUEOHUTE 3aBEIICHUS, B KOWTO C€ HW3BBPIIBAT KIMHUYHU
M3MNUTBAHUA 10 pela Ha TO3U 3aKOH, ONPEACIIST JIMIE 32 KOHTAKT B ChOTBETCTBUE C M3UCKBAHUSITA Ha Y.
107a B cpok 10 TpU Mecena OT BIM3aHETO B cuja Ha wi. 107a.

(2) Komucuure mo eTWka, CH3JaJACHH KbM JICUCOHHTE 3aBEJECHUS IO JOCETAlllHUS pefl,
MIPOJBJIKABAT J1a OCBIIECTBIBAT JIEHHOCTTA CH JI0 ONIPEIENISIHE Ha JIMIIE 32 KOHTAKT 1o wi. 107a, ain. 1.

(3) Cnen onpenensiHe Ha JuIle 32 KOHTAKkT mo wi. 107a, an. 1 QyHKUMHTE HA KOMUCUUTE IO
€THKA, CH3JaICHN KbM JICUCOHHUTE 3aBEJCHMSI 110 JOCETATHUS PEJI, C& OCHIIECTBIBAT OT JIUIETO 32 KOHTAKT
o wi. 107a, an. 1, ¢ u3KkiIr0YEeHWE HA JaBAaHETO HAa CTAHOBUILE MO Wi. 83, KOETO CE€ U3BBPIIBA OT KOMUCHUSTA



mo wi. 103, an. 1.
(4) ApxvBUTE Ha KOMHCHHTE IO €THKA, Ch3/IaJICHU KbM JICUCOHUTE 3aBEACHUS 10 JTOCETAITHUS
pen, ce mpeaaBaT U ChXpaHABaT B CbOTBETHOTO JICYEOHO 3aBE/ICHUE.

§ 74. B cpok g0 6 Mecena oT MmyOJMKYBaHETO Ha ChOOIIEHHETO 1Mo wi. 82, maparpad 3 ot
Pernament (EC) Ne 536/2014 xIMHUYHHATE M3MMUTBAHUS CE pa3peliaBaT U MPOBEXKIAT MPU JOCETAIIHUTE
YCJIOBHS U pell, OcBeH B cirydauTe 1o wi. 98 ot Permament (EC) Ne 536/2014.

§ 75. (1) V3npaHuTeNnHAaTa areHIUs MO JIEKApCTBATa Ch3/laBa CIeHUATU3UpaHaTa eJICeKTPOHHA
cuctemMa mo wi. 2170, am. 1 B ChOTBETCTBHE C M3MCKBAHUATA HA TO3M 3aKOH B CPOK /0 4 Mecema OT
BJIM3aHETO MY B CHUJIA.

(2) IepBuar Crnuchk Ha JEKAPCTBEHUTE MPOAYKTH, BKIIOUCHH B [lO3UTHBHUSA JleKapCTBEH
CIHUCHK, 32 KOMTO € YCTaHOBEH HEJOCTHI Ha TepuTopusita Ha PemyOnuka bwarapus, ce u3rorss mnpu
Cra3BaHE Ha M3MCKBaHUATA HAa Wi. 217B, KaTO HEJOCTUT'BT HA JICKAPCTBEHU IMPOJYKTH CE YCTAHOBSIBA BH3
OCHOBa Ha HEOOXOIMMHUTE KOJIMYECTBA 3a 3a/I0BOJIIBAHE Ha 3[pPaBHUTE MOTPEOHOCTH HA HACENEHUETO 3a
MEepHoj; OT €IWH MECell, W3YUCICHH BBH3 OCHOBA HA CPEAHOMECEYHOTO MOTpeOJieHHe Ha ChOTBETHHUS
JIEKapCTBEH MPOIYKT 3a MPEAXOJHUTE 6 Mecela upe3 creluaain3ipaHara eJIeKTpOHHa CUCTeMa 10 pela Ha
qi1. 2176.

(3) 3a u3roTBsiHe Ha MBPBUS CIHUCHK 10 Wi. 2178, an. 1 uapopmanmsTa o ui. 2176, an. 3, 1. 1 -
3 ce mpenocTaBs 3a MpeaxoJHUTe 6 Mecela OT JeHS Ha Ch3/IaBaHETO Ha ClelHaIn3upaHara eleKTPOHHA
cucteMa 1o ai. 1, KoiTo myOJIMYHO ce onoBecTsBa Ha MHTEpHET crpanuiiatra Ha MAJL. Uudopmanusra ce
MIPEIOCTaBs B CPOK JIO JIBa Mecella OT Ch3JaBaHEeTO Ha Clielnaln3upaHara eJIeKTpOHHA CUcTeMa 110 ail. 1.

(4) Criucbkbt 10 an. 2 ce m3npamia ot MAJI u Ha Arenius "MuTHUIE" 10 Ci1y)eOeH pell.

(5) MuHHCTEpCTBOTO Ha 3/paBeola3BaHETO OKa3Ba chiciicTBue Ha MAJI mpu ch3maBaHeTo HA
crielMalM3upaHara eJeKTpOHHa cucrema o wi. 2176, an. 1.

§ 76. Ilom3akOHOBUTE HOPMATHMBHU AaKTOBE MO MPUJIAraHeTO Ha TO3M 3aKOH C€ IpUemar,
CHOTBETHO M3[1aBAT M MPUBEKIAT B ChOTBETCTBUE C U3UCKBAHUSATA HA TO3M 3aKOH B CPOK JO TPU MEcCela OT
BJIM3aHETO MY B CHJIA.

§ 77. IloganeHuTe 10 BIM3aHETO B CUJIA HA TO3U 3aKOH YBEJIOMJICHHUS 3a U3HOC Ha JIEKapCTBEHU
MPOJYKTH, BKIIOUeHH B [103UTHBHHUSA JIEKapCTBEH CIUCHK MO wi. 262, an. 1, ot Teputopusita Ha PermyOnuka
brirapus ce pasriaexaar v JOBBPIIBAT 10 JOCETALIHUA PELl.

§ 78. 3akoHBT BAM3a B CWiJa OT JIeHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK" C
m3kimoyeHne Ha § 5,§ 7-12,§ 14-21,§27-30,§ 31, 1.2, § 32, 8§ 39-41,§56,§ 60u § 66, 1. 1 -8, 10,
12, 15 - 17, 19 - 22, xouto BIM3aT B cwia 6 Mecena ciej MyOJWKyBaHe Ha CHOOIIEHHWETO TO 4. 82,
naparpad 3 ot Pernmament (EC) Ne 536/2014.

Ipexoanu u 3aKIIOYUTETHH Pa3nopeaon
KBbM 3AKOHA 3A BIO/I’KETA HA HAIIMOHAJIHATA 3JIPABHOOCHUTI'YPUTEJIHA
KACA 3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CMJIA OT 01.01.2019T".)

§ 43. 3akonbT Biu3a B cuia ot 1 ssHyapu 2019 r., ¢ u3KkiIto4eHne Ha:

1. maparpad 29, 1. 13, 6yksa "6", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BAM3AT B CHJIA OT JICHS Ha
oOHapoJBaHETO Ha 3aKOoHa B "JIbpKaBeH BECTHUK";

2. maparpad 28, T. 6 - 12 uT. 14 - 19, § 35, 1. 3, c U3KITIOYCHHE HA WI. 7a, all. 4 ¥ 4. 7B, all. 4, T.



5u6,1.8-22ut1.36-40,§41,1.2-8, 1.9, 0ykBu "a" u "B" u 1. 10, KOUTO BIM3aT B cMiIa OT | ampun
2019 r;

3. maparpad 29, T. 5, 6ykBa "a" oTHOCHO mymmuTe "u upe3 OrkeTa HAa MUHUCTEPCTBOTO Ha
3/IpaBeOIa3BaHETO 3a 3aIUlallaHe Ha MEAUIIMHCKUTE W3/IEHs, TTIOMOITHUTE CPEICTBA, IPUCTIOCOOICHHUTA U

non

ChOPBIKEHUSTA 32 XopaTa ¢ yBpexaanus', T. 9, Oyksa "a" OTHOCHO AyMuUTE "KaKTO U MEAMIIMHCKH U3IENus,
MTOMOIITHYU CPEJCTBA, MPUCTIOCOOICHUS M ChOPBKECHHSI 3a Xopara ¢ yBpexaanus', T. 9, Oyksa "r" 0OTHOCHO
OyMUTEe "W TIOMOIIHHWTE CPEICTBa, MPHUCIOCOOJICHHATA W CHOPBHKEHHATA 3a XOpaTa C YBPEOKIaHUA" U
OTHOCHO JAyMuT€ "KaKTO W C JIMIATa, OCBHILECTBSBALM JCHMHOCTH MO MPEJOCTaBsIHE W PEMOHT Ha
MEIUIIMHCKN W3/eNNs, TIOMOIIHU CPEJICTBA, MPHUCIOCOOJEHUS M CHOPBKEHHUS 3a XOpa C YBPEXKIaHHUS,
pErucTpUpaHd KaTo THPrOBIM M BOMCAHUM B PETUCTbPAa HA JMIATA, OCHILECTBSIBALIU JEHMHOCTU IO
MPEA0CTaBsIHE U PEMOHT Ha MOMOIIHU CPEJICTBA, MPUCIIOCOOIEHUS, ChOPBKEHUS U MEAUITUHCKHA U3IEITHS 32
xopara ¢ yBpexaanusa" u T. 9, 6yksa "n" otHocHo an. 15, 7. 3 u an. 16 oTHOCHO AymuTe "KaKTo U C JUIaTa,
OCBILECTBSIBAIM JCHHOCTH MO TMPEJOCTaBSIHE M PEMOHT Ha IOMOIIHH CpPEICTBa, MPUCTIOCOOJICHUS,
CHOPBHKEHUSI U MEIUIIMHCKU W3JIENUS 3a XOpa C YBPEXKIaHH, PETUCTPUPAHA KAaTO THPTOBIM W BIHCAHU B
perucTbpa Ha JUIATa, OCHIIECTBSBAILM JCMHOCTH MO MPEJOCTAaBSIHE M PEMOHT Ha IMOMOIIHH CPEJICTBA,
MIPUCTIOCOOJICHUS, CHOPHKECHUS W MEIUIIMHCKH HM3JCNHs 3a XOopaTa C YBPEXKIAHUS - 3a 3aIulallaHe Ha
MEIUIIMHCKH U3JeNnsl, TOMOIIHH CPEACTBa, MPUCTIOCOOIEHHUS U ChOPBIKEHUS 3a Xopa C yBpexaanus'", T. 25,
Oyksa "a" - an. 1, T. 13 OTHOCHO AyMHUTE "TIOMOIIHU CPEIICTBA, IPUCITOCOOJICHUS U ChOPHKEHHUS 32 X0OpaTa ¢
yBpexaanus" u T. 25, OykBa "0" OTHOCHO ajl. 4 OTHOCHO AyYMHUTE "M JIMIIaTa, OCHIIESCTBIBAIIM ACHHOCTH TIO
MPEIOCTaBsHE M PEMOHT Ha MEIUIIMHCKU HU3JICTIHS, TIOMOIIHU CPEJICTBA, IPUCIIOCOOICHHS M ChOPBKEHHS 32
Xopa C yBPEXKJaHUsI, PETUCTPUPAHN KAaTO THPTOBIIM M BIIMCAHW B PETHUCTHPA Ha JIMIATa, OCHIIECTBIBAIIN
JEHHOCTH 10 TPENOCTaBs IHE W PEMOHT Ha TOMOIIHU CPEACTBA, MPHUCIOCOONEHUS, CHOPHKEHUS H
MEIUIMHCKHU U3/IENINA 3a XOpaTa ¢ yBpekJaHus" U "U MOMOLIHU CPEJCTBA, MPUCIIOCOOJIEHUS U ChOPBHKEHUS
3a xopata ¢ yBpexaanus", § 36 u § 37 orHocHo un. 14, an. §, 1. 2, 6ykBa "0", KouTO BIM3AT B cuia OT 1
saayapu 2020 r.

Ipexoanu u 3aKIIOYUTETHE pa3nopeaon
KBbM 3AKOHA 3A XPAHUTE

(OBH. - 1B, BP. 52 OT 2020 I'., B CWJIA OT 09.06.2020 T'.)

§ 19. 3akoHbT BAM3a B cuia OT JeHS Ha oOHapojBaHeTO My B "Jlbp)kaBeH BeCTHHK" ¢
U3KIJIIOUEHHUE Ha pasnopendara Ha ui. 76, an. 2, T. 2, KOsITO Biau3a B cuiia ot 22 ¢espyapu 2021 r.

IIpexoanu u 3aKkI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIIUHA

(OBH. - JIB, BP. 67 OT 2020 T")

§ 68. B cpok 10 Tpu Mecela OT BIM3aHETO B CUJIA HAa TO3W 3aKOH M3mbaHuTeHAaTa areHIus mno
JIeKapcTBaTa BOHCBA B peructhpa mo wi. 19, am. 1, T. 3 paspemenute 3a ynorpeda Mo IeHTpanu3upaHa
mpoleaypa JIeKapcTBEeHU MpoayKTu 1o peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiamMeHT u
Ha CpBera.

§ 69. (1) B cpok no Tpu Mecena OT BIM3AaHETO B CHJIA HA TO3H 3aKOH V3MbIHUTENHATA arCHIIUS
0 JICKapCTBaTa BMHCBA HAllMOHAJIEH HOMED 3a MAeHTHU(UKAIMs 1Mo wi. 19, an. 3 Ha BCHUYKHU JIEKapCTBEHU



IIPOJYKTH, BIIUCAHU B perucTobpa no 4ui. 19, an. 1, 1. 3.

(2) 3a nexkapcTBEHUTE MPOAYKTH, KOMTO ca BKIIOUEHU B [103UTHUBHUS JI€KapCTBEH CHUCHK, B
pETUCTBhpa Ha IPENEIHUTE LIEHW M B PETUCTbpAa HAa MAKCUMAJIHMUTE MPOJAXHM LieHW M3mbiaHuTEnHaTa
areHuus IO JeKapcTBara BOMCBAa B perucrbpa mo wi. 19, an. 1, T. 3 kaTo HaIMOHAJIeH HOMeEp 3a
uAeHTU(PUKAIIS Ha JIGKAPCTBEHUS MPOAYKT HICHTU(DUKALMOHHKS HOMEP, IOCOYEH B ChOTBETHHUS PETUCTBHD,
BoJieH oT HanmoHasiHus ChbBET 10 LIEHW U peUMOYpCUpPAHE Ha JIEKAPCTBEHUTE MPOJTyKTH.

(3) B cpok mo 18 Mecelia oT U3THYAHETO HA CPOKA MO al. | MpUTEKATEIUTE HA Pa3pEIICHUS 3a
ynoTtpeda OCUTypsiBaT BbBEXJAHETO HA YHUKAJIHUS HAIlMOHAJICH HOMEp 3a uaeHTH(duKanus o wi. 19, an. 3
3a BCEKH CBOH JIEKApCTBEH NPOAYKT KAaTO YacT OT MHAUBUIyalIHUS UACHTU(UKAIIMOHEH Oeser mo wi. 68a.

§ 70. (1) 3aBapeHuTe 10 BIM3aHETO B CHJIa HA TO3M 3aKOH JIMIA, KOWUTO TPUTEKABAT
€IHOBPEMEHHO Pa3pelIeHue 3a ThProBUs Ha €pO U Pa3pelleHue 3a ThProBUs Ha JPEOHO C JIEKapCTBEHU
IIPOAYKTH B anTeKa, IPUBEKIAT JEHHOCTTa CU B CHOTBETCTBUE C M3UCKBaHMATA Ha wi. 195a u 222a B cpok
10 6 Mecella OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

(2) Korato B cpoka mo an. 1 juuero He € MpHBENO AEHHOCTTa CH B CHOTBETCTBUE,
M3NBJIHATENHUAT aupektop Ha MAJI oTHeMa paspeleHneTo, KOeTo € M34aJieHO ¢ No-KbCcHa farta. Korato
BTOpaTa MO BUJ JEHHOCT € ThProBHs Ha JpeOHO C JIEKApCTBEHH MPOAYKTH, U3IIBIHUTEIHUAT JUPEKTOp HA
WNAIJI oTHEMa pa3pelIeHusATa, U34aI€HU Ha JULETO, 32 BCUUKH alITEKH.

(3) UsuckBanmsTa Ha wi. 195a u 222a ce mpwiaraT U 3a MOAQJICHUTE JI0 BIM3aHETO B CHJIa HA
TO3M 3aKOH 3asBJICHHUS 32 ThPrOBHsI HA €JIpO M/UIIHM Ha IpeOHO C JIEKApCTBEHHU MPOTYKTH.

§ 71. (1) B cpok n0 12 mecena oT BIM3aHETO B CHJIa HA TO3W 3aKOH HallMOHAIHUAT CHBET IO
IEeHH M peuMOypcHpaHe Ha JIeKapCTBEHHTE MPOAYKTH BHHMCBa HMH(popmamusra mo wi. 2621, am. 2 3a
JIEKapCTBEHUTE MPOAYKTH, KOUTO ca BKIOUeHH B [103UTHBHUS JT€KapCTBEH CITUCHK.

(2) UznbnHuTenHaTa areHIMs IO JeKapcTBaTa NpeAocTaBs HeoOXxoauMmaTa uMHopMmauus Ha
Hanmonanuus chBeT 1o 1IeHU U peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOAYKTH 1o all. 1 B cpok 70 6 Mecena
OT BJIM3aHETO B CHJIa HA TO3M 3aKOH.

§ 72. (1) Metoaukara no ui. 2276, an. 5 ce uzgaBa B CpoK /10 6 Mecela OT BIIM3aHETO B CUJIAa Ha
TO3H 3aKOH.

(2) Hammonayinara ante4yHa kaprta mo uwi. 227a, ain. 1 ce mpuema B CPOK /0 €IHa TOJUHA OT
BJIM3aHETO B CHJIA HA TO3H 3aKOH.

§ 73. B cpox 10 Tpu Mecena OT BIM3aHETO B CHJIa HAa TO3M 3aKOH YIPAaBUTENAT Ha
Hanuonannata 31paBHOOCHTYpUTENIHA Kaca MOXE €JHOKpaTHO Ja ONpeAead HOB pa3Mep Ha
MHAVBUAYAIHUTE OCHOBHU MECEUHU 3aIlIaTH Ha AUPEKTOPUTE HAa pPalOHHUTE 3PABHOOCUTYPUTEIHM KacH,
0e3 /1a HaAXBbPJIsl MaKCUMAJIHUSI pa3Mep Ha OCHOBHATa MECeyHa 3aIulaTa 3a CbOTBETHOTO HHMBO U CTEIIEH, B
paMKHuTe Ha pasxoauTe 3a mnepconan mno Oromkera Ha H3OK 3a choTBeTHaTra roauwHa, HE3aBUCHMO OT
M3BBPIICHUTE WIH MIPEICTOSIIN YBEINYSHHS] HA MECEUHUTE 3aIljIaTH [IPe3 ChbOTBETHATA FOJIMHA.

§ 78. (1) Ilog3zakoHOBUTE HOPMATHUBHU aKTOBE MO MpUJIaraHeTO Ha TO3W 3aKOH, 3aKOHa 3a
3IPaBHOTO OCHUTYypsiBaHE, 3aKOHA 3a MEAMIIMHCKUTE HM3JENHs W Ha 3aKOoHa 3a XopaTa C YBpEXIaHUS Ce
MpUeMaT, ChOTBETHO M3/IaBaT M MPHUBEXKIAT B ChOTBETCTBHE, B CPOK JIO TPH MECeIla OT BJIM3aHETO B CHJIA Ha
TO3U 3aKOH.

(2) Jo mnpuemMaHeTo, CBHOTBETHO W3/JaBaHETO, M TMPUBEKIAHETO B CHOTBETCTBHE Ha
MO/3aKOHOBUTE HOPMATUBHU aKTOBE MO aJl. | ce mpuiiaraT AeCTBAIIUTE M0/13aKOHOBU HOPMAaTHUBHU aKTOBE,
JIOKOJIKOTO HE TTPOTUBOPEYAT Ha ChOTBETHHUS 3aKOH.



IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A BIO/I’KETA HA HAIIMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2021T.

(OBH. - IB, BP. 103 OT 2020 T"., B CUJIA OT 01.01.2021T".)

§ 20. (1) B cpok no Tpu Mecelna OT BIM3aHETO B CUJla HA TO3M 3aKOoH M3MbJIHUTETHATA areHIUs
Mo JeKapcTBaTra mpenocTaBs Ha HanuoHanHus CHBET MO LIEHM M peuMOypcHupaHe Ha JIeKapCTBEHHUTE
IPOAYKTH B €JEKTpoHEH (opmaT, mo oOpasel, yTBbpPAEH OT Hero, MHpopMauus 3a paspelieHUTe 3a
yrnoTpebda W pPerucTpUpaHUTE JIGKAPCTBEHH MPOAYKTH Ha Teputopusara Ha PemyOmuka Bearapus u 3a
paspelieHnTe 3a yrnoTpeda mo HeHTpaIu3upaHa Mpolenypa JeKapcTBEHH MPOAYKTH M0 pena Ha PerimameHT
(EO) Ne 726/2004 na EBponeiickus mapiameHT U Ha CwbBeta ot 31 mapt 2004 r. 3a ycraHOBsIBaHE Ha
npouenaypu Ha Cbro3a 3a pa3peliaBaHe U KOHTPOJI Ha JEKapCTBEHU MPOIYKTH 3a XyMaHHa M BeTepHUHApHA
ynotpeba u 3a ch3aBaHe Ha EBporieiicka areHuus 1o JieKkapcTBara.

(2) HarmoHamHUAT CHBET MO LIEHW U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH YTBbPHKAaBa
obpasena o an. 1 B 7-IHEBEH CPOK OT BIM3AHETO B CHJIA HA TO3H 3aKOH.

§ 21. (1) UnenTuduKalmoOHHUTE HOMEPA Ha JIEKAPCTBEHUTE MPOIYKTH, BriucaHu B [lo3uTHUBHUSA
JICKapCTBEH CHHUCHK, B PETUCThpa Ha MPEJEIHUTE [IEHH U B PETUCThPa HA MAaKCUMAJHUTE MPOJAXKHU IICHH,
ce CMSTaT 3a HAI[MOHAJIeH HOMEP 3a WIACHTHU(PHUKAIUSA Ha JIEKapCTBEHMsI MPOIYKT MO CMUCHIA Ha wi. 2591,
ast. 1 ot 3akoHa 3a JIeKapCTBEHUTE NMPOJYKTH B XyMaHHATa MEAMULIMHA.

(2) B cpok m0 6 Mecena ot mpenoctaBsiHeTo Ha nHpopmanmsara o § 20, an. 1 HanuonanausT
CBBET IO LIEHW M peuMOypcupaHe Ha JIEKApCTBEHUTE MPOJIYKTH MyOJMKyBa Ha WHTEPHET CTpaHUIaTa CU
perucTbpa 1o ui. 259, an. 2, T. 4 ot 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

(3) B cpok 1o Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MPUTEKATEIUTE HA pa3perIeHUs
3a ynoTpe6a/y10CTOBEpEHUE 3a PErUCTpalisl Ha JIGKAPCTBEH HPOAYKT MPENOCTaBAT Ha M3mbiaHUTENHATa
areHuus 1O JIeKapcTBaTa 3a BCHUYKM JIEKAPCTBEHM MNPOAYKTH, TOJIYYWJIM pa3pelieHue 3a
ynoTpeba/y10CTOBEpEHHE 3a pErucTpalus Ha TEpUTOpHsITa Ha CTpaHaTa 4pe3 Cclenualu3upaHaTa
€JIEKTPOHHA cucTeMa o wi. 2176, an. 1 or 3akoHa 3a JeKapCTBEHUTE NPOAYKTH B XyMaHHaTa MEAMIIMHA,
nH(popMaIMs 3a KoJla Ha POJAYKTa 0 CMHUCHJIA Ha 4. 4, OykBa 0), moarodka i) ot Jlemerupad periiaMeHT
(EC) 2016/161 na Komucusta ot 2 okromBpu 2015 r. 3a momwiBane Ha JlupektuBa 2001/83/EO Ha
EBporneiickua napiamenT U Ha CbBeTa upe3 yCTaHOBSIBAaHE Ha IMOJAPOOHU IpaBMiIa 3a IMOKa3aTeauTe 3a
0e30macHOCT, TIOCTAaBEHU BBPXY ONAKOBKAaTa Ha JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHa ynotpeda (OB, L
32/1 or 9 deBpyapu 2016 r.), Hapuuyan mno-Haratbk "Jlenerupan pernmament (EC) 2016/161", 3a
JIEKapCTBEHHUTE MPOIYKTH, onpeenenu B Jlenerupan pernament (EC) 2016/161.

(4) B cpok 1o Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MPUTEKATEIUTE HA pa3peLICHUs
3a mapa’liesieH BHOC Ha JIEKApCTBEH MPOIYKT MpeAOoCTaBAT Ha V3mbaHUTENHATa areHlMs Mo JeKapcTBara 3a
BCHYKH JICKaPCTBEHH MPOIYKTH, HOJYUHIN pa3pelieHre 3a MapajelieH BHOC Ha TePUTOpHUsATa HAa CTpaHaTa
ype3 crernurain3upaHaTa eJleKTpoHHa cuctema o wi. 2176, an. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeJHIMHA, HHpOopMaLus 3a KoJa Ha MPOJyKTa 10 CMUCHIA Ha wi. 4, OykBa 0), HOATOYKA 1) OT
Henerupan pernament (EC) 2016/161 3a nekapcTBeHUTE POAYKTH, OTIPEICICHU B HETO.

§ 24. 3akonbT BiM3a B cwiia ot 1 ssHyapu 2021 1., ¢ uskimouenue Ha § 17, 22 u 23, KouTo BiIn3at
B CHJIa OT JIeHsl Ha 0OHapoABaHeTO My B "/IbpkaBeH BECTHHK".

3akiII0unTeIHE pa3nopenou



KBM 3AKOHA 3A UBSMEHEHHUWE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - IB, BP. 105 OT 2020 T"., B CHJIA OT 11.12.2020T".)

§ 9. 3akoHBT BIU3a B CWJIA OT JIEHS Ha 0OHapoABaHETO My B "JIbp)KaBeH BECTHUK".

PeneBanTHH aKTOBE OT EBpOHCﬁCKOTO 3aKOHOAATCIICTBO

ﬂﬂ[!EKTI/IBI/I:

JIUPEKTHUBA (EC) 2017/1572 HA KOMMUCHUATA ot 15 cenremBpu 2017 romuua 3a
nonbaHenne Ha JupektuBa 2001/83/EO na EBpomeiickust nmapiameHT W Ha CbBeTa 1O OTHOIICHHE Ha
MIPUHITMIIATE U HACOKUTE 3a J00pa MPOU3BOACTBEHA MPAKTHUKA MPHU JIEKAPCTBEHUTE MPOAYKTH 32 XyMaHHA
ynotpeba

JIMPEKTHBA 2012/26/EC HA EBPOIIEMCKHS IAPJIAMEHT U HA CBBETA or 25
oktomBpHu 2012 ronuna 3a m3menenue Ha JupextuBa 2001/83/EO mo oTHomieHne Ha (hpapMakoJOTHYHATa
OIUTETTHOCT

JIMPEKTUBA 2011/62/EC HA EBPOITEMCKMS TIAPJIAMEHT U HA CHBETA ot 8 ionn
2011 rommna 3a u3menenue Ha [upextuBa 2001/83/EO 3a yTBBpKAaBaHe Ha Kojekc Ha OOIIHOCTTa
OTHOCHO JICKApCTBEHU TNPOIAYKTH 3a XyMaHHaA ymoTpeda IO OTHOIICHWE Ha IMPEAOTBPATABAHETO Ha
HABJIM3aHETO Ha panmuuuIupaHy JeKapCTBEHU MPOAYKTH B 3aKOHHATa BEPHUTra Ha IOCTaBKa

JIMPEKTHBA 2010/84/EC HA EBPOIIEMCKHS TAPJIAMEHT U HA CBBETA or 15
nexemBpu 2010 roanHa 3a M3MEHEHHUE MO OTHOIIEHHE Ha (apMmakojornyHata OauTenHocT Ha JlupexTuBa
2001/83/EO 3a yTBBpXk)AaBaHe Ha Kojekc Ha OOLIHOCTTa OTHOCHO JIEKApCTBEHM IMPOIYKTH 33 XyMaHHa
yroTtpeba

JIMPEKTHBA 2005/36/EO HA EBPOIIEMCKHS TTAPJJAMEHT U HA CBBETA or 7
centeMmBpu 2005 roguHa OTHOCHO NMPU3HABAHETO HAa MPO(ECUOHATTHUTE KBATHPUKAIUU

JUPEKTHUBA 2005/28/EO HA KOMUCHSTA ot 8 anpun 2005 rogrHa OTHOCHO OTpeIesHE
Ha TPUHIMIA W TOAPOOHW HACOKHM 3a Jo0pa KIMHWYHA IMPAKTHUKA 0 OTHOIICHHE HA JIEKAPCTBEHUTE
NPOAYKTH 3a XyMaHHa yrnorpeda, NpeqHa3HAYeHW 3a U3CJe/IBaHe, KAaKTO WU W3HUCKBAHMITA OTHOCHO
W3/1aBaHETO HA Pa3pelIMTENHO 33 MPOU3BOCTBOTO UM BHOCA HA TaKUBA MPOIAYKTH

JIUPEKTHBA 2004/27/EO HA EBPOITEMCKIS ITAPJIAMEHT 1 HA CBhBETA ot 31 mapr
2004 romuua 3a u3menenue Ha JlupektuBa 2001/83/EO 3a yTBBpxkAaBaHe Ha Kojekc Ha OOmIHOCTTa
OTHOCHO JICKApCTBEHTE MPOIYKTH 32 XyMaHHa yrnoTpebda

JIUPEKTHBA 2004/24/EO HA EBPOIIEMCKWS ITAPJIAMEHT 1 HA CBHBETA ot 31 mapr
2004 romuua 3a m3menenue Ha JupektuBa 2001/83/EO 3a yTrBBpkmaBaHe Ha Kojekc Ha OOmHOCTTa
OTHOCHO JIEKapCTBEHU MPOIYKTH 3a XyMaHHa ymorpe0a, MO OTHOIIEHHE Ha TPAJUIMOHHUTE PACTUTEIHU
JIEKapCTBEHH MPOTYKTH

JIMPEKTHBA 2004/10/EO HA EBPOIIEMCKUS ITAPJAMEHT U HA CBBETA or 11
deBpyapu 2004 ronrHa OTHOCHO XapMOHHM3UpPAaHE HAa 3aKOHOBHTE, MOA3aKOHOBHUTE M aJIMUHUCTPATUBHUTE
pasnopenOu, CBBbpP3aHH C TMpHJIAraHeTo Ha TNPUHIMINATE Ha J00pa JlaboparopHa MpaKTHKA |
BepUUIMPAHETO HA TIXHOTO MpUIaraHe MPU M3MUTBaHHUS HAa XHMMHUYECKH BellecTBa (koauduiupaHna
BEpCHSL)

JUPEKTHUBA 2003/63/EO HA KOMUCHUSATA ot 25 rorm 2003 roguHa 3a U3MEHEHHE Ha
Hupektusa 2001/83/EO na EBporneiickus mapiament u Ha ChBeTa 3a BbBEXKJaHe Ha Kojaekc Ha OOmHOCTTa
OTHOCHO JIEKapCTBEHUTE MPOAYKTH 32 XyMaHHa yrnorpeda

JIMPEKTHBA 2001/83/EO HA EBPOIIEMCKHS TIAPJJAMEHT U HA CBBETA or 6



HoemBpH 2001 rommHa 3a yTBBp)KAaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JICKAPCTBEHH MPOAYKTH 3a
XyMaHHa yrnoTtpeba

JIMPEKTHBA 2001/20/EO HA EBPOITEMCKWS ITAPJJAMEHT M HA CHBETA ot 4 anpun
2001 ronrHa OTHOCHO COJIMKAaBaHE HA 3aKOHOBUTE, TOJI3AaKOHOBUTE M aIMUHUCTPATUBHUTE PAa3Mope0n HA
IbpKABUTE-WICHKH OTHOCHO TMpPHIJIAraHeTo Ha Jo0para KIMHMYHA TPaKTUKa TpPHU MPOBEXKTAHETO Ha
KJIIMHUYHU W3MUTBAHUS Ha JIEKAaPCTBEHU MPOJYKTH 3a XyMaHHa ynorpeba (0T™.)

JIUPEKTHUBA 93/16/EMO HA CBBETA ot 5 ampun 1993 roauHa OTHOCHO YJIECHSIBaHE
CBOOOJHOTO JBM)KEHHE Ha JIEKApUTE M B3aMMHOTO NPU3HABAHE HAa TEXHHUTE AMILJIOMH, YJIOCTOBEPEHUS H
IpYTH OPUITHATHH IOKYMEHTH 3a npodecnoHaHa KBaaudukaus (0TM. )

JUPEKTHBA 89/381/CEE HA CBBETA ot 14 1onu 1989 r. pasmmpsiBaimia MoJieTo Ha
npuiokenne Ha qupektuBH 65/65/ENO u u 75/319/ENO 3a cOnmxkaBaHETO Ha 3aKOHOBUTE, MOJA3aKOHOBUTE
U aJMHUHHUCTPATUBHHUTE pa3nopeAdu OTHOCHO JICKApCTBEHHUTE CpPEICTBA M MpEeABMKIAIla CIEHUATHU
pasmopenou 3a MeTUKaMEHTHUTE MOJIYYCHH OT YOBEIIKA KPhB WIIH I1a3Ma (OTM.)

JAUPEKTHUBA 89/105/EMO HA CBBETA or 21 npekemBpu 1988 rommHa OTHOCHO
MPO3PAYHOCTTa HA MEPKHUTE, PETyIUpallyd [EHUTEe Ha JIEKAPCTBEHHU MPOAYKTH 3a ymoTrpeda OT YOoBeKa H
BKJIFOUBAHETO UM B 00XBaTa Ha HAllMOHAJHUTE CUCTEMU 32 3[JpaBHO OCUTYpsIBaHE

JUPEKTHBA HA CBbBETA 87/18/EMO ot 18 nexemBpu 1986 roanna 3a xapMOHH3UpPaHE Ha
3aKOHOBHTE, TOJ3aKOHOBUTE M aJMUHHCTPATUBHUTE pa3NoOpea0dH, OTHACSIIM Ce J0 MNpuUIaraHeTo Ha
MPUHIIMIIKATE Ha 1oOpaTa mabopaTopHa MpakTHKa U MPOBEpKaTa Ha TAXHOTO MpHJIaraHe KbM aHAIM3UTE Ha
XUMHUYECKHU BEIIecTBa (OTM.)

JNPEKTHUBA 85/433/EVMO HA CBBETA ot 16 centemBpu 1985 roarHa 0OTHOCHO B3aMMHOTO
MpHU3HABAaHE Ha JAWIUIOMH, YJIOCTOBEpPEHHsS W JAPYyrd O(QUIMATHH JOKYMEHTH 3a MpodecroHaIHa
kBanpukanuss B oOnactra Ha ¢apMmauuara, BKIIOYBAIlA M MEPKU 3a YJIECHSBaHE JIEHCTBUTEIHOTO
yOpaxXHsIBaHE HA IMPaBOTO HAa YCTAHOBSBAHE IO OTHOIIEHUE HA OMpEeNieHH JACHHOCTH B 00JIacTTa Ha
dapmarusita (0TM™.)

BTOPA JIMPEKTUBA HA CBBETA 75/319/EMO ot 20 maii 1975 roguna 3a cOJMXaBaHETO
Ha 3aKOHOBUTE, MOJI3aKOHOBU U aIMUHUCTPATUBHU PAa3NoOpe0H OTHOCHO JICKAPCTBEHUTE CPEACTBa (OTM.)

Peraamenrn:

JNEJIETUPAH PEI'JIAMEHT (EC) 2017/1569 HA KOMUCUATA ot 23 mait 2017 ronuna 3a
nomeiaeHne Ha Permament (EC) Ne 536/2014 na EBponeiickust mapiamenT u Ha CbBeTa 4pe3 ONpeeIisTHe
Ha TMPUHIUIM U HACOKM 3a J00pa MPOM3BOACTBEHA MPAKTHKA MPU M3MUTBAHU JEKApPCTBEHU MPOAYKTU 3a
XyMaHHa yrnoTpeba 1 Ha paznopeadu 3a MPOBeXk1aHe Ha MHCTICKLIUT

JAEJIETUPAH PET'JIAMEHT (EC) 2016/161 HA KOMUCHUATA ot 2 okromBpu 2015 roguna
3a nonbiBaHe Ha [{upextuBa 2001/83/EO na EBponeiickus nmapiaameHT u Ha CbBeTa Ype3 yCTaHOBSIBAaHE Ha
NoJApoOHM TpaBHJIa 3a TOKa3aTeNIuTe 3a OEe30MacHOCT, IMOCTABEHH BBPXY OIAKOBKATa Ha JIEKAPCTBEHUTE
MPOJYKTH 32 XyMaHHa yrnoTpeda

JAEJIETUPAH PETJIAMEHT (EC) Ne 1252/2014 HA KOMUCHSATA ot 28 mait 2014 roguna
3a gombiHeHue Ha [upextuBa 2001/83/EO na EBpomneiickus mapiameHT u Ha ChBeTa MO OTHOIICHUE HA
NPUHIUINTE M HACOKUTE 3a J0o0pa MpOM3BOJCTBEHA MpPAKTHKAa 32 AKTUBHHU BEIECTBA 3a JIEKAPCTBEHH
MIPOJYKTH 3a XyMaHHa ynoTpeda

PETJIAMEHT (EC) Ne 536/2014 HA EBPOIIEMCKUS [TAPJIAMEHT U HA CHBETA or 16
anpui 2014 roguHa OTHOCHO KJIMHUYHUTE U3MUTBAHUS Ha JIGKAPCTBEHH MPOJYKTU 33 XyMaHHa ynoTpeda, u
3a otMsHa Ha [lupextuBa 2001/20/EO

PEI'JTAMEHT 3A U3ITBJIHEHUE (EC) Ne 520/2012 HA KOMUCUIATA ot 19 1onu 2012
roJIiHa OTHOCHO W3BBPIIBAHETO Ha JEWHOCTUTE B oOnacTra Ha ¢apmakojIoruyHaTa OJUTEITHOCT,
npensuaenu B Pernament (EO) Ne 726/2004 na EBpormeiickust mapiamenT M Ha CbBera U B JlMpeKTHBa



2001/83/EO na Epomneiickus napaament u Ha CbBeta

PET'JIAMEHT (EO) Ne 469/2009 HA EBPOIIEVMICKUS TTAPJIAMEHT U HA CHBETA ot 6
Mait 2009 roamHAa OTHOCHO cepTH(HKaTa 3a JONBIHUTEIHA 3aKpuja Ha JIEKAPCTBEHHUTE MPOAYKTH
(xonudunrpana Bepcusi)

PEI'JIAMEHT (EO) Ne 1234/2008 HA KOMUCHATA ot 24 HoemBpu 2008 roguHa OTHOCHO
pasMIekAaHETO Ha IPOMEHHUTE B YCIOBHATA HA pa3pelIeHUsATa 3a ThPrOBUS C JIEKAPCTBEHHM IMPOIYKTH 3a
XyMaHHa yrnoTpeba 1 BeTepHHApHU JIEKApPCTBEHU MPOAYKTU

PEI'JTAMEHT (EO) Ne 1394/2007 HA EBPOITEMCKWS ITAPJJAMEHT U HA CBHBETA or
13 noemBpu 2007 roauHa OTHOCHO JIEKAPCTBEHUTE MPOAYKTH 3a MOJEpHA Tepanus U 3a U3MEHEHUE Ha
Hupexktusa 2001/83/EO u na Pernament (EO) Ne 726/2004

PEI'JTAMEHT (EO) Ne 1901/2006 HA EBPOITEMCKIS [TAPJJAMEHT U HA CBHBETA or
12 nexemBpu 2006 roguHa OTHOCHO JIGKAPCTBEHUTE MPOJYKTH 3a MeAuaTpuyHa YrnoTpeda U 3a U3MEHEHHE
Ha Permament (EMO) Ne 1768/92, qupektusa 2001/20/EO, Jupektusa 2001/83/EO u Permament (EO) Neo
726/2004

PEI'JTAMEHT (EO) Ne 726/2004 HA EBPOIIEMICKM S ITAPJIAMEHT U HA CBhBETA ot 31
MapT 2004 romumHa 3a ycTaHOBsiBaHE Ha mporeaypu Ha OOMmHOCTTa 3a paspeniaBaHe W KOHTPOJ Ha
JIEKapCTBEHH MPOJIYKTH 32 XyMaHHA U BeTepUHApHA ymoTpeda U 3a ch3gaBaHe Ha EBpormelicka areHuus mo
JeKapcTBara

PEI'NTAMEHT (EO) Ne 1085/2003 HA KOMMUCHUATA ot 3 wouu 2003 roamHa OTHOCHO
poy4YBaHEe Ha W3MEHEHMATA B YCJOBHATA HA PA3pELIMTEIHHUTE 32 THPIOBHUS C JIEKAPCTBEHHU MPOAYKTH 3a
XyMaHHa ynotrpeba u BeTepuHApHH JICKapCTBEHU MPOIYKTH, rmonafamu B ooxsara Ha Permament (EMO) Neo
2309/93 na CwBera (0TM.)

PEI'JTAMEHT (EO) Ne 1084/2003 HA KOMUCHUIATA ot 3 ronum 2003 roauHa OTHOCHO
MpOyYBaHE HA W3MEHEHHUATA B YCIOBUATA HA DPa3peUICHHSITa 32 THPrOBUSA C JEKAPCTBEHH MPOAYKTH 3a
XyMaHHa yroTrpeba M BeTEpUHApHU JIEKAPCTBEHW IMPOAYKTH, MPEIOCTAaBSIHU OT KOMIETEHTEH OpraH Ha
JbprKaBa-4JIeHKa (OTM.)

PEI'JIAMEHT (EO) Ne 847/2000 HA KOMMUCHUATA or 27 ampun 2000 roamHa 3a
YCTaHOBSIBAaHE Ha paslopeqOMTe 3a MpuiiaraHe Ha KpUTEpUHUTE 3a 0003HAUaBaHE Ha JIEKAPCTBEH MPOIYKT
KaTo JIEKapCTBEH HNPOAYKT-CHpPAaK M 3a OINpe/esiHE Ha MOHATUATA "MOJOOEH JIeKapCTBEH MHPOAYKT' H
"KJIIMHUYHO TPEBB3XO0/ICTBO"

PEI'JIAMEHT (EO) Ne 141/2000 HA EBPOITEMCKU S TTAPJIAMEHT Y HA CBBETA ot 16
nexkemBpu 1999 roauna 3a gekapcTBara cupaiu

PEI'NTAMEHT HA CBBETA (CsBera Ha EBpometickata O6mmuocT) Ne 2309/93 ot 22 ronm
1993, ¢ koiiTo ce ycraHoBsiBa penbT B OOIIHOCTTA 32 U3/1aBaHE PAa3pElIMTENHU (JHULIEH3U) U YIIpaKHSIBaHE
HAJ30p HaJ JIEKAPCTBEHHM CPEJCTBA M3MOJI3BaHM B XyMaHHAaTa W BETEpUMHApHATa MEIUIMHA, U C€ Ch3JlaBa
EBponeiicka Arennus 3a Onenka Ha JlekapctBenu Cpezctsa (0TM.)

PEI'JIAMEHT (EMO) Ne 1768/92 HA CbBETA ot 18 rorn 1992 ronnHa OTHOCHO Ch3/1aBaHETO
Ha cepTU(UKAT 3a JOMBIHUTEIHA 3aKpHIIa Ha JIEKAPCTBEHUTE MPOYKTH (OTM. )



