HAPEJIBA Ne 10 OT 17 HOEMBPU 2011 T'. 3A YCJIOBUSTA U PEJIA 3A
JIEHEHUE C HEPASPEIIEHU 3A YIIOTPEBA B PEITYBJIMKA BbJIT'APUSA
JIEKAPCTBEHMU INPOAYKTHU, KAKTO U 3A YCJIOBUSATA U PEJIA 3A
BK/IIOYBAHE, TPOMEHH, U3KJIFOYBAHE U TOCTABKA HA
JIEKAPCTBEHMU IMTPOAYKTH OT CIIMCBKA 110 YJI. 266A, AJL. 2 OT
3AKOHA 3A JIEKAPCTBEHUTE NTPOAYKTHU B XYMAHHATA MEJIUIIUHA

H3z0a0ena om Munucmepcmeomo Ha 30paseona3samnemo

Oo6u. /IB. 6p.95 om 2 /lexemepu 2011e.

Pasznea .
OO0 MoJI0KeHUus

Y. 1. (1) C ta3u Hapenda ce ypexaaT yCIOBUATA U PEIbT 3a.

1. neyeHne Ha KOHKpETEH NAIMEHT C HepaspelleHu 3a ynorpeba B Penybnuka bbarapus
JIEKapCTBEHM MPOJYKTH, JOCTAaBEHM IO CHENMa]IHa MOpbhYKa Ha JiedeOHO 3aBeseHHe 3a OOJIHMYHA
TTOMOIII;

2. BKIIIOYBaHE, IIPOMEHH, M3KJIIOYBAHE U JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH OT CHUCHKA IO
uj1. 2664, ain. 2 ot 3aKoHa 3a JIGKapCTBECHUTE MPOAYKTH B XyMaHHaTa Meauiaa (3JIIIXM).

(2) To pena Ha Ta3u Hapeada MOraT Ja ce MPEIINUCBAT CaMO JIEKApPCTBEHH MPOIYKTH, KOUTO Ce
OTITyCKAT TI0 JIEKAPCKO MPEINICaHue B CTPaHaTa, B KOSITO ca pa3pelieHu 3a ynorpeoa.

(3) He ce paspemaBa joctaBka 1O peia Ha Ta3d Hapeaba Ha HepaspelieHH 3a ynoTpeba
JIEKapCTBEHH TMPOIYKTH, aKO B CTpaHaTa MMa pa3pelieH 3a ynoTpeda JIeKapcTBEH MPOAYKT 3a CHIIOTO
3a00JsIBaHEe MJIM WHIMKALMH, ChC CHINOTO MEXAyHapoaHo HenateHTHO HamMeHoBaHue (INN), Bun Ha
JeKapcTBeHaTa popMa U KOJIMYECTBO HA aKTHBHOTO BEIIECTBO B JI030Ba CMHHMIIA.

Y. 2. (1) JlekapcTBeHH mpoayKTH 10 Wwi. 1, T. 1 MoraT Ja ce mpeanucBar, ako ca pa3penieHu 3a
yrnorpeba B Jpyrd IbpiKaBH U JICYEHHETO C pas3pemieHuTe 3a ymnorpeba B PemyOmmka Bwarapus
JIEKapCTBEHU MPOAYKTH € HEBB3MOXKHO WK € Oe3 pe3yiTar.

(2) JlexapcTBeHu mpoayKTH mo wi. 1, T. 2 Morart Ja ce MpeanucBaT, ako ca pa3pelieHH 3a
ynotpeba B Peny6nuka beirapus u B 1bpkaBa - ujeHka Ha EBponelickus cbio3, He ce pa3lpocTpaHsBar
Ha Obarapckusi masap M JICYEHHETO Ha ChOTBETHOTO 3alosisiBaHe € Oe3 anTepHaTuBa B PemyOnnka
boirapus.

Yn. 3. (1) JleueOuute 3aBeeHUs 3a OOJHMYHA MTOMOIIl MOTAT Ja Ce CHAOIABAT C JIEKAPCTBEHU
MPOJYKTH TI0 4. 1 U KoraTo ca OCUTypeHH B M3IIBIHEHUE HA JCWCTBAIN B CTpaHATa MEXIYHAPOIHH U
HAI[MOHAJTHU TIPOTPaMU WM OT MEXKIyHApOJHA OpraHU3allvs, KOSATO €IMHCTBEHA MOXKE J1a OCHUTYPH
CHOTBETHUS POAYKT.

(2) JleueOuuTe 3aBemenus mo aji. 1 Morar ga ce CHaOAsBAT C JIEKAPCTBEHH MPOIYKTH 1O Wi, 1
OT BCEKH THPTOBEI] HA €pO C JIEKAPCTBEHH MPOIYKTH, MPUTEKABAII pa3pelIeHre 3a ThPTroBHs Ha eApo,
MOJIYYEHO IO pea Ha riaBa aeseta oT 3JITIXM.

(3) HdocraBkata Ha JIEKapCTBEHUTE MPOAYKTH C€ ypeKIa OT PHKOBOAMUTENS Ha JICYEOHOTO
3aBeJICHUE.



Pasznen I1.
IIpeanucBane u mMoJilyyaBaHe Ha Hepa3pelleHH 32 YNOTpeda JeKapCcTBEeHU MPOTYKTH

Un. 4. (1) Hepaspeuienu 3a yrnorpeba JICKapCTBEHU MPOJYKTH MOTaT Ja Ce€ MPEIIHCBAT OT
KOMHCHS OT TpUMa JIEKapu OT CHOTBETHOTO JICUeOHO 3aBe/leHHE 3a OOJHWYHA MOMOI, TIOHE €JHH OT
KOHTO € C IIPU3HAaTa CIEIMAIHOCT 10 npoduia Ha 3a00JIIBaHETO.

(2) PpkoBoauTenaT Ha JieueOHOTO 3aBeJCHUE 3a OOJHUYHA MOMOLI OIpENeNsl ChC 3aroBE]
ChCTaBa Ha KOMHUCHsATA 110 ail. 1.

Yn. 5. (1) Komucusita mo wi. 4, an. 1 mpeamucBa HepaspeleH 3a ymorpeba JieKapcTBeH
MPOAYKT 32 KOHKPETEH MAalMEHT C MPOTOKOJI ChIIIacHO mpuioxenue Ne 1.

(2) KsM mpoTokosia ce mpujara MUCMEHO MH(GOPMHUPAHO ChIVIACHE Ha manueHTa (pomauTer,
HACTOWHHUK), MOJYYEHO Mo pena Ha wi. 87 - 89 or 3akoHa 3a 37paBeTo, ue € ChIiaceH aa ObJe JIeKyBaH
ChC CHOTBETHHUS HEPA3pEIICH 3a yIOoTpeda JIeKapCTBEH MPOIYKT.

(3) Komucusta ompenens HEOOXOIUMHUTE KOJIUYECTBA OT JIGKAPCTBEHHS MPOJIYKT CIOPE.
MPOABDKUTEITHOCTTA Ha JICYCHHWETO Ha IMallMeHTa, HO HE TIOBeYe OT TepaneBTHYHATA 1033 32
TPUMECEUHO JICUCHHE.

(4) TIpu HEOOXOIUMOCT OT MPOIb/DKABAHE HA JICYCHUETO 3a MOBEYE OT TPH MeCela ce ChCTaBs
HOB ITPOTOKOJ IO peJia Ha TO3H pas3jed.

Yn. 6. (1) Komucusra mo wi. 4, an. 1 Moxe ga B3eMe pEIICHHE 3a OCUTypsiIBAHE Ha
HepaspelieHn 3a yrnorpeba JEKapCTBEHHM MPOIYKTH, KOWTO Ja ca Ha pa3loJIOKEHHE B JIEYeOHOTO
3aBeJICHHE TIpU HEOOXOAMMOCT OT NpWIaraHe Ha KOHKPETEH IMAalUeHT C MPOTOKOJ ChIVIACHO
npunoxenne Ne 2.

(2) Komucusita ompeensi HeOOXOIUMHUTE KOJIUYECTBA JIEKAPCTBCHU MPOIYKTH 3a ONpeaeieH
MepUoJT OT BpeMe cho0pa3Ho npoduiia Ha 1e4eOHOTO 3aBe/IeHHEe, HO 3a He TTOBEYE OT TPH Mecela.

(3) TIpu HEOOXOIUMOCT OT JIEKAPCTBEHU MPOIYKTH 3a IMOBEYE OT TPU Mecella Ce ChCTaBs HOB
MIPOTOKOJI TIO peJia Ha TO3U pa3Jiell.

(4) Tpunaranero Ha JeKapCTBEHH MPOAYKTH, OCHTYPEHH IO pena Ha ai. 1 - 3, ce u3BbpIIBa
cliell MMCMEHO MH()OPMHPAHO ChITIaCHe Ha MalueHTa (POAUTEN, HACTOMHHMK), MOJIYYEHO M0 pea Ha 4l
87 - 89 or 3akonHa 3a 3/1paBeTO, Y€ € ChINIACEH Ja ObJe JEeKyBaH ChC CHOTBETHHUS HEpaspelleH 3a
ynoTpe0a JIeKapCTBEH MPOIYKT.

Yn. 7. (1) [porokonure mo wi. 5, ain. 1 u mo wi. 6, ajn. 1 ce U3roTBAT B TPU €K3EMILIAPA U CEe
YIBBPXKIABaT OT PHKOBOAWUTENS Ha JIEYEOHOTO 3aBeleHHME. ENWHUAT eK3eMIUIp Ce ChXpaHsBa B
7eyeOHOTO 3aBeICHUE, BTOPUAT EK3EMIUIAP ce u3Mpaiia Ha M3nbIHuTenHaTa areHius 1no Jiekapcrsara
(MAJT), a TpeTusaT ek3eMIUIAp € MpelHa3HAueH 3a MalMeHTa, ChOTBETHO 3a anTeKara Ha JeYeOHOTO
3aBeJICHHE.

(2) Komue oT mpoToKOIIa ce mpuiiara ¥ KbM JIOCHETO Ha MaI[HeHTa.

Y. 8. (1) M3mbiiHUTENHATA areHIHs Mo JeKapcTBaTa ChIIacyBa MPOTOKOJIUTE B /-THEBEH CPOK
OT MOJy4YaBaHETO UM U MHPOPMHUpA JIUIaTa, KOUTO 1€ OCHIIECTBST JOCTaBKaTa, WM MPaBU MOTUBUPAH
OTKa3.

(2) VzmpiaHuTeNHATA areHIMs IO JIEKapcTBaTa NMpaBH MOTHBHpPaH OTKa3, ako ¢opmara Ha
MPOTOKOJIUTE WITH JICKAPCTBEHUTE POAYKTH HE OTIOBapAT Ha M3MCKBAHUATA HA Hapeadara.



(3) OTka3bT Mo an. 2 MOJICKU Ha OOKaJIBaHE MO pea Ha AJIMHHUCTPATHBHOIPOLICCYATHHS
KOJIEKC.
(4) MpoTokonute 1o uwi. 5, ann. 1 1 o wi. 6, an. 1 ca BauIHK 32 CPOK TPU Mecelia.

Un. 9. M3nbiHUTENHATA areHIys 1o JIEKapcTBaTa BOJM CHUCHK HA ChIJIACYBAaHUTE MPOTOKOJIU
3a JIoCTaBKa Ha HEPa3pELICHHU 3a YIOTpeOa JICKapCTBEHU NPOILYKTH.

Y. 10. (1) JleueOHOTO 3aBefeHnE, U3AI0 MPOTOKOJIA 3a JICYEHHE ¢ Hepa3pellcH 3a ymorpeba
JIEKapCTBEH MPOJYKT, TMOJydaBa M ChXPaHsSBa JIEKAPCTBEHHUS NPOAYKT B amTekara Ha JIEYeOHOTO
3aBeJICHHE.

(2) B cinydaute mo wi. 5, an. 1 manueHTHT mojydaBa OMUCAHUS B IPOTOKOJA JIEKAPCTBEH
MPOAYKT OT anTekara Ha JeueOHOTO 3aBeleHue. [loyuaBaHeTo Ha JICKApCTBEHHsI IPOAYKT CE€ BIIUCBA B
eK3EeMIUIApa OT MPOTOKOJIA, KOWTO Ce ChXpaHsIBa B JICUCOHOTO 3aBE/ICHUE.

(3) B ciyuanre mo wi. 6, an. 1 OTHyCKaHETO M NPWJIATaHETO Ha JIEKAPCTBEHHsS MPOIYKT Ha
BCEKH KOHKPETEH MAIMCHT CE BIMCBA B €K3EMIUISPA OT MPOTOKOJA, KOWTO Ce ChXpaHsABa B JIEUEOHOTO
3aBeJICHHE.

Un. 11. Koraro mpeamnucaH 3a KOHKPETEH MAlMEHT HEPa3pEeIICH JIEKApCTBEH MPOIYKT HE €
U3IMOJ3BaH 3a JICUEHHUETO MY, TOM Moke Ja ObJe H3I0JI3BaH 3a JICYCHHETO Ha JPYr MaIMeHT Cle]
MIPEANMCBAHETO MY I10 pella Ha TO3U pa3zedl.

Un. 12. [lpu pocTtaBkaTa Ha Hepas3pellieHH JEKApCTBEHU MPOJIYKTH ThProBeUbT Ha €Ipo
IpelocTaBsl Ha anTekara TMapTHAEH cepTUPHUKAT 3a KayecTBO, CBOTBETHO cepTudukar 3a
0CcBOOO’KJaBaHEe Ha MapTHUaTa Ha JIEKapCTBEHUS MTPOIYKT.

Un. 13. Ipu mpenmucBane, MoTyvYaBaHe W JIOCTaBKAa Ha HEepa3pelIeH! JIGKAPCTBEHU MPOJTYKTH,
ChAbpKAIIM HAPKOTUYHH BELIECTBA, CE CMAa3BaT U3MCKBAHUATA HA 3aKOHA 32 KOHTPOJ HAa HAPKOTUUHUTE
BEILIECTBA U MPEKYPCOPHUTE.

Un. 14. 3a u3nbaHeHue Ha 3aabmkeHusaTa no wi. 183 3JIIIXM pbKoBOAUTENSAT Ha Je4eOHOTO
3aBeJicHHe, B KOSTO Ca M3JIaJIeHH MPOTOKOJHW 1Mo wi. 5, ai. 1 m mo wi. 6, an. 1, ce31aBa ycioBus 3a
mpociensBaHe Ha 0€30MacHOCTTa Ha JIGKAPCTBEHUTE MPOTYKTH.

Un. 15. JlokymeHTHTE, CBBpP3aHU C OTIyCKaHE Ha HEpa3pelieHW 3a ymoTrpeba JIeKapCTBEHH
MIPOJYKTH, C€ ChbXpaHSBAT B aliTeKaTa Ha JIedeOHOTO 3aBe/IeHUE 3a CPOK MET TOUHU.

Pazgen I11.
YcaoBus M pej 32 BKJIIOYBaHe, IPOMEHH, H3KIIOUYBAHE U JOCTABKA HA JIEKAPCTBEHH NMPOAYKTH OT
CIHUCBHKA N0 41. 2662, a1. 2 oT 3aKoHa 3a JieKapCTBEHUTE MPOAYKTH B XyMAHHATA MeJULIMHA

Yn. 16. (1) Exeromno B cpok a0 28 deBpyapu jeucOHUTE 3aBeACHHS 32 OOJHHYHA MTOMOIIL



MPEIOCTaBAT HA MUHUCTHPA Ha 37paBeONa3BaHETO MPEAIOKEHHUS 32 JCKAPCTBEHUTE MTPOYKTH, KOUTO Ja
ObIaT BKIIOUCHU B CIHCHKA MO Wi. 266a, an. 2 or 3akoHa 3a JIEKAPCTBEHHUTE MPOJIYKTH B XyMaHHATa
MEUIIIHA.

(2) MocThnuiuTe MPEUIOKEHUS Ce TPEIOCTABAT HAa HAIIMOHAIHUSA KOHCYJATAHT 10 poduia Ha
3a0omaBaneTo u Ha MAJI 3a cTaHOBHIIA OTHOCHO CHOTBETCTBHETO UM C M3UCKBAaHUATA 110 4. 266a, an. 1
3JIIIXM.

(3) Hatmonanuust koucyntant u MAJI qaBat cTaHOBHINA B CPOK €TMH MECEII.

(4) JlekapcTBeHHTE MPOAYKTH, KOHMTO OTrOBapsAT HAa H3UCKBaHHATA 1O wi. 266a, am. 1, ce
BKJIIOYBAT B CHHCBKAa 1o wi. 266a, am. 2 3JIIIXM, koiTOo ce yTBBpKIaBa OT MHHHUCTbpa Ha
3/IpaBeola3BaHeTO0 M ce NyOnMKyBa Ha HWHTEpPHET CTpaHHIlaTa Ha MHUHHCTEPCTBOTO Ha
3/IpaBEOIA3BaHETO €KETOIHO B CPOK 10 1 maid.

(5) CiucwkbT 110 aj1. 3 UMa JACHCTBHE 10 YTBBPKIABAHETO HA HOB CITUCHK.

(6) IMpomenn WM HM3KIIOYBAHE HA JIEKAPCTBEHH IMPOAYKTH OT CHHMCBHKa 1Mo wi. 266a, am. 2
3JIITXM ce npaBsT Npu HACTHIIBAaHE HA MPOMSIHA B OOCTOATEJICTBATA 110 U3TOTBSIHETO MY I10 peJa Ha aJl.
2 u 3 ¥ ce MyOJIMKYBaT HA MHTEPHET CTpaHUIATa HA MUHHCTEPCTBOTO HA 3/IPaBEOIa3BaHETO.

Y. 17. IpeanucBaHeTo, MOJyYaBaHETO W JAOCTABKaTa Ha JICKAPCTBEHH MPOAYKTH OT CIIUCHKA
o wi. 266a, an. 2 3JIIIXM ce usBbpmiBar 1o pena ua paszaen I, karo ve ce npunara 4. 5, ai. 2.

JlonbJIHUTEIHN pa3nopeadH

§ 1. "JlekapcTBEH MPOIYKT, KOMTO HE C€ pa3MpOCTpaHsiBa Ha OBJITrapcKus maszap’ € JieKapCTBEH
MIPOJYKT, 32 KOWUTO:

1. e moganeHo yBenomiieHue mo Wwi. 54, an. 2 - 4 3JIIIXM, wiwm

2. uaMa pemenue Ha Kommucuara mo meHu U peuMOypcUpaHe 3a YTBBpXKIaBaHE WU
perucTpupaHe Ha IeHa.

3ak/0uuTeIHM pa3nopendu

§ 2. Ta3m Hapemba ce m3maBa Ha ocHoBaHWe Wi. 9 m wi. 266a, ai. 4 u 5 or 3akoHa 3a
JIeKapCTBEHUTE MPOJYKTH B XyMaHHaTa MeauluHa u otMeHss Hapenba Ne 2 ot 2001 r. 3a ycnoBusta u
pena 3a JieueHHe ¢ HepaspelieHu 3a ynorpeba B PemyOnuka bwirapus nekapctBeHd NpoaykTd (0OH.,
JIB, 6p. 6 ot 2001 r.; morm., 6p. 20 ot 2001 r.).

[Tpunoxxenne Ne 1 kpm uit. 5, an. 1

(neyebHo 3aBeneHne, agpec)

MPOTOKON
3a npeanuceBaHe Ha HepaspelleH 3a ynoTpeba nekapcTBeH NpoayKT/nekapcTBeH NPoAyKT OT CNuchbKa no 4n. 266a, an. |

1. me, npesume, hammnna n gnbXHOCT Ha nekapuTe, nsgasallm npoTokona:



(TbproBCKO HaMMEHOBaHWE Ha NeKapCTBEHUS NPOAYKT, BUA Ha NekapcTBeHaTa oopma U KONMYECTBO Ha aKTMBHOTO BELLEC
e[MHMLa, KONIMYECTBO B eHa ONakoBKa)

(6pon onakoBku, C LndpK u gymu)
9. Jlnue, KOeTo Le OCbLLECTBM JOCTaBKaTa Ha NekapCTBEHUS NPOOYKT:

(vme, apgpec, TenedoH)

Komucus:

U RRPOURPPPPPPRPP
(nognwuc)

22
(nognwuc)

G 7
(nognwuc)

YTBbpXaaBaMm:

(TPUTE MMEHa Ha pbKOBOAUTENSA Ha Ne4ebHOTO 3aBedEHUE)
Moagnwuc:
Mevar:

OTFIyCHaTO KOJIM4eCTBO:

Moanuc:

(ume, damunus, gaHHn n.k. Ne)



Moagnwuc: Jara:

[Tpunoxxenue Ne 2 kpm uit. 6, an. 1

(neyebHo 3aBeaeHne, agpec)
MPOTOKON
3a OCUrypsiBaHe Ha Hepa3spelleH 3a ynoTpeba nekapcTBeH NpoayKT/NekapCcTBEH NPOAYKT OT Crincbka no yn. 266a, an. 2 3/’
Ha pasnonoXxeHue B ne4yebHOTO 3aBeAeHNE NpU HEOOXOAMMOCT OT NpuUnaraHe Ha KOHKPETEH NaumneHT

1. Nime, npe3nme, hamnnmsa n OnNbXKHOCT Ha NekapuTe, n3gaBaluy NpoTokona:

2. O6ocHoBKa Ha HeobxoaMMOCTTa OT AOCTaBKka Ha CbOTBETHUSI NEKAPCTBEH MPOAYKT, KONMYecTBaTa U NepuoabT, 3a KOUTO Ce
npoduna Ha ne4yeGHOTO 3aBeaeHMe.

(T'pr'OBCKO HanMeHOBaHWe Ha NeKapCTBeHnA NpoayKT, BUO Ha JNieKapCTBeHaTa cbopma N KOJNIM4eCTBO Ha akKTUBHOTO BeLlEe
eaunHunua, KoJin4ecTBo B eHa OﬂaKOBKa)

(MexayHapoaHO HenaTeHTHO HaMMEHOBaHWE Ha aKTUBHOTO BELLECTBO)
6. HeobxoamMmo konuyecTBo 3a nepuoga:
(6pon onakoBku, C LUdpK 1 gymu)
7. Nuue, KOETO e N3BBPLUN AOCTaBKaTa Ha NeKapCTBEHUS NPOAYKT:

(nve, agpec, TenedoH)

Komucus:

O RSP RTRPUPR
(noanuc)

2 O SRRUUSRR
(mognwuc)

B ettt et eee oo eeeeeeeeeeeeeiieteeeeeeieteseeesissteseeesisteseeessstsseessiateseseinsteseesiinteseeeiattteteesinttreeeaaanteteeteeeaaatteeeeaaateeeeeaastteeeeaattreeeeartreeeaaanraees.
(mognwuc)

YTBbpXKAaBaMm:

(TpuTe uMeHa Ha pbkoBOAMUTENS Ha NeyebHOTO 3aBeaeHNne)
Moagnwuc:
Mevar:

Nme n (baMI/IJ'II/IFl Ha nauueHTa, Ha KOWUTO € NPUNOXEH NEeKapCTBEHUAT NPOAYKT:



OTnycHato

(nve, bammnns, ANBXHOCT)



