PEI'JIAMEHT (EO) Ne 507/2006 HA KOMUCHSATA
ot 29 mapr 2006 ronnna

OTHOCHO M3ABAHETO HA pa3pelleHUsI 32 THProBHs N PHU ONpe/ieJIeH! YCI0OBUS Ha
JIeKapCTBEeHHU MPOAYKTH 32 YNOTpeda B XyMaHHATA MeIMLIIMHA, KOUTO BJIN3aT B
npui10xkHOTO moJie Ha Persmament (EQ) Ne 726/2004 na EBponeiickusi mapjiaMeHT U Ha
CbBeTa

(Texcr ot 3HaueHue 3a EUII)
KOMUCHUSTA HA EBPOITEMCKUTE OBIHOCTH,
KaTo B3e npeasu JJoropopa 3a ce3naBane Ha EBporielickata o0mHOCT,

kato B3e npensun Pernmament (EO) Ne 726/2004 na EBponeiickust napiaameHT 1 Ha CbBeTa OT
31 mapt 2004 T. OTHOCHO yCTaHOBSIBaHE Ha mpoleaypu Ha OOIHOCTTA 3a pa3peliaBaHe U
KOHTPOJI Ha JIeKapCTBEHW NPOJAYKTH 3a XyMaHHAa M BeTepUHAapHa ynoTpeda U OTHOCHO
ch3maBane Ha EBporeiicka areHIus Mo JeKapeTBaTa ’, W mo-CrelnanHo wieH 14, maparpad 7
OT HETO,

KaTo uMa npcaBua, 4c:

(1) Ilpenn na ce monydu paspelleHue 3a ThProBUS B €IHA WJIM HSIKOJIKO IbPXKaBU-UICHKH,
JICKAPCTBEHUTE MPOAYKTH KOUTO c€ YMOTpeOsBaT B XyMaHHATa MEIUIMHA, TpsiOBa IO
OPUHIUN A2 ObJaT MpeaMeT Ha 3aab100YeHN MPOYYBAHMS, C LIEJ Ja Ce TapaHTHpa TAXHATa
0e3BpETHOCT, KaueCTBO U €(hEeKTUBHOCT MPH yrmoTpedaTa UM BBPXY OMpeIesieHa IieJieBa rpymna
oT HaceneHuero. [IpaBunara u mpouenypuTe 3a MojdydyaBaHe Ha pa3pellieHHe 3a THPrOBHS ca
onpenenenn B JlupexkruBa 2001/83/EO nHa EBpomelickus mapiameHT U Ha CbBera OT 6
HoemBpu 2001 r. 3a yTBBpKIaBaHe Ha KojJekc Ha OONMHOCTTa OTHOCHO JIEKAPCTBEHH
NPOyKTH 33 XyMaHHa yroTpe6a’, kakro u B Permament (EO) Ne 726/2004.

(2) Bprpeku ToBa IpH HSAKOW KATETOPUH JICKAPCTBEHH IPOIYKTH, C LIEJT JIa C€ OTTOBOPH Ha
HCYAOBJICTBOPCHUTC MCAWIIMHCKU HYXIW Ha MAMUCHTUTC WU B HHTCPCC Ha 06H_ICCTB€HOTO
3IpaBe MOKE Ja Ce OKake HEoOXOoAuMo Ja ObJaT HM3laBaHW paspelieHHsl 3a THPTOBUS,
HapUYaHW I0-HATATBK ,pa3pellicHusi 3a ThPTOBHS IPU ONPEICICHA YCIOBUS, KOUTO CE
OCHOBaBaT Ha NPCACTAaBAHCTO HA HCAOCTATHYHO IIbJIHU JAHHHA B CPABHCHHUEC C HOPMAJIHO
HN3UCKBAHUTC, M 110 OTHOHNICHHMC Ha KOHWTO CC Ipujarar CHCHI/Iq)I/I‘-IHI/I 3a1bJIDKCHU.
BbnpocHuTe Kareropuu ca CieHUTE: IEKAPCTBEHUTE MPOIYKTH, IPEIHA3HAYECHHU 32 JICUCHUE,
MNpCBCHIUA WJIW MCAUIMHCKO AWMArHOCTUIUPAHC Ha TCXKKU HWHBAJIUIU3HPAIIA 3360JI$IBaHI/I$I
WK Ha OOJIECTH C MOTEHIIMAIHO JIETAICH M3XOJ, JICKAPCTBEHH IMPOJIYKTH 3a YIOTpeda MmpH
CHEIHU CUTyallMd B OTIOBOp Ha 3aIUlaxd 3a OOILECTBEHOTO 3/paBe, NMPU3HATH WM OT
CeeroBHara 3apaBHa opranm3amus (C30) mma or OOmmocrra chrimacHo Pemenme Ne
2119/98/EO na Empomnetickust mapiameHT u Ha CbBeta oT 24 centemBpu 1998 1. 0THOCHO
Ch3JaBaHe Ha MpeXa 3a eMUIEMHUOJIOTHYHO HAOIIOJICHHE M KOHTPOJ BBPXY MH (PEKIIMO3HUTE
3aGomsBanns B OGIHOCTTA®, M JIEKAPCTBEHHTE MPOIYKTH, OGO3HAYCHH KATO JICKAPCTBA-

1 OB L 136, 30.4.2004 ., cp. 1.

2 0B L 311, 28.11.2001 ., ctp. 67. [lupexTuBa, nmociaeaHo u3MeneHa ¢ Jupektusa 2004/27/EO (OB L 136,
30.04.2004 r., c1p. 34).

* OB L 268, 3.10.1998 ., ctp. 1. JJupextusa, nmocyeaHo usmenena ¢ Permament (EO) Ne 1882/2003 (OB L 284,
31.10.2003 r., c1p. 1).
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cupanu cwriacHo Permament (EO) Ne 141/2000 na EBpomneiickust mapiameHT U Ha ChBeTa OT
16 nexkemBpu 1999 r. 3a 1exkapcrBaTa-cupany .

(3) Korato maHHHMTe, Ha KOUTO C€ OCHOBaBa CTAaHOBHWIIE 3a M3[aBaHE Ha pa3pellieHHe 3a
TBHPIOBUS TIPU ONpPEIETICHU YCIOBHS, HE Ca IIBJIHM B JIOCTaThbyHA CTEIEH, CHOTHOIIEHUETO
MOJI3a/pUCK, Taka KaKTO € ompenaeneHo B wieH 1, Touka 28a Ha dupexruBa 2001/83/EO
cienBa Ja 0'b1e monoxuTeaHo. OCBEH TOBA MOJI3UTE 33 00IIECTBEHOTO 3paBe, MPOU3TH YA
OT HEMOCPEICTBEHOTO HAJMuYMe Ha BBIPOCHHS JICKAPCTBEH MPOJAYKT Ha Masapa, TpsOBa jaa
MMaT MPEBEC HAJl pUCKa, CBBbp3aH ¢ (aKTa, 4e He ca CbOpaHU BCUYKU JOMBIHUTEIHH JaHHU.

(4) Koraro ce npenocTaBsT pa3pelieHus 3a TbproBUsI IPH ONPEaeSICHH YCIOBHS, Te TpIOBa J1a
ObJaT OrpaHUYEHU JI0 CIIydauTe, KOraTo eJMHCTBEHO KIMHUYHATA JOKYMEHTAllUs Ha JOCUETO
3a UCKaHE Ha paspelleHue € HelbJIHa B CPAaBHEHUE C TOBA, KOETO C€ M3UCKBA OOMKHOBEHO.
Henbnau npeaxmuHuyHu U (apMaIleBTUYHH JaHHH MOTaT Ja ObJaT MpHeMaH! eIUHCTBEHO
3a JIeKapCTBEHU IPOJYKTH, IpeAHAa3HAUYEHHU 3a yIoTpeda Mpyu CHEIHN CUTYallul B OTTOBOpP Ha
3amJ1axy 3a 00IECTBEHOTO 3/IpaBe.

(5) 3a ma ce ynecHU AOCTBHIIBT /IO JICKAPCTBEHU MPOAYKTH HA MAIlUEHTH, YAUTO METUIIUHCKH
HYXIU HE ca VIOBJIETBOPEHH, KaTO ChIIEBPEMEHHO ce u30ArBa MPENOCTaBIHETO Ha
paspereHus 3a JeKapCTBEHN MPOAYKTH C HEOIarompusTHO ChOTHOIICHHE HA PUCK/IION3a, €
HEOOXOAMMO IO OTHOIIICHHWE Ha TE3HW Pa3pelICHUs 32 ThPTOBUS Ja Ce Mpujiarat crienuGpuaHu
3aab/DKCHUS. TUTYASPBT Ha pPa3pelICHUETO € JIBKEH 3a MPUKIIOYM WU Ja TpearnpuemMe
U3CIIE/IBAHUS, KOUTO J1a TIOTBBPJAAT, Y€ CHOTHOIICHHETO IOJ3a/PUCK € MOJOXKHUTEIHO, U Ja
Jamar OTroOBOp HA BCHYKH BBIPOCH, CBBP3aHH C KAuyeCTBOTO, OE3BpeNHOCTTAa U
e(eKTUBHOCTTA Ha JICKAPCTBEHUS MIPOIYKT.

(6) PaspemenusTa 3a ThpTOBUS P ONPENIEICHU YCIOBUS CE Pa3IMYaBaT OT pa3pelleHusTa 3a
THPTOBUS, MPENOCTABSIHU MPU H3KITIOYUTEIHH OOCTOSTENCTBA CHIJTIACHO pa3lopendouTe Ha
yined 14, maparpad 8 ot Permament (EO) Ne 726/2004. PaspemieHueTo 3a THProBUs MpHU
OTIPEJICTICHN YCIIOBHS C€ MPEIOCTaBs Mpenu J1a ObJaT HAIMYHU BCHYKU naHHUA. Obave To He
MOKE Jla 3aBHUCH OT ONpEICICHH YCIOBHUS 3a HeompeneneH mepuon oT Bpeme. Cruen
nNpeaACTaBsAHC Ha JIMIICBAIIUTE JaHHHU TpH6Ba aa 6’1)[[6 BB3MOXHaA HErobara 3aMsHa C
paspeleHue 3a TBPTOBHUs, KOETO HE € CBBP3aHO ChC CHOJIIOIaBAHETO Ha ONPEIICIICHU YCIOBUS,
TOCCT HE€ 3aBUCH OT HU3INBIHCHUCTO Ha CHCH,I/I(bI/I‘-IHI/I 3abJI)KCHU . Ho CbIICBPCMCHHO
OOMKHOBEHO C€ OKa3Ba, Ye HUKOTa HE € BB3MOXKHO Jia C€ MPEACTaBU IThIHA JIOKyMEHTAIUA,
KOraTO CTaBa BBIPOC 3a CIy4auTe HA pa3pelICHUs 3a THPrOBHs, IMPEAOCTABSIHH MPH
U3KITIOUUTEIHN 00CTOSATEIICTBA.

(7) Heo6xomuMo € J1a ce YTOUHH ChILO TakKa, Ye 3asBICHUSTA 3a pa3pelIeHHE 32 ThPTOBHS MPHU
OTIpE/ICTICHN YCIOBHUSI MOTaT Ja OBJaT IMpeaMeT Ha YCKOpeHa Ipoleaypa MO Ol CHSBaHE,
CBIMIACHO pasnopeadurte Ha wieH 14, maparpad 9 ot Permament (EO) Ne 726/2004.

(8) Karo ce uma npensu, ue pasmopenaoute Ha Permament (EO) Ne 726/2004 ce mpunarar mo
OTHOIIGHWE Ha pa3pelleHUsATa 3a TBPIOBUS TPH ONpPEICIICHU YCIOBHS, OCBEH aKo
pasnopenduTe Ha HACTOSIMS PErJaMeHT He MPEIBUKIAT APYro, MpolieaypaTa 1o OleHsIBaHe
Ha 3asBJICHWE 32 M3/IaBaHE Ha pa3pelicHHE 3a THPrOBUS MPH ONPEICICHH YCIOBHS €
HOpMaJIHaTa npoieaypa, onpeaeneHa B Pernmament (EO) Ne 726/2004.

(9) CoprnacHo Permament (EO) Ne 726/2004 paspelieHusita 3a THProBUsl NIPU ONPEIEICHU
YCIIOBHSI Ca BAJIM/IHU 3a MEPHOA OT €1HA TOAMHA C BB3MOXKHOCT 3a MoaHoBsiBaHEe. CPOKBT 3a

1OB N L 18,22.01.2000 ., c1p. 1.
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BHACSHE Ha 3as4BJICHUETO 3a IMOJHOBSBAHE € LIeCT Mecela MpeArd M3THMYAHeTO Ha CpoKa Ha
BAJIMTHOCT HA pa3pelEHUETO 3a THPIOBHUS, U CTAaHOBUILETO Ha EBporelickata areHUHs IO
JeKapcTBaTa OTHOCHO MOCTBIIUIIOTO 3asiBJICHHE (HaprU4aHa Mo-HaTaThK ,,AreHuusra’) TpsioBa
nia ObJie IPUETO B CPOK OT JIEBETAECET JHU CJIE/l HErOBOTO MOJIy4aBaHE.

3a 1a ce rapaHTHPA, Ye JIEKApCTBEHUTE MPOAYKTH HsIMa J1a ObJIaT U3TEIICHH OT Ma3apa, OCBEH
aKo TOBA HE C€ Hajara OT ChbOOPaXXEHHUs, CBBP3aHU C OOIIECTBEHOTO 3/IPABE, MPHU MOJIOKEHHE
Yye 3asBJICHUETO € BHECEHO B ONPENENCHHUS CpPOK, paspelieHUeTO 3a THProBUs IpHU
OTIpe/IeIeHN YCIOBHS TpsAOBa Ja ObAe BAIMIHO IO MOMEHTa, B koiito Komucusta B3eme
pellIeHNe ChINIACHO IIPOLeaypaTa 1o OLICHKA Ha 3asBJICHUETO 3a TOJAHOBSBAHE.

(10) HeobxomuMo € Ha MANMEHTUTE W Ha MEAWIMHCKUTE TNPEICTaBUTEIM Ja ObIe
MpelocTaBeHa sicHa WHQpOpMAIMs 332 XapaKrepa Ha YCIIOBUITa OTHOCHO TE3HM pa3pelICHHUSI.
CnenoBarenHo Tasu uHpopManus TpsOBa H3pUYHO Ja (UIYpHpa B PE3IOMETO Ha
XapaKTepUCTUKUTE HA TIPOJYKTA M B YII'BTBAHETO HA BBIIPOCHHUS JIEKAPCTBEH MPOJIYKT.

(11) Heobxomumo e nma ce BbBene 3acuiieH (papMaKoJIOTMYEH Haa30p 3a JIEKApCTBEHUTE
MPOAYKTH, IOJNY4YUIU paspellicHre 3a THPTOBUS IIPU ONpPEACICHHU YCIOBHUS, KaTO Ce HMa
npeasun 4de upexrtua 2001/83/EO m Permament (EO) Ne 726/2004 Beue mpemocTaBsT
aJIeKBaTHH MPOJIYKT 3a Ta3H IIell.

Bobrpekn TOBa € HEOOXOOMMO Ja ce Ompelend KaJleHAapeH rpaduK 3a TpeicTaBsHE Ha
NEPUOANYHO aKTYaJTM3UPAHHUTE MOKIAIH OTHOCHO OE3BPEIHOCTTA, TaKa 4e Jla Ce B3eME O]
BHUMAaHHUE €XETOoJHOTO MOJHOBSBAaHE Ha pa3pellieHHATa 3a THPIOBUS MPHU OMpPEIeIICHU
YCIIOBUSI.

(12) IlnanupaneTo Ha HM3CIEBAHUATA W MPEJICTABSIHETO Ha 3asBJIEHUE 3a paspellieHHe 3a
THPrOBUS CE U3BBPIIBA HA PaHEH €Tal OT pa3padOTBAHETO HA JIEKAPCTBEHMS MPOIYKT. ToBa
IJJAHUPAaHE 3aBUCH MPAKO OT BB3MOKHOCTTA 3a IIOJy4aBaHE WJIM HENOJIydyaBaHEe Ha
paspeleHe 3a ThpTOBHS IpH ompesaeneHu yciaoBus. Ilo Ta3u npuunHa € HeoOXOAUMO Ja ce
NpelBUAN MEXaHU3bM, KOMTO /1a MO3BOJIsBAa HA ATEHIUATA J]a ChOOIIaBa HAa MpeIIpUATHATA
CTaHOBHIIETO CH OTHOCHO TOBA, JOKOJIKO OIPEIEIIECH JIEKapCTBEH NPOAYKT BJIN3A B IOJIETO HA
NPUJIOKEHHE Ha HACTOSIMs peraMeHT. ToBa cTaHOBUIE TpsiOBa Ja MpelNCTaBIIsABA
JOMTBbIHUTENHA YCIyra KbM IIPEIOCTaBEHOTO OT AreHIUsATa HAydHO CTaHOBHILE.

(13) [penBuneHUTEe MEPKA B HACTOAIMS PEIJIAMEHT ca ChbOOpa3eHH ChC CTAHOBMILETO Ha
[TocTosIHHMS KOMUTET 3a JIEKAPCTBEHU MPOAYKTH B XyMaHHATa MEAUIMHA,

[MPUE HACTOSA1LMA PETJIAMEHT:
Ynen 1
IpeameT
HacrosiumsT periiaMeHT ornpenens npaBuiiaTa, peryliupaii U31aBaHeTo Ha pa3pelieHusTa 3a
TBHPIOBUS, CIPSIMO KOUTO C€ Mpujarat crelu(GuuHu 3a1bIKeHNs, ChbITIACHO pa3nopeonuTe Ha
unied 14, nmaparpad 7 ot Permament (EO) Ne 726/2004, HapruaHu mo-HATaThK ,pa3pellieHus
3a THPIrOBUSI [IPU ONPEENIEHU YCIOBUS .

Ynen 2

IHosie Ha npuUIOKEHUE
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Hacrosinmsr persmamMeHT ce mpuiiara 1o OTHOIICHHE Ha JISKApCTBEHUTE MPOAYKTH 32 XyMaHHa
ynotpe0a, KOiHTO Biau3aT B o0xBaTa Ha wieH 3, maparpad 1 u naparpa¢ 2 ot Pernmament (EO)
Ne 726/2004 n npruHaIeKaT KbM €HA OT CICTHUTE KATCTOPUU:

1) nexapcTBEHH MPOAYKTH, TMpEIHA3HAYCHHW 3a JICUCHHE, MPEBEHIMS WU MEIUIIUHCKO
JMArHOCTHI[MPAHE Ha TeXKKW WHBAIMM3UPAIIM 3a00JIIBAaHUS HJIK HA OOJIECTH C TIOTECHI[HAIHO
JICTAJICH M3XOI,

2) JeKap CTBEHU MPOIYKTH, MPEIHA3HAYCHHU 3 YIOTpeOa NP CIICIIHUA CUTYAl[MH B OTTOBOP Ha
3araxy 3a OOIIECTBEHOTO 37paBe, HAIEKHO IMPU3HATH 3a TakuBa OoT CBETOBHATA 3/IpaBHA
opranu3zanus (C30) unu ot O6umoctra B pamkute Ha Pemenne Ne 2119/98/EO;

3) JiekapCcTBEHH HPOJYKTH, IPEIHA3HAYCHH 3a JICUCHHE Ha PEAKH 3a00JIsIBaHMUs, 0003HAYCHH
KarTo ,JieKapcTBa - cupany’’ cbriacHo wieH 3 ot Permament (EO) Ne 141/2000.

Ynen 3
3asiBJIe HUS WJIH MPe/IJ10Ke HUS

1. 3asBreHue 3a paspelIeHHE 3a THPTOBMUS IIPU OIpPENETICHHU YCIOBHUS MOXe Ja Obnae
IOPEICTaBEHO OT 3asABUTENI EJHOBPEMEHHO CBhC 3asBJICHME Ha OCHOBaHME WIeH 6 Ha
Pernament (EO) Ne 726/2004. 3asBnenuero TpsOBa Aa ce mpuipyxkaBa OT HH(pOpMaIus,
KOSITO TIOKa3Ba Y€ JIEKApCTBEHUAT MPOJYKT BIM3a B IOJIETO HA MPHUJIOKEHNE HA HACTOSILMS
perIaMeHT U OTroBaps Ha U30poeHuTe B wieH 4, naparpad 1 u3nckBaHusl.

Arennusita nHpopMupa He3abaBHO KoMucusTa 3a 3asBiieHHATa 32 U3/IaBaHE Ha pa3pelieHue
3a THPrOBUS IIPU OMPEIETICHH YCIOBHUSL.

2. KomuTeTsT 3a JE€KapCTBEHHTE MPOAYKTH 3a XyMaHHa ymoTrpeda, HapuyaH MO-HATaThK
HKOMHTETHT, MOXKE CJIe[l MPOBEKJAHE Ha KOHCYITAllUU CbC 3asSBUTENS Ja MPEIJI0KH

M3aBaHETO Ha paspelIcHUE 3a THPIrOBUS IIPU OIPENEIEHU YCIOBHSA B CBOETO CTAaHOBHIIE
OTHOCHO BHECEHO 3asiBJICHUE Ha ocHOBaHWe WieH 6 oT Permament (EO) Ne 726/2004.

Ynen 4
N3uckBanus
1. Pa3zpemienue 3a THProBHSI MPH OMPEIEICHU YCIOBUS MOXE 1a OBbJe W3IaAeHO, KOTaTo
KomutersT ycTaHoBHM, 4Ye BBIPEKU JUICATa HAa MPEJOCTABEHH I'bJIHM KIMHUYHU JAHHU 3a
0e3BpeIHOCTTa U €)eKTUBHOCTTA HA JICKAPCTBEHHS MPOJYKT, Ca CIAa3eHU BCUYKH MOCOYCHU

I10-10JIy U3 CKBAHH !

a) CBOTHOIICHUETO TI0JI33/PUCK Ha JIEKAPCTBEHUS MPOIYKT, Taka KAKTO € OMPEJEeNICHO B WICH
1, Touka 28a ot Jupexrusa 2001/83/EO, e Mmoo uTEIHO;

0) CHIIIECTBYBA BEPOSATHOCT 3asBUTEIIAT J1a TIPEACTABU BIIOCIEACTBUE MOAPOOHUTE KIMHUYHU
JlaHHU,

B) JICKAPCTBCHUAT MPOAYKT OTTOBApsA HAa HEYAOBJIICTBOPCHH MCIULIMHCKU HYXKIU,
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I) TOJ3UTE 32 OOMIECTBEHOTO 37paBe, MPOM3THYANM OT HEMOCPEJACTBEHOTO HAIMYHE Ha
BBIIPOCHUS JIEKAPCTBEH NPOJAYKT Ha Tas3apa, TpsOBa Ja MMaT MPEeBEC HaJ| PUCKA, CBBP3aH C
(akra, 4ye He ca ChOpaHU BCHYKHU JOIBIHUTEIHA JaHHU.

[lpu crnemmHuTe CUTyallMH, MOCOYEHU B 4ieH 2, maparpad 2, Moxe Aa Oblae H3IaJeHO
paspCUiICHUEC 3a THProBUsd NOpU ONOPCACICHU YCIOBHUA IIpU ClIa3BaHC Ha HN3UCKBAHUATA,
MMOCOYCHW B OYKBHM a) - T) Ha HACTOSAIMs Taparpad, ¥ KOraTo MPEIKTMHUYHUTE WJIH
(dapMaIeBTUUHHUTE JAaHHU HE Ca MI'BJIHH.

2. 3a nenurte Ha maparpad 1, OykBa B) HM3pa3bT ,HEYAOBJICTBOPEHH MEAMIMHCKA HYXIN
O3Ha4aBa 3a00JsABaHe, 32 KOETO HE CHILNECTBYBA 33JI0BOIMTENICH METO 32 TUATHOCTUIIMPAHE,
NPEBEHIIUS UJIM pa3pelieHo jeyeHue B OOIHOCTTa, WM JOPU aKo TaKbB METOJ ChIIECTBYBA,
BBIIPOCHUSAT JIEKAPCTBEH MPOAYKT OM JONPHUHECH] 3HAUYMTEIHA TepaleBTUYHA I10JI3a Ha
OonHUTE.

Ynen 5
Cneuudg Hv4HU 3a1bJKe HUSA

1. Ilo cunara Ha cnenu PUUHUTE 3aABIDKCHHS TUTYISIPBT Ha pa3pelieHUe 3a ThPrOBUS MPH
OIIPENEIIEHU YCIOBUA € [UIBKEH 3a NMPUKIIOUN ITPOBEKAAHUTE U3CIECABAHUA UM J1a IIPOBEE
HOBH, 32 Jla C€ MOTBBP/U, Y€ CHOTHOIIEHUETO MOJ3a/PUCK € MOJOKHUTETHO U J]a IPEJOCTaBU
JON'BJIHATETHUTE JaHHU, IPEABUICHH B WieH 4, maparpad 1.

OcBeH TOBa CHCI_II/I(I)I/I"IHI/I 3abJDKCHUA MOTIaT Ja 6'L,Z[aT HAJIO0KCHU II0 OTHOIICHHMC Ha
C'B6HpaH€TO Ha JaHHH I10 JIMHHA Ha Q)apMaKonoquHﬂ Haza3op.

2. Cneun@uuHUTE 3aABIDKEHHS, TOCOUYEHH B naparpad 1 u KaneHJapHUAT rpa@uk 3a TAXHOTO
U3MbJIHEHUEe, TpAOBa Ja ObJAT TOYHO ONPENEICHH B pa3pelieHUETO 3a THPIOBHUS MpPU
OINIPENEIICHN YCIOBHSL.

3. AreHuumsra mpaBH MYOIMYHO [OCTOSHUE CHeIM(UUHUTE 3aTb/DKEHUs M Tpaduka 3a
TSIXHOTO W3ITBIIHEHHE.

Ynen 6
IHogHoBsIBaHe HaA pa3pellie HUETO

1. CJ'ICI[ CAHOTOAU HUA IMEPpHUOJA Ha BAIIUIHOCT PA3PCHICHUCTO 3a ThPrOBUS IIPU OIIPCACIICHU
YCJIIOBHA MOXKE J1a 6’5[[6 IIOJHOBSABAHO BCsKa roavdHa.

2. 3asABIEHUETO 3a MMOJIHOBSBAHE C€ MPEACTaBsl B AT€HIUATA Hali-MaJIKO IIECT Mecela Mpeau
M3TUYAHETO Ha CPOKAa Ha BAJIMJHOCT Ha pa3pelieHUETO 3a THPrOBUS IMPHU OIPEICICHU
YCIIOBUSI, IPUJIPY)KECHO OT MEXIWHEH JOKIaJ OTHOCHO CHOJIIO/IaBaHETO Ha CHEnH(UUHHTE
3aIBIDKEHH S, HA KOUTO Pa3peUIeHUETO Ce MOAYMHSBA.

3. KoMuTeTsT mpaBM OLIEHKA Ha 3asABJICHMETO 3a IOJHOBSBAHE, KaTo OTYMTa (akra 4ye
CBHOTHOIIICHUETO PUCK/TON3a TpAOBa Aa ObJie MOTBBPJICHO U B3eMa MPEABHA CHEUPUUHUTE
3abIDKEHUS, CBABPXKAIM CE€ B Pa3peIICHUETO, U OmpeleseHus Ipaduk 3a TAXHOTO
U3II'BJIHEHUE, U U3pa3siBa CTAHOBMILE 110 BBIIPOCA Jalli € HEOOXOAMMO J1a OCTaBH B CHJIA M
Jla IPOMEHH Clielu (pUUHUTE 3abIDKCHUS UM ONpeesieHNus KaleHAapeH rpaduk. AreHuusra
cieau craHoBuleTo Ha Komwurera na Oble ChOOLIEHO B CPOK OT JIEBETAECET JHU ClIEH
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IMOJIy4aBaHCTO Ha PCAOBHO IMOAAJACHO 3adBJICHUEC 3a IIOJHOBSBAHC. ToBa CTaHOBHIIC CC
OIIOBECTsABA HY6J'II/I‘IHO.

4. Cnen BHacsSHETO Ha JAJCHO 3asBJECHME 3a IOJHOBSBAaHE CBHIVIACHO W3MCKBAHMSTA Ha
naparpa¢ 2, paspeleHHeTO 3a ThpPrOBUs IPH OINpPEAETICHU YCIOBHUS OCTaBa B CHJA JIO

npuemaHeTo Ha pemeHue or Kommucusita B choTBETCTBUE C pasnopendoute Ha wieH 10 ot
Pernmament (EO) Ne 726/2004.

Ynen 7

Pa3pe HMeHUE 32 TBProBusi, OTHOCHO KOE€TO HE C€ HAJara Cria3BaHeTo Ha cneun(l) HYHHU
3aAbJ/IXKCHUA

Koraro ca u3nbiiHeHn crielupuaHuTe 33bKEHUS, ONPEACTICHA ChITIACHO WieH 5, maparpad
I, KoMuTeThT MMa MpaBO Ja MPUEME BbB BCEKA €IMH MOMEHT CTaHOBUILE B MOAKpENa Ha

IPEOCTaBSIHETO Ha paspellieHue 3a THPIOBUS BB3 OCHOBAa Ha pasnopenouTe Ha wieH 14,
naparpa¢ 1 ot Permament (EO) Ne 726/2004.

Ynen 8
Nudopmanusi 0OTHOCHO MPOAYKTa

Korato omnpeneneH JekapcTBEH NIPOAYKT € IOJIY4UJ pa3pellieHue 3a TbPIOBHUS IpHU
OIpE/ICIEHN YCIIOBHS Bb3 OCHOBA Ha HACTOSIIMS PEIVIAMEHT, TOBA TPsOBa a ce€ MOCOYH SCHO
B MH(OpMaIuaTa, KOsITo (UIypupa B pPE3lOMETO Ha XapaKTepUCTHKUTE Ha IPOAYKTa U B
yI'BTBAaHETO 3a ymoTrpebata My. B pe3romMeTro Ha XapaKTEpUCTHUKUTE Ha MPOIYKTa TpsOBa
CHIIO TaKa Ja Ce MOCOYM JaraTa, Ha KOATO PAa3peLIEHUETO 3a ThPIOBUS IPU OMNPEAEICHU
yCII0BUs TpsIOBa J1a O'b/1€ TOTHOBEHO.

Ynen 9
IlepuoanyuHo akTyaJU3MPAHH TOKJIATU OTHOCHO Oe3BpeTHOCTTA

[leproanvHO akTyanu3UpaHUTE AOKIAIA OTHOCHO OE3BPEIHOCTTA, MPEIABHACHU B WieH 24,
naparpad 3 ot Pernmament (EO) Ne 726/2004, ce mpenocTaBsT He3a0aBHO HAa ATeHIIUATA U HA
JbpP)KAaBUTE-WICHKH TPH MOMCKBAHE, MJIM Hali-MaJIkO BEIHBK HAa BCCKU IIECT Mecela Clel
HU31aBaHCTO WJIM MOAHOBABAHCTO HA PASPCHICHUC 3a ThbpPTOBUA IIPU ONIPEACIICHU YCIIOBHA.

Ynen 10

CraHoBu1IIe HA ATeHIIMATA Npe/Iu N0JABAHETO HA 3asiBJIEHUETO 32 U31aBaHe HA
pa3pe ieHUE 32 THProBHUs

Besiko e, KoeTo Bb3HaMepsiBa Jia Moajie 3asBJICHUE 3a pa3pellicHHe 3a MMyCKaHe Ha Ma3apa
Ha JIEKAPCTBEH MPOJIYKT, MOXeE Ja IOUCKA OT ATeHIMTA J1a U3pa3u CTAHOBUILE, KaTO MOCOYHU
Janmy JaJieH JIGKapCTBEH NPOAYKT, KOWTO € B Mpolec Ha pa3paboTBaHE 3a ompeneneHa
TepaneBTUYHA YIOTpeOa, BIM3a B €IHA OT OMNpPEICIICHHTE B WiCH 2 KATCTOPHH W Jalli
OTroBaps Ha U3UCKBAaHUATA, TIOCOYEHU B WieH 4, maparpad 1, Oyksa B).

Ynen 11

OCHOBHM HACOKH
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AreHIusTa Ompenens OCHOBHHTE HACOKA OTHOCHO HAYYHHUTE AacleKTH M MPAKTHYECKUTE
pasnopendu, HeoOX0MMH 3a MPUIIATAHETO Ha HACTOSIIMS periaMeHT. Te3n OCHOBHH HACOKH
ce TMpueMar cliel MPOBEeXKIaHE Ha KOHCYITAallUM CbC 3aMHTEPECOBAHUTE CTpaHU U
MOJIOKHUTENHO cTaHoBHINE Ha Komucusra.
Ynen 12
IIpexoanu pasnopendu

HaCTOSIH_lI/ISIT periIaMCHT CC€ IIpuJjiara IO OTHOUICHUC Ha 3adABJICHHUATA, KOUTO BCUYC Ca
noaaac€Hu KbM MOMCHTA Ha HETOBOTO BJIM3aHEC B CHJIA.

Ynen 13
Bauzane B cmiia

Hacrosumsar pernmameHT BiM3a B CHJIa Ha TpPeTUs JEH ClI€J] HEroBOTO MYOJMKyBaHE B
Oguyuanen secmuux na Eeponetickus cvio3.

HaCTOHH_lI/IHT PEMNIAMCHT € 3aAbJDKUTCIICH B CBOSATA LSAJIOCT U CC ITpHJIara MpsaKO BB BCUYKH
ABbPIKABU-YJICHKH.

CncraBeno B bprokcen Ha 29 mapt 2006 roguHa.
3a Komucuama:

Giinter VERHEUGEN

3amecmuux-npedceoamen
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