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SAJIMMABAHE HA ITPEJEJIHA HHEHA HA JIEKAPCTBEH ITPOAYKT, OTIITYCKAH
ITO JIEKAPCKO IIPEAIIMCAHHUE

IIpaBHO ocHOBaHMe:

1.Yn. 259, an. 1, 1. 2 m un. 25906, an. 1, 1. 3, wn. 26la, an. 2 ot 3akoHa 3a JIEKAPCTBCHUTE
MPOYKTH B XymMaHHata meaununa (3JIIIXM);

2. Y. 20, B-ka un. 13 u cn. or Hapenbara 3a ycnoBusita, IpaBUjiaTa U pela 3a peryjiupaHe u
perucTpupane Ha 1eHuTe Ha jekapctBenute npoayktu (HYTIPPPLJIIT).

XapakTepucTuKa:

ea:

[enTa Ha HacTrosmaTa Mpoleaypa € Ja yKaxe pela M yCIOBUSATA 3a 3aJIMYaBaHE Ha MpeJeiHa
LI€HA Ha JIEKapCTBEH MPOAYKT, OTIYCKaH IO JIEKApCKO MpeIucaHue.

KomMnierenten opran:

KoMmnieTeHTeH opraH 3a 3ajJuMyaBaHe Ha IIpEJEHA L[€HA Ha JIEKapCTBEH MPOAYKT, OTIYCKAaH IO
JIeKapcKo mpeanucanve € HanuoHanHUST ChBET MO LEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE

MPOTYKTH.
3agBUTEN:
3asBUTEN 3a 3aJMYaBaHE Ha TpejesiHa [eHa Ha JIGKApCTBEH MPOIYKT, OTIYCKaH MO JIEKApPCKO

npeanrucanue € MNpPUTCKATCIAT Ha Pa3spCHICHUCTO 3a y1'[OTp€6a Ha CBOTBCTHUSA JICKAPCTBCH
MMPOAYKT UJIM HETOB YII'BJIHOMOLICH MIPCACTaBUTCIIL.

Cpok 3a n3nbJIHEHHE Ha yciayrara:

B 30-1HeBeH cpok OT JaTara Ha MO/IaBaHE HA 3aSBJICHUETO.
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Heo0xoanMu 10KyMeHTH:

1. 3aaBaenue:

Un. 20, an. 1 or HYIIPPPLUIIl nmpenBmxkna numara, CyOeKTH Ha NpPaBOTO Ja HHULIUUPAT
IpolenypaTa 3a 3aJiM4aBaHe Ha IpezeHa IIeHa Ha JISKapCTBEH MPOAYKT, OTIIYCKAH 110 JEKapCKO
peAnucaHue, KaTo mojasar 3assiaeHue mo oopaszen koM HYTIPPPIJIII.

3asBICHUETO Ce IMOojaBa MO eNeKTpOHEeH IbT 4pe3 [loprama 3a eneKTpOHHU agMUHUCTPATUBHU
yenyru (YEB - mopTai), Ha THie uiu 4pe3 JUIEeH3UPaH MOIIEHCKH OnepaTop.

2. JIOKyMeHTH, OTHOCMMH KbM MpoIeIypaTa:
KbM 3asBiieHneTo cienBa qa Obaat NPUIOKEHH CISTHUTE TOKYMEHTH:

2.1.uadopManisi OTHOCHO E€IMHHUSA WACHTU(PHUKAIMOHEH KOJ Ha JPYKECTBOTO  HIIU
KoormepauusaTa oT ThproBCKUs PErUCThp, a 3a IPYKECTBATA, PETUCTPUPAHU B IBP)KaBa - WICHKA
Ha EBpomneiickus cbio3, WM B AbpxkaBa - cTpaHa no CnopasymeHuero 3a EBpomelckoro
MKOHOMMYECKO IIPOCTPAHCTBO - KOIKE OT JOKYMEHT 3a aKTyaJIHa PETUCTPALMs 10 HAlMOHATIHOTO
3aKOHOJATEJICTBO, U3AAJIEH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JIbpKaBa Ha JulaTa mo ai. |
HE T0-KBCHO OT 6 Mecela IPean MOAABAHE Ha 3asBICHUETO;

2.2.M3pUYHO HOTAPUAJIHO 3aBEPEHO ITBJIHOMOIIHO, B CiIy4aid 4Ye€ 3asBJICHUETO C€ MoJaBa OT
MPEICTABUTEN HA MPUTEKATENS HA Pa3pelIeHHueTo 3a yrnoTpeda; Koraro IMbJIHOMOIIHOTO HE €
u3nageHo B PenyOnuka bbiarapus, 3a cbhIIOTO ce MpelncTaBs NPEBOJ Ha OBITapCcKHU €3UK,
M3BBPILIEH OT MPEBOIaY, KOWTO UMa CKJIIOUEH JOroBOpP ¢ MUHUCTEPCTBOTO HA BHHIIIHUTE pabOTH
3a U3BbPLIBAHE Ha OUIIUAIHU TPEBOIH;

2.3.,Z[OKaSaTeJICTBa OTHOCHO HpGI[CTaBI/ITe.HHaTa BJIaCT Ha JIMICTO, IMMOAIINCAJIO IIBJIHOMOIITHOTO I1I0
T. 2;

2.4 xomme OT paspelnieHue 3a yrnorpeda Ha JieKapcTBeHUs MponaykT cbriaacHo 3JIIIXM, koraro
paszpereHueTo 3a ynorpebda e u3ganeHo no pena Ha Permament (EO) Ne 726/2004, Ipunoxenue
I "Kparka xapakrepuctuka Ha npoaykta", [Ipunoxenue II "lIpuTexaren Ha pa3zpemieHUEToO 3a
MIPOU3BOJICTBO, OTTOBOPEH 3a OCBOOOKIAaBaHE Ha MApPTUAM. YCIOBUS Ha pa3pelICHUETO 3a
ynotpe6a" u [Ipunoxxenue 111 "O3naueHust BbpXy omakoBKaTa M JUCTOBKATA'; MPUIIOKECHHSITA CE
MPEACTABSAT HA EJIEKTPOHEH HOCUTEI.

BbTpemien xoa Ha npoueaypara:

1. 3asBIEHHETO Ce perucTpupa ot ciyxurtenute B LleHTbpa 3a aIMUHUCTPaTUBHO OOCIyXKBaHE
(TAO) B AnmunuctpatuBHO- HH(popmarmonHa cucrema (AMC) m ce reHepupa yHHKaJCH
PETUCTPOB HOMEP 3a BCAKO 3asBIICHUE;

2. lo cw3nanenata mpenucka, [{AO craptupa pa®oTeH mpolec 3a CTapTHpaHe Ha 3aJadd 3a
OCBILECTBSIBAHE Ha MOCJIEABALY IEHCTBUSI OT CbOTBETHUTE EKCIIEPTH;

3. FOpuckoHCynT/eKcrepT ¢ IOPUINIECKO 00pa3oBaHUE OT JUPEKIHS ,,PerymatopHu pexxumMu u
orieHka Ha 3npaBHHUTE TexHomoruu* (PPO3T) unu ot agmuaucTpanusata Ha ChBeTa, U3BHPIIBA



HOpUINYCCKa OLCHKA W M3TOTBAT CTAHOBUIIC 1O CoBeTa. CJIG,Z[ MPUKITFOYBAHCTO 7| CKCIICPTHT,
OTTOBOPEH 3a U3BBHPIIBAHETO HA IOpUIMYECKaTa OlleHKa HacouyBa npoieca Ha AVC 3a u3rorssine
Ha €KCHEePTEH JOKJIa/;

4. CpBeTT MOXE MOTHUBHPAHO Jla IOMCKAa OT 3asBUTENA JIOMBJIHUTENHA WHpOpMaLus,
HeoOxoIMMa 3a B3eMaHe Ha pellieHue 3a 3ajiMuaBaHe Ha MpejieiHa [ieHa Ha JIEKapCTBEH MPOJIYKT,
OTITYCKaH 10 JIEKapCKO MPEAINCAHUE;

5. KOFaTO HpI/I pa3rne>K1[aHeT0 Ha 3asIBJICHUCTO C’bBeT’bT KOHCTaTI/Ipa HCOOCTAThII WIIN
HEITBJTHOTH B TMpeJCTaBeHaTa JOKYMEHTAIIUs, MMa MPaBo J1a U3UCKA OT 3asBUTENSI OTCTPaHSIBaHE
Ha HCII'BJIHOTUTEC U HCAOCTATBIUTEC B ,Z[OKYMGHTaI_[I/IHTa, KaTo YBGI[OMHBa 3adABUTCIIA 110 pe;[a Ha
AIIK B cpok ot 3 1gHu;

6. B ciyuaii ye B cpok oT 30 AHM, CYMTAHO OT JlaTaTa Ha YBEIOMSIBAHETO 3asBUTEIIST HE
OTCTpaHH KOHCTaTUpaHuTe oT ChBETa HEAOCTATHIU U HEMTBIHOTH, IIPOLIEAypaTa ce IPEeKpaTsiBa ¢
pemenne Ha CbBeTa;

7. llpencenatenar ompenens 3a AOKIAAUMK wieH Ha ChbBeTa, KOWTO 00001IaBa €KCIEPTHOTO
CTaHOBHIIE U U3TOTBS €KCIEPTEH JOKJIa, ChITIacCHO 0Opaselr;

8. ChbBEeTHT Ha CBOE 3acelaHue pasriekaa CEKCIICPTHUTE IOKIAIu IO 3asBJICHUATA U B3EMa
pelIeHue Mo BCSIKO €AHO 3asiBJICHUE;

9. Ha 3acenanmsta Ha CbBeTa ce BOJOU MPOTOKOJ OT €KCIEPTUTE OT AUPEKLUSA ,,YTIpaBIeHUE,
aHanu3u 1 koHTpos (Y AK);

10. HpOTOKOJI’bT CC IMmoAmnucCBa OT MpEACCHATCId MWW OT OBJIACTCHOTO JIMIC IIPpHU HETOBOTO
OTCHCTBHEC U OT YICHOBECTC HA C’BBeTa;

11. Pemiennsita Ha ChBeTa 3a 3aJM4YaBaHe Ha NpeAeHA II€HAa Ha JIEKAPCTBEH MPOAYKT ce
U3TOTBAT OT eKcnepTuTe oT aupekuus Y AK;

12. CpobmaBane ¥ BpbUBaHE HA PEIICHUATA Ha 3asSBUTENIUTE — B 3-HEBEH CPOK OT M3/1aBaHE Ha
pELIEHHETO;

13. Excniept ot aupekuust YAK u3BbpIiBa BIMCBaHE Ha PELICHUETO CIIEJ BIM3aHETO MYy B CHIIa
KaTo OTpa3siBa 3ajinyaBaHETo Ha 1eHara B peructpute Ha HCIIPJIIT;

14. AkTyanu3upade U TyOJWKyBaHE Ha WHTEPHET CTpaHWIaTa Ha 2-pO YMUCIO OT Mecela Ha
peructpure Ha CbBeTa.

Takcu: He ce crOupa Takca.
Pe3yaraTu oT mpoueaypara:

1. CpBeThT B3eMa pEIICHUE 3a 3aJMYaBaHE Ha INpEAciHAaTa LI€Ha W BIIMCBA PELICHHETO, KaTo
3ajMyaBa B MyOJIMYHHS PETHCTBP HA MPEASTHUTE IEHU Ha JIEKAPCTBEHUTE MPOIYKTH, OTITYCKaHH
I10 JIEKAPCKO MPEANHUCAHUE.

2. Pemenuero Ha ChBeTa 3a 3allMYaBaHe Ha MpeieTHA [IeHA Ha JICKAPCTBEH MPOAYKT OTITYCKaH IO
JIEKapCKO MpeaNrucanne, KakTo M OTKa3bT MOJUIeKAT Ha oOxkanBane (wi. 17, an. 3 HYTTPPPLJIIT)
npen Komucusara mo MpO3pPavYHOCT MO AAMHUHUCTPATUBCH PCA U MPCA CbOTBCTHUA CHJ IO p€aa Ha
AJIMAHUCTPATHBHOIIPOIIECYATHHSI KOJCKC.



