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SAJIMMABAHE HA PETHCTPUPAHA IHIEHA HA JIEKAPCTBEH IIPOAYKT,
OTITYCKAH BE3 JIEKAPCKO ITPEAIIMCAHUE

IIpaBHO ocHOBaHMe:

1. Yn.259, an.1, 1.3, . 2596, an.1, 1.4 u 261a, an. 3 or 3akoHa 3a JEKAPCTBEHUTE MPOJYKTH B
xyMaHHaTa menuinHa (3JIIIXM);

2.Um 1, 1. 3,9 2, an. 4, un. 23 u cn. , wi. 27 ot Hapenbara 3a ycrnoBusita, mpaBujaTa U peia 3a
peryiaupaHe u perucTpupaHe Ha IeHUTe Ha jJekapcTBenute npoaykrtu (HYTTPPPIJIIT).

XapakTepucTuKa:

ea:

Ilenta Ha HacTosIIATa IPOLIEAYpa € Aa YKa)KE Pella U YCIIOBUATA 3a 3aJIMUaBaHe HA perucTpupaHaTa
IIeHa Ha JIEKapCTBEH MPOJIYKT, OTIYCKaH 0e3 JIEKapCKO MpeANrCaHHe.

KomMnierenten opran:

KommnerenTen oprad mo 3ajinyaBaHe Ha PErUCTPUpPAHA 1I€HA HA JIGKAPCTBEH MPOJYKT, OTIYCKaH
6e3 nekapcko npeanucanue € HannoHanHUAT ChBET MO IIEHU U peuMOypcrpaHe Ha JIEKapCTBEHUTE
MPOJYKTH.

3agBUTEN:

3asBHTEN 32 3aJMUaBaHe HA PETHCTPUPAHa IIeHa Ha JICKApCTBEH MPOAYKT, OTIYCKaH 0e3 JeKapCKo
NpEINUCaHue € MPHUTEKATEISIT Ha pPa3pelieHUeTo 3a ynorpeba Ha ChOTBETHHUS JICKAPCTBCH
MNPOAYKT HUJIM HETOB YII'BJIHOMOMICH MPCACTABUTCIIL.

Cpok 3a u3nbJIHEHHE HA ycJayrara:
B 30-1HeBeH cpok OT JaTara Ha MO/IaBaHE HA 3aSBJICHUETO.

Heo0xoquMu 10KyMeHTH:
1. 3aaBjaenne:

Cernacho un. 27, an. 1 xa HYTIPPPLJIIT nputexxarenute Ha pa3penieHreTo 3a ynorpeda (ITPY)/
pa3pelieHrueTo 3a MmapajeieH BHOC WU YIBJIIHOMOIICHH OT TAX JIMIA (3asABUTEIN) WHUIIMUPAT
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mporenypaTa 3a 3aJIf4aBaHe Ha PErucTpUpaHaTa LeHa Ha JICKapCTBEH MPOAYKT, OTIyCKaH 0e3
JIeKapCKO Mpeaucanue, KaTo 1MoAaBart 3asBJIeHueE 10 00pasel.

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

2. JIokyMeHTH, OTHOCMMH KbM Mpoleaypara:

K®M 3asgBienneTo CJIEABa aa 6’bI[aT IMMPUIIOKCHU CICIHUTC NOKYMCHTH!

2.1. uHdopmalus OTHOCHO €IWHHUSA UIACHTU(PUKAIIMOHEH KOJ Ha JpPYKECTBOTO WIIH
KOOIMepalusTa OT ThproOBCKUSI PETUCTHP, a 33 APYKECTBATA, PETUCTPUPAHU B IbpPHKABA - WICHKA Ha
EBporneiickust cbro3, Wi B JbpkaBa - cTpaHa no CnopasymeHuero 3a EBponeickoto
HMKOHOMUYECKO MPOCTPAHCTBO - KOMHKE OT JOKYMEHT 3a aKTyajHa PerucTpanus 1o HauuoOHaTHOTO
3aKOHOJAATEJICTBO, U3/IaZIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATAa JAbP)KaBa HE MO-KbCHO OT 6
Mecela Mpeau Mo/laBaHe Ha 3asBJICHUETO;

2.2. W3pPUYHO HOTApPHAJIHO 3aBEPEHO I'BJIHOMOIIHO, B CIy4yail ye 3asBICHHUETO Ce MojaBa OT
IIPEJCTaBUTENl HA MPUTEKATENs Ha pa3pelIeHHeTo 3a ymnoTpeda; Koraro IbIHOMOILIHOTO HE €
uznaneHo B PermyOnuka bbirapus, 3a HEro ce npejucTassi MPeBo Ha OBITapCcKu €3UK, U3BbPILEH
OT MpeBoJay, KOWTO MMa CKIIOYEH JO0roBop ¢ MUHHMCTEPCTBOTO Ha BBHIIHUTE PabOTH 3a
M3BBPIIBAaHE HA O(UITHATTHY ITPEBOIM;

23 A0Ka3aTCJICTBA OTHOCHO MPEACTABUTCIHATA BJIACT HA JIMLICTO, IMMOATINCAJIO ITBJIHOMOIIIHOTO
Mo T. 2;

2.4.  Komme OT pa3pelieHHe 3a yrnoTpeda Ha iekapcTBeHus MpoaykT chritacHo 3JITTXM, koraro
paszpereHueTo 3a ynorpeba e u3ganeHo mno peaa Ha Pernmament (EO) Ne 726/2004, [Mpunoxenune [
"Kpatka xapakrepuctuka Ha npoaykta", [lpunoxenue II "llputexaren Ha pa3pelIeHUETO 3a
MIPOM3BOJICTBO, OTTOBOPEH 3a OCBOOOXK/IaBaHE Ha MAapTUAM. YCIOBUS Ha pa3pelieHHueTo 3a
ynotpeba" u Ipunoxenune 111 "O3HaueHnst BbpXy ONakoBKaTa M JIMCTOBKATA'"; MPHIIOKEHUITA €€
MIPE/ICTAaBAT Ha €IEKTPOHEH HOCHUTET.

Bbrpeied xoa Ha npoueaypara:

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

2. Ilo cw3manenarta npenucka, [IAO craptupa paGoTeH mpollec 3a CTapTUpaHE Ha 3aJa4yu 3a
OCBILICCTBsAABAHE Ha MIOCJICABAIII ,Z[GﬁCTBPIH OT CbOTBCTHUTC CKCIICPTH,

3. FOpuckoHcynT/ekcnepT ¢ puIudecko o0pa3oBaHHE OT IUPEKIHS ,,PeryiaTopHH pexUMH U
orenka Ha 3apaBuuTe TexHomoruu (PPO3T) mmm ot amMuumctpanuara Ha ChBeTa H3BBPIIBA
OpUIUYCCKa OLCHKA W HM3TOTBAT CTAHOBHUIIC 10 CoBerTa. CHGI[ IMPUKIOYBAHCTO u CKCIICPTHT
OTTOBOPEH 3a U3BBHPIIBAHETO HA IOpUIMUYECKaTa OlleHKa HacouyBa mpoieca Ha AVC 3a u3rorssine
Ha eKCIEePTeH JOKIaJ oT 4ieH Ha ChBeTa;



4. CpBeTBT MOXE MOTHUBHPAHO Jla IOMCKAa OT 3asBUTENA JIONMBJIHUTENHA WHpOpMaLus,
Heo0Xo/MMa 3a B3€MaHE Ha peIleHHE 3a 3aJMYaBaHEe Ha PErucTpUpaHa ILIeHAa Ha JIEKapCTBEH
MPOAYKT, OTITyCKaH 0€3 JIEKApCKO MPEaIICaHuE;

5. Koraro mnpu pasriaexigaHeTo Ha 3asiBlIeHHMETO, ChBETHT KOHCTATHpa HEIOCTATHLUM WJIU
HEITBJIHOTH B MpEACTaBEeHaTa JOKYMEHTAIlUs, UMa MPaBO J1a U3UCKA OT 3asBUTENsI OTCTPaHSIBaHE
Ha HEMBJIHOTUTE W HEIOCTATHIMTE B JIOKYMEHTAIIUATA, KaTO yBEIOMsBA 3asBUTENS IO peaa Ha
ATIK B cpok ot 3 aHu;

6. B ciyuait ye B cpok oT 30 OHH, CUMTAHO OT Jarara HAa YBEIOMSIBAHETO IO 3asABUTEISAT HE
OTCTpaHM KOHCTaTupaHuTe oT ChBeTa HEJOCTATHIM U HEMBJIHOTH, IIPOLeypaTa ce IpeKpaTsBa ¢
peuienue Ha CbBera;

7. llpencenatenar ompenens 3a AOKIAaAUuMK wieH Ha ChbBeTa, KOWTO 00001IaBa €KCIEPTHOTO
CTAHOBUIIE W U3TOTBS €KCIEPTEH JAOKIIAJT;

8. CbBEeTHT Ha CBOEC 3aCcCAaHnC pasrjckKJa CKCICPTHUTC [JOKJIIaAU 110 3adBJICHHUATA W B3CMa
PEIICHUEC I10 BCAKO €HO 3asBJICHUC,

9. Ha 3acenanusita Ha CbBeTa ce BOAM MPOTOKOJ OT €KCHEPTUTE OT AUPEKUHS YTpaBieHUE,
aHanu3u u kouTpoi (Y AK);

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

11. Pemenusita Ha CbBeTa 3a 3aJM4aBaHE HAa PETUCTPUpaHa II€HA Ha JIEKAPCTBEH HIPOAYKT,
OTIyCKaH 0€3 JIEKapCKO MPEIUCAHNE CE€ U3TOTBIT OT eKcrepTuTe oT nupekmus Y AK;

12. Cro0muiaBane M BpbYBaHE Ha PEIICHUATA HA 3asIBUTEIUTE — B 3-IHEBEH CPOK OT M3/]aBaHE Ha
pELIeHUETO;

13. Excniept ot aupekuust Y AK u3BbpIiiBa BIMCBaHE HA PELICHUETO CIIEJ BIM3aHETO MYy B CHIIa
KaTo 3aJIM4aBa PErUCTpUpaHaTa 1ieHa B MyOIMYHUS PETUCThP HA MAKCUMAIHUTE IPOAAXKHU LIEHU
Ha JIpeOHO Ha JIEKapCTBEHHUTE MPOAYKTH 1o wi. 28 oT Hapenbara;

14. Axtyanu3upane U nyOJIMKyBaHE Ha MHTEPHET CTPaHMIIATa HA 2-pO YMCJIO HAa PETHCTPHUTE Ha
CoBera.

3abenexka: [lpu mnpekparsBaHe, OTHEMaHe WM H3THYaHe, Oe3 na ObJe MOJHOBEHO, Ha
paspenieHneTo 3a ymorpeba Ha JIGKapCTBEH MPOIYKT, PETUCTPUpaHaTa My IIeHa Ce 3aIndyaBa
ciyxeoHo ot ChBera.

Taxcu: He ce crOupa Takca.



Pe3yaraTu or mpoueaypara:

1. CpBeThT B3eMa pEIICHUE 3a 3allMYaBaHE HA PErHCTPUpaHATa IIeHa Ha JIEKAPCTBEH MPOIYKT,
OTITyCKaH 0e3 JIEKapcKO MpeANrCcaHie 1 BIIMCBA PEIICHUETO, KaTo 3aJIN4aBa pEerucTprupaHaTa 1eHa
B MYONUYHUS PETUCTBpP HAa MAKCUMAJIHUTE NPOJAXKHU IIGHM Ha JpeOHO Ha JIEKAapCTBEHUTE
npoaykTtu 1o wi. 28 ot Hapenbara.

2. Pemiennero Ha ChbBeTa 3a 3ajiM4aBaHE HAa PETUCTPUpAHA 1I€HAa Ha JIEKAPCTBEH MPOAYKT, KAKTO U
OTKa3bT MoAJNexKat Ha oOxanBane (wi. 26, an. 3 HYTIPPPIUJIIT) nmpen Komucusra mo mpo3padHoct
M0 aJIMUHUCTPATUBEH MbT U MPEJA ChOTBETHUS ChJI 110 pella Ha AMUHUCTPATUBHONPOIIECYATHHUS
KOJIEKC.



