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MOKAHA
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noodasane Ha Ofepmu 3a OCMABKA HA NEKAPCMBEHU RPOOYKM, 8K1o4eru ¢ Crucvra no
41,2664, ar.2 om 3axona 3a aekapemeenume npoOYKMuU 6 XYMAHHAMA MEOUYUHA

YBAKAEMH JAMH U I'OCIIO 1A,

.Y HUBEPCHTETCKa MHOTONIpoduIHa GoaHANA 3a AKTHBHO JICUEHNE | CrienHa Meaununa H.
W. Tlaporos* EAJl —1p. Codus, Ha ocHOBaHHe 4n.266a, an.5, T.3 oT 3aKoHa 2a JIEKAPCTBEHATE
IPOAYKTH B Xymannara Meauuuna /3JITXM/ 1 wi.156 or Hapenfa Nel0 ot 17 noemspu 2011 r.,
€ HACTOALIATa NMOKana, Bu kaHu fa npencrasuTe odepra 3a JOCTABKA HA JIEKAPCTBEHH IPOLYKTH,
sxmoueny B Craeska mo wi.266a, ai. 2 ot 3JITIXM, upu cnenHuTe VCIOBHS:

I. TIPEIMET HA NNPOLHEAYPATA:

Ipenmer Ha poleAypaTa € JOCTABKATA HA JICKAPCTBEHM NPOAYKTH, BKIIOYEHH B CITHCEKA
1o w.266A, an.2 oT 3aKoHa 34 IEKAPCTBEHUTE MPOXYKTH B XYMAHHATA MEMIIMHA 33 HYXKIHTE HA
»YMBAJICM H. W. Ilmporos” EAJl -rp. Cous, CBIIacHO TexHHUECKa crenudmianys,
npunoxkena B Hacrosmara [okasa.

II. TEXHHYECKA CNIEHUOHKAIIUA:

Mexnynaponso snenatentso | Jlexapereena dopma u xoauvecrso Ba | KoamaecTso/
HAHMEHOBAHHE AKTHBHOTO BemecTBo ~ Opoit

Fentanyl 50 mcg/ mi 50 mi 3000 6pos

III. H3IUCKBAHHA KbM YYACTHUULUHUTE:

ﬂOKﬁH&T& C€ OTHpaBsd A0 BCHYKH NIPATEXKATS/IH HA Pa3pClIcHHE 33 THPIOBHA Ha elnpo ¢
JICKAPCTBEHH NPOAYKTH, NOIy4eHo 1o pexa ma [nasa nesera or 3JHIXM. VYuactauk
TYHASCTPAHHO JHIE CNeABa Ja TPHTEKABA paspeilieHye 3a THProBHs Ha €ApO C JIEKAPCTBEHH



NPOAYKTH, M3AJICHO OT CBOTBCTHHS KOMICTEHTEH Oprad, ChIIACHO 3aKOHOAATe/ICTBOTO HAa
ALPasaTta, B KOATO € YCTAaHOBCH.

B ciyuaif ye THProBemsT Ha €4pO ¢ JIeKapCTBEHH MPOAYKTH UM CKIAI0BH TOMEIIeHH Ha

TepuTopHaTa Ha PemyOmuka buarapus, To Toil cnesiBa &a npHTekaBa paspelicHHe 332 ThProBH,
H3aJEHO OT W3NBIHUTENHISA mupexTop Ha MAJL

IV. VYCJIOBHSA U PEJ 3A NPEACTABSHE, PA3TJEXKIAHE H

OIEHKA HA O®GEPTHTE

Msicro 3a monasase Ha odepru: Beexu padored nes, ot 08:00 4. no 15:30 4. B Oraen
wLenosonctso 1 apxus” Ha YMBAJICM ,H. U. Iuporos™ EAJ] — rp. Codus, 6yx. ,.l'en.
E. Torneben” Ne21. Ogeprara ce agpecupa A0 H3NLIHHTETHAA JAPEKTOD HA e4eSHOTO
33BEACHHE M C& [OJMHCBA OT 3aKOHHHS/TE NpPEICTAaBHTEN/H Ha JPYXKECTBOTO HIIH
IBIHOMOLIHUK © IPE/ICTABEHO TIBJIHOMOIIHO.

*Bcexn YYACTHAK MOXKE [a YIACTBA 34 BCAKA HOMEHKNaTypa. KiacHpaHeTo Ha YYacTHHUMTE

C€ H3BBDINBA OTHCIIHO 38 BCAKA HOMCHKIATYPA.

2.

3.

-

Kpaen cpok 3a nojaBane Ha opepru: 25.06.2025 r.

OTtsapsne na noxy4yennre opepru: 26.06,2025 r., or 10:00 gaca 8 bonnuvna anTeka Ha
»YMBAJICM H. U. NMuporos® EAJ], agpec: rp. Codus, 6y , TorneGen™ Ne21. Odeprure
1Ie e pasraeiIaT 0T KOMHCHS, HA3HAYEHA ChC 3AM0BE ] HA H3MBJIHATEIHHA JHPEKTOP.

Pesymrarute oT paboTaTa Ha KOMHCHSTA C€ OTPA3sABAT B IPOTOKOJ, KOATO ce MOJNHMCEA OT
BCHuUKH wieHoBe. Komucusra Kiacupa y4acTHHIHTE, KATO Pasryiex/ia Ipe/CTaBeHHTEe
odepTH, YCTAHOBABA CHOTBETCTBHETO MM C M3HMCKBAHMATA Ha BBajoxuTens # oueHssa
odepTHTE HA JONYCHATHTE YHaCTHHIIM, CHITIACHO KPHTEPHUTE 32 OLICHKA Ha odepTHTE.

Ha pasraexaane nomiexar ¢AMHCTBeHO OdQepTH, KOHTO CHALPKAT CIeIHATA
uRpopManHn:

> MesxayHapoaHo BenaTedTHO HauMenoBanue (INN) Ha akTHBHOTO BEILECTBO;
»  Twspropcko HAaWMEHOBAHHE HA JICKAPCTBEHUS NPOJIYKT;

» Bun na nexapersenara GopMa u KONMHYECTBOTO HA AKTHBHOTO BEILECTBO B 1030Ba
€/IMHHLA;

» [Ipom3ponmurer;

»  KomnngecTso B e/1Ha ONAKOBKA;

»  EamnAyea eHa Ha JISKapCTBEHMS MPOAYKT 3a el Opoii B Obarapeky Jesa;

»  Cpok 3a JocTasKa;

»  Cpox 3a BAJIHIHOCT Ha IpefocTaBenara ienosa odepra ~muruMyM 30 KaneHaapHH
JIHH;

* [TeanomomHEO 32 noaasake Ha odepra, KOraTo ofeprara ¢e NOJABA OT YITH/IHOMOLICHO JTHLIE.



5. Ocrarsued CpoK HA rOAHOCT HA JIEKAPCTBEHHAS NPoaAyKT: KbM 1arata Ha npHeMase Ha
JIOCTABKATA, JOCTABEHMAT JIEKapPCTBEH TIPOJYKT ClIe/Ba JIa € C OCTATHYEH CPOK Ha FOIHOCT
He no-Majixo or | /enna/ ronuna.

*3abenexcra: He ce pazznexcoant ogepmu, nOAy4eHu U36H ONPEOLICHUA CPOK HA NOKAHAMA.

V. KPHUTEPHH 3A OLIEHKA

H360psT Ha U3NBAHUTEN INE CC NPOBEJE BH3 OCHOBA HA MKOHOMHMYECKH Ha-H3romHaTa
odepra. Crluara me ce ONpeAenH 0O KPUTEpHil, KOHTO OLEHABA HAW-HHCKATA NpPEUIOKEHA
€IUHUYHA ICHA.

Ilpu u36opa Ha THProBen Ha €APO ¢ JNEKAPCTBEHH NPOJAYKTH OCBEH NpEUIardHa [eHa ce
00chKIAAT ¥ CHOOpa3sBaT M IPYTH aCTEeKTH Ha OMEPTHTe, KOMTO Ca CBLP3AHM ¢ KadecTBOTO,
HezonacHoCTTa H/HITH epUKACHOCTTA HA JICKAPCTBEHUS [IPOIYKT.

Ha nspBo MACTO ¢e KilacHpa yYacTHHKaA, IPSIUIONKHT HAM ~HUCKA [IEHa 32 AEeKAPCTBEHMUS
IIPOJYKT.

Ipuaoxenne: npoexm Ha 002080p 30 OOCMABKA HA JEKAPCMEEHY NPOOYKMU,
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