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nooasawne Ha oghepmu 3a OOCMABGKA HA AeKAPCMEeHU NPOOYKmu, siiiouenu 8 CRucvLKa no
un.266a, an.2 om 3axona 3a rexapcmeenume nPOOYKMU 8 XyMAHHAMA MeOuyuHa

YBAKAEMMHM JAMHU U T'OCIIOJA,

,»¥Y HUBEpCUTETCKA MHOTronpoduiiHa OOJHUIA 38 AKTUBHO JICUEHHE U cIielnHa Meauiuaa H.
W. TTuporos®™ EAJ] —rp. Codusi, Ha ocHOBanHe Wi.266a, an.5, 1.3 oT 3akoHa 3a JIEKAPCTBEHHUTE
MPOIYKTH B XyMaHHaTa Meauina /3JITIXM/ u un.156 or Hapenba Nel0 ot 17 noemepu 2011 1.,
C HacTodIara rokana, Bu Kanu J1a npejcTaBuTe oepTa 3a JOCTABKA HA JIEKAPCTBEHH POIYKTH,
BKIodeHH B CnmebKa o 4w1.266a, an. 2 ot 3JIIIXM, npu cieaure yeaoBus:

I. NPEJMET HA TIPOUEAYPATA:

lIpexmer na npoueaypata e JocTaBKaTa Ha JICKapCTBEHH IPOAYKTH, BKIIOUEHH B CITHCHKA
1o 41.260A, ain.2 0T 3aKkoHa 3a JIEKApCTBEHUTE IPOAYKTH B XyMaHHATa MEIHIIHHA 32 HY)KIATE Ha
»YMBAJICM H. W. Ilmporos” EAJl —rp. Codus, curnacHo TexHMYecka CHeHHBHKAINS,
npunoxeHa B Hacrosnara loxana.

II. TEXHHYECKA CIIEHUDUKAIIHUSA:

Me:xynapoano nenarentHo | Jlexapersena popma u KoamvecTso Ha | KoamuecTso/
HAMMEHOBAHHE AKTHBHOTO BEIIECTBO bpoii

Flumazenil 0,5 mg/ 5 ml amp. 200 6post

IHI. TBUCKBAHUSA KBM YYHACTHHUIIUTE:

[Tokanara ce oTnpassi 10 BCHUKM NPHTEKATENM Ha pa3pelieHue 3a THPrOBHS HA eIpo C
JIEKapCTBEHH TMPOJYKTH, IIOJAy4eHO 1o peaa Ha Inaa gesera ot 3JIIIXM. VuactHHK



YYKIACCTPAHHO JIMIE ClIe[ABa Jad INPHUTEKaBa PaspClICHHE 3a TbProBHs Ha €Ap0 € JICKAPCTBEHH
IIPOAYKTH, H34aJACHO OT CHOTBETHHA KOMIICTCHTCH OpraH, CbITIACHO 3aKOHOJIATCJICTBOTO Ha
AbpiKaBara, B KOATO € YCTaHOBCH.

B CHY‘Iaﬁ Y€ TBProBeUbT HA CAPO ¢ JICKAPCTBCHU MIPOAYKTH UMa CKJIaTOBH IMOMEIICHHUSA Ha

Teputopusita Ha Penybnuka beiarapus, To ToH clieiBa Ja IpUTexaBa paspelIeHHE 3a ThProBus,
M3/18/IEHO OT U3ITbJIHUTENHMS AupekTop Ha UAJL

IV.YCJOBUA U PEJA 3A HNPEJACTABAHE, PA3IJENXKIAHE H

OLOEHKA HA O®EPTUTE

1.

2.

MsicTo 3a noaasaHe Ha odepru: Bceku padoten aen, ot 08:00 4. mo 15:30 u. B Otnen
LWJlenopojietso B apxus” Ha YMBAJICM ,H. U. [Tuporos™ EAJI — rp. Codus, Oyn. ,,I'en.
E. Torneben™ Ne21. Odeprara ce ajipecupa J0 H3bIHUTEIHUS JUPEKTOP Ha J1€4eOHOTO
3aBefleHHe M Ce [MO/IMHCBA OT 3aKOHHMS/TE IPEJCTABUTEN/H Ha IPYKECTBOTO HIIH
IIBIHOMOIIHUK C [TPEICTABEHO MBIIHOMOIIHO.

OdepraTta ce mpejacTaBs B 3amedyaraH, HENPO3padyeH IUIMK B HEHapylleHa LSJIO0CT U ce
M3IIHCBA IPOoLELypara, 3a KOsSTO KaHI|UIaTCTBA YUACTHHKET.

*Bcexkn yU9acTHHK MOJKE J1a yYacTBa 3a BesKa HOMEHKIaTypa. KiacupaHeTo Ha YYACTHHIIMTE

CE€ M3BHPHIBA OTACIHO 34 BCAKAd HOMEHKJIATYPA.

3.
4.

Kpaen cpok 3a nogasane Ha odpepru: 28.01.2026 r.
OtBapsane Ha nojqy4deHnTe opeprr: 29.01.2026 r., ot 10:00 yaca B bonanyHa anTeka Ha
»YMBAJICM H. W. [Tuporos™ EAJL, anpec: rp. Codus, Oyiu. ,,Torneben™ Ne21. Opeprure
1€ ce Pas3riek/1aT 0T KOMUCHS, Ha3HauYeHa ChC 3al0Be/] Ha U3IIbIHHUTEIHUSA JUPEKTOP.
Pesynrartute ot paboTara Ha KOMHCHSTA C€ OTPa3sBaT B IPOTOKOJ, KOWTO ce MOJIIIUCBA OT
BCHUKHM wieHoBe. KoMMCHATA Klackpa y4acTHMIIMTE, KATO PasIiexkna HpeICTABEHHTE
oepTH, yCTaHOBSIBA CHOTBETCTBHETO WM ¢ M3MCKBaHMATA Ha BB3JIOKUTENIs M OLEHSBA
odepraTe HA JONYCHATUTE YYACTHUIH, ChIJIACHO KPUTEPHHTE 3a OLEHKA Ha odepTuTe.
Ha pasraexnane noajie:kat eIHHCTBEHO odepTH, KOHTO CHILPXKAT ClIeHATA
uHpopmanus:

> MesxynapoHo HenareHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BELECTBO;

»  ToproBcko HaUMEHOBAHUE HA JICKAPCTBEHUS IIPO/IYKT;

> Bus Ha nexapcTBenata ¢opMa U KOJHUYECTBOTO HA AKTHMBHOTO BEIIECTBO B J030Ba
e/IMHHLIA;

> [TpoussoauTen;

»  KonuuecTBo B €/1Ha OIAKOBKA;

»  Enwnwdna newa Ha JekapcTBEHHs! HPOAYKT 3a eJiMH Opoii B €Bpo;

>  Cpok 3a nocTaBKa;

»  Cpok 3a BANHIHOCT Ha IpeJocTaBeHara neHopa oepra —MuHIMyM 30 KalleH1apHH
AHH;

* IbaHOMOLIHO 3a nosaBaHe Ha odepTa, Korato odepraTa ce noAasa OT YibJIHOMOLIEHO JIHLIE.

6.

OcrarbyeH cpoK HA FOAHOCT HA JeKapeTBeHus npoaykT: KbM narara Ha npHeMaHe Ha
JIOCTABKATa, 0CTABEHUAT JIEKApCTBEH NPOAYKT CJIe/IBa [1a € ¢ OCTAThUYeH CPOK HA TOJHOCT
He Mo-Maiko ot 1 /enna / roguHa.



*3abenexncrka: He ce pazenexncoam oghepmu, nonyHeHu uzevH onpeoenenun cpoKk Ha NOKAHama.

V. KPHTEPHH 3A OHEHKA

M360pbT HA M3NBIHKUTEN IIIE Ce MPOBE/EC Bb3 OCHOBA HA HKOHOMHMYECKH Hal-W3rojHara
oepra. Chinara 1e ce onpelend 10 KpUTepuil, KOHTO OlLeHsSBa Hal-HUCKATa NpeIoKeHa
eIUHHYHA 1IeHA.

[Ipu u3bopa Ha THProwel, Ha eJpo ¢ JISKAPCTBEHHU MPOJYKTH OCBEH IpejuiaraHa lieHa ce
o0chkAaT U choOpassBar M JAPYrd aclekTH Ha O(QEepTUTE, KOMTO Ca CBBP3aHM ¢ KayecTBOTO,
Oe3onacHOCTTa M/WIIM e(PUKACHOCTTA HA JIEKAPCTBEHUS ITPOAYKT.

Ha mbpBO MSCTO ce Kilacupa y4yacTHHKA, IIPEUIOKII Hall —HUCKA 1ieHa 3a JISKAapCTBCHUS
IPOJIYKT.

Hpuaoxenue: npoexm na 002060p 3a 00C a4 HA NeKgyemeerfi npooyKmu.




