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NMPUTEXATEJHUTE HA
PA3SPELLIEHHUE 3A THhbPT'OBHUSA HA

EJAPO C JEKAPCTBEHHM ITPOAYKTH

MOKAHA
3a

nooasare Ha oghepmu 3a 00CMABKA HA ekapcmeeny nPoOyKkmu, exntoueu 6 CRUCHKA NO
yn.266a, an.2 om 3axona 3a nexapcmeenume nPoOYKMU 6 XyMAHHAMA MEOUYUHA

YBAKAEMU IAMHU U I'OCIIOJIA,

,, VHUBEPCUTETCKA MHOTONpOod1iIHa GOTHHIA 32 aKTHBHO JIEUEHHUE U CIIEINHA MequUpHa H.
H. TTuporos* EAJ] —tp. Codus, Ha ocHOBaHME Wi1.266a, an.5, T.3 0T 3aKOHA 3a JIEKapCTBEHHTE
MPOAYKTH B XyMaHHata MeauuuHa /3JIIIXM/ u un.156 ot Hapenba NelO or 17 noemspu 2011 1.,
¢ HacTosAIIAaTa foKaHa, BM kaHu Aa npeactaBute odepTa 3a JOCTABKA Ha JIEKAPCTBEHH MPOIYKTH,
BKmouend B CriMepKa 1o wi1.266a, an. 2 ot 3JIIIXM, npu clieAHUTE YCIOBUA:

I. TIPEAMET HA IPOLEJXYPATA:

[peamet Ha npoLeaypara € A0CTaBKaTa Ha JIEKapCTBEH! NPOIYKTH, BKIIOYEHH B CIIHCHKA
no wi.266A, an.2 ot 3akoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeIMLIMHA 34 HYXKIUTE Ha
,YMBAJICM H. W. Iuporos®* EAJ[ —rp. Codus, cBriacHO TEeXHHYECKa creauduKaIs,
npuiokeHa B Hacrosilata [lokaHa.

II. TEXHHUYECKA COIEHHOPHUKAIIHUI:

JlekapcTBeHna popma 4
| MeXkayHapoAHO HENATEHTHO | N
KOJIH4eCTBO HA AKTHBHOTO Kosan4yecTBo/ 6poii
HAHMEHOBaHHUe
_ BeILleCTBO
. solution for injection 0.5 mr/
Flumazenil 5 Mjﬂ 100 amp

I1I. M3UCKBAHUA KBM YUACTHHUIUTE:

[TokaHara ce OTIpaBss 0 BCHMUKH NpUTeXaTely Ha paspellieHHe 3a ThProBUs Ha eJpo C
JeKapCTBEHHM MNPOAYKTH, Mojyd4eHo mo pena Ha I'nasa gesera oT 3JHIXM. VYwuacTHuK



4y)XXKISCTPaHHO JIMLE CleABa Jia MPpUTeXaBa pa3pClICHHUE 3a THPIOBUA HA €4po C JICKapCTBCHH
MPOAYKTH, M3JaJlcHO OT CBOTBCTHHUA KOMIIETCHTEH OpraH, ChrjacHO 3aKOHOIATCICTBOTO Ha
AbpiKaBaTa, B KOATO € YCTaHOBEH.

B cnyqal‘/i ye TBPropeubT Ha eAPO € JICKAapCTBCHU MPOAYKTH UMa CKIIaA0BH NTOMCIICHHA Ha

TeputopuaTa Ha PenyOiauka bearapus, To TOi clielBa Aa NPUTEKaBa Pa3pelIeHUe 33 TEProBus,
U3/3JIEHO OT U3MBJIHUTEIHUS JupekTop Ha MAJL

IV. YCJIOBHUS U PEJd 3A HIPEACTABSHE, PA3TIJIEXIAHE H
ONEHKA HA O®EPTUTE

MsicTo 3a mogasane Ha oepTH: Bceku paboteH aeH, or 08:00 u. no 15:30 u. B Otzen
,,JlenoBoacteo u apxue” Ha YMBAJICM , H. U. [Tuporos” EAJ — rp. Codus, Oyn. ,,['en.
E. Totne6en” No21. Odeprara ce afpecupa 10 U3NBIHUTETHUA JUPEKTOP HA JIeYeOHOTO
3aBelieHre W Ce TOJANKMCBA OT 3aKOHHHS/ Te MpeACTaBuTe]l/ M Ha JPYKECTBOTO WIM
I'BJIHOMOIIHUK € TIPEICTABEHO IThJIHOMOLLLHO.

*BeeKH Y4acTHHK MOXKE Jla y4yacTBa 34 BCJIAKa HOMCHKJIATYPA. Knacupanero Ha V4ACTHHLIWTE

CC U3BBPHIBA OT/ICIHO 34 BCAKA HOMCHKIIATYPA.

2.
3.

Kpaeu cpok 3a nogaBane na opepru: 10.07.2025r.

OTeapsiHe Ha nogy4denure odeptu: 11.07.2025r., ot 10:00 yaca B bosinnyna anreka Ha
»YMBAJICM H. W. [Tuporos“ EAJI, anpec: rp. Codus, 6yn. ,,Torneben™ Ne21. Odeprute
IIe Ce PasryIeKaaT OT KOMUCHS, Ha3HAUEHa CbC 3alI0BE] HA U3IBIHUTEIHUA TUPEKTOP.

Pesynratute oT paborara Ha KOMMCHATA CE OTPa3sABAT B MPOTOKOI, KOWTO Ce MOANKCBA OT
BCHYKM unieHOBe. KomucusTa kjiacupa y4yacTHMLMTE, KaTo pasriekia MpelcTaBeHUTe
otdepTH, yCTaHOBABA CHOTBETCTBUETO MM C M3MCKBAaHUATAa Ha BB3N0KUTENA U OUEHABA
o(epTUTE HA JOIyCHATHTE YYACTHHILIH, CHITIACHO KPUTEPUHTE 3a OLEHKa Ha odepTuTe.

Ha pasriexkaane mnomjieskaT eJUHCTBEHO ogepTH, KOHTO CHAbLPKAT C/AeaHATa
HHpoOpManun:

> MexnyHapoHO HemaTeHTHO HauMeHoBaHue (INN) Ha akTMBHOTO BELLECTRO;
»  TwproBcko HAaUMEHOBaHHE HA JEKAPCTBEHUS TIPOLYKT;

> Bun Ha JICKapCTBEHATa (bopMa H KOJJUYESCTBOTO HAa aKTHBHOTO BCUICCTBO B 1030Ba
cauHuLga,

> TTpoussoauredr;

»  KomudgecTBo B e1Ha ONMAKOBKA;

»  EnvnnyHa LeHa Ha JeKapCTBEHUs MPOLYKT 3a e[JUH Opoii B OBJIrapcKu jesa;

»  Cpok 3a 1OCTaBKa;

»  CpoK3a BaJIMJHOCT Ha NPeI0CTaBeHATa [IeHOBa odepTa —-MMHUMYM 30 KajleHJapHH
HHHA;

* TTLITHOMOILHO 34 1ToaBane Ha odepTa, korato odeprara ce noAaBa 0T YIIBIHOMOIIEHO TTHIE.



5. OcraTbyeH CPOK HA rOAHOCT HA JeKapcTBeHHsl NpoaykT: KbM narata Ha nplieMaHe Ha
JI0CTaBKaTa, JOCTABEHUAT JISKApCTBEH NPOAYKT ClIE/Ba Ja € ¢ OCTAThYEH CPOK HA FOJTHOCT
He Mo-MaJjKo oT | /enHa / roauHa.

*3abenexcrka: He ce pasznexcoam oghepmu, nonyuenu u3evH onpedesienus CpoK Ha nokanama.

V. KPHUTEPHMH 3A OLIEHKA

M360pBT Ha M3MBIHATEN II€ Ce MPOBeJe BH3 OCHOBA HA MKOHOMMYECKH HAii-H3rojHaTa
oepra. Chliara Ine ce ONpeleid Mo KpUTepHi, KOHTO OUEHsABA Hai-HHCKAaTa Npe/uloXKeHa
€VHUYHA LieHa.

[Tpu u36opa Ha THProBell Ha eJpo C JEKAPCTBEHU IPOAYKTH OCBEH MpeJiaraHa neHa ce
o0CHKAAT W chOOpa3sABaT W APYrH acleKTH Ha odepTHTe, KOMTO Ca CBBHP3aHU C KadeCTBOTO,
6e3omacHoOCTTa W/KM e(pUKaCHOCTTa Ha JIEKapCTBEHHS NPOIYKT.

Ha mppBO MSCTO ce KIacHpa yJ4aCTHMKA, MPEJIOKu Hali—HHCKa 1ieHa 3a JIeKapCTBEHUs
MPOJYKT.

TIpuioxeHHe: npoexm Ha 002060p 3 QOCMABKA HA IeKAPCMEEHU NPOOYKMU.

M3BJIHUTEJJEH TUPEKTOP HA
»YMBAJICM H. U1. IUPOI'OB“ EAJ



