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EJAPO C JIEKAPCTBEHH IIPOAYKTH

MMOKAHA
3a

nooasane na ogepmu 3a O0CMABKA HA JeKapcmeeHy nPoOYkmu, gkiouenu 6 CRUCHKA HO
u1.266a, an.2 om 3akona 3a nexapcmeenume npoOyKmu 6 XyManHama Meouyuna

YBAKAEMMU JAMUA U I'OCIIOJIA,

»»Y HIBEPCHTETCKA MHOTONIPOdHIIHA GOJHANA 32 aKTHBHO JICUCHNE | CIIENTHA MeuHa H.
W. Iuporos* EAJ] —rp. Codus, Ha ocHOBaHMe u1.266a, ar.5, 1.3 oT 3akoHa 3a JIEKApCTBEHUTE
IPONYKTH B XymManHaTa Meauiuta /3JIIXM/ u un.156 ot Hapen6a Nel0 ot 17 moemspm 2011 1.,
C HacToAMATa okaHa, By kaHu xa npenctasute odepra 3a JOCTABKA Ha JEKAPCTBEHH IPOLyKTH,
BKmoueHH B Crinebka no wi.266a, an. 2 ot 3JIIIXM, npu clIeqHuTe yCIOBHS:

I. HPEIMET HA INIPOUEAYPATA:

Ipemer Ha poriestypara € JoCTaBKaTa Ha JIEKAPCTBEHH MPOLYKTH, BKIIOUEHH B CIIMCHKA
o 4WI.266A, an.2 oT 3aKoHa 3a JIKAPCTBEHUTE MPOAYKTH B XyMaHHATa MeUIIAHA 32 HYXIUTE Ha

»YMBAJICM H. W. TImporoe“ EAJ] — rp. Codus, CBIJIACHO TeXHMYECKA cnennduKanys,
IIPUJIOJKEHA B HacTosaTa [Tokana.

I[I. TEXHHMYECKA COEINMUOUKALIMA:

Me:xnynapoano nenarenTHo | Jlekapersena dopma u Komdectso Ha | KosmaecTso/
HaHMMEHOBaHUE AKTHBHOTO BEIIECTBO Opoit

Fentanyl 50 mcg/ml 50 ml solution for inj. Amp. | 3000 Gpost

III. M3UCKBAHHUA KBM YUml ACTHUI[UTE:

IloxanaTa ce OTHpaBs O BCHUKHM IPHUTEKATENM Ha Pa3pelleHue 3a ThProBus HA eapo ¢
JIEKapCTBCHH IIPONYKTH, IOJIy4eHO D0 pena Ha [nmasa nesera ot 3JIIIXM. VYyacTHHK




GYXIACCTPaHHO JIHIE ClieiBa A NMPUTCIKABA paspelIeHHe 3a THProBHUA Ha €pPO C JICKapCTBCHH
OPOAYKTH, H3aACHO OT CBOTBECTHUS KOMIICTCHTCH OopraH, CbIJIACHO 3aKOHOIATEJICTBOTO Ha
AbpXKapaTta, B KOATO € YCTAaHOBCH.

B ciyuait 9e TEProBensT Ha €1po ¢ JCKAPCTBEHU IPOLYKTH UMa CKIIA[0BH ITIOMEIIECHNUS Ha
TepuTopusita Ha Pemybnvka beirapus, To To¥ clieiBa Ia IpUTEKAaBa paspelIeHNe 3a ThPTrOBHUS,
M3IaJIEHO OT M3IIBIHUATENHUS JupekTop Ha MAJL

IV. VYCJIOBHUA M PEJ 3A NPEJACTABSHE, PA3IJIEXKJIAHE "
OOEHKA HA O®PEPTUTE

1. Mscro 3a mogaBaHe Ha oepru: Bcekd padoreH aeH, ot 08:00 4. mo 15:30 4. 8 OTnmen
»HeT0BOACTBO 1 apxuB” Ha YMBAJICM ,,H. 1. ITuporos” EAJT — rp. Codus, 6y ,,['eH.
E. Totne6en” Ne21. OdepraTta ce agpecupa IO U3IBIHATENHAS IUPEKTOP HA IeYeGHOTO
3aBeieHNe W C€ MOJNKMCBA OT 3aKOHHHSA/TE IIPENCTABUTEN/M HA IPYXKECTBOTO MIIH
I'BJIHOMOIIHUK C [IPEACTABEHO TBIHOMOIIHO.

2. Odeprara ce mpexncTaps B 3aledaTaH, HENPO3padyeH UMK B HEHApYIIEHA IISNOCT M Ce
U3MHCBA MPOLENYpaTa, 38 KOSITO KaHAUIATCTBA YIaCTHUKET.

*Beexn YYaCcTHHK MOJXKE Jla YyUacTBa 3a BCIKA HoMeHkiarypa. Kitacupagero Ha YHAaCTHUIIUTC
CC U3BHPIIBA OTACIHO 34 BCSIKA HOMCHKIATVYDA.

3. Kpaen cpok 3a nogaBane Ha odepru: 18.12.2025 1.

4. Otrpapsane Ba nogydesnte ogepru: 19.12.2025 r., ot 10:00 gaca B BoiuuuHa antexa Ha
»YMBAJICM H. U. ITaporos” EAJL, anpec: rp. Codus, 6y ,, Totneben* Ne21. Odeprute
ie c€ pasTIeXar OT KOMUCHSI, HA3HAYEHA ChC 3alI0BE] Ha H3IIBIHUTENHUS IUPEKTOP.

PGBYHTaTI/ITe OT pa60TaTa Ha KOMHCHSATA C€ 0Tpa3sBar B IIPOTOKOJI, KOUTO Ce MOAIHCBA OT
BCHUKM uneHoBe. Kommcusrta KiaCupa yYaCTHHLIHATE, KaTO DPa3TNeXaa IpPCACTaBEHHUTE
O(I)CpTI/I, YCTaHOBSBA CHOTBETCTBHETO MM C H3UCKBAHUATA Ha BEB3mMOXUTENS U OoCHABA
O(bepTI/ITe Ha NOIYCHAaTHUTC YYAaCTHUIH, CBIJIACHO KPUTECPUHTE 34 OILIEHKA Ha O(b@pTHTC.

5. Ha pasriaexaane NoJJIeKAT eIHHCTBEHO O(epTH, KOMTO ChALPKAT CIeIHATA
HHQOpMALIUSA:

» Mexnynaponso HenateHTHO HauMeHoBauwe (INN) Ha aKTHBHOTO BEIIECTBO;
»  Trproscko HauMeHOBAHHUE HA JCKAPCTBEHUS IIPOLYKT;

> Bup na nexapcrBenarTa gopma ¥ KOIMYECTBOTO HA aKTUBHOTO BELIECTBO B JI030Ba
eIMHUIIA,

» IIpoussogurern;
KonuuecTBo B eHa omakoBKa;

Envnnyna rieHa Ha JIeKapCTBEHHS IIPOJIYKT 3a €1H Opoif B OBIrapcKy JIeBa;

Cpok 3a 10CTaBKa,;

vV YV VYV

Cpox 3a BANMAHOCT Ha [IPeI0CTaBeHaTa lIeHOBa odepra —MuHUMYM 30 KaneHIapHT
HHH;




* [I'siiHOMOLLHO 3a mofaBaHe Ha odepTa, Koraro odepTara ce MmoAaBa OT YIIHOMOLLEHO JIHLE.

6. OcrarpyeH cPOK Ha FOJHOCT HA JIeKapcTBeHUs NPOAYKT: KbM Jarara Ha IpreMane Ha
JOCTaBKAaTa, JOCTABEHUST JIEKAPCTBEH IPOAYKT CIEABA 1d € C OCTATHYEH CPOK HA FOLHOCT
He no-Manko oT 1 /enna / roquHa.

*3abenexncka: He ce pasznexcoam oepmu, nonyueHu u3gvH onpedeieHus CPoK Ha NOKAHama.

V. KPUTEPHHU 3A OIHEHKA

V360pBT Ha U3MBIHUTEN LIE C€ NPOBENEe BH3 OCHOBA HA MKOHOMHYECKH Hal-M3rojHara
odepra. Ceinara mie ce OmpeAeNH IO KPHUTEPHH, KONTO OUEHsBa Hali-HHUCKaTa IPEIIoKEHA
eIUHIIHA I[eHA.

ITpu u3bopa Ha THProBell Ha PO C JICKAPCTBEHH MIPOAYKTH OCBEH IIpellaraHa LeHa ce
0o0CHXKIAT M CchoOpa3siBaT U APYIM acleKTH Ha OepTHTE, KOUTO Ca CBBP3aHU ¢ KAYECTBOTO,
6e3o0macHOCTTa W/niM epUKACHOCTTa Ha JIEKAPCTBCHUS IPOIYKT.

Ha nspBo MACTO ce Kilacupa yJacTHHKA, IPEUTOKIIT Hall —HUCKA IIeHa 3a JICKAPCTBEHUS
IIPOMYKT.

ITpunoxkenue: npoexm Ha 002060p 3a 0GCMABKA HA NeKAPCMBEHU NPOOYKIMU.




