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nooasane Ha ogepmi 3a O0CMABKA HA J1eKAPCMEeN U NPOOYKMY, SKIOYeNY 6 Crucvra no
wi.266a, an.2 om 3axkona 3a Aexapcmeenume npoOyKmi 6 Xymannamad MeQuyuna

YBAKAEMH JTAMH U IT'OCIIOJA,

. VauBepcuTeTcKa MHOronpoduina 60IHHNA 32 AKTHBHO JIEYCHNUE U CIICLIHA MEHIIHA H.
W. Muporos® EAJl —rp. Codusi, Ha OCHOBaHHE yr.266a, a5, 1.3 oT 3aKoHa 32 JICKApCTBEHHUTE
HPOJYKTH B XyMaHHATa MEJMIIHHA /3JITIXM/ u w156 ot Hapenda Nel0 ot 17 noemspu 2011 .,
¢ HACTOSIIATA TIOKAHa, BH KaHu 1a npejcTaBuTe o(epTa 3a JOCTaBKa Ha JICKapCTBCHH IPOAYKTH,
sroroueni B Crimenka 1o 4i.266a, an. 2 ot 3JIIIXM, npu cneJHuTe yCloBus:

. MNPEJMET HA MPOLEAYPATA:

[IpenMeT Ha IPOLE/lypaTa € J0CTaBKATa Ha JIEKAPCTBEHH NPOIYKTH, BKJIFOUCHH B CTIMCHKA
1o wi.266A, ajn.2 oT 3aKoHA 3a JeKAPCTBEHNTE MPO/IyKTH B XyMaHHaTa MEAUIIHA 33 HyHIUTE Ha
_VMBAJICM H. M. Tuporos” EAJl -rp. Codus, CbIIaCHO TEXHMHCCKA crerprduKaus,
npuioKena B Hacrosimara [loxana.

II. TEXHUYECKA CIENHO®UKALUII:

MeskayHapoano HenatenTuo | Jlexapersena dopmMa B KOJIHYECTBO HA KosmuecTBo/
HAUMEHOBAHHE AKTHBHOTO BeleCcTBO opoi

Fentanyl 50 mcg/ ml 50 ml 3500 dpos

1. W3INCKBAHMUA KbM YYACTHULHUTE:

[Toxanara ce OTIPAaBs 70 BCHYKH TPHTEKATENHM HA Pa3peliCHHE 3a ThProBus Ha €/1po ¢
JNIeKApCTBEHH [POJIYKTH, [MOIYYeHO MO peja Ha I'maga nesera ot 3JIIIXM. YdyacTHUK
gy K/IeCTPaHHO JIHLE Clie]Ba 1a NPUTekaBa PapelieHue 3a ThProBus Ha ¢lpo ¢ JICKapCTBEHH



[IpOAYKTH, H31aICHO OT CBHLOTBETHHS KOMIIETEHTEH Oprad, CbI1acHO 3aKOHOAATCJICTBOTO Ha
JbpiKaBara, B KOSATO € YCTaHOBCH.

B ciryuaii e ThProBewsT Ha e/1po ¢ IEKapeTBEHH MPO/IYKTH HMA CKIA/I0BH OMEINCHUA Ha

TeputopuaTa Ha Perybuuka Briarapus, To TOH clie/ipa /1a IPUTENKABA PAa3PeliCHUE 3a TEProsu,
W3IAIEHO OT M3MBJIHATEHAS AupexTop Ha MAJL

IV. VYCJOBHUS U PEJ 3A NPEACTABSIHE, PA3IJIEXJIAHE H
OILEHKA HA O®EPTHUTE

MsieTo 3a mogaBane Ha oepT: Beeku padoten gen, ot 08:00 1. 1o 15:30 u. 8 Otnen
Jenoposcrso u apxus” Ha YMBAJICM ,H. 1. ITuporos™ EAJl - rp. Codus, Oy ,,['en.
E. Totne6en™ Ne21. Ogeprata ce aapecupa J0 H3NBIHUTEIHHS THPEKTOP Ha 1e4eOHOTO
jaBejieHHe M Ce [OAMACBA OT 3aKOHHMS/TE NPEICTABHTEN/W HA JPYKECTBOTO HIIHA
ITbTHOMOLIHHK € TIPE/ICTABEHO THIHOMOLIHO.

*Beekd yHaCTHHK MOXKE Jid YJacTBa 3d BCAKA HoMenkiarypa. KinacyupaHero Ha YYACTHUIATE

ce M3BBLPUIBA OTJE/JHO 32 BCAKA HOMCHKJIATYPA.

2.
3.

Kpaen cpok 3a nojapane Ha opepTH: 29.08.2025 r.

OrBapsine Ha noayuennre opepru: 01.09.2025 ., ot 10:00 yaca B boHuYHA anTeKa Ha
_YMBAJICM H. W. ITuporos* EAJL, anpec: rp. Codust, Oy1. Totneben™ Ne21. Odeprure
lie Ce PasryIek/IAT OT KOMHICHS, HA3HAYEHA ChC 3aII0BE/l HA U3IIBIHATC/IHAS JUPEKTOP.

Pesynrarute o1 paboTaTa Ha KOMHCHATA CE OTpa3fABaT B IPOTOKOI, KOWTO ce MOANKCBA OT
BCHUKM wieHoBe. KoMHCHATA Kiacupa Y4acTHHLMTE, KaTo pasriexk/a MNpeiACTaBeHHTE
odepTH, yCTaHOBsBA CHOTBETCTBHETO MM C M3HCKBaHMATA HA Bb3/10KHATEINS ¥ OLIEHsABA
o(epTHTe HA JOIYCHATHTE YUACTHULA, CHIVIACHO KPUTEPUUTE 32 OCHKA Ha oeprure.

Ha pasmiexiaHe HOLIeKAT eIHHCTBEHO odepTH, KOHTO ChALPAKAT CleAHATA
uHpopMaHA:

> MesxiyHapoIHO HEMAaTEHTHO HAMMEHOBAHUE (INN) Ha aKTHBHOTO BEILECTBO;
> THProBcko HAMMEHOBAHHUE HA JICKAPCTBCHHSA TPOYKT;

*

> Bu1 Ha Jexkapcreenara Gopma H KOJMYECTBOTO Ha aKTHBHOTO BEIIECTBO B J1030BA
eIUHHIIA;

> [TpousBoauTe,

> KonudecTBo B eIHA OITAKOBKA;

> EIMHMYHA [leHa HA JIEKApPCTBEHMS IPOAYKT 3a e¢MH Opoil B OBIrapeKky Jiesa;
> Cpox 3a JocTaBKa;

> Cpox 3a BaJIMAHOCT Ha [IPpeJIOCTaBeHaTa HCHOBa oepra —munumMyM 30 KaneHzapHH
JHH,

* [THAHOMOUIHO 34 noJaBate Ha odepTa, Korato odeprara ce Mojasa OT YMbJIHOMOLICHO JTHLE.



5. OcrarbueH CPOK HA FOAHOCT HA JIEKAPCTBEHUSA POAYKT: K®M jaTaTa Ha IpUeMaHe Ha
JI0CTABKATA, TOCTABEHHSAT JIEKaPCTBEH IIPOJIYKT CJIe/IBA J1a € ¢ OCTATHYCH CPOK HA TOHOCT
He mo-Manko ot 1 /enna / roguHa.

*3abenencka: He ce pazziexcoam odhepmu, noay4eHu U3evH onpeodeieHUA CPOK HA NOKAHama.

V. KPHUTEPHUHU 3A OLIEHKA

W360pBT HA M3ITBIHATEN 1€ CE MPOBEIE Bb3 OCHOBA HA HKOHOMHUHECKH Haii-u3rojHaTa
odepra. Chinara e ce ONpPeleTH N0 KpATepui, KOHTO OLCH:ABA Hal-HUCKATa TPeUIoJKEeHa
eJIMHAYHA [ICHA.

[1pu n360pa HA THProBell Ha e/PO ¢ JEKAPCTBEHH MPOYKTH OCBEH Mpe/iaraia eHa ce
0BCHIKIAT U CHOOpA3ABAT M JPYTH ACTIEKTH Ha O(EPTHTE, KOMTO Ca CBBP3aHM C KAECTBOTO.
HeszomacHoCTTa U/HM epUKACHOCTTA Ha JICKAPCTBEHUA TIPOIYKT.

Ha rbpBO MSICTO CC KJIaCHpa YUacTHUKA, NPE/UIOKUT Hall ~HHCKA [ICHA 32 JICKAPCTBeHHA
TIPOJIYKT.

[puaoskenue: npoexm Ha 002060p 34 PILIAEKA Hd JeKAPCMEEnU nPOOYKMI.
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