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" - EAA MPUTEXKATEJMTE HA
PUHY T ZE/ (74 ¢ 24,25  PASPEIIEHUE 3A THPTOBHSI HA
i 1y mea.: 2154 248 EJPO C JIEKAPCTBEHU IMMPOAYKTHU

MOKAHA

3a

nooasane na ogepmu 3a OOCMABKA HA 1eKApCMEeHU POOYKmu, sxmoyenu 6 Cnucvbka no
yn.266a, ar.2 om 3axona 3a 1ekapcmeenume nPOOYKMU 6 XyMAHHAMAa MeOUyUHa

YBAKAEMU JAMHU U T'OCIIOJA,

..YuupepcuTercka MuEOronpoduiHa GoIHKIA 32 aKTHBHO JICYEHHE U CTIENIHA MeinHa H.
U. Tuporos* EAJl —rp. Codus, Ha ocHOBaHHE WiI.266a, an.5, T.3 0T 3aKoHa 3a JIEKAPCTBCHHUTE
NpOIYKTH B XymManHata MeauuuHa /3JITIXM/ 1 un.156 ot Hapen6a Nel0 ot 17 noemspu 2011 r.,
¢ HacTosAIIaTa oKaHa, Bu KaHu aa npejcTaBuTe odepra 3a JOCTaBKa HA JIEKAPCTBEHH MPOJIYKTH,
BkmodyeHd B CriMebka mo 9wi.266a, an. 2 ot 3JITIXM, npu ciegHuTe yCI0BHsA:

I. NPEAMET HA IMPOUEAYPATA:

ITpeaMert Ha mpoleaypara € J0CTaBKaTa Ha JIEKapCTBEHH IPOAYKTH, BKIIOYEHH B CIIHCHKA
o Wwi.266A, an.2 or 3aKoHa 3a JICKapCTBEHUTE ITPOAYKTH B XyMaHHAaTa MEIHIINHA 32 HYX/IUTE Ha
.YMBAJICM H. W. Iluporos“ EAJ] — rp. Codus, chriacHO TeXHHYEcCKa crenH(ukarms,
NprIIoKeHa B HacTosimara Ilokana.

II. TEXHHUYECKA CINEITHOUKALIUA:

MexyHapoaHo JlekapcTBena (popMa H KOJTHYECTBO HA KosmectBo/
HeNaTEeHTHO AKTHBHOTO BEIECTBO Opoii
HAHMeHOBaHHe
1. | Triamcinolone acetonide 40 mg/ml solution for injection amp.) 100 6posn

40 mg/ml solution for
injection amp.)
;. 8 Etomidate 2 mg/ml-10ml for injection amp. 200 6posn

3. Rocuronium 50 mg/5Sml solution for injection amp. 3640 6pon




4. Fentanyl 50 meg/ml 2 ml solution for injection amp. 3450 6pon

5. Fentanyl 50 meg/ml 50 ml solution for injection amp. | 5000 6pos

III. M3UCKBAHHS KbM YYACTHHUIIUTE:

lloxanara ce oTnpaBs 10 BCHYKH NPHUTEKATENH HA pa3pellieHHe 3a ThProBHs Ha eapo C
JIEKapCTBEHH MPOAYKTH, MOJy4eHO no pena Ha [maBa ngesera or 3JIMTXM. VuactHuK
IyKIECTPaHHO JIMIE CJeIBa Oa MPHUTEXKaBa pa3pellleHHe 3a TLProBHS HA €IP0 C JIEKAPCTBEHH
NPOAYKTH, H3/IaJICHO OT CHOTBETHMS KOMIIETEHTEH OpraH, ChIVIACHO 3aKOHOJATEICTBOTO HA
IbpiKaBata, B KOATO € YCTaHOBEH.

B ciyyait ye ThproBensT Ha €1Po ¢ JIEKApCTBEHH MPOAYKTH MM CKJIa/l0BH TTOMEIEHHAS Ha
TepuTopusiTa Ha Penybiuka beiarapus, To Toil cliefBa Ja NpHTeXaBa paspelleHHE 3a ThPrOBHS,
H3aICHO OT U3I'BJIHUTEIHMS AupekTop Ha MAJL

IV. VYCJIOBHUS M PEJA 3A NPEACTABSIHE, PA3IJIEXK/JAHE "
OIEHKA HA O®EPTUTE

1. Mscro 3a nonaBane Ha odepru: Bceku paboten jaeH, ot 08:00 4. qo 15:30 u. B Oraen
»HenoBoacTso u apxus” Ha YMBAJICM , H. U. [Tuporos” EAJ] — rp. Codus, 6ym. ,.[en.
E. Totne6en™ Ne21. Odeprara ce azpecupa 10 H3NBIHUTENHAS THPEKTOP HA JI4eGHOTO
3aBE/ICHHE W Ce IMOINKCBA OT 3aKOHHHS/TE NPEJCTABHTEN/H Ha PYKECTBOTO HIIH
ITbJTHOMOIIHHK € IIPE/ICTABEHO IbJIHOMOIITHO.

*BcekH YYaCTHHK MOJKE JIa YYACTBA 34 BCSKA HOMEHKIATypa. KiiacHpaHeTo HA Y4acTHHIMTE

CC HM3BLPIBA OT/ACIHO 3a BCAKA HOMEHKIATYpA.

2. Kpaen cpok 3a noaaBane Ha odepru: 10.02.2025 r.

3. Orsapsine na noxy4yennte odepru: 11.02.2025 r., ot 10:00 yaca B Bonruuna anteka Ha
»YMBAJICM H. W. ITuporos™ EAJL, anpec: rp. Codus, 6yi. ,, Totneben™ Ne21. Odeprute
INE Ce pasriIek/iaT OT KOMHCHs, Ha3HAYEHa ChC 3allOBe/] Ha H3BIHUTEIHHUS THPEKTOP.

Pesynratute o1 paboTtara Ha KOMHCHSATA Ce OTpa3sABaT B IPOTOKO:, KOUTO ce O IIHCBa OT
BCHYKH 4ieHoBe. KoMucusTa KIacHpa yYacTHHIIUTE, KATO pasriiexkIa Ipe/CTaBeHHTE
odepTH, ycTaHOBSBA CHOTBETCTBHETO MM ¢ M3UCKBAHHATA HAa BB3NOKHTENS W OLEHABA
o(epTuTe Ha JONYCHATHTE YYACTHHIH, ChITIACHO KPUTEPHHUTE 32 OLIEHKA Ha O(epTHTE.

4. Ha pasraexiane NOLIeXKAT €IHHCTBEHO OQepPTH, KOHTO ChALPKAT CJAeIHATA
HHopmanus:

»  Mexnynaponno HenaTeHTHO HanMeHoBaHue (INN) Ha akTHBHOTO BEIIECTRO;
»  Tobproscko HAUMEHOBAHKE HA JICKAPCTBEHMS IPOIYKT;

> Bua Ha nexapceTBeHaTa opMma B KOJIHYECTBOTO HA aKTHBHOTO BEIIECTBO B J1030Ba
e/IHHHIA;

> [TpouszBoauTen;
> KomngecTBo B e/1Ha onakoBKa;

> EjunuvHa LieHa Ha IeKapcTBEHHs NPOLYKT 3a euH Gpoit B ObIArapcKH JeBa;



> Cpoxk 3a jjocTaBka;

> Cpok 3a BaJIM/IHOCT Ha [1pe/locTaBeHara eHosa opepra —-MuHuMym 30 karnenaapuu
JIHH;

* [IbanomolHo 3a nojasare Ha odepra, korato oeprara ce nojasa OT yILIHOMOLIEHO JTHIIE.

5. Ocrarb4eH CPOK HA FOIHOCT HA JieKapeTBeHus npoaykT: KeM arara Ha npuemMane Ha
NOCTABKATA, IOCTABEHUAT JIEKAPCTBEH MPOIYKT CJIe/IBa Jia € C OCTaTh4YeH CPOK Ha FOAHOCT
He [IO-Malko oT 1 /enna / roguna.

*3adenexncka: He ce pasenescoam opepmu, noay4eru u3gbH OnpedeeHuA CPOK Ha NOKAHama.

V. KPHUTEPHHU 3A OIIEHKA

M300pbT Ha M3MBJIHUTEN 1€ Ce MPOBe/e Bb3 OCHOBA HA MKOHOMHMYECKH Hai-H3roaHara
odepra. Chinara e ce onpeneiad Mo KpUTEpHH, KOHTO OlleHsBAa HaW-HUCKara MpeUioKeHa
€AMHUYHA LIeHA.

IIpu n3bopa HA THProsel| Ha €IpO C JEKAPCTBEHH MPOIYKTH OCBEH IIpe/UlaraHa IeHa ce
00CHKIAT U CHhOOpa3siBaT M IPYIH acleKTH Ha odepTUTe, KOMTO ca CBBbP3aHHM € KavecTBOTO,
Oe3omacHOCTTa H/WIH e(PUKACHOCTTA HA JIEKAPCTBEHHS MPOIYKT.

Ha nspBo MsCTO ce Kiacupa yJacTHHKa, NIPEIOKHAI Hall —HHCKa [IeHa 3a J€KapCTBEeHUs
NPOJYKT.

l'[plmmxeﬂue: npoexm Ha dOZOGOp 30 00CMAasKd Ha Jdexkapcmeenu npoc)y}:mu.




