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IHOKAHA
3a

nooasawne Ha oghepmu 3a OOCMABKA HA eKapcmeeHu npodykmuy, exmoyenu 6 Cnucvka no wn.266a, an.2
om 3aKOHa 30 1eKapCmeeHume RPOOYKIMU 6 XYMAHHAMA MeOUYUHA

YBAXKAEMU JAMHA A TOCIIOTA,

»» YHUBEPCUTETCKA MHOTONPOIHA GOTHULA 32 aKTUBHO JIEYEHHe U crielnHa Memununa H. Y.
Huporos® EAJ] -rp. Codus, Ha ocHoBaHue 41.266a, an.5, T.3 oT 3aKkoHa 32 JIeKapPCTBEHUTE MPOAYKTH B
xymaHHara meauiuna /3JITIXM/ u un.156 or Hapenba Nel0 or 17 noemspu 2011 T, ¢ HacTosiara
noxana, Bu kanu na npezicTaBute oepra 3a JOCTABKA HA JICKAPCTBEHH NPOAYKTH, BKIFO4eHH B CIIUCHKA
1o W1.266a, an. 2 ot 3JIIXM, npu cleHuTe YCIOBHA:

I. IIPEJMET HA ITPOITEIYPATA:

Ilpeamer Ha npouenypara e JOCTaBKaTa Ha JIEKAPCTBEHH TIPOAYKTH, BIJIIOYEHH B CITHCHKA 110 Wi.266A,
an.2 or 3aKoHa 3a JIeKapCTBEHUTE TIPOAYKTH B XyMaHHaTa MeIHIHHA 32 HyxauTe Ha ,, YMBAJICM H.

M. ITuporos” EAJY —rp. Codus, cbrmacHO TexHUUecKa crieludUKALMS, TPUIOKEHA B HACTOALIATA
ITokana.

II. TEXHMYECKA CIIEHUO®UKAIIUS:

MexayHaporHO HeRATEHTHO JlexapcTBena opma u KoIHYECTBO HA KonnuectBo/
HAHMEHOBAHME AKTHBHOTO BelEeCTBO Opoii
Thiopental Powder for solution for injection vial, 1000 | 200 Gpos

mg

II. M3UCKBAHMA KBM YUYACTHHIIUTE:




IokaHara ce OTMpaBs D0 BCHUKH MPHTEXATENM Ha paspelleHHe 3a THPrOBHS Ha efpo C
JICKAapCTBEHN MPOMYKTH, IMONYy4eHO 110 peda Ha [masa nepera ot 3JIIXM. VuacTHHK 4yxnecTpaHHO
JHLE C/IeNBa la MPUTEXaBa Pa3pelIeHUe 32 THPrOBHA HA €APO C JICKAPCTBEHH IPOAYKTH, H3AaNEHO OT
CBOTBCTHUS KOMNETECHTEH OpraH, ChINIACHO 3aKOHOAATEICTBOTO Ha JbPIKABATA, B KOATO € YCTAHOBEH.

B ciyyaii 4e THProBeIBT Ha €APO C JIEKAPCTBEHH MPOLYKTH HMA CKNIA[OBH MOMENICHHS Ha
TepuTopuATa Ha Perrybnuka Brirapus, To Tol ciemBa Aa NMpHTekaBa paspelleHHe 3a THPIOBHS,
H3aJCHO OT M3ITBJIHMTEIHUA TUpeKTop Ha UAJL

IV.  YCJIOBUS M PEX 3A IIPEJACTABSHE, PASITIEXKIAHE ¥ OIIEHKA HA
O®EPTUTE

1. Mscro 3a nogaBane na odepru: Bcexu paboren neH, or 08:00 u. go 12:00 u. B Orxen
»Henosoncteo u apxus” Ha YMBAJICM ,H. W. ITuporos” EAJT — rp. Codwus, 6yn. ,Ien. E.
Tomneben™ Ne2l. Odpeprara ce ampecupa 10 H3IIBIHUTEIHHS JUpPEKTop Ha JeuebHOTO
3aBEJICHHE U CE TIONITHCBA OT 3AKOHHHMA/Te IIPEACTABHUTEN/H HA JPYKECTBOTO WITH TTBITHOMOIIIHUK
C NPEACTABEHO MBIHOMOIIHO.

2. Odeprara ce npencraes B 3anedaras, HENPO3paueH MK B HEHAPYILEHA LENOCT U Ce H3THCRa
NpoLeaypara, 3a KOITO KaHIMAATCTBA YYACTHHKBT.

*BceKkH YYacTHHK MOKe /ia Y4acTBa 3a BCSKA HOMEHKIATYDA. Knacupanero Ha y4yacTHUIMTE ce

H3BEPIIBA OTACTHO 34 BCAKa HOMEHKIATYpa.

3. Kpaen cpox 3a nonaeane na opepru: 04.06.2026 r. j10 12:00 gaca.

4. Orpapane na moaydennte opepru: 04.06.2026 r., ot 15:00 yaca B BonuuuHa anTeka Ha
»YMBAJICM H. H. Iuporos“ EAJ, ampec: rp. Codus, Oyn. ,,TorieGen“ Ne21. Odeprure me ce
PasmIekKnaT OT KOMUCHS, Ha3HAYEHA ChC 3aN0BEN HA H3IIBIHUTEIHUA JUPEKTOP.

Pesynrarure or paborara Ha KOMUCHATA ce OTpa3fBaT B MPOTOKOJ, KOWTO Ce MOAMHCBA OT BCHUKU
4ieHose. KOMHCHATA KIacWpa YYacTHHIIMTE, KATO PasmIenAa NpeCcTaBeHHTE o(epTH, YCTAHOBABA
CBOTBCTCTBHCTO MM C H3UCKBaHMATA Ha Bb3jgokurens u oueHsBa oepTHTE HA JOIYCHATUTE
YYaCTHHLH, CBITIACHO KPUTEPHUTE 3a OLICHKA Ha O(epTHTeE.

5. Ha pasmiexaane MOLIEKAT eIHHCTBEHO O(EpTH, KOHTO ChAbPKAT CJETHATA
uHGopmanus:

MexnyHapoano HenateHTHO HauMeHoBaHKe (INN) Ha aKTHBHOTO BELLECTBO;

Trproscko HanMeHOBaHKe Ha TEKAPCTBEHUA IIPOIYKT;

Brix Ha nekapcTBenara opMa 1 KOJIMYECTEOTO HA AKTUBHOTO BEUIECTRO B 1030BA €AMHULI;
Hpouzsoaurern;

KomuuecTBo B egHa onakopka;

Envnuyna nena Ha JleKapcTBeHHs TIPOLYKT 32 eMH Gpoi B eBpo;

Cpok 3a gocraBka,
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Cpok 3a BaIMIHOCT Ha NPENOCTABEHATA IEHOBA OepTa —MUHHMYM 30 KANEHIAPHH [HH;



* [IsaHOMOMIHO 32 TTOfaBaHe Ha O0depTa, KOraTo oheprara ce Mojara oT YIIBIHOMOLIEHO JHULe.

6. OcraTbuen cpok Ha FOTHOCT HA JIEKAPCTBEHHS NPOAYKT: KbM Jarara Ha MpUeMaHe Ha
NOCTABKATa, JOCTABEHHUST JIEKAPCTBEH MPOLYKT CIIEIIBA 1A € C OCTAThYEH CPOK Ha FOAHOCT He TI0-MAaJIKO
or 1 /enna / ronuna.

*3abenesncka: He ce pasanesicoam ogpepmu, nonyuenu uzesn onpedesieHua cpoxk Ha noKaHama.
V. KPHTEPHH 3A OLIEHKA

I/I360p’I>T Ha M3NBJHUTEN 1IE C¢ MPOBELE Bb3 OCHOBA HA UKOHOMUYECKH Hal-U3roaHara O(bepTa.
Cobiara LIE CE ONPENACIIH 1O KpHTepHﬁ, KOWTO OLIEHSBA HAM-HHUCKATA NpEMNITIOKECHA CAUHHUYHA 1ICHA.

Ilpu w3bopa Ha THLProsel Ha €APO C JICKAPCTBEHH MPOMYKTH OCBEH IIpEUIAraHa LieHa Ce
o0CBkHaT M CboOpassBaT M IPYrH acHeKTd Ha o(epTHTe, KOMTO Ca CBBP3aHH C Ka4eCTBOTO,
GezonacHOCTTa /M e()UKACHOCTTa Ha JTEKAPCTBEHHA MPOAYKT.

Ha mbpBo MsCTO ce WIgCHpa y4acTHHKA, TNPCIJIOKII Hal —HHCKA [EHA 33 JIeKAPCTBEHHSA
TPOJIYKT.
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eolj/a /Zocmaem HQ 1eKapCcmeeny nPoOYVKmi.
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