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1606 - Coopun EJIPO C JIEKAPCTBEHH [TPOIYKTH

ITOKAHA
3a

noodasane Ha oghepmu 3a 00CMAsKa na Aekapcmeenu npooykmu, exmovenu ¢ Cnucvka no
yn.266a, an.2 om 3akona 3a 1ekapcmeenume npoOYKmu 6 XyManHnama Meouyuna

YBAKAEMH JAMH 1 TOCIIOIA,

,» Y HEBEpCUTeTCKa MHOTompoduiiHa G0IHHIA 3a AKTUBHO JeYeHue U crenrHa Meauuuaa H.
W. Iluporos* EAJ] —rp. Codust, Ha ocHoBanue 4i1.266a, an.5, T.3 0T 3aKoHA 3a JIEKAPCTBEHUTE
npoaykTH B XymanHaTa Meununa /3JIIIXM/ u w156 ot Hapen6a NelO ot 17 noemspu 2011 r.,
C HacTosIIaTa [I0KaHa, Bu KaHW Jia npeJcTaBuTe odepTa 3a J0ocTaBKa Ha JIEKapCTBEHH MIPOIYKTH,
BKmodeHH B Criuebka no wi.266a, aj. 2 ot 3JIIIXM, npu cieaHuTe yCIoBUs:

I. NPEAMET HA IIPOUEAYPATA:

[Tpenmer Ha npolieypaTa € 10CTABKaTa Ha JIEKaPCTBEHH TPOJIYKTH, BKIIOUEHH B CITHCHKA
1o wi.266A, an.2 ot 3aKoHa 3a JIEKapCTBEHUTE IIPOJIYKTH B XyMaHHATa MEIMIMHA 38 HY)KIATE Ha
»YMBAJICM H. W. Tluporos” EAJl —rp. Codwus, chriacHO TeXHHYECKa CherupUKaIus,
npuiioXkeHa B HacTosmara [lokana.

II. TEXHUYECKA CIIEHHPUKALIUA:

MexayHapoauo nenarentno | Jlekapersena ¢gpopma u kosmuecrso Ha | Kosmmyecrso/
HAHMEHOBaHUe AKTHBHOTO BeleCTBO opoii
Thiopental Powder for solution for injection vial, 200 6pos
1000 mg

III. UBUCKBAHHA KBM YYHACTHHIIUTE:

IToxanaTa ce oTnpaBsi 10 BCHUKH NPHTEXKATENIM HA pa3spellieHHe 32 THPrOBHs HA €IpO ¢
JEKapCTBEHH NPOAYKTH, NOAydeHO 1o pena Ha ['nmaBa nesera ot 3JIIIXM. VYwuactHuk
qyXK/IeCTPAHHO JIMIE Clle/iBa [a NMPUTEKABa paspellieHHe 3a ThPrOBHs Ha €Opo C JIEKapCTBEHH



OPOAYKTH, H31aACHO OT CBOTBCTHHA KOMIICTECHTCH OpraH, CbhIVIACHO 3dKOHOAATCIICTBOTO Ha
AbpXKaBaTa, B KOATO € YCTaHOBCH.

B ciy4aii ye ThbproBenbT Ha PO C JIEKapCTBEHH ITPOJAYKTH HMa CKJIA/I0BH NTOMELIECHUS Ha
TepuTopHusTa Ha PenyOiinka bbirapus, To TOH cie/Ba Ja NPUTEkKABA Pa3peIIEHHE 38 ThPrOBHS,
H3JIA/IEHO OT U3IIbJIHUTENHUS AupexTop Ha MAJL

IV. YCJUOBHUSA U PEJ 3A NPEACTABAHE, PA3IJIEXKJIAHE H
OLLEHKA HA O®EPTHUTE

1. MsicTo 3a nogaBane ua opeprn: Bceku padoren aeH, ot 08:00 4. go 15:30 u. B Orzen
Llenosozactso u apxus” Ha YMBAJICM ,H. . [Tuporos” EAJT - rp. Codus, Gy. ,,.I'en.
E. Torneben™ Ne21. Odeprara ce agpecupa A0 M3IIBIHATEIHUS JUPEKTOP HA 1€4eOHOTO
3aBe/ICHHe M Ce MOJAMMCBA OT 3aKOHHMS/TE NPEACTABUTEN/M Ha [PYKECTBOTO HIIH
IIBJIHOMOIIHUK C [PECTABEHO MBJIIHOMOIIIHO.

2. Odpeprara ce mpencTaBs B 3aredarad, HENMPO3payeH IJIMK B HEHAPYIICHA LAJIOCT H Ce
M3ITMCBa NPOLEeAypaTa, 3a KOATO KaHAUJATCTBA YUaCTHUKBT.

*Beekn YUACTHHK MOXKE Jla YHACTBA 34 BCAKA HOMEHKIATYpa. KJ'[B.CHD&HGTO Ha VYACTHHIHTE
CE€ M3BLPIIBA OTACJTHO 34 BCAKA HOMCHKJIATYPA.

3. Kpaen cpok 3a nogaBane Ha opepru: 21.01.2026 r.

4. OrBapsne na noay4denuare opepru: 22.01.2026 r., or 10:00 yaca B bonununa anTexka nHa
»YMBAJICM H. U. Iuporos* EAJL, agpec: rp. Codus, Oyn. ,,Torneden™ Ne21. Odeprure
Il Ce Pa3rIIek/IaT OT KOMHCHSI, HA3HAYECHA ChC 3aII0Be]] Ha W3IIBJIHUTEHHS TUPEKTOP.

Pesynratute o1 paboTata Ha KOMMCHSITA C€ OTPA34BAT B IPOTOKOJ, KOHTO C€ IMOAIUCEA OT
BCHUKH ujeHoBe. KoMucHsATa KiIacHpa y4YacTHHIMTE, Karo pasrieixia NpeicTaBeHHTE
o()epTH, YCTAHOBSIBA CHOTBETCTBHETO UM C M3HCKBAHUATA Ha BB3I0XKHTENs U OlieHABA
oepTHTE HA JONMYCHATUTE YYACTHUIH, CHITIACHO KPUTEPUHTE 3a OIEHKa Ha oepTuTe.

5. Ha pasriaexxgaHe NOLJIEKAT €IHHCTBEHO OdeprH, KOHTO CBALPKAT C/IeIHATA
undopmanus:

> MexyHapoHo HenaTeHTHO HauMeHnoBanue (INN) Ha akTHBHOTO BEIECTBO;
> TBProBcko HAMMEHOBAHKHE Ha JIEKaPCTBEHHS IIPOLYKT;

>  Bug na mexapcrBeHara GopMa B KOJMYECTBOTO HAa aKTHBHOTO BEILECTBO B JI030Ba

eIMHHULIA,
> [IpousBoauTer;
»  KonuuectBo B €/1Ha OI1AKOBKA;
»  Enpunnuna nena Ha JeKapcTBEHMs IMPOJYKT 3a eiuH Opoil B eBpo;

-
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Cpok 3a jocTaBka;

V

CpOK 3a BAJIMAHOCT Ha IPCaoCTaBCHaTa 1ICHOBA Od)epTa —MHWHHMYM 30 KaJICHIapHH
JHH;

* [TbJIHOMOILHO 34 MOaBaHe Ha oq)epTa, Koraro Dq}EpTaTa Ce nogasa OT YITbJIHOMOLIEHO JIHLE.



6. Ocrarb4eH cpoOK HA FOJHOCT HA JieKapcTBeHUus: NPoayKT: KbM naTata Ha npueMane Ha
JOCTABKaTa, JOCTABEHHAT JICKAPCTBEH [IPOJLYKT CJIE/IBA 1a € C OCTATHYEH CPOK Ha TOHOCT
He mo-Manko ot 1 /eana / rojguna.

*3adenencka: He ce pasznescoam ogpepmu, nojtyuenu u3evH onpedenenus cpox Ha RoKanama.

V. KPHUTEPHHU 3A OHEHKA

M360pbT HA U3NBIHUTEN LIE Ce NMPOBE/E B3 OCHOBA HA HKOHOMHYECKH Hal-M3rojHaTa
opepra. Chiara me ce OmpeAeId MO KPUTEPHH, KOHTO OleHsBA Hali-HUCKATAa MPEUIOXKEHa
eIMHUYHA IIeHA.

IIpn u3bopa Ha THProBer Ha PO C JIEKAPCTBEHH IMPOJYKTH OCBEH Ipe/UlaraHa leHa ce
obcexaar U croOpazgaBaT W JIPYTH acleKTH Ha odepTHTe, KOHTO ca CBLP3aHU C Ka4eCTBOTO,
OesonacHoCTTa W/HIN e(DUKACHOCTTA HA JICKAPCTBEHHUS POIYKT.

Ha nbpBo MsicTO ce KTacHpa y4acTHHKA, IPEIIOKUII HAll —HHUCKA [IeHa 34 JeKapCTBEHHS
IPOIYKT.

Ilpunoxenne: npoexm na 002060p 3a 0ocmaskd yd rexapcmeenu nPOOYKmMu.
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