SIIWNPOr8 »yauBEPCUTETCKA MEOTOMTPODH.IHA BOJTHHAIA 3A AKTHBHO

JEYEHHE U CIHEINHA MEJUITUHA H.U.IOWPOI'OB” EAL
Codgua 1606, p-+ , KpacHo ceno”, Gyn, ,,TorneGen” Ne 21, Ten: 02/ 9154 211 ; daxc:/02/ 951 6268, E-mail: pirogov@pirogov.bg

a0
MNPUTEXATEJIUTE HA
PA3ZPEIHEHUE 3A THPI'OBUA HA
Y%l ? EAPO C JIEKAPCTBEHU ITPOAYKTHU
m'neﬁeﬂ 21; a1 5 42 48
1606 Codwsn
MOKAHA

3a

nodasavie Ha ogepmu 3a 0CMABKA HA Tekapcmeenu npodykmy, exnovenu 8 Cnucvika no
un.266a, an.2 om 3axona 3a 1eKapcmeeHume nPOOYKMY 6 XyMAaHHaAmMa MeOuyuna

YBASKAEMH JAMH U I'OCIOJIA,

» Y HHBEPCUTETCKA MHOTonpodmiza 6oJHKIa 3a aKTHBHO JIEYEHHE H cnenHa Meauumna H.
W. Imporos™ EAJ] —rp. Codus, Ha ocHoBanue wi.266a, an.5, 1.3 or 3aKoHA 3a JIEKAPCTBEHUTE
OpoAyKTH B xymaHHaTa MeguuuHa /3JITIXM/ u un.156 ot Hapea6a Nel0 ot 17 noemspu 2011 r.,
C HacrosaTa II0KaHa, Bu xauu na npeacrapure odepra 3a A0CTaBKa Ha JIEKAPCTBEHH NPOIYKTY,
BKmo4YeHH B Cnuchka 1mo wi.266a, an. 2 ot 3JIITXM, nipu cnequure yeIoBHs:

I. TPEIMET HA INIPOIEAVYPATA:

ITpeamer Ha nponenypara € JOCTABKATA Ha JIEKAPCTREHH MPOAYKTH, BKIIOUCHH B CIHCHKA
10 Wi.266A, an.2 oT 3aKoHa 3a TEKAaPCTBEHHTE NPOAYKTH B XyMAHHATA MEIMIIMHE 33 HYKIHTE HA
»YMBAJICM H. W. Iuporos“ EAIl —rp. Codusi, ChIIacHO TEXHHYECKa cOElH(UKAUMS,
IpHIOKEHA B HacTosmara [Toxana.

II. TEXHHUYECKA CHEIIH®HUKAIIHA:

Mezxmynaponno HenatentHo | Jlexapersena ¢gopMma u koaugectso na | Koangecrso/
HANMEHOBaHHE AKTHBHOTO BEIIECTBO Opoit

Water for injection Solvent for 500 ml (Aqua ad iniectabilia) 400 Hposn
parenteral use
III. H3IHCKBAHHA KBM YYACTHHIIHUTE:

Iloxanara ce OTHpaBs 70 BCHYKH IPHTEKATEIM HA PA3PEIISHHE 34 THPrOBHA Ha CIpPO C
JICKapCTBEHH IPOOYKTH, NONYyYcHO 10 pega Ha Inasa pesera or 3JIIXM. VYuactauk
UyXISCTPaHHO JIUIE CJIe/IBA JIa NIPHTEXasa paspemieHue 3a THProBMs Ha €Ip0 ¢ JIEKapCTBEeHM




NPONYKTH, HW3/IaIeHO0 OT ChOTBETHHS KOMIIETEHTEH OpraH, ChIVIAaCHO 3aKOHOAATEICTBOTO HA
JIBPIKABaTA, B KOSATO € YCTAHOBEH.

B cnyqaﬁ He ThproBenbT Ha CAPO € JCKAPCTBEHH IPOAYKTH HMa CKITaJOBH [IOMEMIEHHUA Ha

TepuTopusTa Ha Penybnuka Benrapus, To ToM cneasa Na NpUTeXaBa paspelleHue 3a ThPIOBHA,
M3/a/ICHO OT H3MBIHATEIHASA aupekTop Ha MAJL

1.

IV. VYCJOBHSI U PEJ 3A NPEJICTABSHE, PA3SIJIEXKIAHE H
OLIEHKA HA O®EPTHUTE

MsicTo 3a nogapane Ha odepru: Bcexu pabored e, or 08:00 4. mo 15:30 1. 8 Otzxen
»Jlenosozctso 1 apxus” Ha YMBAJICM , H. 1. ITaporos” EAJ] — rp. Codus, 6ya. ,I'en.
E. Totneben” Ne2l. Odeprara ce afpecupa 40 UINBIHATEIHNS JUPEKTOP Ha JIeueOHOTO
3aBEIECHME M C€ IOMIMCBA OT 3aKOHHHWS/TE TPEJCTABATEN/M HA APYKECTBOTO HIH
I'BJIHOMOLIHHUK € MPEICTABEHO IbIHOMOLIHO,

C€ M3BLPINBA OTHACIHO 3d BCAKA HOMCHEKAATYPA.

2.
3.

4.

Kpaen cpok 3a nogasane Ha ofpepru: 28.05.2025 r.

Orsapsine Ha noayyenure opepru: 29.05.2025 r., or 10:00 yaca B BoneuyHa anTeka Ha
»YMBAJICM H. WU. ITuporos* EAJL, anpec: rp. Codus, 6y ,,Torneben™ Ne21. Odeprute
e Ce pasriIexaaT OT KOMHCHS, Ha3HaveHa ChC 3alOBE Ha MAMIBIHATC/IHUS JUPEKTOP.

Pesynrarute oT paboTara Ha KOMHCHATA CE OTPa3sBAT B IIPOTOKON, KOKTO Ce MOAIHCRA OT
BCHUKM uieHoBe. KoMHCHSTA KIacHpa yYacTHHUIMTE, KaTo pasriex]a NpPeACTABEHUTE
odepTH, YCTaHOBSRA CHOTBETCTBHETO HM C M3HCKBAHMATA Ha BB3IOKHTENI H OLEHSIBA
odepTUTe Ha JOIYCHATHTE YYACTHUIIM, ChIIIACHO KPHTEPHATE 38 OLEHKA HA oepTHTe.

Ha pasriaexaane nojurexxaT eIMHCTBeHO oQepTH, KOATO ChALPKAT CcjegHaTa
AHGoOpMAausI:

» MexaynapoaHo HeraTreHTHO HauMeHoBaHAE (INN) Ha aKTUBHOTO BEIECTBO;
» Tosproscko HaHMEHOBaHKE HA JIEKAPCTBEHMS HPOJIYKT;

> Bun Ha JlekapcTBeHaTa GopMa M KOJMUECTBOTO Ha AKTHBHOTO BEHIECTBO B 030Ba
e/THHAIA;

» ITponssomre;

»  KommuecTBo B eHa ONAKOBKa;

»  Enunuysa nesa Ha NeKapeTREHHA TIPOAYKT 3a efiuH Gpol B GBIrapckH nesa;

> Cpoxk 3a 1ocTaBka;

> Cpok 3a BANMIHOCT Ha IIPEOCTABEHATA LIeHOBa odepra ~MUHUMYM 30 KaneHaapHu
JHH;

* IIxnHOMOIIHO 3a NoJaBaHe Ha oepTa, KoraTo 0depTaTa Ce NOJIaRa OT YITHIHOMOMIEHO JTHIE.



5. OcraTb4eH CPOK HA FoJHOCT HA JEKAPCTBEHHS NpoayKT: KBM natara Ha ipreMane Ha
JIOCTABKATA, JOCTABCHHAT JIEKAPCTBEH [IPOAYKT CJIE/IBa J1a € C OCTaTh4eH CPOK Ha TOTHOCT
He mo-Mayiko ot 1 /emna / roguHa.

*3abenexncka: He ce pazznencoam oepmu, nOIy4enu U3gsvH ONPeoeieHUn CPOK Ha NOKAHama.

V. KPHTEPHH 3A OIIEHKA

W360psT HA M3NBIHATEN IMe Ce MPOBENEe Bb3 OCHOBA HA HKOHOMHYECKH Hal-W3rojHaTa
oepra. Crmara mwe ce oNnpenend MO KPUTEPHH, KOHTO OLEHSIBA Hafi-HHCKAra IpeJUlIOoiKeHa
€IUHAYHA [1eHAa,

ITpn m3bopa Ha THEPrOBEI] HA eIpO ¢ JIEKAPCTBEHH NPOIYKTH OCBEH Npejjlarada neHa ce
obcweKaaT W choOpa3sBaT M JAPYTHM acleKTH Ha odepTuTe, KOMTO Ca CBBP3aHH C KayecTBOTO,
GesomacHocTTa WM e(hUKAaCHOCTTa Ha JIEKAPCTBEHHUS POAYKT.

Ha nbpBo MSCTO ce Kilacupa yyacTHHKA, NPeUI0KHII Hall —HUCKA [IEHA 3a JICKapCTBCHHS
MPOIYKT.

Tipunoxkenne: npoexm Ha 002060p 3a OOCMAGKA HA NEKAPCMEENU NPOOYKM.
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