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NPUTEXATEJIA

HA PA3PEIIEHUE 3A ThbPI'OBUS HA EAPO
C JJEKAPCTBEHHU ITPOAYKTH,
IOJYUYEHO IO PEJIA HA T'JIABA IEBETA OT 3JIIIXM:

MMOKAHA

3a npeaocraBsiHe Ha odepra 3a 0CTABKa HAa HepaspelleHd 3a ynorpeéa B
Peny0sinka Bbirapusi iekapcTBeHH MPOAYKTH M0 pe/ia Ha Hapen6a Ne10/17.11.2011
r. na MuHHCTepCTBO Ha 3/paBeonaspaneto /M3/, 32 KOMTO HsMa AeiicTBaIIO
pamMKoBo cniopasymenue ¢ M3.

YBAJKAEMM IIPEJACTABJISIBAILIU,

Ha ocuoBanue 4. 156, an.l u un. 158, an. 1 or Hapeoba NelO om 17.11.2011 .
3a ycroeusima u peoa 3a Jleyenue ¢ Hepaspeulenu 3a ynompeba 6 Penybauxa bvieapus
NleKapcmeenu  npoOyKmu, JeKapCmeeHu NpOOYKMU, NPUNaeaHu U3EwH YCI06usima Ha
paspewienuemo 3a ynompeba, u 1ekapcmeenu NpoOyKkmu 3a Cbcmpaoamenna ynompeba,
KaKmo u 3a ycroeuama u pedd 3a GKI0YeAHe, NPOMeHU, UsKuoUeane u docmaeka Ha
nexapemeenu npoOyKmu Om CHUCvKa no 4. 266a, an. 2 om 3axomna 3a nekapcmeenume
npodykmu 6 Xymannama meduyuna, Bu oTnpapsim HacToAllata rokaxa 3a NpeACTaBsAHe
Ha o(epTH 3a J0CTaBKa Ha JI0JIyOnMCaH!Te eKapCTBCHH NMPOYKTH, KakTo crienBa:

ATC xon Me:kIyHApOAHO HenaTeHTHO | JlekapcTBeHa dopma u Mepna
HAHMEHOBaHHE KOJUYeCTBO eTUHHN LA
B02BAO1 Phytomenadione 10mg/ml solution for amnyJa
injection

O(bep'rnTe Cceé M3roTBSIT OTIEJIHO 3a BCEKH €UH JIEKAPCTBCH NPpOAYKT M 3aBJDKUTEIIHO
clieJiBa Ja ChAbpIKaT ciaeaHara nmbopmaum:

1. Mes1yHapOJHO HEMATeHTHO HAMMEHOBAHHME /INN/ Ha aKTUBHOTO BEILECTBO;




2. ThproBCKO HaMMEHOBAHUE Ha JIEKAPCTBEHM POAYKT;

3. Buj Ha JiekapcTBeHara GpopMa M KOJIMYECTBO Ha aKTUBHOTO BELISCTBO B 103084
eIMHULIA;

4. [MpousBoauren;

5. KoauuecTBO B €1Ha OMAaKOBKa

6. Llena Ha iekapCTBEHHs MPOAYKT;

7. Cpok Ha I0CTaBKa;

8. Cpok Ha BaJMIHOCT Ha Npe/ICTaBeHaTa LICHOBA odepra.

KbM parara Ha W3BBpPLIBAHE HA JocTaBkKara, JOCTaBCHUSAT JIEKapCTBEH MPOAYKT
creiBa Ja € ¢ MHHHMAaJIeH OCTaTh4CH CPOK Ha IrOAHOCT He Mo-MaJiko oT 1 (euﬂa)
roavuHa.

Msicto Ha u3mbjiHeHue — boJHHYHA anTeka Ha YCBAJIE , Axan. UBan
Menues" EAJL

M3HCKBaHMS KbM YYACTHUMLIMTE — Ja MpUTEkasaT paspelieHue 3a Thprobus Ha
€1po, MoJIy4YeHO M0 pe/ia Ha riiaBa JeBeTa oT 3JIIIXM.

Kpurepuii 3a OlleHKa — HaH-HHCKA lIeHA. Ha mbpBO MSCTO C€ Kjlackpa y4acTHUKa
MpeAsokuI Hali-HUCKA LieHa Ha JIeKapCTBEHMUs MPOLYKT.

& OTpEACICHOTO JIMLE, KOETO Ja W3BBbPIIU gocraBkKara, MLIC ObJe CKIIOUEH
JIOroBOp, ChIrj1acHO MPHUJIOKEHUSA KM rokaHara IpOeKT.

OdepTrTe, U3TOTBEHU HA XapmueH Hocumes, ce NOJABaT B Jlen0BOICTBOTO Ha
VCBAJIE "Axkan. Usan [Tenues" EAJL, rp. Codus yi. 3apase Ne2 m.k. 1431.

OdepTuTe, UrOTBEHN NO eeKMPOHEH Nbm, Ce U3NpallaT Ha eJIEKTPOHEH aJIpec:
usbale.office@gmail.com, MoAmMcaHyu € €JIEKTPOHEH MOAMMC MO peja Ha 3ENIEVY, B
cpox 10 06.02.2026r. — 16:00 uaca.

Odeprute e Ce pasriexjaT OT KOMHCHs, HasHauCHa ChC 3amoBej], Ha
W3ITBJIHUTENHMS AUpeKTop. Pesynratute OT padorara Ha KOMHCHATA C€ oTpassiBaT B
MPOTOKOJ, KOMTO C€ MOAMMUCBA OT BCUUKHM 4ICHOBE. KoMucusTa Kiacupa y4aCTHULMTE,
KaTo pasriekaa IpeJcTaBeHuTe OdepTH, yCTaHOBABA CBHOTBETCTBMETO WM C
J3MCKBAHMATA HAa BB3NOXHTENs W oueHsBa odepTMTEe Ha JOMYCHATHTE YHAaCTHHLIH,
CBIVIACHO KPUTEPUHTE 3a OLIEHKA Ha O(epTHTe.

Ha ochopanue ui. 156, an. 3 or Hapenba Nel0/17.11.2011r. Ha M3, He
HojIeKAT HA pasriesaane odeprH, KOWTO He OTroBAPNT HA H3MCKBAHUSATA HA
HACTOSIIATA MOKAHA MJIM €A C M3TeKJ1a BaJUIHOCT.

B cworBercTBue ¢ un. 12 ot Hapenba No10/17.11.2011r. npu aocraBKa Ha
NeKapCTBEHNH TMPOJYKTH, BKIIOYEHH B odeprute, 3aABIDKUTETHO TpsbBa Ja ce



npeaocTaBs napTuacH CCpTl/l(l)I/lKaT 3a KayecTBO, CBHOTBETHO CepTl/I(bl/lKaT 3a
0CcBOOOXJaBaHEe Ha naprujara Ha JIeKapCTBEHUs NPOAYKT.

Tpu odepypane Ha JEKAPCTBEHU NPOAYKTH, ChAbPIKALLM HAPKOTUHHU BELICCTE,
ce cra3paT W3MCKBAHWMATA HA 3aKOHA 3a KOHTPOJ Ha HAPKOTHUHUTE BEIICCTBA U
npexypcopure /3KHBIT/.

Bcuuky JOKYMEHTH, 0Ka3Balld ChOTBETCTBUETO HA YYaCTHULIMTE C NOCTABEHNTE
B MOKaHaTa M3UCKBAaHMS, C€ MpEJACTABIT B OPUTMHAN WM KaToO 3aBEPeHH BAPHO C
opurvHaia Komus, MPUAPYXKEeHH ¢ NPEBO/ Ha OBJIrapCKy €3UK.

PO®. I-P MAPHUSI OPBELIOBA, IM
M3NBJHUTEJEH JTUPEKTOP
HA YCBAJIE ,,AKAJI, UBAH IEHYEB* EA/




