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BCHUYKHU 3AMHTEPECOBAHHN JIMITA

OTHOCHO: IIOCTHIIMIIO 3AlMTBAHE OT YY4aCTHHK IO OTHOIMCHHUE Ha AOKYMCHTAIIHATA 3a YIaCTHC B
OTKpHTA IIPpOIE€AYypPa 3a Bh3JIaraHe Ha OGHICCTBCHa HOphiIKa C IPEIAMET: ,,ﬂOCTaBKa HA

JIeKapCTBEHH NPOXYKTH, HeoOxoauMHu 3a aeiiHoctTa Ha YMBAJL ,,Cetn I'eoprn”

EAJY”, otkpuTta c Pemenue Ne762 ot 18.11.2019 1.

VYBaxaemu 'ocnoxxn/I'ocniona,

Ha ocnoBanne wi. 33, aji. 2 or 30I1L, B 0TroBOp Ha NOCTHIMIN HCKAHNS 32 Pa3sCHEHHE
OT YYACTHHIH MOSICHABAM CJIEXHOTO:

Boopoc 1: Tlog Nel60 or cmermmduxanmus C JIEKapcTBEHH IPOIYKTH CTe OTOeIsI3aid
memuxamenT ¢ ATC xox JO6BA02 u INN Immunoglobulins normal human for intravascular adm.
CBC ChIbPIKAHHE Ha KOJMMYECTBOTO akTMBHO BemecTBO 100 mg/ml 10ml. Kato mmate npenpun, de
Immunoglobulins normal human for intravascular adm HAMa permcTpupad B IIOCOYECHHS BH
dmakoru ot 10 ml, Mons 3a mHGOpMAIMS NaMM HE € AOIycHaTa TeXHWYECKa Ipelika, TbH Karo
peructpupan Immunoglobulins normal human for intravascular adm 100 mg/m! e BsB ¢nakoH oT
100 ml?

Ortrosop 1: [JlomycHaTa € TexHWYecKa rpeimka. B odepTuTe cH 3a HOMEHKIATYpEH Del
Nel60 ¢ ATC xoxm JO6BA02 m INN Immunoglobulins normal human for intravascular adm.
YYaCTHHIIATE CIEOBa /Ia TMPEICTABAT NPEMTOKEHUE 3a JIEKApCTBEH IPOAYKT CHC CHABPIKAHHE Ha

KOJHUeCTBOTO akTuBHO Bermectso 100 mg/ml 100 ml.

Bonmopoc 2: Mons 3a TOTBBpXKICHHE, U€ JeKIapalysaTa oT IpUTEKaTels Ha Pa3pellecHAETO
3a ymotpeba 3a oreHka Ha mokasarend ,,OcurypsiBaHe Ha TeXHHYecKa IIOMOIN OT IIPHTexXarels Ha

PVY* cnensa ma 6b/¢ nipeicTaBenHa B MK ,, [ Ipeiarani eHOBH TapaMeTpH®.



Otrosop 2: IIpenBun ToBa, Ye JEKIapanuiTa MM €KBUBATICHTEH JOKYMEHT, IIPOH3X0XKIam/a
OT IpUTEXkaTelsl Ha PaspellcHHETO 3a ynoTpeba, OT ChOBPKAHHETO Ha KOSTO/KOHTO Ja € BHIHO
HOEMAHETO Ha aHTAKMMEHT 33 OCHrypsBaHe Ha HeoOXoauMaTa TeXHWYecKa IIOMOI 3a IapaHTHpaHe
Ha JIOCTaBKHTE U IOANBPKAHETO HAa HATMIHOCTH 33 HEOOXOAMMOTO HA BB3IOIKHTEI KOJHMIECTBO OT
CHOTBETHHS JIEKAPCTBEH MPOAYKT 3a IEJHs IeprHo] Ha OTOBOPA, € MMOCOYEHA OT BB3I0KHUTENII KaTo
HOKa3arell 3a olleHKa Ha oQepTHTe, ChImaTa/muTe CleaBa 1a e/ca IMpeCTaBeHa/Hi KbM TeXHHIeCKOTO

OpEeMIOKCHNE HA YHaCTHHIUTE. B nmuka ¢ Haamuc ,,Hpezmar aHHd IICHOBH napawteipn“ CC nocraBsa

CaMO MEHOBOTO IIPCIJIOKCHHUEC HA yqaCTHHga.
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Hsnvanumenen oupexmop na YMBAJI ,, Qeemu I'eopeu” EAJl



