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ToapucTBO 3 06MeX€eHOIO BiAMOBINANBHICTIO
“ACTPA®APM”

Byuascekitf pation, m.Buiinese, syn.Kuisceka 6, Ten/(ake (044) 239-08-99

CEPTH®DIKAT SIKOCTI Ne5

Bia "09" ciuns 2024 poxy

Haaga DAYKOHA3O0M, kancyau no 100 mr | M, siznosiano 10 skot MKS a0 PIT NeUA/M065/01/02,
npenapary, NelQ (10x1) B Gaicrepi (POROANHTLEN AHANIY! 3minm no MKS
Homep cepit 011223 Kinbricts y cepii: 80 000 yn, Nol0x1

Jata supoGHuirea:

rpyienb 2023 p.

Homep ainenaii:

Cepis AB Ne 501325

{ Tepsin npuaaTsoeTi:

rpyaeus 2028 p.

Ceprudpixar sinnosisiocti

No 063/2023/GMP

- dinykonaszon

POIUMHY, NPUFOTOBICHOTD N8 KUILKICHOrO BHIHAMCHHS, B
obnacri Bin 220 1o 320 uM MOBMHMMA- MaTh MAKCHMYMM
NOFAWHAHHA  NPH A0BKeHAX  XEMAbL  (261%2) #a.,
(267+£2) um

i MIHIMYM TOTIHHAINS NPW A0BRHHT Xouai {265£2) 1im

GMP:
Xe :
e Horasnuku Bumorn DarTHuHI pe3yaLTaTH
|| Onuc 3d" 3opHilWkKiM BUrASAOM NOBMHNI BIANOBIAGTH BMMOTaM | Tnepai kenaTHHOBI Kaneynu
ADY cr. "Kancyaw". Teepni senavunosi xancyan Ne2, | N2, UHAIHAPHYHOT hopmu 3
unninapuynol  dopyn 3 waniBedepHUHHMH  KiHLAMS, HanischepuyHUMI  KiHUAMK,
Kopiyc — 6inoro KoAbOpY, KpHuieuka - GARKHTHOro abo Kopnyc - Ginoro  koasopy,
CHHBOTO KOABOPY., BMmicT xancys — nopowok Sinoro uy KpHLlieyKa — GaakutHoro
Maibie Ginoro kongopy Ges sanaxy, koawopy. Bwicr kancys -
TOpoLIoK Mmafiwe  Ginoro
Koasopy Ges aanaxy.
2 | Ineutndikauis Yasrpadionerosuil crekTp nornuHanHa sunpolypanoro | BIANOBiAae

— haykonason

Ha xposatorpasi BHnpoBysanoro posusity, oTpHMaHoro
TIpH BMIHAYUEHHI  CYNPOBIAHKX  NOMILIOK,  NOAMHHA
BUABAATHCA OCHOBHEZ NASMA WA pPIBHI OCHOBHOY NARMH
peuonrHit cTanaapTHoro spaska (PC3) daykonazony

Binnosizae

(aykonazony

3 Cepenun maca smicty kancyau | Biaxunens Cepeansol Macy BMICTY Kancyan pid macd, | 1555 mr
ImHaNeHOT B posxini “Cknag BMICTY OQHIET Kancyan” we
Mmac nepesuutyeaty (£10 %) i ckaazac sin 135 mr ao
165 mr
4 | Posnasauus He Giabwe 30 xs, Bianosizae
5 | Brpara B maci npy He Ginbue 3,0 % 2,23 %
BHCYNIYBaHHI
6 | Cynposinui aoMimks Ha xpomarorpami snripoGysaHoro posaumy npenapaty, | Binnopinac
KpiM  OCHOBHOI  TJIAMM  JOTYCKACTBCA  HAHRHICTS
AOJATKOBHX MMM, KOKHE 3 SKMX MO seaMuuHi Ta
IHTEHCHBHOCTI NOCIMHAHHE HE NOBHHID nepeauuiypaTi
nasmy poswuny | PC3 rimuouama} {ne Binswe 1,0 %).
‘Cyma noMilok s apenapari e noBMHHA NEpesHLLYBATH
20%
7 | Pozumuenns He mesuie 75 % (Q+5 %) 3a 45 xananu Bianosiaae
8 | OanopianicTh 2030BAHKX Mae sinnoninarn pumoranm Y, 2.9.40 Bizanosigac
OAHHULLL
9 | Kinskicke sianaucnms Buier daykonazony mac 6yTh iz 95 mr o 105 smr 1033 mr

10 | MikpoBionoriuna uncrora

3aranene Hea0 aepoBHIX Mikpoopranismis (TAMC): e
Ginbie 1000 y | rpawi:

Jarankhe wMcn0 ApikmKORMX Ta nnicenesnx  rpubis
(TYMC): we Ginbwe 100 y | rpami.

Biacytuicrs Escherichia coli n | rpami

I senwe 50 KYO/r,
2. menuwe 50 KYQ/r;
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3riano sumor MICA, 3min ao MK

12 | Mapkysanus

3riaso Bumor MK, 3min ao MK
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