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- ORGANON

OpraxoH XaiicT 68
HaycTpienapk 30, 2220 Xeitcr-On-flen-Gepr (Benbris)

CEPTU®IKAT AKOCTI CEPII NIKAPCLKOIO 3ACOBY

Hasea EPIYC®, cupon 0,5 mr/mn

Dopma BUNyCKy cupon

Cuna gilfakTuBHicTb 0,5 mrfmn Ae3nopartaguHy

Ynakoeka no 60mn y donakoki; no 1 drnakoHy 3 MipHOIO NoxKolo B KapTOHHIA Kopobui
Homep cepii B112133

Pozmip cepii 53980 ynakoBok

Hata BMpoGHULTBA 05.2024

Tepmin npuaarHocTi 05.2026

KpaiHa-BupoBHuUK Benkris

PeccTpauiiiHe

calpouTso Ne UA/5827/02/01

Bupobnuk,
BignoBigansHwiA 3a
BUNYCK

OprauoH XaiicT 6B

Afpeca IHRycTpienapk 30, Xect-On-fleH-Bepr, 2220, Genwbris

HNiueHsin Ha

BUPOGHULUTBO 304H

Peasynbrati ananisy sikocri nikapcekoro 3acoby y signosigHocTi 4o BUMor MKS UA/5827/02/01

MokasHuk

Bumorn cneumdpikauii PesynbTar
Onuc (BiayaribHo) Mpo3sopa piguHa opatkesoro Konbopy Bignosiaae
pH 5,0-6,0 5,7
BEPX: Yac yrpumanHa ocHosHoro niky Ha
XpomaTorpami fOCHIIKYBAHOTO PO3ymMHy,
NPUrOTOBAHOTO ANA KINBKICHOIO BU3HaYeHHs,
Bignosigae vacy YTPUMEHHA NiKy gesnopaTaguHy Ha Bignosigae
_— Xpomatorpami cTaHAapTHOTO 3pasky
InenTucpikauin - . - .
(cnisBinHoweHHs 0,98-1,02); yac YTPUMAaHHS niky
Aesnoparaputy AS3INOpaTafnHy Ha XpoMarorpami BunpoByeaHoro
3pasky 3HaxoaAnTLCA MixK 21 i 26 XBUNMMHaMN
TUWX: Rf Ha xpomaTorpami BunpoGoeysaHoro
po34MHy Bignoeinae sHaveHHe Rf Ha Xpomatorpami Bionosigae
CTaHAapTHOTO 3pasky
IaenTudikavis Hapis Hac yTpuMaHHa HaTpia 69H30ajy Ha XpomaTorpami _ _
6eH3oary (BEPX) anppﬁyBaHoro Po3uuHy BignoBinae Yacy yTpuMaHHs Binnoginae
NIKIB Ha XpoMaTorpami CTaHAapTHOTO PO3YUHY
laeHTudpikauis Hac yTpuManHs guHatpilo E0ETaTy Ha xpoMaTorpami
AVHaTpilo egeTaTy BANpoGyBaHoro poauuHy signosinac yacy yTpuMaHHA Bignosinae
(BEPX) nikiB Ha Xpomarerpami cTaHaapTHOro PO3YMHY
KinekicHe BuaHayveHHs 0,475-0,525 mr/mn
neanopataauuy (BEPX) (95,0-105,0%) 0.500 mr/mn
KinekicHe BuaHaveHHn 0,900-1,100 mr/mn
HaTpito beHzoary {90,0-110,0%) 1,006 Mr/mn
| (BEPX)
Kinbkicte BuaHauenns 0,225-0,275 mrimn
AWHaTpi eaeTaTy {90,0-110,0%) 0,250 mr/mn
BEPX)
Mpoayktn poanagy . o o
| (BEPX): SCH 26485 He 6inwwe 0,1% <0,0 %
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, OpraHoH Xaiicr 68
i ORGANON InaycTpienapk 30, 2220 Xeifict-On-flen-Bepr (Benkris)

CEPTU®IKAT AKOCTI CEPII MIIKAPCLKOIro 3ACOBY

Hasga EPIYC®, cupon 0,5 mrimn

Popma BUNycky cupon
Cwuna giifakTueHicTL 0,5 mMr/mn peznopataguny
Ynakoeka no 60mn y chnakoni; no 1 ¢hnakoHy 3 MIpHOI0 NOXKOI B KAPTOHHI Kopobui
Homep cepif , B112133

MponykTh posnagy . o <0.0 %
(BEPX): DS2 He Ginswe 0,3% 0
MpoaykTy posnagy , 0 o
BEPX): ik A He Binele 0,1% <0,0 %
MponykTn posnany . o 0
(BEPX): Mik B He Binbwe 0,1% <0,0%
MpogyxTu poznany : ¢ o,
(BEPX): Mik C He 6inbwe 0,1% <0,0 %
g P Aowiuk He Binbwe 0,1% <01 %
Cyma npopykris . o o
posnagy (BEPX) He 6incwe 0,4% <0,1 %
Mikpob6ionoriuna '

YyncToTa *

3araneHe vucno He Ginblwe 102 KYO/1 mn Bionosinae
aepobHux

MikpoopraHiamis (TAMC)*

3aransHe 4ucno
ApikKesMx Ta . . .
NRiCeHeRUX rpUBIE He Binbwe 10 KYO/1 mn Binnosigae
(TYMC)*

Escherichia coli BigcyTtHicTs B 1 Mn BigeyTHi

. S Bignosigae sumoram Esponercbkol dhapmMakonst, . .

HominansHuit 06’em He Menwe ob’emy, sasieneHoro Ha STHKEeTLi Binnosinae

KomeHTapi: MikpoGionoriuna 4yncToTa(*) noBMHeH BiANOBigaTH €ep.®. 514 pna npenapatis ans
BHYTPILLHEOrO 3aCTOCYBaHHS.

* HE DYTUHHWIA TecT

Hasea BupoBHukal Mepsunna i BTOpWHHa ynakoska/ AHania/ Bunyck: OpraHoH Xaiict 6

Aapeca BUpoGHUKa/lepBuHHE | BTOpuHHa ynakoaka/AHania/Bunyck: lHoycTpienapk 30, XencT-On-ReH-Bepr,
2220, Benbris

RibeHaia Ha supoBHULTBO: 304 H

A TUM CaMUM CTBEPAXYIO, WO BULLE3a3HAYSHA iHhopmalia focToipHa i TouHa. Hana cepis npogykty 6yna
BupobneHa, BKMOYAK0HM YMAaKoBKY | KOHTPONEL AKOCTI Ha 3asHaqeHN AiNbHWUE B MoBHIA BignoimHOCTI 3
Bhmoramu GMP  Micuesux PerynatopHmx OpraHis i Bignosigae perynATOPHUM BUMoram. MNporokonu
BUpOBHULTBA Cepil, ynakoBky i KOHTpoM AKoCTi NepernsaHyTi | signosigatoTs euMoram GMP.

Lara sunycky cepii: 10.07.2024
YnoeHosaxeHa ocoba Bukonyowmit 0608’3k dapmauesTta

Eric Ceresa
Hara nianucey ; 11.07.2024
MNignuc INGRID DE COCK ETSAINTLS_UKR
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