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Ceptudikar akocri N2 040000115771

Epem®, cupon, 0,5 mr/mn no 60 mn y ¢pnakoHi, no 1 ¢pnakoHy B nauyi
1M CUPONY MICTWUTb [JE3NOPATAOUHY B NEPEPAXYBAHHI HA 100 % PEYOBMWHY 0,5 M

Homep cepii: 90624 KpaiHa oTpumMyBauy. YKkpaiHa
KinbkicTs npogykuir: 42.840 Tuc.ynak. N2 PeecTp. NOCBIAUEHHSA: UA/7746/01/01
[ata BupobHULTEa: 06.2024 TepMiH 4ii peecTp. nocsigueHHA:  HeobBMexeHWid

AHaniz BMKOHaHUiA no: MKA N3 go PN NeUA/7746/01/01, 3minm sig 23.02.2022 p.

HalimeHyBaHHA NoKasHMKIB Bumorun AH[(cneundikauii) Pesynbraty BUnpobysaHb

Onuc MNpo3opa B'A3Ka piAvHa OpaHXeBoro Konbopy Bianosigae
InenTudikauin

AesnoparaguH Ha xpomarorpami BuNnpo6oByBaHOro po3unHy,

ofiepaHii B po3gini "KinbkicHe BU3HaueHHA",

Yac yTpUMyBaHHA NiKy Ae3nopaTtagnHy Mae

CMiBNagaTv 3 Yacom YTPUMYBaHHSA MiKy

[le3nopatafivHy Ha XpoMaTorpami po3ynHy

NOpiBHAHHA (a), 3 TouHicTio = 2 % Bipnogipae
HaTpilo 6eH3oar Ha xpomatorpami Bunpo6oByBaHOro po34nHy,

ofep»aHin B po3gini "KinbkicHe BU3HauyeHHA",

Yac YTPUMYBaHHA NiKy HaTpito 6eH30aTy mMae

cnisnagaTv 3 4acom YTPUMYBaHHA MiKy HaTpio

6eH30aTy Ha XpOMaTOrpami po34MHY NOPIBHAHHA

(b), 3 TounicTio £ 2 % Binnosipae
»oBTuir 3axig FCF CnekTp NOrnvHaHHA BUNPo6oBYBaHOMO PO3UKHY B

obnacri sig 450 M go 550 HM noBuHeH MaTun

MaKCMMyM 3a AOBXWHK XBuNi (483% 2) Hm 484 um
pH Big 5,0 po 6,0 5:7
KiHemaTuuHa B'A3KiCTb Big 12,40 mm2*c-1 go 15,93 mm2*c-1 ' 14,23 mm2*c-1
lycTmHa Big 1,17 rlem3 po 1,25 r/em3 1,21 r/lem3
CynpogigHi gomiwkmn
noparagvH He 6inbwe 0,5 % 0,0 % (<MKB)
6yab-aka HeigeHTUdiKoBaHa He Ginbwe 0,1 % ‘
[OMiLLKa 0,0 % (<MKB)
CyMa [104aTKOBMUX [OMILLOK He Ginbwe 0,4 % 0,0 % (<MKB)
O6'em BMICTY ynaKoBKM He meHwe 60 mn Bignoginae
Mikpo6ionoriuHa uncrora
3aranbHe YNCNO aepobHUX Kpwutepiit npuitHaTtHocTi 100 KYO/mn
mikpoopraHismis (TAMC) * *
Cepmucpikam nidnucaHo enekmpoHHUM nidnucom ID 040000115771
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3aranbHe YMCNO APPKOMKOBMX Ta Kputepin npuitHaTHocTi 10 KYO/mn
nnicHagux rpubis (TYMC) * )
Escherichia coli * BipcyTHictb B 1 mn ™

KinbkicHe BU3HaYeHHA

Ae3nopartaguH Bin 0,475 mr go 0,525 mr 8 1 mn npenaparty
(95,0 % - 105,0 % Bip HOMiHanNbLHOrO BMICTY) 0,500 mr/mn
HaTpit BeHsoaT Big 0,9 mr go 1,1 mr 8 1 mn npenapary (90,0 %
-110,0 % sig HOMiHaNbHOrO BMICTY) 1,0 mr/mn
[AvHaTpil egertar Bip 0,225 mr go 0,275 mr 8 1 mn npenapaty
(90,0 % - 110,0 % Big HOMiHaNLHOTO BMICTY) 0,247 mr/mn
Ynakoska Mae signoeigatn Bumoram Bignogipae
MapkyBaHHA Mae signosigati sBumoram Bignosinae
Tepmin npupaaTHocTi: 2 poku o 06.2026

Ymoewm 36epiranna: [Npwu Temnepatypi He suwe 30 °C. TepmiH 36epiranHAa nicna pozkputTa ¢pnakory 90 gi6.
KomeHnTapi:

*Ha nipcraei nepiognyHoro koHTponio. MNpoTe My NIATBEpAXKYEMO BiANOBIAHICTL AaHoi cepil BuMoram HA
3anga npo ceptudikayiro:

Lum A 3aceiguyto, wo euweBkasaHa iHpopmauia € poctosipHoio | ToyHolw. Lo cepito npogykuii 6yno supobnexo (Bknouaioumn
YNakoBKy/MapKyBaHHA) Ta NPOBEAEHUI KOHTPONb il AKOCTI Ha HMXUYEBKA3aHIN AinbHWUI B NOBHIKA BignosigHocTi po eumor GMP,
BCTaHOBNEHUX MICLEBMM PErynATOPHUM OPraHoM, a TakoX Y BiNoBIiAHOCTI i3 cneymndikauiamm, AKi 3HaXOAATLCA Y peecTpauiiiHomy
focbe/Toprosoi niuewsii. MpoTokonu BUpobHULTEA, NakyBaHHA Ta aHanisie 6ynu nepesipexi Ta BctaHoBneHa signoeigHicte GMP.

[ozsoneHo go peanisauii / Ao BigBaHTaXKeHHA
YnoeHoBaxeHa ocoba — lNpoBigHuii iHxeHep BCTaBl flpemenko B.B.

21.06.2024

LIRS
alion code
00481198

Bupo6uuua ginbHuuya:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniecoka, 74; Niyersia Ha eupobruyTteo AE N2 637430 sig 07.04.2015;

Ceptudikat GMP Ne 108/2023/GMP Big 20.12.2023; GMP_UZ-08:2023 sin 30.11.2023; UP/1-530-10/21-03/13 sia
28.10.2021;, GMP/EAEU/KZ/81-01-24 8ip 15.12.2023

KoHTponb AaKkocTi Ta BUAava A03BONY Ha peanizayio:
YKPATHA, 04080 m. Knis-80, syn. Kupuniscbka, 74; Ceigourtso npo atectauito Ne 390 sig 22.01.2019
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