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Ceptudikat akocri Ne 040000121476

FniaToH®, po3unH opanbHuii, 600 mr/7 mn, no 7 mn y ¢pnakoHi, no 5 ¢pnakoHis y Gnicrepi,

no 2 6nicrepu y nauui

1MN po3uMHY MicTUTb XoniHy anbdocuepaty 85,715 mr

Homep cepii: 10425 KpaiHa oTpumysau: YxpaiHa
Kinbkictb npoayKuii: 71.520 Tuc.dnak. Ne PeecTp. NOCBIAYEHHR! UA/19540/01/01
[Jata Bupo6HUMLTBa: 04.2025 TepmiH gii peectp. nocsiguenna:  18.07.2027

AHanis BUKOHaHWI No: MKA 113 go PN NeUA/19540/01/01 sig 18.07.2022 p., smiHa i 06.06.2024 p.

HaiiMeHyBaHHA NMOKasHMKIB

Bumorn AHJI(cneyundikauii) PesynbTaTtu BuinpobyBaHb

Onuc

IpeHTndikayin

xoniHy anbdocuepat

meTuanaparigpokcnubeHsoar
(E218)

Mpo3sopuii Big 6e36apBHOrO A0 XOBTYBATOroO

KONbOpPY PO34YUH 3 apOMaToOM anenbCcuHy Bignosigae

Ha xpomarorpami BUnNpo6osyBaHOro po3unHy Ma€
BUAIBAIATNCA OCHOBHA MJiAMa Ha PiBHi OCHOBHOT

MAAMK Ha XPOMaTOrpaMi po3uuHy NOPIBHAHHA (a),

BifnosiaHa i 3a po3MipoM i 3abapBneHHAM Binnosinae

Ha xpomatorpami BunpobyBaHOro posuunHy,
opepxaHiit B posgini "KinbKicHe Bu3HaueHHA.
XoniHy anbdocuepar”, yac yTpumyBaHHA Niky
XoniHy anbdocuepary, Mae cniBnaaatyt 3 4acom

YTPUMYBaHHA NiKy XoNiHy anbpoclepaty Ha

XpoMaTorpami po3umHy NopiBHAHHA 3 TOYHICTTIO £2% Bignosigae

Ha xpomatorpami Bunpo6oByBaHOroO PO3YUHY,
oaepxaHiit 8 posgini «KinbkicHe BU3HaYeHHs.
MeTunnaparigpoxcubeHsoar,
riponinnaparigpokcnbeHsoaTy, yac yTpYMyBaHHs
niky MeTunnaparigpokcubersoaty, Mae cnisnagartu
3 YaCOM YTPUMYBaHHA NiKy

meTunnaparigpokcnbersoary Ha xpomaTorpami

PO34UHY MOPIBHAHHA 3 TOUHICTIO 12 Bignoeigae

Ynotpadionetosuit CcnekTp niky
mMeTunnaparigpokcubeHszoaTty Ha XpomaTorpami
BUNPo6oBYBaHOrO PO3UNHY, OflepXaHii B po3gini
«KinbKicHe BU3HaueHHA.
MeTunnaparigpokcmbeHsoar,
nponinnaparigpokcnbeHsoaT» mae cnisnagarty 3
ynbTpadionerosum CNeKTpoM Miky

mMeTunnaparigpokcmbeHsoaTy Ha Xpomatorpami
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PO3UKHY MOPIBHAHHA Ta MaTi MakKCMMyM MOrAVHAHHSA
npy LOBXWHI XBUNi (255+2) Hm

Ha xpomatorpami BUNpoGoByBaHOro PO3UUHY,
oflepxaHit B po3gini «KinbKicHe BU3HaUeHHA.
MeTunnaparigpokcubensoar,
nponinnaparigpokcmbersoar», Yac yTpuMyBaHHsA
niky nponinnaparigpokcubeHsoaty, Mae
crnisnagaT 3 Yacom YTPUMYBAHHSA MiKy
nponinnaparigpokcubeHsoaTty Ha XpomaTorpami
PO3UNHY MOPIBHAHHA 3 TOUHICTIO * 2%.
YnoTpadionetosuin cnekrp niky
nponinnaparigpokcmbeHsoary Ha Xpomarorpami
BUNPOBOBYBAHOrO PO3UUNHY, OAEPXKaHiit B po3aini
«KinbkicHe BU3HaUYeHHA.
MeTunnaparigpokcvbeHsoar,
nponinnaparinpokcubeHsoaT» Mae cnisnafatit 3
ynbTpadioneToBum CNeKTPOM MiKy
nponinnaparigpokcnbersoaty Ha
XpomaTorpamiposuviHy nopiBHAHHA Ta MaTy
MaKCUMyM NOFAIUHAHHA NPY JOBXKUHI XBuni (255£2)
HM.

Bin 4,0 no 7,0

He 6inbwe 0,5 %

He 6inbiue 0,5 %

He 6inbwe 0,5 %

He 6inbwe 2,0 %

He meHwe 7 mn

Big 0,920 r/cm3 po 1,125 r/fem3

Mae BuUTpUMyBaTU BUNPoGYBaHHA

Big 81,43 mr/mn go 90,00 mr/mn
Big 1,029 mr/mn go 1,257 mr/mn

Big 0,309 mr/mn o 0,377 mr/mn

KpuTepin npuithatHocti 100 KYO/mn

256 HM

Bignosigae

256 Hm
6,4

Bignosigae
Bignosigae
Bignosigae
Bignosigae
Bignosigae
1,024 r/cm3

Bignosigae

85,13 mr/mn

1,141 mr/mn

0,335 mr/mn
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mikpoopraHizmis (TAMC) 0 (meHwe 10)

3aranbHe YMCNo JPINKIKOBUX Ta KpuTepit npuitHaTHocti 10 KYO/mn

rinicHasux rpuéis (TYMC) 0 (meHwe 10)

Escherichia coli BigcyTHicTb B 1 Mn BigcyTHi

Ynakoska Mae Bignosigatv BuMoram Bignosinae
MapkyBaHHA Mae signosigati Bumoram Bignosigae
TepmiH npuaaTHocTi: 2 poKu o 04.2027

VYmoBn 36epiranHa;  He notpebye creuianbHux ymos 36epiraHHs

KomeHTapi:

3anaBa npo ceptudikauito:

Lum s 3acsiguylo, Wo BULieBKasaHa iHpopmMaLia € [oCToBipHOMW i TouHot. Lo cepiio nponyKuii 6yno Bupo6neHo (BKovaouu
ynakosKy/MapKyBaHHs) Ta NpoBeAeHUl KOHTPONb il AKOCTi Ha HUXKYeBKa3aHil AinbHUU B NOBHIN BignosigHocTi ao sumor GMP,
BCTAHOBNEHMX MICLIEBUM PEryNATOPHUM OpPraHOM, a TaKoX Y BignoBsifHOCTI i3 cneumndikauiamu, AKi 3HAXOAATLCA y peecTpauinHomy
[0CbE/TOProBoi NitieHsii. MpoTokonu BUPOBHULITBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BcTaHoBMeHa BianosiaHicTe GMP.

DossoneHo Ao peanisauii / Ao BigBaHTaXeHHA

YnosHosaxeHa ocoba — MposigHuit inxeHep BCTaBll fipemerko B.B. 14.05.2025

Bupo6Huva ginbHULA:

YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; liueHsia Ha BupobruuTteo AE Ne 637430 sig 07.04.2015;
Ceprudikar GMP Ne 108/2023/GMP sig 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 Big,

15.12.2023

KoHTponb siKocTi Ta Bujaua A03BONY Ha peanizauilo:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; Ceigoutso npo arecraujio Ne 390 sig 22.01.2019
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