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Ceptudikar sakocri N2 040000111407

Tay¢don, kpanni oui, 40 mr/mn no 10 mn y ¢nakoHi, no 1 ¢pnakoHy y nauui
1MI1 KPANESb MICTUTb TAYPUHY 40 MF

Howmep cepii: 411123 KpaiHa oTpumyBauy: YKpaiHa
KinbkicTb npoayKuir: 67.153 Tuc.ynak. N2 PeecTp. nocBifueHHs: UA/6779/01/01
Hata BupobHuyTea: 11.2023 TepmiH fjii peecTp. noceigueHHs:  HeobmexeHui

AHanis BUKOHaHuiA No: MKA N3 no P NeUA/6779/01/01, 3minn Big 25.01.2022 p.

HaliMeHyBaHHsA NoKasHUKIB Bumoru AHI(cneundikauii) PesynbTatu BUnpo6yBaHb

Onunc MNpo3opa 6e3bapBHa pigrHa Bignosifae
lpeHTudikayin
TaypuH Ha xpomaTorpami Bunpo6oByBaHOro posynHy (a),
oflepaHiin B po3faini "2-AmiHoeTaHon i Knucnota
2-amiHoeTuncipyaHa", mae BUABNATUCA OCHOBHA
nnsimMa Ha piBHi OCHOBHOT NAISIMU Ha XpomaTorpami

PO3UUHY MOPIBHAHHA (a), BiLNoBigHa i1 3a

pO3MipoM Ta 3abapBeHHAM Bignosigae

AKicHa peakuin Bignosigae
cynbdatu XapaKkTepHa peakuia (a) Bignogigae
MeTunnaparigpokcubeHsoar YnbTpadioneToBuii CnekTp NOrMNHAHHA PO3UUHY,

npurotToBaHoro B po3fini "KinbkicHe BU3Ha4eHHA.
MeTtunnaparigpokcmbersoat”, B obnacri Big 220

HM 10 330 HM NOBMHEH MaTW MaKCUMYM 3a JOBXUHU

xBUNi (256 + 2) Hm 256 HM
[MTpo3opicTb Mae 6yTn nposopum Bignosigae
KonboposicTb Mae 6yTn 6e36apBHUM Bignosigae
MexaHiuHi BKNtoYeHHA: BUANMI MoBUHHI BYTU NPaKTUUYHO BIACYTHI

yacTku *

MexaHiuHi BKNIOUeHHA: HeEBUAUMI YacTKU

YacTok 3 po3mipom binswe abo He 6inbwe 6000 y pnakoHi

nopisHioe 10 MKM 12

YacTok 3 po3mipom bin-we abo He 6inbwe 600 y dpnakoHi

LOPIBHIOE 25 MKM 2,67
pH Bin 4,5 no 6,5 5.1
2-AmiHoeTaHon i Kncnora He 6inbwe 0,1 % BinbHoro 2-amiHoeTtaHony. He
2-amMiHoeTuCipYaHa 6inbwe 0,3 % 2-amiHoeTaHony, wo signosigae 0,1

% BinbHoro 2-amiHoetaHony. He 6inblie 0,2 %

KUCnoTu 2-aMiHoeTuncipyaHoi Bigpnosigae
O6'em BMICTY ynakoBKu He meHwe 10 mn Binnosigae
Cepmudpikam nidnucaHo enekmpoHHUM NidNUCOM ID 040000111407

Crop. 1 32
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Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten, (044) 485-26-57 (uinogoboeo

OcmonanbHicTb Bia 300 mocmonb/kr go 330 Mmocmonb/Kr 316 MOcmonb/Kr
CrepunbHictb Mae 6yTn cTepunbHmm Bignosinae

KinbKicHe BU3HaueHHs

TaypuH Bin 38,0 mr po 42,0 mry 1 mn npenapaty 40,0 mr/mn

MeTunnaparigpokcubeHsoar Bia 0,90 mr go 1,10 mry 1 mn npenapaTty 1,00 mr/mn
YnakoBKa Mae Bignosigatu BuMoram Binnosigae
MapkyBaHHsn Mae Bignosifat sBumoram Binnosinae
TepMmiH npugaTHocTi: 2 poKku o B o 11.2025

YmoBn 36epiraHHa:  36epiratu & opuriHanbHiy ynakosui ans 3axXnCTy Bifj CBiTNa Npy Temnepatypi He Bulye 25°C, TepmiH
NpuAaTHOCTI Npenapaty nicna po3KpuTTs dnakoHy 28 ai6
KomeHrapi:

*Ha nigcraBi nepioANYHOro KOHTPonIo. MpoTe mn NiATBEPAXKYEMO BIAMOBIAHICTL AaHOT cepii Bumoram HJJ

3asBa npo cepTudikauiio:

LUnm A 3acBiguyto, Wo BulleBKasaHa iHbopMmaLis € JOCTOBIPHOW0 i TouHOIW. Lo cepito npoaykuii 6yno BupobneHo (Bkntoyvatoum
yNakoBKy/MapKyBaHHS) Ta npoBeaeHui KOHTPOJb 11 AKOCTI Ha HUKUEBKa3aHill [inbHWLI B NOBHIA BianosigHocTi fo Bumor GMP,
BCTAHOBNEHVX MICLEBUM PEryNAaTOPHUM OPraHOM, a TaKoX y BIANOBIAHOCTI i3 cneyudikayiamu, aki sHaxogaTbcs Y peecTpauinHomy
Rocbe/ToproBoi niLeHsii. MpoTokonu BUPOOHWLTBA, NaKyBaHHA Ta aHani3is Oynu nepesipeHi Ta BCTaHOBMEeHa BignosigHicTb GMP.

fo3BoneHo no peanisauii / no BigBaHTaxeHHs

YnoBHoBaxeHa ocoba - HauanbHuK Bigainy BCtaBIl NanTtyx H0.M. 14.12.2023
Bupo6Huua ginbHuysa:
YKPAIHA, 04080 m. Knis-80, Byn.Kupuniscoka, 74 Niuensia Ha BupobHuuTBO AE Ne 637430 Big 07.04.2015:
Ceptudikat GMP Ne 039/2022/GMP sig 25.08.2022: GMP/EAEU/BY/0045-2021 Bif 25.02.2021
KoHTponb sikocti Ta Bugaua gossony Ha peanizauito:
YKPATHA, 04080 m. Knis-80, Byn.Knpuniscbka, 74; Ceigouytso npo atecrauito N2 390 Big 22.01.2019
Cepmudpikam nidnucaqo enexmpoHHUM nidnucom ID 040000111407 Crop, 5" 53
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