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Ceprundikar akocri N¢ 04000011 7164

Tay¢oH, kpanni ouni, 40 mr/mn no 10 mny ¢dnakoHi, no 1 pnaxoHy y naquyi
1MN KPANESb MICTUTb TAYPUHY 40 MI

Homep cepii: 320824 KpaiHa oTpumyBay: YkpaiHa
KinbkicTb npoaykuii: 68.163 Tuc.ynak. Ne PeecTp. NocBiAYeHHA! UA/6779/01/01
[lata Bupo6bHuuTEa: 08.2024 TepMiH Aii peecTp. NoCBiAYeHHs: HeobmeKeHWI

AHanis BUKOHaHWA no: MKA 113 go PMN NeUA/6779/01/01, 3minu sig 25.01 2022 p.

HaiimeHyBaHHA NOKa3HUKIB Bumorn AHJ(cneundikauii) Pesynbtati BUNpobyeaHb

Onwnc Mpo3sopa 6e3bapsHa pianHa Bignosigae R
IpenTndikauin
TaypuH Ha xpomaTorpami Bunpo6oByBaHOro po34nHy (a),
ofepXaHin B po3aini "2-AMiHoeTaHoN i Kucnota
2-amiHoeTUncipyaHa", Ma€ BUABNATACA OCHOBHA
NNAMa Ha piBHi OCHOBHOI NNAMM Ha XpoMaTorpami

pO3unHY NOPIBHAHHA (a), BIANOBIAHa 11 32

po3Mipom Ta 3abapBieHHAM Bignosipae

AkicHa peakuia Bignosipae
cynodatn XapakTepHa peakuin (a) Bignosipae
meTunnaparigpokcnbersoar YnbTpadioneToBnin cnekTp NOrNUHAHHA PO3UUHY,

npuroTosaHoro B po3aini "KinbkicHe BU3HaueHHA.
MeTunnaparigpokcnbensoat”, B obnacri Big 220

HM A0 330 HM NOBUHEH MaTK MaKCUMYM 3a OBXWHW

xBuni (256 + 2) Hm 256 Hm
MpozopicTb Mae 6yTn npo3opum Bignogina€
KonboposicTb Mae 6yTn 6e3bapBHUM Bipnosipae ¢
MexaHiuHi BKMIOYeHHA: BUANMI MoBWHHI 6YTW NPaKTUUHO BiACYTHI
vactkm * *
MexaHiuHi BK/IIOUEHHA: HEBMAWMI YacTKK ‘
YacTok 3 po3mipom bBinblue abo He 6inbiwe 6000 y ¢nakoHi
popisHioe 10 MKm 18,67
YacTok 3 po3mipom binbwe abo He 6inbwe 600 y pnakoHi
[OPiBHIOE 25 MKM
pH Bin 4,5 po 6,5 5,1
2-AmiHoeTaHon i KucnoTa He 6inbwe 0,1 % BinbHOro 2-amiHoeTaHony. He
2-amiHoeTuncipyaHa 6inble 0,3 % 2-amiHoeTaHony, o Bignosigae 0,1

%, ginbHoro 2-amiHoetaHony. He 6inbwe 0,2 %

KMcnoTu 2-amiHoeTuncipyaHoi Bipnosigae
06'em BMICTY yNakoBKun He meHwe 10 mn Binnosinae
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OAPMAK Il
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OcmonAnbHiICTb Big 300 mocmonb/kr go 330 mocmonb/Kr 324 mOcmonb/kr ]
CTepunbHicTb Mae 6yTun cTepunbHUM Binnosipgae

KinbkicHe BU3HauyeHHA

TaypuH Big 38,0 mr no 42,0 mry 1 mn npenapaty 40,0 mr/mn

MeTnnaparigpokcnbensoar Big 0,90 mr po 1,10 mr y 1 mn npenapaty 0,99 mr/mn
YnakoBka Mae signoBigatn Bumoram Bianosigae
MapkyBaHHsA Mae BignoBigatv Bumoram Bignosigae
Tepmi;l NpUAATHOCTI: 2 pokn Ho 08.2026

YmoBeu 36epiranna;  36epiraTv B opvriHanbHiin ynakoBLi AnA 3axXucTy Bif cBiTna npu Temnepatypi He suwe 25°C. Tepmin
npuaaTHOCTI NpenapaTy nicnAa po3kpuTTa ¢nakoHy 28 ai6
KomenTapi:
*Ha nigcTasi nepiognyHoro koHTponio. MNpote My nigTBEpAXKYEMO BiANOBIAHICTL AaHOI cepil Bumoram HJ
3assa npo cepTudikauiio:
Lum s 3aceiguyio, Wo BuLleBKasaHa iHpopmalia € gocTosipHow i TouHol. Lo cepilo npopaykuii 6yno Bupobnero (skniovaioun
ynakosKy/MapKyBaHHS) Ta NPOBEAEHMIA KOHTPONb Ti AKOCTI Ha HWK4YeBKasaHi AinbHWLI B NoBHIM BignoeigHocTi go sumor GMP,

BCTAHOBNEHUX MICLIEBUM PEryNATOPHUM OPraHOM, a TakoX Y BiANOBIAHOCTI i3 cneundikauiamm, AKi 3HaxoaATbCA Y peecTpauinHomy
Aocbe/Topro.oi niueHsii. MpoTokonn BUpobHMLTEA, NakyBaHHA Ta aHanisis Bynu nepeeipeHi Ta BcTaHoBNeHa BignosigHicTb GMP.

Lo3BoneHo Ao peanizauii / 4o BiABaHTa)XKeHHA

YnoeHoBaxeHa ocoba - HauyanbHuk Bigainy BCraBl Nantyx 10.M. 05.09.2024
Bupo6Huua ginbHnyA:
YKPATHA, 04080 m. Knis-80, syn.Knpwniscbka, 74; Jliuensia Ha supobuuuteo AE Ne 637430 sig 07.04.2015; GMP
051/2024/GMP i 29.05.2024; GMP/EAEU/KZ/81-01-2024 sig 15.12.2023; GMPUZ-08:2023 Big 30.11.2023

KoHTpone AKocTi Ta BuAa4a A03BONY Ha peanisayiio:
YKPAIHA, 04080 m. Knig-80, syn.Kupuniscbka, 74; CeigouTteo npo atectauito N2 390 Big 22.01.2019
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