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Ceprudikar sakocri Ne 040000117545

DoTasicT, posunH gna in'exkuiit, 279,32 mr/mn (0,5 mmonn/mn) no 20 mn y dnakoHi, no
dnakoHy B nauui
1MJT PO3YUHY MICTUTb FAZJOTEPOBOT KUCIOTH 279,32Mr (0,5 MMOJTb), LLO BIAMOBIAAE FALLOTEPATY MEFIOMIHY

376,92MI
Homep cepi: 150824/4UA Kpaita oTpumyBsau: YKpaiHa
Kinbkictb npoayKuii: 6.032 Tuc.ynak. N2 PeecTp. nocsigyeHHs: UA/16798/01/01
[aTa supo6HuyTBa: 08.2024 TepMin i peecTp. nocsigueHHs:  Heobmexerui

AHanis BUKOHaHUiA Nno: MK$ 13 go PN NeUA/16798/01/01, aminu sig 11.05.2023 p.

HaiimeHyBaHHA NOKasHUKIB Bumoru AH[(cneyudikayii) PesynbTatn Bunpo6ysaHb
Onuc Mpo3opuii 6e3bapBHUA, ab0 3nerka XKoBTyBaTuUi
PO3U¥H, NPaKTUYHO 6e3 MexaHiYHNX BKNIOYEHb Bignosinae

IneHTudikauis
Ynorpadionetosuil criekTp BUNpPoboByBaHOro
po3unHy, B obnacti Big 260 Hm fo 330 HM mae
CniBragat 3 ynbTpadioneTosnm cneKTpom posunHy
nopisHAHHA abo BignosifaTi ManoHky YO-cnekTpa,
WO JO[AETbCA Bipnosigae
Ha xpomatorpami BUNpo6oByBaHOro PO3UnHY,
ofiepxaHil B po3gini "KinbkicHe BusHaueHHA",
yac yTpuMyBaHHA OCHOBHOTO Mika Ma€ cnisnagatii
3 4acoM YTPUMYBaHHSI OCHOBHOTO MiKa Ha

XpomaTorpami po3uuHy NOPIBHAHHSA (a) 3 TOUHICTIO

2 % Bignoeigae
MNpo3zopictb Mae 6yTu nposopum Bignosigae
KonbopogicTb 3abapeneHHs nperaparty mae 6yti He

iHTeHCUBHIWMWM 3a eTanoH Y6 abo BY6 abo GY6 Bignosigae
Baxki meTanu He 6inbiue 0,002 % (20 ppm) Bignosigae
pH Bin6,94m07,8 7.6
JnHamiuHa B'A3KICTb Big 1,60 mMa*c go 2,40 mMa*c (npwu 37 °C) 1,97 mMa*c
OcMonsAnbHICTb Bia 0,9 Ocmonb/kr go 1,7 Ocmons/kr (npu 37 °C) 1,3 ocmonb/Kr
BinbHuh ragoninin (1) Mae 6yt BigcyTHIM Bignoeigae
BinbHa TepoBa Kucnota Big 0,005 % po 0,050 % (m/06) 0,012 %
laponiHiv Big 74,7 mr go 82,6 mr 8 1 mn npenapaty 79,1 mr/mn
MerniomiH Big 92,7 mr go 102,5 mr B 1 Mn npenapary 93,1 mr/mn

KinbKicHe BU3HaveHHs
lafoTepoBa KUCNOTa Big 265,3 mr no 293,3 mr 8 1 mn npenapaty 269,6 mrimn
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CynpoBigHi AoMilKy

KOXHOT HeineHTUdiKoBaH ol He Ginbwe 0,10 % (Ha momeHT Bunycky). He
JOMILLKU Ginbwe 0,10 % 0,07 %
CyMa [OMilLIOK He 6inbwe 0,3 % (Ha momeHT Bunycky). He
6inbwe 0,5 % 0,1 %
O6'em, WO BUTAraeTbcA He menwe 20 mn Binnoginae

MexaHiuHi BKNIOMEHHA: HeBUAUMI YacTKi

Yacrok 3 poamipom 10 MKM i He 6inbwe 6000 vacrok B 1 KoHTelHepi

GinbLe 57

YacTok 3 poamipom 25 MKM i He 6inbwe 600 B 1 KoHTelHepi

Ginbie ' 25

MexaHiuHi BKAIOYEHHA: BUAUMI MpaxkTuuHo 6e3 MmexaHiYHUX BKAOUYEHD

YacTKn Bignosipae
bakrepianbHi eHgoOTOKCUHN IpaHU4YHa KOHLUEHTPaWiA eHAOTOKCUHIB B

npenapati mae 6yt He Ginblwe 8 MO/mn Bignosigae

CrepunbHicTb Mae 6yTu crepunbHUM Bipnosinae
YnakoBka Mae signosigaTti BuMoram Bignosigae
MapkyBaHH# Mae BignoBigat BUMOram Bignosipae
Tepmin npuaatHocri: 5 pokis o 08.2029

YmoBu 36epiraHHa:  He notpebye cneuianbHux ymos 36epiraHta

Komeurapi:

3asea npo ceprudikauiio:

Lium s 3aceiguylo, W0 BUleBKasaHa iHbopmalia € gocTosipHoio i TouHolo. Lo cepito npogykuii 6yno eupobnero (BKNIOYaoun
yNaKoBKy/MapKyBaHHA) Ta NPoBeAeHWi A KOHTPOAb il AKOCTI Ha HUKYeBKasaHilt 4inbHULi B NoBHIV BianosiaHocti ao eumor GMP,
BCTaHOBEHNX MICLEBUM PEryNIATOPHUM OPraHoM, a TaKoX Y BiANOBIAHOCTI i3 cneumndikauismu, AKki 3HaXoAATbCA Y peecTpaLiiHomy
nocbe/Toprosol nileHsii. MpoTokonn BUpo6HIUTBA, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoB/eHa BignosigHict GMP.
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HossonewHo 0 peanizauii / Ao BigBaHTaXKeHHA

YnoBHoBaxeHa ocoba — MposigHun iHxeHep BCraBll AHzpycrk-LlykiHa M.M, 19.09.2024

Bupo6Hnua #ianMqﬂZ
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniscbka, 74; Nliuensis Ha supo6HuLTBo AE Ne 637430 sig 07.04.2015;

Ceprudikat GMP Ne084/2023/GMP sia 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; UP/I-530-10/21-03/13 sia
28.10.2021, GMP_UZ - 08:2023 gig 30.11.2023

KOHTpOﬂb AKOCTI Ta BUigavYa AO3BOMY Ha peamsauno
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Cainoutso npo atectauiio Ne 390 Big 22. 01.2018
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