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Ceptudikar axocti Ne 040000109239

AoTasicT, posuun ans iv'ekyin, 279,32 mrimn (0,5 Mmonb/mn) no 5 mn y dnakoHi, no
dnakoHy B nauywi
1M1 PO3YUHY MICTUTb FALOTEPOBOI KNC/IOTU 279,32MT (0,5 MMO/Ib), HO BIATOBISAE MALOTEPATY MEFTIIOMIHY

376,92Mf
Homep cepii: 100723/1UA Kpaita oTpumyBay: YKpaina
Kinbkicts npogykui: 0.606 Tuc.ynak. Ne PeecTp. noceigueHHs: UA/18798/01/01
HaTa BApoBHULTBRA: 07.2023 TepMin pii peccrp. noceigueHHs;  HeobmexeHui

AHania BUKOHaHWiA no: MKA 113 go PN NeUA/16798/01/01, aminm sig 11.05.2023 p.

HafimenypaHna nokasvwkis Bumorn AHZ{cneundikauir) Pezynbratn Bunpobysann
Onwuc Mpesopuin Gesbaperuit, abo 3nerka XosTyBaTtuin
PO34KH, TMpakTMYHO 683 MeXaHiYHUX BKIIOUYEHb Bignoginae
lgeHTndikayin

YnbTpadioneToenii crekTp BUNPoBoBYBaHOTD

posunHy, B obnacti sig 260 Hm ao 330 HM mae

CMiBN2aAaTu 3 ynbTpadioneTOBUM CIEKTPOM PO3UMHY

NopiBHAHHA abo BigNosifaTh ManoHKy YO-cnekTpa,

o foaacTheA Bionoeinae
Ha xpomaTtorpami sunpobosysaHoro pOozYnHY,

opepaHiil B pozaini "KinbkicHe Bu3HaueHHg",

4ac YTPUMyBaHHA OCHOBHOTO NiKa Mae cnisnagaTti

3 YacoM YTPUMYBaHHA OCHOBHOFO Mika Ha

Xpomarorpami posurHy nopiBHARKA (a) 3 TouHICTIO

2 % Bignosigae
MNpozopicTtb Mae 6yTu npozopum Bignosinae
KonboposicTb 3abapeneHHa npenapary mac 6yTi He '

iHTeHCMBHIW WM 32 eTanoH Y6 a6o BY6 abo GY6 Bianoeinae
Bamki meTann He 6inbwe 0,002 % (20 ppm) Bignosigae
pH Bin69pm07.8 7,8
HuHamivHa B'a3KicTb Big 1,60 mla*c go 2,40 mMa*c (npu 37 °C) 1,94 mMa*c
OcmonancHicTb Bin 0,9 Ocmonb/kr ao 1,7 Cemonblkr (npn 37 °C) 1,3 ocmono/kr
BinbHui ragoninin (1IN Mae 6yt BiacyTHim Bianosipae
BinkHa Teposa kucnota Bia 0,005 % ao 0,050 % (m/06) 0,023 %
Faponixin Bin 74,7 mr go 82,6 mr & 1 mn npenapaty 77,0 mrfman
Mernomid Bin 92,7 mr go 102,5 mr 8 1 mn Apenapary 96,7 MrlMﬁ

KinekicHe BMaHaveHHn
FapoTepoea KuchoTa Bin 265,3 mr no 293,3 mre 1 mMn npenapary 270,3 Mrfmn
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CynposigHi gomiwku

KOXHOT HeigeHTudikoBaHoT He 6inbwe 0,10 % (Ha momenHT BUnycky). He
AOMIWKN 6inbwe 0,10 % 0,00 % (<MKB)
CyMa ACMIlLIOK He 6inblwe 0,3 % (Ha momeHT Bunycky). He
Ginbwe 0,5 % 0.0 % (<MKB)
06'em, WO BUTArAETLCA He meHwe 5 mn Bignoeinae

MexaHivHi BKIOUYEHHA: HEBUAKMI YACTKIN

YacTok 3 pozmipom 10 mKm i He 6inbwe 6000 vacTok B 1 KOHTENHEap

Ginbuwe 54

Hactok 3 poamipom 25 Mkm i He 6inbwe 600 & 1 koHTeRHepi

Oinbwe 37

MexaniuHi BknioveHHA: suaumi MpakTnuHo He3 MexaHiuHUX BKAIDYEHb

YacTKn Bignoeinae
bakTepianbHi eHgOTOKCHHK lpaHUuYHa KoHUeHTPaLis eHGOTOKCWHIB B

npenapati mae 6yTu He Ginblwe 8 MO/mn Bignosinae

CrepunbHICTL Mae 6yTu cTepunbHIm Bignosiaae
YnakoBka Mae signosinartu sumoram Bignogigae
MapKyBaHHA Mae eignosipatv sumoram Bignoeinae
Tepmin npugaTHOCTI: 5 pokis Ho 07.2028

Ymosw 36epiranna:  He notpebye cneyiansHmux ymos s6epiranta

KomeHTapi:

3ansa npo ceprudikauiio:

Hum A 3aceiguyio, wo sulesxasaHa iHbopmauia € AOCTOBIPHOIO | TouHoto. Lo cepito npoaykyii 6yno eupobnero (BKAOYAIGUN
YNaKoBKY/MapKyBaHH#A) Ta NPOBEAEHWI KOHTPOMD i AKOCT Ha HUKYEBKA3AHIE AinbHKUi B NOBHIN signosigHocTi go Bumor GMP,
BCTAHOBNEHMX MICLIEBNM DEryNATOPHWM OPraHoM, a Tako Y BiAnosigHocT i3 crieumdikauismm, Aki 3HaXOAATHCA Y PeecTpauiiHomy
AOCbE/TOProsol niyeHsii. MpoTokonn supoGHULTBA, NaKyBaHHA Ta aHanisis 6ynw nepesipeHi Ta BCTaHoBNeHa _ignoesigricts GMP.

flozsonedo o peanisauii / 4o BigBaHTANKEHHA

YnosHoeaxeHa 0coba — MporigHuii iHxenep BCTaBI AHapycrk MM, 11.08.2023

BupoGHuua ginoHuya:

YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; Niyeusia Ha BupobHuTBO AE Ne 637430 gig 07.04.2015;
Ceptudikat GMP Ne 039/2022/GMP gig 25.08.2022; GMP/EAEU/BY/0045-2021 Bif 25.02.2021; UP/1-530-10/21-03/13 sin
28.10.2021

KoHTponb AkocTi T2 BuAava Ao3BoNy Ha peanizauilo:
YKPAIHA, 04080 m. Kuiz-80, syn. Kupwniecbka, 74; Cinourso npo atectauin N 390 sig 22.01.2019
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