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Ceptudikar akocti N2 040000118870

Necdanb, posunH gna iv’ekuinn 50 mr/mn, no 5 mn B amnyni, no 5 amnyn y 6nicrepi, no 1
6nictepy y nauui
1MIT PO3UUHY MICTUTL GOCOATUAMNXONIHY I3 COEBUX BOBIB 50MT
Homep cepii: 101124
26.170 Tuc.amn.

KpaiHa otpumysay: YKpaiHa

KinbkicTb npoaykuii: N2 PeecTp. NOCBIigUEHHS: UA/12317/01/01

Jata Bupo6HULTBa: 11.2024 Tepmin pii peecTp. nocsigueHtn:  HeobmexeHui

AHanis BUKOHaHUN No.

MKA N3 no PN NeUA/12317/01/01, aminn Big 16.03.2021 p.

HalimeHysaHHA noKasHUKiB

Bumoru AHA(cneyuikanii)

PeszynbTaTn Bunpo6ysaHb

Onuc Mpo30puii XXOBTU PO3YKH Binnosigae
InenTudikauis
bocdaTuannxoniu Ha xpomatorpami BunpobosysaHoro posuunHy,
oflep>aHiih Npu KiNbKiCHOMY BU3HaUYeHHI
pocdarTnannxonity, Yac yTpruMyBaHHA OCHOBHOIO
NiKy Ma€ cnisnagaTtn 3 Yacom YTPUMaHHA MKy
bochaTnannxonidy Ha Xpomartorpami po3unHy
nopisHAHHA (a) 3 TouHicTio 2 % Bignosigae
CnupT 6eH3UNoBKK Ha xpomaTtorpami Bunpo60oByBaHOTO PO34uHY,
oflepXaHiit Npy KinbkKicHOMY BU3HaueHHi cnupry
6eH31N0BOro, Yac YTPUMYBaHHA OCHOBHOTO MiKy
Ma€ criBnagatvi 3 4acom yTpUMYBaHHA MiKy
CrnpTy 6EH3UNOBOro Ha XpomaTorpami posUnHy
NopisHAHH#A 3 TOuHicTIO +2 % Bignosigae
pubodnasin flckpaBa noopecueHLin XOBTO-3eNEHOr0 KONbopy Bianosigae
KonboposicTb 3abapeneHHa npenapaty mMae byTtu He
iHTEHCUBHILWWM 32 OCHOBHUN po3iuH GY Bignosipae
MexaHiuHi BKNOYeHHsA
Bugumi vactkn MoeuHHi 6yTn BiACYTHI Bignoeinae
HeBupgumi uacrkn
YacTtok 3 posmipom 10 MKM i He 6inbwe 6000 B amnyni
6inblue 335
HacTok 3 po3mipom 25 MKM i He 6inbwe 600 B amnyni
Ginblue 21
BigHocHa ryctuHa Big 1,007 no 1,012 1,010
pH Bin 7,5 0o 9,5 8,7
06" em, WO BUTArAETHCA He meHwe 5 mn Bignosinae
CrepunbHictb Mae 6yt cTepunbHUM Bignosigae

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom

ID 040000118870

Ciop.1 32

/7?\20 ALl oy G 2
<WA’>ZW/£/&§/



@z‘a?}mﬁ;@i} I‘HH"""N”“I‘I‘HIII
St OAPMAK

Ten. (044) 496-87-87, Ten./dac (044) 239-19-38, Ten./dpakc (044)49689-42, Ten. (044} 485-26-57 {uinopo6oso)

BakTepianbHi eHAOTOKCUHN MpaHmMYHa KOHLeHTpayis He Mae nepesuwysaTu 31

MO eHgoTokcuHy B 1 mn Bianosigae
CrnmpT 6eH3unosui Big 8,55 mr/mn go 9,45 mr/mn (Ha momeHT

Bunycky). Big 8,10 mr/mn go 9,45 mr/mn 8,90 mr/mn

KinbkicHe BU3HaueHHA

docharmaunxoniy Bin 52,26 mr/mn go 57,76 mr/mn (Ha momeHT
sunycky). Big 45,00 mr/imn go 57,76 mr/mn 53,38 mr/mn
nisobochatnannxoni He 6inbwe 4 mr/mn (Ha momeHT Bunycky). He
6inblue 6,62 mr/mn 1 mr/mn
YnakoBKka Mae BignosigaTtn sumoram Bignosipae
MapkyBaHHn Mae BignoBigatn BuMmoram Bignosinae
Tepmin npnaaTHoCTi: 3 poku No 11.2027

Ymosu 36epiranHa:  36epirati 8 3axvuweHomy Big csiTha micui npu Temnepatypi sig 2 °C go 8 °C.

KomenTapi:

3asBa npo ceptudikauiio:

Uum s 3acsiguyio, WO BULEBKasaHa iHpopmalis € AocToBipHOW0 | TouHow. Lo cepito npopykuil 6yno BUpobneHo (BKOYaOuM
YNaKoBKy/MapKyBaHHs) Ta NPOBEAEHNHA KOHTPOSb i AKOCTI Ha HUXYeBKazaHil AinbHWLI B NOBHINA BignosigHocti fo sumor GMP,
BCTaHOBNEHUX MICLIEBUM PEryNATOPHUM OPraHOM, @ TaKoX Y BiANOBIAHOCTI i3 cneuudikauiamm, AKi 3HAXOAATLCA Y peecTpalintHomy
[OCbE/TOProBoi nilleHsii. MpoToKonM BUPOGHULTBA, NaKyBaHHA Ta aHanisis Oysn nepesipeHi Ta BCTaHOBNEHa signosigHicte GMP.

NozsoneHo po peanizauii / fo BigBaHTaXKeHHA

YnosHosaxeHa 0coba — lNpoBigHu iHxeHep BCTaBll Angpycuk-LLykina M.M. 29.11.2024

Bupo6Huua ginbHuuA:
YKPAIHA, 04080 m. Kiis-80, syn. Kupunieceka, 74; fiuensis Ha supobHuuteo AE Ne 637430 sig 07.04.2015;

CepTudikat GMP Ne084/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sin 15.12.2023; 530-10/24-06/02 si
02.09.2024, GMP_UZ - 08:2023 sig 30.11.2023

KoHTponb AKocTi Ta BUAaya f03Bony Ha peanisauilo:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigoytso nipo atectauito Ne 390 eig 22.01.2019
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