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CepTudikar skocti Ne 040000114427

AiirnimeT, TabneTkm, BKpUTi NNiBKOBOIO 060/10HKOI0, MO 50 mr/850 mr, no 7 Tabnetok y
6nicrepi, no 4 6nicrepn y nauui
ATAB/ETKA MICTWTb 50 M BINAATINTUHY TA 850 MI METOOPMIHY T1APOXNIOPUAY

Homep cepii: 30324 KpaiHa oTpumMyBau: YkpaiHa
KinbKicTb npoayKuir: 16.141 Tuc.ynak. N2 PeecTp. NOCBIAYEHHSA: UA/18279/01/01
Jlata BUpo6HMLTBA: 01.2024 Tepmin il peectp. nocsiguenns:  04.09.2025

AHanis BUKOHaHWI No: MKA 113 go PN NeUA/18279/01/01 sin 04.09.2020 p., 3miHK BiA 16.05.2022 p.

HaiimeHyBaHHA NOKa3HUKIB Bumorn AHJ(cneuvdikauii) PesynbTaTy BUNpo6yBaHb

Onuc TabneTkv oBanbHoi popmu, rnaaki 3 ABOX
CTOPIiH, 3i CKOLIEHUMNM KpaamMMm, BKpWUTI NNIBKOBOIO
060NOHKOI0, }KOBTOFO KOMbOPY 3 PO3MIPOM 6113bKO
20,7x8,8 mm Bipnosinae
IpenTudikauin
MeTPOPMIHY riapOXIopuA Ha xpomaTorpami BUNpo60oByBaHOTO PO3UUHY,
oTpumaHiii B po3aini "KinbkicHe BU3HaueHHs",
4Yac yTpUMyBaHHA OCHOBHOTO MiKy Ma€ Bignosigatn
yacy YTpUMyBaHHs OCHOBHOrO MKy Ha
XpOoMaTorpami po3ymnHy nopiBHAHHA. Bignosinae
BinaarninTiH Ha xpomaTorpami BUNpo60oByBaHOro PO3UUHY,
oTpumaHin B po3aini "KinbkicHe BU3HAYeHHA",
yac YTPUMYBaHHA OCHOBHOTO MiKy Ma€ Bignosigatn
Yacy yTpUMyBaHHSA OCHOBHOrO niky Ha
XpOMaTorpami po3uvHy NOPiBHAHHA. Bipnosinae
Bopa He 6inblue HiX 4,5 % 1,2 %
PozumHeHHA
MeTPOpPMiHY riapOXTOPUA He meHwwe Hix 85% (Q) Big HOMiHanbHOro BMICTY
3a 30 x8. 99 %
BingarninTiH He MmeHLwLe HiX 85% (Q) Bif HOMiHanbHOrO BMICTY
3a 30 xB. 102 %

CynposigHi pomiwkn. Metpopminy rigpoxnopua

LiaHoryaHianH
HeBioMa iHAMBIAYaNbHA
[OoMilKa

Ccyma [iOMILLIOK

He 6inbue Hix 0,05 %

He 6inbLue Hix 0,12 %

He 6inbLue Hix 0,3 %

CynpoBigHi AoMmiwKu. BingarninTuHy

AOMiLIKa-1

He 6inbLue Hix 1,5 %

0,00 % (<MKB)

0,00 % (<MKB)
0,0 % (<MKB)

0,0 % (<MB)
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AOMilKa-2 He 6inbLue Hix 0,6 % 0,2 %
[OMiLKa-3 He 6inbwe Hix 0,6 % 0,0 % (<MB)
HeBifjoMa iHAMBIAYaNbHa He 6inblue HiX 0,2 %
[IOMiLLKa 0,0 % (<MKB)
CyMa [OMILIOK He 6inblue Hix 3,0 % 0,2 %

Mikpo6ionoriuna uncrorta

3aranbHe YnCNo aepobHNX Kpurepiit npuinaTHocti 1000 KyO/r

mikpoopraHizmis (TAMC) 0 (meHwe 100)

3aranbHe YUCNO APIKAKOBUX Ta KpuTepii npuiinaTHocTi 100 KYO/r

nnicussux rpubis (TYMC) 0 (meHwwe 50)
Escherichia coli BigcyTHicTe B 1 1 BigcyTHi

KinbKicHe BU3Ha4YeHHA

MeTGOPMiHY FigpOoXnopua Big 95,0 % fo 105,0 % i HOMiHanbHOro
3HauYeHHsA 101,7 %
BiNAarninTiH Biag 95,0 % ao 105,0 % sia HOMiHaNbHOro
3HauYeHHA 96,8 %
YnakoBKa Mae signosigatu BUmMoram Bignosipae
MapKyBaHHA Mae signosigaTt Bumoram Bignosinae
TepMmiH npuaaTHoCTI: 2 pokm No 01.2026

YmoBu 36epiraHHa:  [anun nikapcbKuin 3aci6 He noTpebye cneuianbHUX YMOB 36epiraHHA.

KomeHTapi:

3anBa npo cepTudikauiio:

Lium s 3acsiguylo, WO BULUEBKa3aHa iHpopMaLlia € AOCTOBIPHOI i Tourot. Lo cepio npopykuii 6yno BupobneHo (BKNtovaoun
ynaKOBKy/MapKYBaHHﬂ) Ta NpoBeAeHWi KOHTponb i AKOCTI Ha HWKYEeBKa3aHii finbHnui B MoBHil BiANOBIAHOCTI A0 BUMOT GMP,
BCTAHOBNEHUX MICLE@BMM PETYNATOPHMM OPraHoM, a TakoXy gignosigHocTi i3 cneumndikauisamm, AKi 3HaXO4ATbCA y PEECTPALiNHOMY
pocbe/ToproBoi niteHsii. MpoTokonu BUPOOGHMLTBA, NakyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNEHA BignosigHictb GMP.

Kraing o
¥

[ossoneHo Ao peanizauii / A0 BiABaHTaXeHHA

YnosHOBaxeHa ocoba — MposigHui ikxeHep BCTaBIl ApemeHko B.B. / 12.04.2024
%04 oh A
ntification code

00481198

Bupo6Hunya pinbHULA:
Oman Pharmaceutical Products Company LLC, Plot No101, PO Box 2240, Raysut Industrial Estate, Salalah,

211,0man; JliueHsia Ha BNPOBAXKEHHA rocnoAapCbKoi AiANbHOCTI 3 iMNOPTY niksacobie: AE Ne192328 i 01 .03.2013
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Niuexsia Ha BUpoBHULTBO AE Ne 637430 Big 07.04.2015;

CepTudikat GMP Ne045/2022/GMP sin 25.08.2022; GMP_UZ-08:2023 sia 30.11.2023; UP/1-530-10/21-03/13 Bin
28.10.2021; GMP/EAEU/KZ/81-01-24 Bin 15.12.2023
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KoHTponb AKOCTi Ta BuAa4a Ao3BoNy Ha peanisauyiio:

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CBifoutso npo aTecTauito Ne 390 Big 22.01.2019
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