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Ceptudikar akocri Ne 040000112392

Aiirnimer, TabneTku, BKpUTi NniskosBolo 060s0HKol0, no 50 mr/850 mr, no 7 TabneToK y
6nicrepi, no 4 6nicrepu y nauuyi
ATABNETKA MICTUTb 50 M BIZATTINTUHY TA 850 MI METOOPMIHY T1LPOXNIOPUAY

Homep cepil 10124 KpaiHa oTpumMyBay: YkpalHa

KinbKicTb rpoayKuii: 15.443 Tuc.ynak. N2 PeecTp. noceig4eHHs: UA/18279/01/01
[Nata Bupo6HULTBa: 09.2023 Tepmin gii peectp. nocaiguenns:  04.09.2025
AHanis BukoHaHu no: - MK# Ji3 po P NeUA/18279/01/01 sig 04.09.2020 p., 3mitu 8ig 16.05.2022 p.

HaliMeHyBaHHA NOKa3HUKIB Bumoru AH[(cneundikawii) PesynbTatu Bunpobyeatb

Onuc Tabnetky osanbHoOl GOpMU, rMagki 3 gBOX.
CTOPIH, 3i CKOWEeHNMU Kpaamu, BKpUTI NiBKoBoo
20,7%8,8 mm Bignosifae
1penTudikauis

MeThopMiHyY rigpoxnopna Ha xp-omawrpami BUNPOOOBYBaHOTrO PO3YNHY,

oTpuMaHii B po3gini "KinbKicHe BU3HAUYEHHA',

yac yTPUMYBaHHS OCHOBHOIO MiKy Ma€ Bignosigati

yacy yTpUMyBaHHA OCHOBHOTO NIKY Ha

XpomaTtorpami po3unHy NOpiBHAHHA, Bignosigae
BingarninTix Ha xpomaTtorpami BUNpo6oByBaHOro posyvHy,

oTpYMaHii B posgini "KinbkicHe BrsHaueHHA",

Yac yTpUMyBaHHA OCHOBHOTO MiKy Ma€ BigroBigaTu

Yacy yTpumMyBaHHA OCHOBHOIO MiKy Ha

XpoMaTorpami po3unHy NMOPIBHAHHSA. Bignosigae

Bopa He 6inble HiX 4,5 % 0,6 %
Po34nHEeHHA

MeTPOPMIHY rigpoxnopua He meHwe Hix 85% (Q) Big HOMIHaNBHOrO BMICTY

3a 30 xB. 102 %
BingarninTiy He meHwe Hix 85% (Q) 8if HOMIHaNbHOrO BMICTY

* 32 30 xe. 102 %

CynpoBigHi gomiwku. Metdopminy rigpoxnopup

LiaHoryaHiavH He 6inbwe Hix 0,05 % — 0,00 % (<MKB)

Heginoma iHgueigyanbHa He 6inbiue Hix 0,12 % DOPMI 4
0,0 % (<MKB)

JomiluKa
cyma AOMILIOK He 6ifblue Hix 0,3 %

CynpogigHi gomiwku. BingarninTuny

nomitka-1 He 6Ginblue HiX 1,5 % 0,0 % (<MB)
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noMilliKa-2 He Ginblue Hix 0,6 % 0,1 %
Aomiwka-3 He Ginblue Hix 0,6 % | 0.0 % (<MKB)
HeBifoMa iHauBIgYyanbHa He 6inbLe Hix 0,2 %
nomilLKa 0.0 % (<MKB)

cyma gOMIlloK He 6inbiue Hix 3,0 % 0,1%

MikpoGionoriyHa uucrora
3aranbHe YnCno aepobHUX Kputepiit npuinatHocti 1000 KYO/r
MiKpoopraHiamiB' (TAMC) 0 (Merwe 100)
3arafnbHe YACNO APIKIKOBUX Ta Kputepii npuitHsitHocti 100 KYO/r
nnicHasux rpubis (TYMC) 0 (Menwe 50)
Escherichia coli BigcytHictb B 11 BincyTHi
KinbKicHe BUSHauYeHHA
meThopMIHY rigpoxnopus Big 95,0 % po 105,0 % Big HOMiHanNbHOrO
3HAYEHHA 98,8 %
BinparainTiy - Big 95,0 % fo 105,0 % Big HomiHanbHoOro
3HAUEHHSA 98,7 %
YnakoBka Mae BigrnoBigaty BUMOram Binnosifae

MapKyBaHHsA Mae BignosigaTtin BUMoram Binnosigae

TepMmiH NPUAATHOCTI! 2 pOKU No 09.2025
Ymoeu 36epiraHna:  [aHuii nikapcbkui 3aci6 He noTpebye cneyianbHuX yMos 3bepiraHHA.

KomeHTtapi:

3asaBa npo Cépm&}ixa'uim:'

Lium s 3acBiguylo, WO BulleBKasaHa iHGopmalis € AOCTOBIPHOW | Tounoto. Lo cepito npoaykuii 6yno BupobneHo (BKNOYaKUX
ynakoBKy/MapKyBaHHaA) Ta NPOBeAeHN KOHTPOb i AKOCTI Ha HUNKYEBKa3aHiil ainbHuUi B NOBHIW BigNoBIAHOCTI A0 BUMOT GMP,

BCTAHOBNEHUX MICLIEBUM PEryNATOPHUM OPraHOM, a TakoX Y BiAMoBiAHOCTI i3 cneuudikaliamy, AKi 3HAXOAATECA Y PeecTpaLinHomy
nocbe/Toproeoi nileHsii. MpoTokony BupobHYLUTEa, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOB/EHA BIANOBIAHICTD GMP,
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Bupo6HUYa QINbHALA: N 0109-0 P
Oman Pharmaceutical Products Company LLC iﬁlot N91O1 PO Box 2240, Raysut Industrial Estate, Salalah,

211,0man; NliyeHsia Ha BNpoBafXeHHs rocnogapcbKol AisanbHOCTI 3 iIMNopPTY fliksacobis: AE N2192328 Bia 01.03.2013
YKPATHA, 04080 m. Knie-80, Byn. KupuniscbKa, 74, NMiyeH3sia Ha BUpobHUYTeo AE N2 637430 Bin 07.04.2015;

Ceprudikat GMP Ne045/2022/GMP Bin 25.08.2022: GMP/EAEU/BY/0045-2021 Bip 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021
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KoHTponb AKOCTi Ta Bujava fl03BONY Ha peanisauito;
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeigouTso npo atecTatiio N2 390 Big 22.01.2019
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