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[ Haspa HPOXYKTY:
_Name of product:

YKPIIBE®, cycnemix opansra, 250 Mi/3 s
UKRLIV®, oral suspension, 250 mg/5 ml

Citna gii:
Strength:

Ypeogeokeuxonicra knemoea ~ 250 MI/S M
Ursodeaxycholic acid ~ 250 mg/5 ml

Registration Certificate No.:

uglimited. validity

Cepis Ne/ Batch No.: SUB4004 Posmip yraxosicn / Package size: 40 ma/mi _ ]
Pecerp. Ne/ AR.No.: FP/0383/24 Ton yraxoskn / Pack type: Banka Ne 1/ Jar No. 1

Posmip cepii/ Batch size; 500 nirpis/liters Hara saroronncuna / Mfg. date:  06.2024

K-t ynaronok / No. of packs: 12 500 Tepmin npwnaoeri / Exp, date: 03.2027

Kpaira / Market: UKR

Pecerpaniiine nocsiguens No: UA/1750/02/01 TepMin Ei neobMexeumit

]

Ne n/m Haszgpa anaszy Crienudirauis PesymeTaru ananizy T
Sr. No. Test name Specification Test result
Ormc B'aska cycnensis Ginoro Kone0py 3 mmonnkM | Bignosinge
) 3ANEKOM.
Description. White color, lemon flavored viscous suspension. Complies
‘ InenTrixanis
Ypcopeoxeuxoniera xuciora Hacy  yrpuMysassz  ocsoBHOrO nika  na | Biznosimae
XPOMATOTpaMax BUOPOSORYRAHOrG polgkuEy  Ta
PO3MHRY TIOPIBRAHHA, O aHux NpY xinskickomy
BH3HAYEHH], MAOTE cniBnagaTy,
Kucnora Genzolina Yacn  yrpumysasms  ocuopHOro nixka  Ha | Bimmopipae
XPOMATOrpaMex.  uwHIpoBORYRaHOTO DO3THHY Ta
PO3UHHY DOPIBHAHAS, OfepKaHux TIPY KiDBKICHOMY
2 BHSHAWEHH], MafOThL CITisanaT,
Identification
Ussodeorycholic acid In the Assay, the retention time of principal peak in Complies
the sample solution should be similar to the retention
time of standard solution;
Benzoic acid In the Assay, the retention time of principal peak in Complies
the sample solution shonld be similar to the retention.
time of standard solution. -
pH 38-44 4,1
3
pH 3.8 to 4.4 4.1
Lﬁ_?ﬁnﬂopiauicn M8CH A03, 10 He Ginsuie mpox HHIMBIAYANLHAY MAC BlAXNIAIOTOCE Bin-1,0% no 1,4 %
BUTATAXOTBCA 13 DaraTtonozosux Bifl Cepesinno MacH Siisme sk na 10 %. Iipr mwomy
KOHTelfHepin KONHA IRAMBIAYATERA Maca Ao He Mae BiIXHAITHCS
Bijt cepentboi Mack Giisiue AK Ha 20 %, _
Uniformity of mass of delivered Not more than two individual volumes may deviate | -1.0 % to 1.4 %
doses from multidose containers from average massmore than 10 %, None individual
volume may deviate from average mass more than
20 %.
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Ne w/n Hazna ananisy Cnem;daircauiﬂ Pesynbrams ananisy
Sr. No. Test name ‘ Specification Test resuit
FycTika Bix 1,050 no 1,250 r/ux 1,149 riun
5 Density 1.050 10 1.250 g/l 1.149 gfm}
Pozauneny He meuwe 75 % (Q) wepes 45 xa, 100%
§ | Dissolution Not Jess than 75 % (Q) in 45 min. 100 %
Cynposinsi momiumku Jimoxonicsa xucnoma — ne Bitbine 0,1 %. Meunne 0,1 %
Xoniesa xucnoma — ne Sinpme 0,5 %. Mewuige 0,5 %
Xenodeoxcuxonicea kucnomea — e Gimsire 1,5 %. Menme 1,5 %
ByOv-axa hutia dosheica — e Ginbiue 0,5.%. Meuse 0,5 %
7 Related substances Lithocholic acid: NMT 0.1 %%, Less than 0.1 %
Chelic acid: NMT 0.5 %, Less than 0.5 %
Chenodeoxyeholic acid: NMT 1.5 %, Less than 1.5 %
Any other impurity: NMT 0.5 %, Less than 0.5 %
Kinskicie sHananenns .
Ypooneorcuxanicsa Kuciora 95 % — 105 % nia sssBrenol ximbxocs, 104,5 %
Kucnora Gensoiiua 95 % — 105 % Bix sazenewor KinsxocT, 96,4 %
8 Assay )
Ursodeoxycholic acid 95 % 10 105 % of Iabel elaim 104.5 %
Benzoic acid 95% to 105 % of label claim 96.4 %
—hd?xpo6ionoriqira YHETOTR Jurankke  upcao  aepobumx Mikpooprasismis
(TAMC) — ye 6inpwe 102 KY Ofar. <10 KYO/ma
3araiibie Yicao Apisrere Ta nnjcenepux rpubis
(TYMC) - we Binsite 10! KYO/n . <10 K¥Ofmn
Bincyruictn Escherichin coli g 1 mn Ipenapary. Bincysuz
4 Microbiological purity Total aerobic misrobial count (TAMC):
NMT 10% CFL/ml, <10 CFUAnI
Total combined yeasts/moulds count {TYMC): NMT
10} CFU/ml. < 10 CF¥ml
Escherichia coli must be absent per 1 ml, Absent J

BHCHOBOK: / CONCILUSION:

Hpogykr RuroTosnexo, yrakosano 1a
The product js manufactared, packed

OPOAHATIZOBAHO 3TRHO 3 BHMOFaMY PeECTPaNifEOro nocki rrerus.
and analyzed as per requirements of Registration Certificate.

Binnosinze crasaapras ta sesoram GMP,
It complies with GMP standards and requirements.

Jlinensis wa BEPOSHKITRO JKApCLXUX 32c06i8:
Licence for medical products production:

Ceprudixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 5980354
Batch AB No. 593054
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L mimrsepibryio, wo nei BrpOBHHY orumi ane wicl ce
HacTakoni 3 GMP, saTeepmrenii Minictepeison oxopon

T hereby centify that all the manbfacturing stages of this batch of findshed
with the requiraments of the Marketing

Ministry of health of Ulqaing and

pill roToRGT nperyK0il Byni aaitcue

product have been carded out in full ¢
Authorisation file of the destination country,

Hi B noBKiH BimnosigHocr 3 BHMOraMM, 3a3HAMEHUMH B 9HHIT
4 3R0poB's Vipainy, i 3 BHMOranMy peecTpanifiore ocLe kpainy DPHSHAYCHHS,

ompliance with the GMP requirements of the
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Xiic-aganiryx 3a8. nafopatopieio BKA %I{aﬂbﬂﬁﬁ BKA YriosnoBaxena ocofa
Analytical Chemist  |'QC Lab In-charge . QC Head Qualified Person
o a/Name: Uhore. L0 @_—ﬁﬁ@f‘f}f.‘o&? # A | Cpess pracn (%&b g
Miankc/Signature: A’Q:/f"" G e (/ :{(,’.‘/5 % . —
Fara/Date: ﬂ(&}; ,/ b A G (0¥ faty Otft [ A0 Ry
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