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CEPTHOUKAT KAYECTBA
CERTIFICATE OF QUALITY

Hassarne nponyrra: VKPIIBY, raGnerkn 110 250 Mr, Ne30 (10x3) y Gricrepax

| Name of product: UKRLIV®, lablets 250 mg No.30 (10x3) in blisters -
Per, Ne: / AR.No.: FP/O599/20 Pasmep cepnu: / Batch size; 300 000 ra6a, /tabl,
Cepun Nt/ Batch No.: SUAK0O7 Koanyecrso ynakosok: / Number of packs: 10 000
Jlara wiroTosacunse: / Mfg. date: 07.2020 Cpok ronnoetn: / Exp. date: 06.2023
Perncrpawnonnoe canierenncrno Ne UA/] 1750/01/01, uetictayer no 15.09.2021
Registration certificate No. UA/11750/01/0 1, is valid to 15.09.2021

@ - IapasreTprl Creunduxauun PeaynbrarTs
Sr. No. Tests Specifications Observations

! Onuc Kpyrat, amsoonysni taBnerxu, Binoro KONLOPY, Bianosinae
rhanenski 3 ofox Goxis; '

Description White circular biconvex unccated tablets plain on Complies
both sides.

2 Ineniupixania Hacw  yTpumyBauns OCHOBHOrO  IHka  na Bianosizac
XpOMATOIpaMax.  sunpoboayeanozo  posuuny i
POy uapim_rmrrm, OTPIIMAHKMX NTpH KianiCEIDMy
BHIHAYCIHI, TOBHNHI 36iraTHes.

ldentification In the Assay, the retention time of principle peak in Complies -
the sample solution should be similar to the
retention time of standard solution.
3 Chnopinuicts nozonamix Binnorinae susoranm Bianosingae
OAHIHILL
- Uniformity of dosage units Complies with the requircments Complies
4 CrupanicTs He Ginswe 1,0 % 0,03 %
Friability NMT 1.0% 0.03 %
5 Pasnanatina He Sinswe 15 xn 8 xn 30 cex
Disintegration NMT 15 min. 8 min 30 sec
6 Posumierms He menwue 75 % (Q) 3a 45 xs 99 %
Dissolution NLT 75 % (Q) in 45 min. 99 %

7 Cynposii noMinncn YeN00eoKCUXORICEa KuCROMA — He Binbile 1,5 %. He sussneno
Byde-axe i dosiua —~ ve Ginpme 0,5 %. Hmkue pinnsg puznavenna
cyua domiwox — ne Ginsme 2,1 %, Hiseye pisns susnavenus

Related substances Chenodéoxychelic acid < 1.5 % ND
Any other impurity £ 0.5 % BDL
; e Total impurities: NMT < 2.1 % BDL
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Kuipcrka floin ; TOB «Kycym Gapums»
TOB «Kycym ®apyi» Yipaika, 40020, m.Cymn, syn, Cipr6inia, 54
Yrpaina, 02092, M. Knts. Ten.: +38(0542) 77-46-10, daxe: 77-46-11
BY1. AJMaTHHCbKa, 58 ; ‘ ¢-mail; inft !
Tf;.: +38(044) 495-83-88, daxc: 495-82-87 Mﬂ'ﬂm .7’ m
Ne ni/u Hapaserpui Crenuduxanus
Sr. No. | Tests Specifications
8 Kinpxicte susnaiesny 95,0 ~ 105,0 % ypcoueokcnxonicnol KHCOTH BIix
JOABACHOT KinbKoCTI,
Asszay 95.0 10 105.0 % of ursodeoxycholic acid of label 08.8%
claim
9 Janmukosi kinskocTi Crnupr isenponinonnii — ne 6iapue 5000 ppm. 447 ppm
OpraHNIIx PO3UHHHNKIY
Residual solverits L Isopropy! alechol — NMT 5000 ppns. _ 447 ppm
14 MixpoGionoriuua sucrora 3araneHa  KinokicTs acpoBimx MIKpOOPranissis
(TAMC) - e Ginsme 103 KYO/T. <50 KYO/r
3ardnnia Kigbkicrs ADIMULXOBHX | mAiCEHEBHX
rpubis (TYMC) - ue 6insme 10T KYO/r. <0 KYOrr
Bineytuicrs Escherichia colf u 1 v npenapary. Escherichia coli -
BincytHa B 1 r,
Microbiological purity Total  perobic  microbial  count ({TAMC):
NMT 10® CFU/g. <30 CFU/g
Total combined yeasts and moulds count (TYMOC):
NMT 10* CFU/g, <18 CFU/g
Excherichia coli must be absent per 1 g. Escherichia coli — absent
perleg,

3AKJIOUEHE: NPOLAYRT NPOBIBCACH, YIAKOBAH M [POTCCTAPOBAH B COOTBETCTBHH © TPEBOBANMAMK,  PErHCTPALMOHHOTO
CEnAeTenseTRa. OTBeHacT IPEBOBAN SN 4 cranpapram GMP. CepriiduxaT Ne 009/2020/GMP

CONCLUSION: the produet is manufactured, packed and analyzed as per Registration Certificate requirements. It complies with
GMP standards and requiréments. Certificate Ne. 009/2020/GMP

Huten2un na npoyasoncrao ACKAPCTREHHLIX cpencTa: Cepusi AB Ne 598054

Licence for medical products production: Bafch  AB No. 598054
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