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Haspa nponyxry:
Name of product:

YKPHIB®, tabnersn uo 250 Mr
UKRLIV®, tablets 250 mg

Crira jin: Ypeomeokonxoniena kneioTs — 250 Mr
| Strength: Ursodeexycholic acid - 250 mg
Cepin No/ Batch No.: 2006653 Posuip ynaxopwn / Package size:  Mo100 (10%10)
Peeerp. M/ AR No.: BP/3575/24 Tan ynaronwn / Pack type: Bricrep / Blister
Paamip cepii / Bateh size: 600 000 Tad/tab JaTa sMroToBiens / Mfg, date: .10.2022
Kin-rs ymaxonok / No. of packs; 5234 Tepmin npuaarnocti / Exp. date:  09.2025
El;;i'!'ﬂa ! Marlket: UKR
PeecTpaniiine nocsinyernsn Neo UA/11750/01/01 TepMin M7 HeobMeskennii

Regisiration Certificate No.;

unlimited validity
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Ne i/ Hasea ananisy Coenudicanin PesymutaTi ananisy
Sr. No. Test name Specification ) Test result
Orive Kpyrai, msoomyini TablieTkH, Ginoro komsopy, Bianosigae
IIaeNLki 3 060X GoxiR.
Description White eircular biconvex uncoated tablets plain on | Complies
both sides,
Inenrudikanin Yacn  yTpumymanHs  ocsionHorO  mikn Ha | Binnoeigac
APOMETOTpaMaxX  BUIPOGOAYRAHOID  posumyy |
PO34HMHY [OPIBHANRA, CTPHMANHX Nipy KilbKiCHOMY
2 BH3HAYSHHI, NOBRYRI 36iraTiCy.
Identificalion In the Assay, the retention time of principal peak in Complies
the sample solution should be similar to the
retention fime of standard solution.
Oanopinkicrs nozopasmux Binnosinae numoran Binnosinae
OAHHUILS
3 HIL
Uniformity of dosage units Conform {o requirements Complies
Crupanicts ' He Binpue 1,0 % 0,09 %
4 .
Friability Not more than 1.0 % 0.09 %
Posnasanns He Ginblue 15 x8 o 48 16 cex
Disintegration Not more than 15 min 4 min 16 sec
Posunnenns He menme 75 % () 32 45 x5 98 9%
6 . . . .
Dissolution Not Jess than 75 % (Q) in 45 min 98 %
Cynporiani gomitngu XeHOIEOKCUXOAIEE KUCAOME — HE Dinhia 1,5 %; 0,427 %
OY06-aK4 fnma Qosiuca — ne Ginpiue 0,5 %4, 0.066 %
cyaa doatiwon — ve Gimsme 2,1 %, 0,544 %
7 Related substances Chenodeoxycholic acid < 1.5 Y 0.427 %
Any other impurity < 0.5 %, 0.066 %
Total impurities < 2.1 %, 0.544 %
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Ne u/n Haspa ananiay Crenndpikalin Peavawrary ananisy )
Sr. No, Test name Specification ‘Test result
Kinpxicue rrznavenns 95,0 — 1650 % YpCopeokenxonicnel KECAOTH Bin | 100,2 %
3a%BNCHOY KiNgKOCTI.
8 Assay 95.0 to 105.0 % of ursodeoxycholic acid of label | 100.2 %
ciaim,
3anuuikopi KINBKocTi opraniHmg Coept iscnponinosnit — me Sinewe 5000 ppms. 4527 ppin
9 PO3UMHHEHKIB
Residual solvents Isopropyl alcohol - NMT 5000 ppm. 4527 ppm
Mikpo&ionoriuka unerora 3eranez  kinekicre aepoShix MikpoopraHiamin
{TAMC) - ne Gimbwe 10° KYO/T, <50 KV¥OIr
Jaranvua imekicrs mphRIKORMX 1 mIicemenm
rpubie (TYMC) - ue 6ineime 102 KVO/T. <10 KYO/r
Bineyrnicts Escherichia colin 1 r Tipenapary. Bincyraa
10 Microbiological purity Total aerobic microbial count {TAMCY:
NMT 16° CFU/g, <50 CFU/g
Total combmed yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absént perig. Absent N

BHCHOBOK: / CONCLUSION;

Tlpouysr suroTosneno, ynakosano Ta npoarani

Binnosinae crannapram Ta miumoray GMP,
[t complies with GMP standards and requiremes

Jliensis wa BapoGHILITRO nikapeLxdx, sacobis;
Licerce for medical products production:

Lbise misiraeponyio, mo pei BupolRi eragii i el cep

nacTanon) 3 GMP, sarsepxeniii Minicrepcroom oxopony 3ROPYB’A YEpainu, i 3 siMoramu peccTpaniiinoro aocke

1 hereby centify that all the manufacluing stages ol this baf
Ministry of health of Ukraine and with the requiremnents of ¢

30BAHO 3I1IHO 3 BUMOTaMy peecTpaltiinoro HOCBITMEHHS.
The produet is mannfactured, packed and analyzed as por requirements of Registration Ceriificate.

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

Cepin AB Mo 598054
Batch AB No. 598054

nts.

T roToROT NponYRWT Gyan saificnent 1 nosuil BifO B

teh of finished product have been

he Marketing Authorisation file of the destination country,

FHOCTT 3 BHMOTAMMH, 303HASCHAMA B UBlHif
Kpalie: plHzHase iy,

carried out in fufl compliance with the GMP requiremenis ol the
P q

[ XMk AR TR 113;13. nabopatopico BXA | Hananshik BK Ynosrozaxena ocoda
Analytical Chemist | OC Lab In-charge FOC Head Qualilied Person
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