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CERTIFICATE OF QUALITY
Hagsa npoenykry: YKPJIIB®, tatnetkn no SO0 mMr
Name of product; URRLIV®, ablets 500 mg
Ciaia aifs YpeoasoxrcHxonicsa kuenota ~ 500,0 mr
Strength; Ussodsoxysholic acid - 500.0 mg
Cepin Ne/ Batch No.; SUC4028 Posnip ynarosicn / Package size: - MelO0 (10%10)
Pecerp. Nt / A.R.No.: FI/0638/24 Tun ynaxoern / Pack type: Baicrep / Bhister
Posnip cepii/ Batch size: 100 000 Tab/1ab Hara suroTopnenus / Mfg, dater  03.2024
Kin-te yraxonox / No, of packs: 1000 Tepmin npizga*mocﬁ /Exp. date:  07.2027
KpoTua / Market: UKR
Pecerpaniiine nocsipueis No: n TepMil Aii HeoBmexe st
Registration Certificate No.: UA/11750/01/02 ] unlimited validity
Ne re/nn Hassa anasizy Creundikanis PezynvraTi avanisy
Sr. No. Test name Specification Test resuit
Ormac Kpyrni, apoonyxmi rafnerxw, Ginoro xonkopy, | Bianosigac
rnanensxi 3 06ox Goxis,
! Description White circular biconvex unceated tablets plain on | Complies
both sides.
Iﬁeﬂm(pixauiﬂ YacH  yipumysamhs  OCHOBHOTO  Mika | Ha Bianosinze
: XpOMaTOIPaMaN  RANpoBOBYBAHOrG  posuMmy |
PO3UERY NOPIBHANKA, OTPHMAHKX NpH Kinbkicaomy
9 BH3HAYCHAL, TOBNHEI 36iraTHER.
Tdentification In the Assay, the retention time of principal peak in § Complies
the sample solution should be similar to the
retention time of standard solution.,
Oanopiasicts nozosaimx AV<L] (L1+=15) 1,0
3 ONHHUI
Uniformity of dosage units AVELI{LI=15) 1.0
Crapanicrs He Ginswe 1,0 % 0,12 %
* | Friabitity Not more than 1.0 % 0.12 %
- | Posnananus He 6innie 15 xp 4 xB 57 cex
S Disintegration Mot more than 15 min 4 min 57 sec
Posuyrenun He memme 80 % () 2a 45 xa 99 %
6 Dissolution Not less than 80 % (Q) in 45 min 99 %
Cynposinni gomimky xenodeorctixoniesa kueaoma — He 6inpie 1,5 %; 0,222 %%
Bydo-ara inuia doxiura — e Gigpine 0,5 %; Hizacye pisna Brsnavenns
cpsa dombuor - ne invwe 2,1 %: 0,222 %
7 Related substances Chenodeoxycholic acid < 1.5 % 0222 %
Any other impurity < 0.5 % BDL
Total impurities < 2.1 % 0.222 %
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J\’é n/n Haspa ananizy Cneiiri(pilcaniﬂ Pesyantarn ananisy
Sr, No. Test name Specification Test result
Kinwxicwe susnavenns 95,0 - 105,0 % ypeojieokcHXONIEBOT KMCIOTH Big 100,5 %

3asgslieHol KINBKOCTI.
8 Assay 25.0 10 105.0 % of ursodeoxycholic. acid of Tabel | 100.5%
claim.
3annmkosi KinekocTi oprauiunmx Crnpr isonponinosnii — ne Glasme 5000 ppia. 1146 ppm
9 POSUHHHYKIR : . _
Residual solvents Isoprobyl aleohol ~ NMT 5000 ppm, 1146 ppm
MixpoSionoriana yncrora 3arankma  Kinbxicts -aepofHuX MIXpOOPIERi3MiB
(TAMC) — ne Binswre 103 KYO/r. <50 KYO/r
3aranpna  xinbxicrs BpiMINOBHX - | mniceHenmx
rprbis (TYMC) - ne Ginsiue 107 KVO/r. < 10 KYO/r
Bincyrricts Escherichia coliz 1 ¢ npenapary. Bincyrns
10 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10* CFU/g. : ' <50 CFU/g
Total corbined yeasts and moulds count {TYMC):
NMT 10? CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

poayxr suroToaneno, yrakosans ta IPOaHANII0BAHD 3riARO 3 BIMOTaM Y PeECTPALIHHOTO TIoCRi eI,
The product is manufactured, packed and analyzed as per yequirements of Registeation Certificate,

Bianoninae CTAHJADTAM Ta DHMordm GMP.

1t complies with GMP standards and requirements,

Hiuensis na supobumirso nixapcskix sacobis:

Licence for medigal products production:

L aigreepmnyio, mo sei BUpOSHRH CTapii gan viel cepii rotono?
uacranosi 1 GMP, satsepiokeniil Mibicreperaom oxopoun azopon’s

| bereby certify that all the manufacturing siages of this baich of finished product have been carried out

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

Cepisn AB Ne 598054
Batch AB No. 598054
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Winistry of health of Ukraine and with the rmui:‘emerﬁgn&!%Authorisation file of (e destination country,
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TPORYKLIT Gyra 3aikeneHi & nomai pisnosimocr 5 BYNMCTAMH, 323HAUCHAMHA B M
YEpainm, i 3 BUMOTaMH PEECTPAWIFIHOTO ROCKE kpainu Npi3Radenys.

in full compliance with the GMP requirements of the

XiMik-2HATITHE Baw. meGoparopiero BICSI rHaganenm BKST YroBrOBAKEHa 0Coba
Amnalytical Chemist / OC Lab In-charge QC Head Qualified Person :
Iv’s/Narue; Tffj J ﬁl 4"—;" 0yl s GC Coryo G o C:uxm Qs> S ,%g,“(_@ é}/g o), ﬁ (’
HMignuce/Signature: | W f (1 wey - !,'ff I . TN /qg(‘ 0E00 I‘,f{“/
Hara/Date: G819 m o C51IC 1 og}f}g{f@ (?j//é?éfv/ J
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