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Haasa nponyxry:
Name of product:

VKPJIIB®, Tabnerkn 1o 500 Mr
UKRLIVY, tablets 500 mg

Cuaa pit:
Strength:

Vpeoaecokeuxoniena xucnota — 500,0 mr
Ursodeoxycholic acid -~ 500.0 mg

Cepist Ne/ Batch No.: SUCs011 Poamip ynaicosion / Package size:  Ne100 (10x1 0)
Peectp. N/ A.R.Nou: ¥P/0215/25 Tun ynaxosku / Pack type: Baicrep / Blister
Poamip cepii/ Batch size: 972 yn/packs Jlata purorTosnenns / Mfg, date:  04.2025
Kpaina / Market: UKR Tepmin npugaTiocti / Exp. date: 03.2028
Peccrpaniiine nocpinuenns Ne: TepMit Jii HeoOMeKEHITH
Regis{ration Certificate No.: A/11750/01/02 unlimited validity
Ne n/n Hassa ananisy Crenudikauis PesyabTaTh ananisy
Sr. No. Test name Specification Test result
Onue Kpyrni, mpoonyxini rabietky, 6ioro Konxopy, Binnosinae
rmazenbki 3 060x Goxis.
Description White circular biconvex uncoated tablets plain on | Complies
both sides.
[nenrugixanis UacH  yrpumMyBaHHs  OCHOBHOTO  mika  ua | Bimnosizae
XpoMaTorpamax BHNPOGOBYBAHOIO  PO3UHHY i
pO3UHHY noplmmmm OTPRMAHUX NPH KinbKicHOMY
5 pu3tiauenni, nopunni 36iratues.
Identification In the Assay, the retention time of principal peak in Complies
the sample solution should be similar to the
retention time of standard solution.
QAHOPIAHICTH JO30BAHHX AVSLL (L1=15) 1,1
3 ONMHHILL
Uniformity of dosage units AV SLI(L1=15) 1.1
Crupanicrs He Ginpine 1,0 % 0,02 %
4 3 o 537
Friability Not more than 1.0 % 0.02 %
Posnananya He Ginsuie 15 x3 4 % 48 cek
2 Disintegration Not more than 15 min 4 min 48 scc
Po3unHenus He menwe 80 % (Q) 32 45 xn 100 %
6 o .
’ Dissolution Not fess than 80 % (Q) in 45 min 100 %
Cynposizini JoMitIKH yenooeoxcnuxonicea xucaoma — ne oinbie 1,5 %; 0,264 %
Gydv-sxa inwa dosmiwka — He Giblue 0,5 %; Hixxie pisus BH3HaUEHHS
eyma domiwor — we Ginbile 2,1 %; 0,264 %
/ Related substances Chenodeoxycholic acid £ 1.5 % 0.264 %
Any other impurity 0.5 % BDL
Total impurities < 2.1 % 0.264 %
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Pe3yioTaTh ananisy

Ne n/n Hazea ananisy Crennikauin
Sr. No. Test nanie Specification Test result
Kinnkice BU3HAYEHHA 95,0 — 105,0 % ypeoneokexonienoi KucIoTH Bik 99,3 %
3anRnenol Kinbkocti.
8 Assay 95.0 to 105.0 % of ursodeoxycholic acid of label | 99.3 Y%
claim.
Sanumkosi KinbkocTi oprafigunx | Crupr isonporninosuii — He Ginkuuie 5000 ppm. 1920 ppm
9 PO3YHHHHKIB
Residual solvents Tsopropyl alcohol ~ NMT 5000 ppm. 1920 ppm
MikpoGionoriyxa yncTOTa Baranbnd  KUBKICTE aepoBHMX MIKpOOpraHismis
(TAMC) — e Ginswe 10° KYO/r. <50 KYO/r
BaraibHa  KITBKICTh NPDKIOKOBHX | TUICEHEBUX
rpu6is (TYMC) — e Ginpiue 102 KYO/r. < 10 KYO/r
BincyrHicrs Escherichia colis 1 v npenapary. BigcyThs
9 Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

[TponyKT BHFOTORJIEHO, YNAKOBAHO T4 npoananizosaHo 37iAHO 3 BAMOramMH peccTpaLiiHOro NOCBINIEHAS.

The product is manufactured, packed and analyzed

Bignosinae cranzapram Ta simoram GMP.

It complics with GMP standards and requirenients.

JHinensig Ha BHPOCHULITBO JIKAPCLKUX 3aco6is:

Licence for medical products production:

as per requirements of Registration Certificate.

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

Cepist AB Ne 598054
Batch AB No. 598054

Llh NiATBEPIUKYIO, WO BEI BUpOBHIN craail ana wich cepii roToBoi nposyKIT dyny aaificlcHi B NOBHIM BIANOBIANOCT 3 BAMOTAMY, SAHAUCHHMY B YHHRD

sracranosi 3 GMP, 3arsepuketiil MiicTepersoM oXopoNH

[ hereby certify that all the manufacturing stages of t
Ministry o health of Ukraine and with the requisty

"

3x0pon’s VKPR, 13 BUMOFaMH PCECTPALIANOTO AOCKE Kpaini MpH3HACHIA,

is batch of finished product have been carried cut in full comphiance with the GMP requirements of the

@i\_@nrkCLing Autharisation file of the destination country.

XiMik-ananiTug Ban. naGopatopieio BICSH | Hananpnnk BKA Y nosronasena ocodba ﬁ
Analytical Chemist ¢ QC Lab In-charge QC Head Qualified Person |
Im'a/Name: " ,'l;,i;éi’,(}}’l'uﬁ//d/d?z é ([Zéxwa,ﬂ_ 0. LA C,y’“'[““‘o LSt i /_(JJCZ‘ %/(.LLQ 61 4»/’7:}_ H
[Tiannc/Signature: //Z“ f lil/’/. ,
e - .
L Jiata/Date: LU VINOY Lagfo (o8
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