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HaszBsa npoRyKry: YKPJIB®, cycrnensis opansua, 250 Mr/5 M
Name of product: UKRLIV®, oral suspension, 250 mg/3 ml -
Cuia gils VpCOojIeOKCHXONIEBA KHCIIOTA — 250 Mr/5 Mot
Strengih: Ursodeoxycholic acid -- 250 mg/5 ml
Cepin Ne/ Batch No.: SUB4007 Posmip ynaxonkn / Package size: 40 mi/ml
Peecrp. Ne/ A.R.Noa: FP/0472/24 Tun ynaxosin / Pack type: Banka Ne 1/ Jar No. 1
Posmip cepii / Batch size: 500 nirpiv/liters JlaTa Burovonnenns / Mig. date: 07.2024
| Kin-rs ynmaxosoi / No. of packs: 12 500 Tepmin npuaarnocti / Exp. date:  06.2027
Kpaina / Market: UKR
Peecrpauiiine roesigtenns Ne: TepMin nil HeoOMexeHNn
pall e UA/11750/02/01 B
Registration Certificate No.: unlimited validity
Ne i/t Ha3sna ananisy Cricunpixanis PesyapTaTi :maniayAT
Sr. No. Test name Specification Test result
Orme B’aska cycliensis Ginoro Konbopy 3 JNIMONHHM Binnosinace
1 3anaxoM,
Description White color, lemon {lavored viscous suspension., Complies
Inenrudikarnis
VPCONCOKCHXONEBA KHCI0TA Yacl  yTpHMyBallisd  OCHOBHOTO nika  wa | Bianosinae
XpoMaTorpaMax BHNPoGOBYBAROIO  POSUHIY Ta
PO3UIHY NOPIBHAHHA, OASPKAHBX NIPH KinLKicHOMY
BU3HAUCIHI, MAIOTD CIIBIIASATH.
Kucnora Gensoitna Yacy  YTpMMYBAHHA  OCHOBHOIO mika  Ha
XpoMATOrpaMax BHIPOGOBYBAHOrO  PO3UMHY Ta
PO3UHHY FNOPIBHANNA, ONCP)RABHX IIPH KinbKicHOMY ——
2 BUSHAMCHH], MAIOTD CTHBIAATY. “1“'11“;%%'{:' !
Identification e 7
Ursodeoxycholic acid In the Assay, the retention time of principal peak in Complied F \QKM
the sample solution should be similar to the retention N\ TS
time of standard solution. o —
, ) . ) . Oling o
Benzoic acid In the Assay, the retention lime of principal peak in Complies EIANG
the sample solution should be similar to the retention
time of standard solution.
pH 3,8-44 4,1
3
pH 3.8t04.4 4.1
OpnHopinHicTh Mach 103, Wo o BINbIIC ABOX HANBIAYAILHMA MAC BIIXHIMIOTHCS Big-2,3 % xo 1,3 %
BUTATAloTHCs 13 0AraTol030B1X BiJL cepeAnbOT Mack Girbiue K Ha 10 %. Tlpy upomy
xONTCHHEEPID WOLHA {1HBULYaANbIA Maca 103 He Mae BIOXHIATHCS
iz cepensboi Mack Binbine K Ha 20 %.
Uniformity of mass of delivered Not more than two individual volumes may deviate | 23 % to 1.3 %
doses from multidose containers from average mass more than 10 %. None individual
volume may deviate from average mass more than
20 %.
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Ne n/n Haspa auanisy Cneundgixauis PesyntraTh ananisy
Sr, No. Test name Specification Test result
['yeruna Bin 1,050 no 1,250 r/mn 1,156 r/mn
> | Density 1,050 to 1.250 g/ml 1156 g/ml
Pozannenns He menure 75 % (Q) uepes 45 XB. 100 %
4 Dissolution Not less than 75 % (Q) in 45 min. 100 %
Cynposigni JoMILIKH Jimoxonicsa kucnoma — ne 6innme 0,1 %. Meniue 0,1 %
Yonicea xucnoma — ue Ginvuwre 0,5 %. Menue 0,5 %
Yenodeoxcuxonicaa xucaoma — ne 6isuie 1,5 %. Mene §,5 %
Byos-sixa inwa domiura ~ ve Ginpue 0,5 %. Menme 0,5 %
L Related substances Lithocholic acid: NMT 0.1 %. Less than 0.1 %
Chalic acid: NMT 0.5 %. Less than 0.5 %
Chenodeoxycholic acid: NMT 1.5 %. Less than 1.5 %
Any other impurity: NMT 0.5 %. Less than 0.5 %
Kinsxicue Bu3HaieHus
VPCONEOKCHXONIEBA KHCNOTA 95 % — 105 % Binl 3a4BICHOT KiNLKOCTI. 101,7%
Kucnora 6ensoiina 95 % ~ 105 % pin saaBneHol KibKOCTI. 98,3 %
8
Assay
Ursodeoxycholic acid 95 % to 105 % of label claim 101.7 %
Benzoic acid 95% to 105 % of label claim 98.3 %
MixkpoGionoriuna uucTora 3aranpiie  uncno  aepoGumx  MikpoopranisMis
(TAMC) - n¢ Ginbtue 102 KYO/mn. <10 KYO/Mn
JAranpHe HHCHO APIKIUKEBUX TA IUTICCHEBHX IPHOIB
(TYMC) — ne Ginvme 10" KYO/ma. < 10 KYO/Mn
Bincyrtnicts Escherichia coli 8 1 ma npenapary. Bincyrus
4 Microbiological purity Tolal acrobic microbial count (TAMC):
NMT 10% CFU/ml. < 10 CFU/ml
Total combined yeasts/moulds count (TYMC): NMT
10" CFU/m. < 10 CFU/ml
Fscherichia coli must be absent per 1 ml. Absent

BUCHOBOK: / CONCLUSION:

TIpOAYKT BHIOTOBNCHO, YITAKOBAHO TA [TPOAHATIZOBANO 3110 3 BHMOrAMH PEECTPALIRHOTO JTOCRieHHs.

The product is manufactured, packed and analyzed as pes requirements of Registration

Binnosigae crangapram ta sumoram GMP,

It complies with GMP standards and requirements.

Jliuensis Ha BUPOGHHLTEO JiKapChKUX 3ac06is:
Licence for medical products production:

Certificate.

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

Cepis AB Ne 598054
Batch AB No. 598054

«TJIEADAPM
peyits

IaeHyudlkauiami

Koa 20075891
9
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Lia MIATBEPIKYIO, 1O Bei BupoGunyi cramii s wiel eepii rorosoi npoayxnii Gyt amiticieni B NOBKI DIANOBIANOCTI 3 BHMOraMH, 3a3HAMCHIMM B WHHHIT
wacranoni 3 GMP, 3atsepmieniit MinicrepeTson 0Xoponi 310pos’a YKpaitn, i 3 suMoraMu PEECTPAIHOr0 L0ChE KPaini NPH3HAYCIUA.

T'hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requi

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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