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CERTIFICATE OF QUALITY
Hassa npogyKTy: YKPJIB®, cycnensis opanbha, 250 Mr/5 mn
Name of product: UKRLIV®, oral suspension, 250 mg/5 ml
Cura aif: Ypconeokeuxoniesa kucnora — 250 Mr/5 mi
Strength: Ursodeoxycholic acid —250 mg/5 ml
Cepis Ne/ Batch Noy: SUB3010 "Posmip ymaxosku / Package size: 200 Mi/ml
Pecerp. Ne/ ARNo.: FP/0927/23 | Tun ymagonku / Pack type: ®naxon Ne 1/ Bottle No. 1
Poamip cepil / Batch size: 500 nitpis/liters Ilard sarotopsenns | Mfg, date; 11,2023
Kin-Tb ynaxosok / No. of packs; 2 500 Tepmin npunarnocri/ Exp. date: 10.2026
Kpaina / Market: UKR
Peecrpauiitie nocsingenns Ne: i , tepMin aif HeobMexenni
Registration Certificate No.: UA/11750/02/01 unlimited validity
Ne n/n Haszsa ananisy Crenudirauis PesyanLTaTi anajisy
Sr. No. Test name Specification Test result
Omic B'aska cycnensia Ginoro xompopy 3 JHMONHUM Bianopinae
1 3a1aX0M.
Description White color, lemon flavored viscous suspension. Coniplies
luenrndixanis
Vpeoneokcuxosniesa KuCnoTa Uacn  YTPUMYBARHHS  OCHOBHOTO nika  na | Bianopinac
XpoMaTorpamMax BUNPOGOBYBAHONO pOSUMHY Ta
PO3UKHY NOPIBHAHKS, ONEPHaHNX IPH KiNTbKiCHOMY
Bu3HaveHyi, MaloTh CNiBNajaTH.
Kucnora Gensofina Uacy  yTpUMyBaHMA ~ OCHOBHOro  mika  Ha Bimgnosinae
XpoMmarorpamax B¥npo0OBYBaHOTO pO3UMHY Ta
PO3UMHY IOPIBHAHESA, OfIEPKAHHX IPH kinbxicHOMYy
2 BU3HAuYeHHi, MajoTh CIiBIANATH,
1dentification.
Ursodeoxycholic acid Tn the Assay, the retention time of principal peak in | Complies
the sample solution should be similar to the
retention time of standard solution.
Benzoic acid In the Assay, the refention time of principal peak in | Complies
the sariple solution should be similar to the
retention time of standard solution,
pH 38~44 42
3 | pm 38t0 44 42
OpnHopiasicTs Mac 103, Mo He Gineme 1eox THAVBIMYANBHAX MAC BiIXHJAOTLCA Bin-3,3 % 10 3,5 %
BUTATAKOTHCA i3 6araTono30BuX pin cepemsol Mack Gitbiue ax na 10 %. Tipn uboMy
KOHTelHepis O7IHA, IHIMBIAYAIEHA Maca 03 He Mac BiIXHIATHCH
Bif cepemusol Mach Ginbie 3k Ha 20 %.
4 Uniformity of mass of delivered Not more than two individual volumes may deviate | -3.3 % to 35%
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 w/nx Hasea ananisy Crnenudikania PesynbTaTi anasnisy
Sr. No. | Test name. Specification Test result
Tycrusa Bin 1,050 no 1,250 o/mn 1,146 r/mn
> | Density 1.050 to 1.250 g/l 1.146 g/l
Posunnens He menwe 75 % (Q) uepes 45 xs. 97 %
6 Dissolution Not less than 75 % (Q) in 45 min. 97 %
Cynposinui noMitxu Jlimoxonicea kucnoma—xe 6insiue 0,1 %. Menme 0,1 %
Xonieea xucnoma — yie 6inpme 0,5 %, Menwe 0,5 %
Xepodeoxcuxonicga kucroma — ye 6uteme 1,5 %. Mesnure 1,5 %
Bydus-axa inuwa domimxa— ne binbime 0,5 %: Menwe 0,5 %
7 Related substances Lithocholic acid: NMT 0.1 %. Less than 0.1 %
Cholic acid: NMT 0.5 %, Less than 0.5 %
Chenodeoxycholic acid: NMT 1.5 %. Less than 1.5 %
Any other impurify: NMT 0.5 %, Less than 0.5 %
Kinbxicte ppsnauenns
VpCoreoxcHXoniesa KUcaoTa 95 % — 105 % Bin 3asBIeHO} KiNBKOCTI. 98,8 %
Kuenora 6ensoiina 95 % — 105 % Bin 3agBMeHOT KITBKOCTI. 96,7 %
B Assay
Ursodeoxycholic acid 95 % to 105 % of label ¢claim 98.8 %
Benzoic acid 95% to 105-% of label claim 96.7%
Mikpob6ionoritga wneroTa Zaraibie 4MCHO  depobHMX  Mikpoopradismis
{TAMC) —ne Ginbiwe 10* KYO/mu, <10 KYO/mn
3aransie YHOO APINHKEBAX T TIICEHEBHX rpuGin
(TYMC) — se-Ginsue 10' KYO/mi, <10 KYO/mn
Bincytnicrs Escherichia coli 8 1 Mn tpenapary. Bincyris
? Microbiological purity Total acrobic microbial count (TAMC):
NMT 102 CFU/ml. <10 CFU/ml
Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/mL. <10 CFU/ml
Escherichia coli must be absent per 1 ml. Absent

BUICHOBOK: / CONCLUSION:

I1pOfLyKT BHrOTORNIEHO, YHAKOBAHO Ta NIPOAHANI30BAHO 3rIIHO 3 BAMOraMY PEECTPALUIRHOTO-IIOCBI e .
The product is manufactured, packed and ahalyzed as per réquirements.of Registration Certificate.

Binnosinae cranzapTam Ta Bumoram GMP. Ceprudirar Ne 080/2023/GMP

It complies with GMP standards-and requirements. Certificate No. 080/2023/GMP

Jlitensis Ha BAPOGHULBO NiKapchkux 3acobis: Cepin AB Ne 598054

Licence for medical products production; Batch AB No. 508054
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Li#M RiXTBEPAXYIO,

mo Bei supotumi craaii s uiel cepii rotosol IpoyKuii Gyan aniicHeni B TIOBHIR BIATOBIAHOCTS 3 BUMOTAMM, 3A3HAYCHUMU B YHRHIN

nacranosi 3 GMP, sarsepmkeniit MiHicTéposois oxoponn 310pos’s Vipaiku, i 3 BumoraMu PECCTPALLiNHOTO NOCKE KpaTHH NpH3NAYeHIA.

1 hereby centify that all the manufacturing stages of this bach of finished product have been-carriéd out in full compliance with the GMP requirements of the

Ministry of healtli of Ukrairie and with ihe sequirements of the Marketing Authorisation file of the destination country:

Ximix-ananiThk as. ndGoparopieio BKSI Haua;ibu_ux BKA VnopiopaxeHa 0cobd
Analytical Chemist U QC Lab In-charge QC Head Qualified Person
V) . 7 3 - (— ’) P
Im’a/Name: {,{/({OKCU\.QH/\CO e/LMfL.QA.UGa‘ _/ g . ‘?60071 \Cu lY\O-!\'\- \ja(oD[/L(_/) %@‘éjﬁ{é’,f’z’ﬂ
TTinnuc/Signature: J . - O/ \ \@J ‘ ¢ 5/) /
N 2 : Jl J/ (o (,:’fbw) —_ dlhe /// 0 AL
. ) l. § 4 - ] /
R 9] 4.5 r9/fe3 Glinles | aefes
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