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CEPTHEDTICAT.HKO’CTI. __
CERTIFICATE OF QUALITY
..”.H'ﬁ.iiliilé”rf[)OLlyk'I‘j?: | YKPHIB®, cycnensis opajba, 250 MI.‘fg,'MJ‘lm o
| Name of product: UKRLIV®, oral suspension, 250 mg/5 ml )
Cuna nii: VpCONEOKCUXONIEBA KHCIOTA — 250 Mr/5 M
Strength: ~ Ursodeoxycholic acid — 250 mg/5 ml N . )
Cepist Ne / Batch No.: SUB3009 Posmip ynakoskn / Package size: 40 mi/ml
Pecetp. No/ AR.No.: FP/0926/23 Tun ynaxoBKH / Pack type: Barnka Ne 1/ Jar No, 1
Posmip cepii/ _Batch_size: _SOD_Jli'rpiB/liters Jlara BAFOTOBJICHHS / Mfg. date: 11,2023
| Kin-1 ynaxosok / No. of packs: 12 500 Tepmin npuaaTrocTi / EXp. date: 10.2026 )
| Kpaina / Market: UKR
Peccrpaniiine nocsiguenns Ne: | | TepMmiH il HeobMmexenni
| Registration Certificate No.: UNI 1 730/02/01 unlimited validity

I Nen/n Hazpa ananisy Crnenndixanis Pe3yabTaTH aHanisy
Sr.No, | Test name ~ Specification ) ~ Test result
Onne B’aska cycrieHsid 6inoro koneopy 3 JHMOHHAM Bianosinae
| 3aNaxXoM.
1 Description White colot, lemon flavored viscous suspension. Complies
InenrrHgixauis ) |
- YPCOREOKCHXOTIEBA KUCTOTA | Yacy  yrpuMyBaHHf ~ OCHOBHOTO nmika  Ha | Bianosigae
| XpomarorpaMax BUNPOOOBYBAHOIO PO3UMHY T4 |
PO3YYHY NOPIBHAHHSA, OLEPXAHKX NP KINBKICHOMY |
BU3HAYEHHI, MaIOTh CHIBALATH.
Kncnora 6en3oiita Uacu  yIpUMYyBaHHs  OCHOBHOro  nika  Ha Bizrnosixae
KpPOMATOTPAMAaX BHAPOOOBYBAHOTQ pOIYUHY 14
PO3UMHY DOPIBHAHHA, ONEPHKAHUX JIPH KiABKICHOMY
2 BH3IHAYEHHI, MAKOTH CIBIIANATH.
| Identification. I
| 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.
Benzoir acid In the Assay, the retention time of principal peak in | Complies
the sample solution should be similar to the
retention time of standard solution.
pH 3,8 —4,4 | 4.1
3 | .
p—H 3.8t044 4,1
OpasopiHicTh MacH 103, 10 He GLiblle ABOX THIMBILYQIBHUX MAC BIOXUNAIOTHCH Big-4,3 % no4,2%
BUTATAIOTHLCS 13 0AraTOMO30BHX Bin cepeansoi Macn Sinbie sx na 10 %. TTpu LboMYy
KOHTeHHepis | xopma iuaMBiKyankHa Maca o3 He Mae BLIXHNITHCS |
| | i cepennboi macy Binbine ax Ba 20 %.
Uniformity of mass of delivered | Not more than two individual volumes may deviate | -4.3 % to4.2 %
dases from multidose containers | from average mass more than 10 %. None | =8
individual volume may deviate from average mass |Zq¢
more than 20 %.
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Sr. No, |

__Test name

Hazpa ananisy

| Cneuiu]ﬁké D‘.iﬁ T
Specification

Pe3yjbTaTH aHANI3y

Test result

5

FycTrna

“Density

Bin 1,050 10 1,250 r/mn

{ 1.050 to 1.250 g/ml

1,159 r/mn
1.159 g/ml

Po3ymygeHHs

Dissolution

He wesme 75 % (Q) 'qepe:?.*'45 XB.
Not less than 75 % (Q) in 45 min.

| 95 Yo

95 %

Jaml Bl

Cynposizni 4oMiluKY

| Related substances

Timoxoniesa xucioma — ne Ginswe 0,1 %.
Xonicea xuchoma — ne oinsie 0,5 %. |
Xenodeoxcuxonicsa kuciromda — He 6inbiue 1,5 %.
Byduv-sica iwa gomiumka — He Ginsiue 0,5 %.

| Lithocholic acid: NMT 0.1 %.

Cholic acid: NMT 0.5 %.

{ Chenodeoxycholic acid: NMT 1.5 %.
| Any other impurity: NMT 0.5 %.

| Less than 0.5 %

Menwe 0,1 %
Menwe 0,5 %
Mentue 1,5 %
Menme 0,5 %

Less than 0.1 %
Lessthan 0.5 %
I.ess than 1.5 %

KinnkicHe BH3IHAUCHHS
YPCOHEOKCHXONIEBA KACNOTA

Kucyiora OeH30MHa

Assay
Ursodeoxycholic acid

Benzoic acid

05 o4 — 105 % B1x1 3aBNEHOT KINBKOCTI.

95 % — 105 % Bix 3agBREHOT KiTbKOCTI.

95 % to' 105 % of label claim
95% to 105 % of label claim

| 97.2 %

98,4 %
97.2%

98.4 %

Mixpobionotiyna YHCTOTa

Microbiological purity

‘BaranpHe  MMCNO aepoGHHX ~ MIKPOOPTaHI3MIB
| (TAMC) ~ He 6inniue 10° KYO/ma. |
{ BaraybHe YHCNO APIKICKEBHX TA NICEHEBUX rpHOIB

(TYMO) - e Ginsuwe 10" KYO/mn.
Bincyrricts Escherichia colis 1 My npenapary.

Total aerobic microbial count (TAMC):

NMT 10? CFU/ml

Total combined yeasts/moulds count (TYMC):
NMT 10! CFU/ml.

|\ Escherichia coli must be absent per 1 mi.

1 <10 CFUMml
Absent

< 10 KYO/Mn

<10 KYO/mn
Bipeyrns

< 10 CFU/ml
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BHCHOBOK: / CONCLUSION:

TIpORYKT BArOTOBACHO, YIIAKOBAHO Ta TIPORHANII0BAHO STiAHO 3 BHMOraMn peech'aiii fHoro 1t
is manufactured, packed and analyzed as per requireraents of Registration Certificate.

Cepripixar Ne 08012023/GMP fo

zo/

The product

Binnoginae crapnapTam ta BuMoram GMP.

It complies with GMP standards and requirements.
Jlinen3is Ha BUPOGHHNTEO iKapehKuX 38C00IB! Cepin AB Ne 598054
Licence for medical products production:

Certificate No. 080/2023/GMP

Batch AB No. 598054
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i TirBepBiyIo, WO BCi BEpoGHMIT cTanii And LiEl cepii roTOBOI NPOIYK
wactanosi 3 GMP, saTBepivkeniit MikicTepCTBOM OXOPOHH 30poB’a YKpaiti,

['hereby certify that all the mantfacturing stages of this batch of finished product have been carried out in
Ministry of health of Ukraine and with the reguirements of the Marketing Authorisation file

i 3 BUMOTAMM PEECIPALliHIOTO AOCHE KPAIHH NIPHIH

of the destination country.

Vipaina, 40020, v.Cymu, ByI. Cxpsbina, 54
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full compliance with the GMP requirements of the
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XiMiK-aBaliTHK

Vryjoprosaxena ocoba
Qualified Person

Analytical Chemist
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