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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikxar ananizy

Product: / Tiponyxr:

Batch No.: / Hapria Ne:
Batch release date: / Harta BHITYCKY cepif;

Manufacturing date: / Hara supoBunurea:
Expiry date: / Opunarnuit no:
Batch size: / Posumip cepif:

Registration number in Ukraine: / Peecr-
panilthe noceizuenus p Vkpaini

Ursofalk® 250 mg/5 ml suspension, 250 ml in glass bottles; | bottle with |
measuring glass in a carton box with Ukrainian labelling

Ypeodanuk, cycnemsis opainbga, 250Mr/5M1; no 250Mn Y CKIgHIR mnammi;
1o | s pasom 3 1 MipHum CTaKaHYHKOM B KapToxHil Kopobi 3 Map-~
KYBaHHAM YKPaiHCHKOK) MOEOIO.

2304124
A6-40. LY %
07.2023

07.2027

1558 packs / 1558 ynakosox

UA/3746/01/01 from 07, 10.2020 unlimited
UA/3746/01/01 nin 07.10.2020 nifcuuii ua HeoOMexeH i

Strength/Potency: /

Cuaa KiYAKTHBHICTE:

5 ml suspension contains 250 mg Ursodeoxycholic acid
3 MR cycnensii MicTHTS 250 M1 YPCOAE3I0KCHKONEROT KHCIOTH

Test / Tec

EMUE napamerp

] Specification / Crneundirania Result / Hocunannn

Appearance

3oBniwwiit Burnng

pH
(Ph. Eur. 2.2.3)

Density
(Ph. Eur. 2.2.5)

I'yctuna

Viscosity
(Ph. Eur. 2.2.10)

Bsaskicts

Redispersibility
(HPLC)

Pemucnepeuicrs

containers
(Ph. Eur, 2.927)

€8p.D. 2.9.27

Ursofaik Suspension (Ua)

white, homogeneous suspension containing small air bub- conforms
bles and with a lemon odour
Bina romorenna cyciensis 3 ApICHUMH NOBITPAHHME Oy- Biamobinae

J'[I:ﬁallll{aMPl i JIMMOHHHM 3anaxom
3.8-5.2 4.4

3,8-5.2 4.4

Uniformity of mass of
delivered doses from multidose

OnuopianicTs Macw nika p-
€BKOro 3acody B 0fHii 103} 6a-
TaToA030BOr0 KOHTeHHepa

approx. 1.09 g/mi 1.108 g/m!

(merely guide for converting weight into volume)

npubi. 1,09 r/mn 1,108 r/n
COMHUH NOKAIHMK JUIA MEPEBOIY MacH B 08’ em)

32 mPas
(20 °C, shear rate 1291 sy
25-60 MITa 32 mlla

(20 °C, wsinkicTs seyry 1291 ¢h
no sedimentation up to 2 minates after shaking;
90-110 % UDhCA

conforms
101 %

BiONOBIHAE
101 %

HeMae ocimanns 1o 2 x8 nicns CTPY IIYBaHHA
90-110 % YJIXK

>18/20  mean=+ 10 % conforms
20/20  mean+20%
>18/20  cepenne 3mauenns + 10 % BiATIOBifTae
20/20  cepenne 3navenHs + 20 %
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Dr. Falk Pharma GmbH

Test / Teeryemuii napamerp Specification / Crnenndikania Result / Mocunaunun j
Filling volume (20 °C) 2250 ml (=272.5 g)ibotile
{according to USP/NF <698>, de- | mean value {n=10) 250.0 ml
liverable volume) no single value below 237.5 ml (= 95 %) 250.0 mi
06’em 3anosuenus (20 °C) B cepeanboMy > 250 v (= 272,5 )/ Ky
(Bian. o @.CIIA / H® <698>, |(n= 10) 250,0 mn
00’eM, wo [IEPEHOCHTLCH RONHOTO IHAABIAYANEHOTO 3HAYCHEN HIOKYe 237.5 Mn 250,0 Mn
(=95 %)
Particle size particle size of sample corresponds to the authentic drug conforms
{microscopic) substance; 95 % < 30 pm
Poawmip vactor Po3mip gacrox spazka siznosinac TAKOMY BBTEHTHUHOT BilmNoBifae
{Mixpockomis) HikapehKkoi cyGeTanmit; 95 % < 30 i
Identity (HPLC)
— ursodeoxycholic acid the retention times of benzoic acid and ursodeoxycholic conforms
— benzoic acid acid correspond to those of the reference substances conforms
= ursodeoxycholic acid (colour flaky grayish blue suspension conforms
reaction, Ph, Eur. Identity
reaction C)
InenTugiramin .
- YPCOAEC3OKCHXOERA KUCIOTA 'ac YTPHMAHHA YPCOE30KCUX 0NEBOT KHCIOTH BiANOBi mae Bimnorizae
(BEPX) TakosoMy pedepearHoro CTaHIapTy
- YPCORE30KCHXQJeRA KHCIOTA Inactin4acta cipypato-6nakuTaa CYCHeH3IA Bianosinac
(EBp. O, peaxuin izenTHunoCT]
C) HAC YTPHMAHHA Densoiirol kucxoTH Binnopigae TAKOBOMY
- OeH3oliba Kuciiota (BEPX | pedrepenTHOTO CTaHAApTY BiAnosigac
Assay (HPLC)
~ ursodeoxycholic acid 50.00 mg/m! £ 5 % (47.50-52.50 mg/ml) 49.07 mg/ml
— benzoic acid 1.500 mg/ml+5/-10 % (1.35-1.575 mg/ml) 1.504 mg/ml
KinexicHe Busnavenns (BEPX)
— YPCOAC30KCHXOMERA KUCHOTA 50,00 Mr/mn + 5 % (47,50-52,50 MI/MR) 49,07 mr/Mn
— Gensoltna kucora 1,500 mr/mn +5 %/ - 10 % (1,35-1,575 Mr/n) 1,504 mr/mn
Microbiologieal quality TAMC € 10%ml <20/ml
{Ph. Eur. 2.6, 12/2.6.13, 5.1.4-1) TYMC < 10Ym] < I¥/m]
E. coli absentin | m! conforms
MixpoGiosoriyna yacroTa TAMC < 10%ml < 20/mn
(€rp. @, 2.6.12./2.6.13 TYMC < 10Ym] '< 10/mm
5.14-1) E. coli Bircyrni B 1 Mn BiANOBinae

*  All mentioned impurities represent by-products originating from the synthesis of the active ingredient ursodeoxycholic
acid as it is verified during long-term stability tests. There are no potential decomposition products known. Conse.-

quently this test parameter was continued

only for verification purposes during the stability tests,

*  Bciaranani nomimxy ABIOTE c0G010 mobiuni TIPOAYKTH, K] [IOXOJUITS I3 CHHTE3y miloqof peuosHnn YIIXK, wo 6yno
HIITBEPNKEHO MPOTArOM NOBTOTPHBANOTO HOCHEKEHHA cTabiibHOCT]. TMorenuitui npoxyxra pos3many Hewimomi,
Otike nielt napamerp TIPOROBIKYBARY ZOCITIDKYBATH JIHIIE B 111X KOHTPOJIO HPOTATOM TECOTYBAHNA CTABIMEHOCTI,

n/a
H/3

Remarks:
TIpumitka:

Ursofalk Suspension (UA)
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@ Dr

Falk Pharma GmbH |

Manufacturing site: /Bupo6uux:
Corden Pharma Fribourg AG /
Kopner ®apma DpiGypr A"
Zweigniederlassung Ettingen /
Usaitrinepnaceyur Errinren
Briihistrasse 50 / Bpronsurmpacce 50
4107 Ettingen / 4107 Errinren
Switzerland / IIsefiuapis

Packaging site and QC: / BupoGumy, Binmosisansyuii 3g
TIEPEHIIHE, BTOPHHHE NAKYBaHHA Ta KOHTPOIb AKOCTI:
Corden Pharma Fribourg AG /

Kopreu apma OpiGypr A"

Zweigniederlassung Ettingen /

Usaituigepnaccysr Frrinren

Brijhistrasse 50 / Epronemrpacee 50

4107 Ettingen / 4107 Etrinren

Switzerland / Llzeitiapis

Batch release of finished product: / Bianosinansymii za
BHHYCK Cepil kinugsoro TIPOIYKTY:
Dr. Falk Pharma GmbH / Hp. Pansk Dapma Tm6X

Number of Manufacturing License Corden Pharma Fribourg AG:
MIAE-CH-511101-102696490 from 15.02.2023

Howmep ninensii na supo6uuurso Kopnen ®apma Qpibypr AT
MIAE-CH-511101-102696490 pin 15.02.2023

Nutnber of GMP-certificate Corden Pharma Fribourg AG:
GMPE-CH-1004789 from 30.08.2023

Howmep ceprudixary GMP Kopnewn ®apma Dpibypr Al
GMPE-CH-1004789 Bix 30.08.2023

Number of Manufacturing License Corden Pharma Fribourg AG:
MIAE-CH-511101-102696490 from 15.02.2023

Homep nitensii ua BupoSunuTEe Kopuen dapma DpiGypr AT
MIAE-CH-511101-102696490 ain 15.02.2023

Number of GMP-certificate Corden Pharma Fribourg AG:
GMPE-CH-1004789 from 30.08.2023

Homep ceprudiraty GMP Kopnen dapma ©pibypr AT
GMPE-CH-1004789 gig 30.08.2023

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01_MIA_2021_0020 from 17.02.202]

Howmep ninensii ra supoGuumirso Hp.Pansk dapma Tu6X:
DE BW_01_MIA 2021 0020 six 17.02.2021

Leinenweberstrasse 5 /Hxﬂueﬂaeﬁepmrpacce 5

79108 Freiburg / 79108 DpaliGypr

Germany / Himeuyyga
Number of GMP-certificate Dr. Falk Pharma GmbH:;
DE_BW_OI_WGMP__2023_H004I from 15.11.2022 il 14.1 1.2025
Houmep ceprugiraty GMP Jp.Danck Dapma ['meX:
DE_BW_01_GMP_2023_0041 six 15.11.2022 10 14.1 1 2025

1, the undersigned, certify that the above batch is truly accurate. This batch (including packaging/labelling) was produced
and subjected to quality control in the above production unit jn compliance with the GMP requirements established by the
local regulatory authority, as well as with the specifications contained in the marketing authorization dossier or trade li-
cense of the manufacturer country or destination country, if the product is imported, or in the product specification file for
the study drug. The Batch Manufacturing Record, the Batch Packaging Record, and the Baich Analysis Record have been
reviewed and found to be compliant with GMP,

Susa y e Schweizer _
Teamn Leader QA|Pharmaceutical Projects
Qualified Person

10 0CT 2023

Dr. Falk Pharma GmbH
Leinenweberstr, 5
79108 Freiburg i. Br,, Germany

Date and Signature:
Hara ta mignwc:

D)
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