JIEPYKABHA CJIYIKBA 3 JIKAPCHKHX 3ACODBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haaii Csitnnunof, 3, 02099, Ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Kon €[IPTIOY 37079055

BUCHOBOK
npo sKicTh BBe3eHoro B Ypainy AikapesKoro 3acofy

09.10.2024 Ne 52683/24/26

YPCODAJBK

(nafmenysauiis xikapeskoro 3aco8y 4RO 3 PeCCTpaiiubn NOCRIANENHIM)
kancyau 1o 250 Mr; no 25 kancyJ y Guiicrepiy mo 4 fuicrepi B Kopofil 3 KapTony
(opma BAMYCKY, AO3YBALHS, BRI MaKyBaHa FIKAPCLKOrO 3acoBy)

Homep peecrpauiiinoro nocsisuenns UA/3 746/02/01 crpok ail peccTpauifiHoro nocsindeins HHeoBOMemeHM

Cepin aikapckkoro 3acoBy Ne A230035A KinbkicTn npeseHoro nikapeskoro sacody 7200
BupoGHHK Jp. Ganpk Papya Im6X, Hiveuumiia
(HaliMeHyBunHt BHPOSHIKD T KaPCLKROrD sacoBy, kpaina NOXO;UKCIHHA)
Beeseno B YkpaiHy [puBaTiie AKUioNEPHE TOBAPIICTEO YHATYPOAPM", inenr. ko
24930169

{HafiMelyBAHHS TA KO 38 CAPTIOY 1opuanunol ocoBu abo npismmue, iv's, 1o Garerosi Gizsnunor
ocoli - nianpremt, ¥ Micue npomHBAI Ta pecerpanifinnil nomep OGAIKOROT KAPTKH MIATHHKA
foagrKkis aBo cepis Ta HoMep racnopi i)

TipoToKos Bi3yaALHOTO KOITPOIO Bil 09.10.2024 N 3458/15.

1aciG  mpeseno B Ykpaiwy 3
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Dr.

Falk Pharma GmbH

Certificate of Analysis / Ceprudixar anamizy

Product: / Dpoaykr:

Batch No.: / [Tapris No:
Bateh release date: / ITara
BUIYCKY cepil:
Manufacturing date: / Jara
BUPOSHMULITBA;

Expiry date: / Hpugarunii go:
Batch size: / Poamip cepii:

Registration number in Ukraine:
[ Peecrpaniiine nocainuenus p
Yrpaiui

Strength/Potency: /
Cuna pivVAKTHBHICTS:

Ursofalk®, 250mg capsules, 25 capsules in blister with Likrainian and English
marking; 4 blisters in a carton with a label in Ukrainian

Ypeoansk, kaucymr 10 250Mr, 1o 25 Kaneysn y Gnicrepi 3 MapKysausam
YKPRTHCBLKOIO Ta anritiifck koo Mosamy; 1o 4 Guictepu 8 xopobui 3 kaprony 3
MAPKYBAHIAM YKPATHCBKOIO MOBOIO

A23005A
21 JUN 2075

04.2023

04.2028
11660 packs / 11660 ynaxosox

UA/3746/02/0] from 07.10.2020 unlimited
UA/3746/02/01 Bin 07.10.2020 aificunii Ha HeoByeseH i TepMIit

I capsule contains 250 mg ursodeoxycholic acid
1 kancym sicTis 250 MP ypeonesoKeHxonenaot KicioTH

Test / Teeryemuit napamerp

Specification / Cuenndinauis Result / Hoensannsn

Appearance white, opaque, hard gelatine capsules, size 0, containing a | Conforms
white, compressed powder or granules
Onxe Bini venposopi Toepai menatunosi xancynu POo3MIpOM Binnozinace

«0», wo micrsTh Bimmit cupecosasult nopamox ado
CPAHYIIH

Disintegration time
(Ph. Eur. 2.9.1)

< 15 minutes 2 minutes

Posnaaauns < 15 xpwmu 2xs.
(Cap. Dapm. 2.9.1)
Uniformity of dosage units L1110 units tested: Acceptance value $ 15.0 39
[mass variation] L2010 + 20 units tested: Acceptance value £ 15.0
(Ph. Eur. 2.9.40) Allunits are within the following limits:

All single values = (1 - 1,2 x 0.01) x M

All single vatues < (1 + L2 x0.01)x M
Onnopiauicrs gososanus L1: 10 TecToBamiy oanuiis: -

‘)‘1

QARHNUL

[ pO3PaAXYHKOBO-BATORI
metonf

(€p. @, 2.9.40)

Hpuitsurrae snavenus < 13,0

L2: 10 + 20 recroBanux 0mumiub:

IMpuitngrae snavenns < 15,0

Bei 3natenns MaioTh 3HaX0AUTHCS B TAKHK MOKAX:
Bei orkpemi suauering 2{1-L2x00)xM
Bel oxpemi snavenns SO+L2x000)x M

Lirsofatl Capsutes (UA)

URC_WO250_M32PST_master Version 16 23 approved on 17.01.2020
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Dr. Falk Pharma GmbH

Test / TecTyemuii napanmerp

Specification / Cueundinanis

Resuit / Tocnnanns

Identity

(HPLC-RID, HPLC-DAD, TLC)

- HPLC-DAD The uncarrected retention time and the UV-spestrum of | Conforms
the main peak in the liquid chromatogram of the reference
solution correspond in shape and pasition to that of the
main peak in the chromatogram of the test solution

or afterpatively:

- HPLC-RID Uncorrected retention times RT of the chromatogram of | ---
the reference and 1est solution carrespond

- TLC The retention factor RF of the spot in the chromatogram | ---
of the reference and test solution correspond

LnenTudgicanin

BEPX -DAD Hexopexrosauuii vac yrpumysanug | YO-crexrp Bianosinae
roIOBHOTO 1Ky Ma piasHKiil xpoMarorpami
CTAHAANTHONO POIYMAY Biinonisac 1a Gopmoro i
PO3TALLYRAHINAM [OAOBHOMY JHKY Ha XPOMATOrpasi
BHNPOGYBAHOIe PO3HIHY.

BEPX -RID Hexoperropanuit uac yrpusysatia RT ua XxpoMarorpami | --~
CTAMAAPTHOTO POSUHMY Ta BUIPOGY BAHOIO DOIUHRY
chiBnajae,

THIX DBaxtopu yrpamynasnus RF nnsmi a xpomarorpami -
CTEHAAPTHOIO | BHnpobyBAHOTro posUMMIE BianOBiKAIOTE

Purity * chenodeoxycholic acid: £ 1.0% *

(HPLC-RID) lithocholic acid: <01 %
each unspecified impurity: 20.1%
total sum of impurities: 22.0%

nerora Xenongsokcuxonesa kuenora;  § 1,0 % !

(BEPX-RID) Hitoxonesa xucnora; <0,1%

Byub-nxi nesisuaveni gomiticy: < 0,1 %
3araiblia cyMa toMimox: 52.0%

2543 mg

1)

Miwxpobionoriuna uncrora **
(€ep. ®apy. 2.6.12/2.6.13, 5.1.4-

TAMC: < 10*K¥Y O
TYMC: < 108 KYOir
E. coli: pigcyrun /1 ¢

Assay 237.5-262.5 mg / capsule (95.0-105.0 %)
(HPLC)
Kinsricke puzgasenns 237.5-262,5 mrfxancyny (95,0-105,0 9%) 2343 Mr
(BEPX)
Dissolution 60 minutes: individual values = 70 % (Q) 80 %
(HPLCO)
(Ph. Eur, 2,9.3)
Pasunmenus 60 xp.iuanginyans e sHases 2 70 Y% (Q) 80 %
(BEPX)
(Cop. Qapm. 2.9.3)
Microbiological quality TAMC: £ 10° cfuly e
{Ph. Eur. 2.6.12/2.6.13,5.1.4-1) | TYMC: < 102 efuse
E. coli absent/g
dk

* every fenth batch, at least two batches per year.
KOWCHA ABCATA HAPTIA, HE MEHILE NBOX NapPTili Ha pik

¥*  This test is not performed routinely, only in frame of the microbiological monitoring twice a year.
Hane BunpodyBauns #e BUKOHYIOTH B TIAHOBOMY TIOPSAKY, TiAbKI B PamKax MiKpoGionorivHOro KOHTPOMO Jna

PazH Ha pik.

not approved / e sarpepokelo

Result: / Pesyastar f{f approved / sarsepaskeno 3
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@ Dr. Falk Pharma GmbH

Manufacturing site: / BupoBumx:

[] Losan Pharma GmbH / Jlosan Mapsa FMGX
Otto-Hahn-Strasse 13, 15/
Orro-Xau-UUlrpacce 13, 13
79395 Newenburg / 793935 Hoenbypr
Germany / Himeyunna

[XlAliphamed PHARBIL Arzneimittel GmbH/
Anagamen DAPBUT Apunaiisitresn, TméX
Hildebrandstrasse (0-12
XisteeOpanmurrpacce 10-12
37081 Gottingen/ 37081 Cuorrinreu
Germany/ Himeyuuna

Packaging site and QC: / BupoSuux, pianositansmit
3a UCPBHHHE, BTOPHIIE NAKYBANAN T2 KOHTPONL
AKOCTI:
[:} Losan Pharma GmbH / Jlosan dapma ImEX
Eschbacher Str. 2 / Ewibaxep Ulrpacee 2
79427 Eschbach / 79427 Eirbax
Germany / Himequuna

[_] Losan Pharma Gmbli / Jlosan Gapya ' X
Otto-Hahn-Strasse 13, 15/
Orro-Xau-IlFrpacee 13, 15
79395 Neuenburg / 79395 Hoeudypr
Germany / Himeuuuna

Number of Manufacturing License Losan Pharma GmbH:
Howmep Aluensii wa BypoluLTso Jlosan Mapma I'MGX:
DE_BW_01_MIA_2023_001(5 8in 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
14.04.2024

Howmep cepruthixary GMP Mosan Qapma I'MEX:
DE BW_01_GMP_2021 0169 six 12.11.2021 no
14,04.2024

MNumber of Manufacturing License Allphamed.:

18.05.2025
Homep ceprudurara GMP Ansdanies:
DE_NI_01_GMP_2023_0003 sin 1 1.01.2023 a0 18.05.2025

Number of Manufacturing License Losan Phavma GmbM:

Howep stinensil wa supoSumirao Jozan dhapma [ME6X:
DE BW_01_MIA_2023 0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0168 from 12.11.2021 (ill
[4.04.2024

Howmep ceprudirary GMP Hosan Qapnva 'MEX:
DE_BW_01_GMP_2021 0168 sij 12.11.2021 a0
14.04.2024

Number of Manufacturing License Losan Phana Gmbi:
DE_BW_01_MIA_2023_ 0015 from 02.02.2023

Homep ninensit sa supodunurso Josan dapma MudX:
DE_BW_01_MIA 2023 0015 8in 02.02.2023

Number of GMP-certificate Losan Pharma GmbH;
DE_BW_01_GMP_2021_0169 from 12.11.2021 till
14.04.2024

Homep ceprudixary GMP Jlosan dhapua M'ubX:
DE BW_0!_GMP_2021_0169 six 12.11.2021 x0
14.04.2024

Ursefalk Capsules {UJA) URC_WO250_M32P31_master Version 16 34 approved on 17112020
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Dr. Falk Pharma GmbH

Allphamed PHARBIL Arzneimitte] GmbH/ Number of Manufacturing License Allphamed.;
Anndamen WAPBUT Apusaiivirrens, I'M6X DE_NI_01_MIA_2023_0002 from 11.01.2023
Hildebrandstrasse 10-12 Homep nuuensni Ha npousroacTso Anbdames;
XiawppeGpanaurrpacce [0-12 DE NI 01_MIA_ 2023 0002 »in 11.012023
17081 Gottingen/ 37081 'horrinren
Germany/ Hisewquna Number of GMP-certificate Allphamed.:

PE NI O1_GMP_2023 0003 from 11.01.2023 till
18.05.2025

Homep cepruduxara GMP Ansame:
DE_NI_01_GMP_2023_0003 sin 11.01.2023 50

18.05.2025
Batch release of finished product and alternative
secondary packaging: / Biznorigansunii 3a ernuyck
Copil KINLEBOTO NPOAYKTY TA ATLTEPUATHBHC BTOPHHHE
HAKY BALHA.
Dr. Falk Pharma GmbH / Jip. ®ansk dapma IméX Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / JisitnenncGeprrpacce 5 DE BW_01_MIA_2021_0020 from 17.02.202!
79108 Freiburg / 79108 OpafiGypr Howmep siuensii ua supobuuwrso Lp.@anvk Gapuma I'mEX:
Germany / Himeyunna DE_BW_01_MIA_2021_0020 six 17.02.2021

Number of GMP-certificate Dr. Falk Pharma Gmbll:
DL_BW_01_GMP_2023_0041 from 15.11.2022 till
15.11.2025

Homep ceprudiury GMP JIp.®ansk Gapma MuEX:
DE_BW_01_GMP_2023_0041 pix 15.11.2019 no
15.11.2025

L, the undersigned, certify that the above batch is truly accurate. This batch (including packaging/labeling) was
produced and subjected to quality control in the above production unit in 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 license of the manufacturer country ot destination country, if the product is imported, or in the product
specification file for the study drug, The Ratch Manufacturing Record, the Bateh Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

A1, 10 winkie TIANHGABCA, 3ACBIANYIO, 0 BHIEHABEACHA Copif ¢ KoCTOBIpHOTOM O, ana cepia npoay kit Syna
BUPOGIEH (BRAIOUAOUI YIAKOBKY/MAPKYBAHHA) | NPOBEACHI KOHTPOMD IT TKOCT Ha BHUIR3MAAAHOMY BHPOGHIMOMY
Biaaini y nopHif sigmoninocti 3 sumoramy GMP, BCTRHOBACHIMK MiCLEBHM PEryisITOPHEM OPIraHOM, 4 TAKOK ¥
BULMORIAHOGTI 31 creundikauieio, 3ka MicTHThes & peecrpaulitnosy socke abo Toproaill siuensii kpaiun-supoSumka
200 Kpaihu-IMIopTepa, AKILO NPOAYKIIA IMIIOPTOBANE, UM B AOCHE cnerdiratiiit Ha npenapar Jud locKimKkysanoro
nikapebroro 3acofy. IpoToKoMH BUPOGHNITTEA, YRAKORKH Ta alfaiizin Gy nepernanyTi | BeTaHORIEHO iX
slanosinyicrs GMP. /

Freiburg, / Gpaibypr, ¥ TOUNL AR

Qualified Person / Knanidixopaunli daxinens genapramenty KOHTPONIO FKOCTE

i p. Tomac Yabmany
(Dr. Thomas Uhlmann)

u Hp. Pyaonwd Bunsrensat
(Dr. Rudolf Wilhelm)

I e o O

/&;; !{Iorarmec Xoitcnep S
{Johannes Heusler) o

o Xaiike Maiixcuep E
(Heike Meichsner)

t Ciozasne [Linafuep

{Susanne Schweizer)
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