D,

Faik Pharma GmbH

Certificate of Analysis /

Product: / fTpomyxr:

Batch No.: / Maptis Ne:

Batch release date: / Jlata
BHIYCKY Gepil:

Manufacturing date: / Jlata
znpobRUUTRAL

Expiry date: / Npugatsut g0:
Batch size: / Poamip cepil:
Registration number in Ukraine:
/ Peecrpauiitie nocniguenin
Ykpaiu]
Strength/Potency: /
Cuna AVAKTHBIHICTS!

{

Ceprupikar aHa

3y

Ursofalk®, 250mg capsules, 25 capsules in blister with Ukrainian and English

marking; 4 blisters in a carton with a mavking in Ukrainian

Ypeoduink, kancyin 10 250ar, na 25 xancyn y Grictepi 3 Mapxypannim
YKpaiHCbXGIO 18 aHriHceKo0 Mopami; 1o 4 Baictepr B kopobui 3 KapToHy 3

MaPKYBAHHAM YRPATHCHLKOIO MOBOIO
A22012A

8 APR. 2077

02.2022

02.2027
10818 packs / 10815 ynaxonox

UA/3746/62/01 fror 07.10.2020 unlimited
DA3746/02/01 Bia 07.10.2020 aificuuii ia neobmexennii 1

I capsule cantains 250 mg ursodeoxycholic acid
| kancynu micTies 250 MU yprojesokepxoiesa KHeioTa

repM i

F

Test / Tecryemuii nap am_eﬁ’p

Specification / Cnewnpicauin

Result / Hociaanun

Appearance

Onne

white, opaque, hard gelatine capsules, size 0, containing a
white, compressed powder or granules

Bini #enposopi TBepai WeNATHHOBI KANCYAH PO3IMIPOM
«0», wo MicTate Binni cnpecesal#i nopotok abo
rpanynm

Conforms

Binnosinac

Disintegration time
(Ph. Eur. 2.9.1)

< 15 minutes

5 minutes

Posnanauns < 15 xBynnn S xs.
(Enp. Dap. 2.9.1)
Unifermity of desage units L1: 10 units tested: Acceplance value £ 15,0 2.8
|mass variation| L2: 10 + 20 units tested: Acceptance value < 15.0
(Ph. Eur. 2.9.40) All units are within the following limits:
All single values 2 (1 -~ L2 x 0.01) x M

) All single values < (] + L2 X 0.01) x M
Omnopianicrs omnruus L1: 10 TeCTOBRHINX ONHHHIL:
AO3YRANIS 2,8

[napioaatin suc)
(Cop. . 2.9.40)

[Tpnittarye snavenns < 15,0

L2010 + 20 TecTOBaHNX OQMIMLL!

INppuinsTae suavenna < 15,0

Bei aHaueHts MaioTh 3RAXOAMTHCE B TAXHK MEICAX:
Bei-oxpeni snauenrus 2(1-1.2x0,0)xM
Bei onpemi suavenns <1+ L2 x0,01) x M

-
o
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e Dr. Falk Pharma GmbH |

Manufacturing site: / BnpoGuuk: BMumber of Manufacturing License Losan Pharma GmbH:
[ ] Losan Pharma GmbH / Jlo3an Dapaa IMubX DE BW_01_MIA_2021 0018 from 16.02.2021
Otto-FHahn-Strasse 13, 15/ Homep giveusit na supoBuuurno Jlozau apma MmEX:
Orro-Xan-lrpacce 13, 15 DE_BW_01_MIA_202i_0018 sin 16.02.2021
79395 Neuenburg / 79395 Hozufypr
Germany / Himenunna Number of GMP-certificate Losan Pharma GmbH:

DE_BW_01_GMP_2021 0169 from 15,04.202] till
14.04.2024

Howstep cepruhicary GMP Jlozan dapma U6
DE_BYW_01_GMP_2021_ 0169 pin 15.04.2021 no
14.04.2024

Packaging site and QC: / Bupotruik, signosigansunit  Number of Manufacturing License Losan Pharma GmbH:

34 NEPBUHKC, BTOPHHHE NAKYBARHS Ta KOHTPOIL DE_BW_01_MIA_2021_0018 from 16.02.2021
AKOCTI: Honatep aiuemsit na supoSruurso Jlozan Mapma MMEX;
[ Losan Pharma GmbH / Nosau Dapma I'mOX DE_BW_01_MIA_2021_0018 sin 16.02.2021
Eschiacher Strasse 2/ Ew6axep Llltpacce 2
79427 Eschbach /79427 Ewiax MNumber of GMP-certificate Losan Pharma GmbH:
Germany / Hivewuwmna DE_BW_01_GMP_2021_ 0168 from 15.04.2021 till

14.04.2024

Hownep ceprrdiikaty GMP Jozar dapma Nu6X:
DC_BW_0)_GMP_2021 0168 nin 15.04.2021 no
14.04.2024

™ Allphamed PHARBIL Arzneimitte] GmbH/ Number of Manufacturing L.icense Allphamed.:
Anshaven PAPBUIT Apuseivurrens Iv6X DE_NI_01_MIA_2021_0007 from 26.07.2021
Hildesbrandstr. 10-12/ Xnnpac6panaurrpacce 10-12  Homep miuensun ua NPOH3BOACTBO Abanen:
37081 Géttingen/ 37081 Cerrhuren DE _NI_01_MIA_2021 00607 »ixg 26.07.202]

Germany/ Hixevyauna
Number of GhP-certificate Allphamed.;
DE_NLOI_GMP_2021 0015 from 01.10.2020 till
30.09.2023
Honep cepruihpuxara GMP Amyamen:
DE_NI_01_GMP_2021_0015 5ix 01.10.2020 a0
30.09.2023

Bateh release of finished product: / Bimuosigansuuit sa Number of Manufacturing License Dr. Falk Pharma GmbH:

BHITYCK Cepii KIHLEBOTO MPoaYKTY: DE_BW_01_MIA_2021 0020 from 17.02.2021

Dr. Falk Pharma GmbH / Jlp.danbi dapsa Mv6X Homep jiiuensi ua spoGrmirso Jip.hanex Mapma I'mbX:

Leinenweberstrasse § / sinneGepinrpacce 5 DE_BW _01_MIA_2021_0020 rin 17.02.2021

79108 Freiburg / 79108 dpalbypr

Germany / HiMeyuuna Number of GMP-certificate Dr, Falk Pharma GmUbH:
DE_BW_01_GMP_2020_0011 from 06.02.2020 till
[5.11.2022

Hamep ceprudicaty GMP JTp.Dansk Gapua Tuex;
DE_BW_01_GMP_2020_0011 sia 06.02.2020 o
15.11.2022

I, 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 Jocal regulatory authority, as well as with the specifications contained in the marleting authorization
dossier or trade license 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 Recoig 36iFimemiis :
¥ . R < rer. 5 - 2 F\‘HH
Analysis Record have been reviewed and found to be compliant with GMP. \g

Ursofalk Kapscin (UA) URC_W0250_M32PST_master Version 16
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JEPKIIKCIIY KBA
HAEPHABBA CHAYIXEA 3 JIKAPCBKMX 3ACOSBIB
TA KOHTPOJIO3A HAPKOTHKAMH y v KHMEBI
BYH. 'Bepe'zmvincrm 29, Kuin, 02008, en. (044) 295-26-85 ron. (04 )795—26~8’,?,
Bamail dlsdyiv@gdisgoviuahtnsi/Avvsy.dls. sovaa, Ioa CAPTIOY 37079055

BHCHOBOK

PO SIKICTL BBE3eHoro B Yiepainy Jm\apumox 0 3a¢00y
28.07.2022 I N 20491722126
VPCODBAILK

(nafhaenypauin aikapehkora Baceiy 2o 3 DECCTPFIHA ToLBiANEH N )
wareyw 110 250 virs o 25 waneyay Gaierepi; no 4 faicrepu n Kopofuis kaprony

(dropma mnycry, ROIYBANHI, BHI VRKYDAINS RIKAPCEROIO 3ac0fy )

Homep pecerpaniiinore rocainiening UA/3746/02/01 crpowc aif pecerpiiiiiioro nocaimyetim HeoOMEs e

- Cepis nixapoproro sacoGy Ne A22012:4 Kb gletis peesenoro sixapeskorn 3acoby 10815
Bapobirux - Hp. @ansk Gapma MMOX. Hiveuuuia
{raliMenynanis nupolis skapenkoro sacoby, kpaiia HOXORACUHS}
Baeseno o Vipalny HUpusarne akuionepue rosapuerso "HATYPOAPM", iseur. ko
24930169

(Haftsteny patms Ta Ko/ 3a LllPI 10Y mpmwmox ocoln 260 npi saHuie, iM'st, 00 Garsroni
(izmanot ocodu - apHesng, i Micue, npo,«cmmnm ra-peectpaniiniit nevep ooaikoBet
: apu HoaaTaHia HogaTkis afo cepis A GMEP NACTOYEa)

30 pesyanTatAMH  JICRABHORO  KOHTPOAIO  BCTAHOBIEHO, 110 aixdpepxiit  3aciG Bsescio B Vipaiy s

AOEPHMAILISIM BUMOr 2aK0HO AR TR HIOAY 3aBerneyem SROCTI JIKAPELIKN X 36c061E.

- Havansaug: Murona XOJOJRHKO

(ninnuc) (inivdiaum ta npizsrme)

{rocasiona o

;\\ H;« \:\‘

“‘*’O b?u U‘(;\r\"3 d'k\-
01::9—0 :




e Dr. Falk Pharma (meH

S1, MO ke Bignneancs, BACBIAUYIO, W0 BHILEHABCAEHA CEPIst € ROCTOBIPHOTOUNOL. [{aHa cepin npofyxuwi dyna
Bnpooneua (BIUIOUAIOUH YNakoBKy/MapKyBani) i nponeaeHnil KOHTPOL 1 AKOCTL HA BHUIEITAaHOMY BHPOGHHIAMY
wiini y noBuid sinnosiAHOCTI 3 BiMOramMu GMP, BCTAHORACHIMU MICUEBIM PEryUITOPHHM Oprarom, a TaKmK y
signorignocti 31 crnewHpikauiero, sxa MicTHTLCA B peectpauiiinomy nocke abo Toprosif siuensiv kpaliu-supobnira
ao xkpaimi-iMnoprepa, sxuio APOAYIKUN IMNOPTOBAHE, YU B JI0CHE cncumbmﬂulﬁ Ha npenapaT s Aoc Hkysanoro
!IIl(dp»hkO”O XHCOOV. Hpo FTOKOH B!‘lpODl[nLlTBu, ynaousicH Ta 'Hld.m_i)’] 6"1]” neperasyy T i BCTAHDRBIICHO 1X
pinnosiaicrs GNP,

Freiburg, [ ®panidypr, 00 APR 7077

Qualified Person / Kpaniixosauni daxiseus ACTIAPTAMENTY KOHTPOMO AKOCTI

=g Ip. Tomac Yismauy :
(Dr. Thomas Uhlmanu) / c

) Hp. Pyznonnd Bustsrensm o / ' ./ ."(W-Q“./‘L
(27, Rudolf Wilhelm) {\__ et o

o HMoranuec Xoiicnep
(Johannes Heusler)

0 Xalike MaitxcHeyp
(Heike Meichsner)

a Ciosanue [Upalinep o
(Susanne Schweizer)

Ursefzik Kapseln (UA) URC_W0250_M32P5{_master Version 16 a4 17.11.2020
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Dr. Falk Pharma GmbH

each unspecified impurity: < 0.1 %

7

Test / Tecryensiui napamer)p Specification / Cricitivauin Result / Tlochaaunsn
Identity
(HPLC-RID, HPLC-DAD, TLC)
- HPLC-DAD The uncorrected retention time and the UV-specirum of | conforms
the main peak in the liguid chromatogram of the reference
solution correspond in shape and position to that of the
main peak in the chromatogram of (he test solution
or alternatively:
- HPLC-RID Uncorrected retention times RT of the chromatogram of
the reference and test solution correspond
-TLC The retention factor R of the spot in the chromatogram | -
of the reference and test solution correspond
Inenrnicauin
BEPX -DAD Hexopexropaunit 1ac yrpustysanss i Yd-cnextp Binnoeinac
TOADBHOrO Niky Ha pinunuill xposatorpami
CTAHAAPTHOrO po3vuHy Bianoninae 3a GopmMoro |
PO3TALYBAHHAM FONOBHOMY fiky HA XPOMATOrpami
BUEPOGYBAMOTO POIUHHY.
BEPX -RID Hekopextosansii wac yrpismynanus RT na XpoMarorpami | ---
CTBHIAPTHOrO PO3YMIHY TA BUNPOTYBAHOIO PO3UIHY
cIrisnaac,
TUIX Daxropn yrpusrysanns RE nasvu na XpomaTorpami
CTAHHAPTHOTO | BuNpolYBAHOI0 PO3UMHIB BiAMOBIAAIOTE
Purity * chenodeoxycholic acid: S1.0% A
(HPLC-RID) lithocholic acid: <01 %

(€p. Dapat. 2.9.3)

S total sum of impurities: £2.0% \
Tite l‘()rld 7 KEHOMEOKCHXONERE KHCAOTR: < 1,0 %
(BEPX-RID) Jlitoxonesa xucaoTa: <0, %
Koxna HepuaHatena roMita: <0,1 %
3aranbia cyma AOMIIOK: <2,0%
Assay 237.5-262.5 mg / capsule (95.0-105.0 %) 248.39 mg / capsule
(HPLC)
Kinskicne suanauenis 237,5-262,5 mr y xaucyni (95,0-105,0 %) 248.39 mry kancyni
(BEPX)
Dissolution 60 minutes; individual values > 70 % B4 %
(HPLC)
(Ph. Eur. 2.9.3)
Posunueni 60 xu.inaksigyanbie snaveHus > 70 %
(BEPX)

Microbiological quality **
(Ph. Bur. 2,6.12/2.6.13, 5.1.4-1)

MirxpoGionoriuna yicrora **

D

(€np. Papas. 2.6.12/2.6.13, 5.1.4-

TAMC: < 10° cfu/g
TYMC: < 10% cfu/g
E. coli absent/g
TAMC: < 10° KV O/r
TYMC: < 10* KVO/r
E, coli: simcyrna/l r

*

** This test is not performed-routinely, onl
Jlawii Tect He nuKoHYETLES Py

Result: / Pesynvrat: /EL'

Ursofalk Kapscln (UA)

every tenth batch, at least two batches per year.
KOXna AeCATd NapTis, He MEHWE ABOX HapTii ha pir’

approved / saTeeplkeno - 0

URC_W0250_M32PS1_master Version 16 244

Page 1/1

¥ in frame of the microbiological monitoring twice a year, '
THHHO, JILIE B pamMkax MiKpOGIonoriiore MoHivopuriry inivi ua pik.

notapproved / ue 3aTBepKeHO

17.11.2020




JEPXJIIKCIIYXXBA
JEPKABHA CJYXBA 3 TIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

¢ pyn. Bepesuskiseska, 29, Kuis, 02098, ren. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €PIIOY 37079055

BHUCHOBOK
npo sIKiCTb BBe3eHOro B YKpaiHy JikapcLKoro 3acoly
12.10.2022 Ne 43040/22/2611
YPCODAJIBK

(naiimeHyBanHs JTikapcbKkoro 3acoly 3riqHo 3 PeECTpaLiiHUM NOCBiMMEHHAM)
kancyau mo 250 mr; no 25 kancya y 6icrepi; o 4 6aicrepd B KOpoO1li 3 KAPTOHY

(dopma BuITyCKy, JO3yBaHHs, BIA NAKyBaHHA nikapchkoro 3acoby)

Homep peectpauiittoro nocsimierns UA/3746/02/01 crpox aif peectpatifinoro nocsixdeHHs HeoOMexxeHui

\
Cepis nikapcrkoro 3acoby Ne A22013A KinskicTs BBe3eHoro nikapeskoro sacoby 4800
BupoGHuk Jp. anpx @apma 'm6X, Hivewunna
(HafiMenyBaHHs BUPOGHHKA NiKAPCEKOTO 3ac00y, KpaiHa DOXOIKSHHA)
BgeseHo B Ykpainy IlpuBaTHe aKIioOHEPHE TOBAPUCTBO "HATYP®APM", inent. xon:
24930169 '

(saiimeHypanns Ta koa 32 €IPTIOY opuauaHol ocobu aGo npizsuiue, iM', 110 GaThKOBI
dizmanoi ocoby - mianpuemus, ii MicLEe NPOKNBAHHA TA peecrpauiiinuit HoMep 06nikoBol
KAPTKH ONaTHAKA NofaTkis a6o cepis Ta HoMep nacropTa)

3a pesyNbTaTaMM JIEPXABHOTO KOHTPOJIO BCTAHOBICHO, 1UO nikapchkmii  3aci6 BBeseHO B VYkpaiHy 3
MOTPHMMAHHSM BAMOr 3aKOHO/IABCTBA 100 3a6e3neueHHs SKOCTi Jlikapchkux 3acoliB.

e
Il i
HavansHuK A@f&"’ffﬁ I, Muxona XOJIOAEHKO
f VB H g iy
ANy 4 D N . e . .
(nocanosa 0COBH T Rany (nigrmc) (iniujanu Ta npizsuiLe)
BN P




Dr.

Falk Pharma GmbH

Certificate of Analysis / CepTugikar ananisy

Product: / ITpomyxr:

Batch No.: / ITapris Ne:

Batch release date: / Jlata
BHITYCKY cepil:

Manufacturing date: / lata
BUpOOHMLITRE:

Expiry date: / ITpunaThuii no:

Batch size: / Pozmip cepii:

Registration number in Ukraine:

/ PeectpauifiHe noceifueHHs B
Vkpaini

Strength/Potency: /
Cuna nii/AKTHBHICTb:

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

Vpcodansk, kancynu no 250Mr, mo 25 kancyn y 6iictepi 3 MapkyBaHHAM
YKPaiHCBKOIO Ta aHiiCbKOK MOBaMy; 10 4 GnicTepy B kopobLi 3 kKapToHy 3
MAapKyBaHHAM pra'l'HCLKOIO MOBOXO

A22013A

0 8. APR. 2021
02.2022

02.2027
11007 packs / 11007 ynakosok

UA/3746/02/01 from 07.10.2020 unlimited
UA/3746/02/01 Bin 07.10.2020 aificunit Ha HeoOMexeHHit TEPMiH

1 capsule contains 250 mg ursodeoxycholic acid
1 kancysm MicTHTE 250 MT YPCOE30KCHXO1€Ba KUCIO0Ta

Test / TecTyemuii napamerp Specification / Cneundikauin Result / Hocnaanus
Appearance white, opaque, hard gelatine capsules, size 0, containing a | Conforms
white, compressed powder or granules
Onuc Bini Henpo3opi TBEpA JKeNaTHHOBI KaTicy 11 po3MipoM Binnosinae
«0», o mictaTe 6inuii cnipecosanuit nopowok abo
IpaHyJiH
Disintegration time < 15 minutes S minutes
(Ph. Eur. 2.9.1)
Po3nanauun < 15 xBUAUH 5 xB.
(Epp. Papm. 2.9.1)
Uniformity of dosage units L1: 10 units tested: Acceptance value < 15.0 2.8
[mass variation] L2: 10 + 20 units tested: Acceptance value < 15.0
(Ph. Eur. 2.9.40) All units are within the following limits:
All single values 2 (1 -L2x0.01)x M
All single values < (1 +L2x0.01)x M
Ounnopiauicrs oannmub L1: 10 TecTOBaHUX OJARHKLE:
Lo3yBaHHs [puiiusthe 3HaueHHs < 15,0 2.8
[BapiroBanus macn] L2: 10 + 20 TECTOBAHMX ORHHMIL;
(E€sp. ®. 2.9.40) TlpuitaaTHe 3na4yerHs < 15,0
Bci 3HaueHHs MalOTh 3HAXOAUTHCH B TAKMX MEXaXx:
Bci oxpemi 3HaueHHs >(1-L2x0,0)xM
Bci oxpemi 3HaueHHA <(1+L2x0,0)xM

Ursofalk Kapseln (UA)

URC_W0250_M32P51_master Version 16 174 17.11.2020




Dr. Falk Pharma GmbH

Test / Tectyemuii napametp Specification / Cnenndikanis Result / Tocunanns
Identity
(HPLC-RID, HPLC-DAD, TLC)
- HPLC-DAD The uncorrected retention time and the UV-spectrum of | conforms
the main peak in the liquid chromatogram of the reference
solution correspond in shape and position to that of the
main peak in the chromatogram of the test solution
or alternatively:
- HPLC-RID Uncorrected retention times RT of the chromatogram of | ---
the reference and test solution correspond
-TLC The retention factor RF of the spot in the chromatogram | ---
of the reference and test solution correspond
InenTHikauis
BEPX -DAD HexopekToBaHHit 4ac yTpuMyBaHHs | Y P-criekTp Bianosizae
rOJIOBHOTO MiKy Ha piauHHil XpomaTorpami
CTaHAapTHOTO PO34HHY Bianosinae 3a hopmoro i
po3TalllyBaHHAM I'OJIOBHOMY MKy Ha XpoMarorpami
BHNPOGYBaHOro PO3UHHY.
BEPX -RID HexopexTosahuii wac yrpuMysanus RT Ha xpomarorpami | ---
CTaHAApTHOTO PO3UMHY Ta BUIPOOYBAHOTO POIUMHY
criBnanac.
TX MdaxTtopn yTpiMmyBaHHa RF niasmMu Ha XpoMarorpami -
CTaHAAPTHOIO i BUMpo6GyBaHOTO PO3YHHIB BiANOBiAAIOTH
Purity * chenodeoxycholic acid: <1.0% *
(HPLC-RID) lithocholic acid: <0.1%
each unspecified impurity: <0.1%
total sum of impurities: <20%
Hucrora * XeHodeoKCHXOIeBa KUCIIOTA: <1,0% *
(BEPX-RID) Jlitoxosesa KMCIOTa: £0,1%
KoxHa HeBH3HaueHa HOMiluka: <0,1 %
3aragpHa cyma JOMilIOK: £2,0%
Assay 237.5-262.5 mg / capsule (95.0-105.0 %) 248.39 mg / capsule
(HPLC)
KinnkicHe Buznadenus 237,5-262,5 mr y xancyni (95,0-105,0 %) 248.39 mr y xancyni
(BEPX)
Dissolution 60 minutes: individual values > 70 % 84 %
(HPLC)
(Ph. Eur. 2.9.3)
Pozunuenns 60 xb.:iHauBiLyansHe 3HaueHns = 70 % 84 %
(BEPX)
(Epp. Papm. 2.9.3)
Microbiological quality ** TAMC: £ 10° cfu/g b
(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) [TYMC: < 102 cfu/g
E. coli absent/g
Mikpob6ionoriuna uncrora ** | TAMC: < 103 KYO/r i
(€sp. ®apm. 2.6.12/2.6.13, 5.1.4- | TyMC: < 102 KYO/r
D E. coli: Bimcytha/lr

every tenth batch, at least two batches per year.

KOXHa JecATa napTis, He MeHLIe OBOX NapTiii Ha pik

* %

This test is not performed routinely, only in frame of the microbiological monitoring twice a year.

JlaHuii TecT He BUKOHYETHCA PYTHHHO, JIMINE B paMKax Mikpo6ionorivHoro MOHITOPHMHIY IBiui Ha pik.

B

Result; / PesynsTar:

Ursofalk Kapseln (UA)

approved / 3aTBEp/DKEHO

O

URC_W0250_M32P51_master Version 16 2/4

not approved / #e 3aTBepKEHO

17.11.2020




Dr. Falk Pharma GmbH

Manufacturing site: / Bupofuuk: Number of Manufacturing License Losan Pharma GmbH:
[] Losan Pharma GmbH / Jlozan ®apma M'u6X DE BW 01 MIA 2021 0018 from 16.02.2021
Otto-Hahn-Strasse 13, 15/ Howmep niuensii Ha BupoGHnuTBO Jlozan Papma 'MEX:
Otro-Xan-IUrtpacce 13, 15 DE_BW_01_MIA_ 2021 0018 gix 16.02.2021
79395 Neuenburg / 79395 HoenGypr
Germany / HiMequnsa Number of GMP-certificate Losan Pharma GmbH:
DE BW 01_GMP_2021_0169 from 15.04.202] till
14.04.2024

Howmep ceprudixaty GMP Jlosan ®apma ['M6X:
DE_BW_01_GMP_2021_0169 Bin 15.04.202] no
14.04.2024

Packaging site and QC: / Bupo6uuk, sianosigansHuit  Number of Manufacturing License Losan Pharma GmbH:

3a NIEPBUHHE, BTOPUHHE NakyBaHHA Ta KOHTPOJIb DE_BW_01_MIA_2021_0018 from 16.02.2021
AKOCTI: Howmep niueHsii va supobuuurso Jlosan dapma 'M6X:
[] Losan Pharma GmbH / Jlosan ®apma I'M6X DE BW_01_MIA 2021 0018 eix 16.02.2021
Eschbacher Strasse 2 / Embaxep Lltpacce 2
79427 Eschbach / 79427 Ewbax Number of GMP-certificate Losan Pharma GmbH:
Germany / HimeuunHa DE_BW_01_GMP_2021_0168 from 15.04.2021 till
14.04.2024

Homep ceprudikary GMP Jlozan Papma I'm6X:
DE_BW_01_GMP_2021_0168 sin 15.04.2021 no

14.04.2024
Allphamed PHARBIL Arzneimittel GmbH/ Number of Manufacturing License Allphamed.:
Ansdamen DAPBMIT Apuneiimurrens 'M6X DE_NI_01_MIA_2021_0007 from 26.07.2021
Hildesbrandstr, 10-12/ Xunspebpaupmitpacce 10-12  HoMep nMUEH3IHK Ha IPOU3BOACTBO AJibpamen:
37081 Géttingen/ 37081 I'eTTuHreH DE NI 01_MIA 2021_0007 Big 26.07.2021

Germany/ HiMequuna
Number of GMP-certificate Allphamed.:
DE_NI_01_GMP_2021_0015 from 01.10.2020 till
30.09.2023
Howmep ceptudurkara GMP Anbtamen:
DE_NI_01_GMP_2021_0015 Biz 01.10.2020 no
30.09.2023

Batch release of finished product: / Binnosiganstuii 32 Number of Manufacturing License Dr. Falk Pharma GmbH:

BUITYCK cepil KiHLIEBOro NpOMyYKTY: DE_BW_01_MIA_2021_0020 from 17.02.2021
Dr. Falk Pharma GmbH / [Ip. @ansx Papma 'M6X Homep ninensii Ha supobuuurso [p.dansk Papma I'M6X:
Leinenweberstrasse 5 / JlaitueGepiurpacce 5 DE_BW_01_MIA_2021_0020 six 17.02.2021
79108 Freiburg / 79108 dpaibypr
Germany / HiMeuunHa Number of GMP-certificate Dr. Falk Pharma GmbH:
DE BW_01 GMP_2020_0011 from 06.02.2020 till
15.11.2022

Homep ceptudixaty GMP Jp.Pansk Papma 'm6X:
DE _BW 01 _GMP_2020_0011 Bix 06.02.2020 no
15.11.2022

I, 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 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 Batch
Analysis Record have been reviewed and found to be compliant with GMP.
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Dr. Falk Pharma GmbH

A1, mo HWKYe Nianucascs, 3acBiAvY10, 1110 BUIISHABEAEHA cepis € NocTOBipHOTOYHOIO. [aHa cepia npoxykuii 6yna
BupoGieHa (BKJIIOYAIOYM YIIAaKOBKY/MapKyBaHH) i npoBeneHui KOHTPoJb 1i AKOCTi Ha BHINE3rafaHoOMYy BUPOOHIMOMY
Bigaini y nosHil BianosinsocTi 3 BuMoraMu GMP, BCTaHOBIEHHMH MiCLEBHMM PErylATOPHUM OPraHoM, a TRKOX Y
BiZNOBIRHOCTI 3i cnemnikalieto, fka MiCTUTBCA B peecTpallifHoMy Hocke aGo TOproBiii iueHsil kpaitin-BHpobHIKa
abo kpaiHH-iMnopTepa, KO NPOAYKLisA iMNIOPTOBaHa, Y4 B A0CHE crietudikanii Ha npenapaT Ang AOCNIMKYBaHOTO
nixapcekoro 3aco6y. IIpoTokony BUpoGHHULTBA, YITAKOBKY Ta aHanisip 6ynu nepernaHyTi i BCTaHOBNEHO iX
Bianosianicte GMP.

Freiburg, / Dpaiibypr, 0 8. APR. 2012

Qualified Person / Ksanidikosanuit ¢axiseup qenapTaMeHTy KOHTPOJIO AKOCTI

B JNp. Tomac Yasmann J
' (Dr. Thomas Uhlmann) PR
m] Ip. Pynonst Bunbresibm ’(, '(/KJ\/L_

(Dr. Rudolf Wilhelm) L e

o Horannec Xoiicaep /’4.‘@‘ i
(Johannes Heusler) Q

&) Xaiike MaiixcHep f éa"
(Heike Meichsner) ]

o Cro3zanne Ulsaituep

<~

2
2O
[

(Susanne Schweizer)
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HEPXKABHA CIIYXEA 3 JIIKAPCHKHX 3ACOFIB
TA KOHTPOJUIIO 3A HAPKOTUKAMMA y m. KHEBI
npos. Hanii Cpitmuuniol, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOV 37079055

BHCHOBOK
DPpo fAKICTH BBE3eHOro B YKpainy Jikapcekoro 3acoby

16.11.2023 Ne 58669/23/26

YPCODAIBK ]
(HalimesyBauus Tikapobkore 3306y 3rIAHO 3. peccTpaLiiHM TIOCBIAYEHHAM)
kancysn no 250 mr; mo 10 xancy. y 6aicrepi; mo 1 6aicrepy B xopo6ui 3 KapTony; mo 25
Kancy.1 y 6.icrepi; no 4 6aicrepu B KopoGiri 3 kapTony
(bopma Bumycky, nosysanns, BiA NAKYBAHHA JHIKAPCHKOIO 3acoby)

Howmep peecrpanifinoro nocsiguenna UA/3746/02/01 crpox aif peecrpaniiinoro nocsixsenns HeOGMeXeHMTE

Cepin nixapcekoro 3aco6y Ne A23002A KinskicTs BBE3eHOIO JiKapcrkoro sacoby 2400

Brpo6Hux _Ap. Pamsk Qapma I'm6X, Himeyairna

(HaliMeHyBaHHA BRPOOHIKA MKaPCHKOro 3ac06Y, KpaiHa NOXOXKEHHu)

Bseseno B Vipainy IIpusarne aknionepue ToBapucrso "HATYP®APM", inenr. kox:

24930169 _

(natiMenysanus Ta koa 3a €JIPTIOY 1oprananot ocobu abo npissmnuse, iM's, 10 GaTEKOSI dismanof

ocobu - ninnpuemns,. if Micue NPoXUBAHHES Ta peecTpauifinuii noMep o6nikoBol KapTKy miaTHIKa
nojarkis abo cepis Ta HOMEP NacropTa)

IMpoToxon Bizyansuoro konrpomo sig 16.11,2023 N 3616/11.

3a pesyasTaTAMH JEPKABHOrO KOHIPOMO BCTAHOBIEHO, MmO Jikapcskuif 3aci6 BBeseHo B VkpaiHy 3
AOTPUMAHHSM BUMOT 3aKOHONABCTBA WIONO 3abe3neueHHs AKOCTi Jikapchkux 3acofis.

3RCOBIE 73 /

‘\“«mnﬁ—
ul 145 YN o
h"*,

Mauxona XONIOJEHKO

(i gre) (ininjamy Ta npizsume)

\ el
TOKYMEHT




Dr
~ .

Falk Pharma GmbH

Certificate of Analysis / Ceprudixar anaisy

Product: / TIpoayxr:

Batch No.: / [Tapris Ne:

Batch release date: / [lara
BUITYCKY Gepii:

Manufacturing date: / Jara
BUPOGHUIITRA:

Expiry date: / ITpuparHuit 1o:
Batch size: / Posmip cepit:
Registration number in Ukraine:

/ Peectpaniiine moceigaenHs B
Yxpaini

Strength/Potency: /
‘Cria pi/AKTUBHICTE:

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

Vpeodansk, kancynn no 250Mr, 1o 25 kancyn y GuicTepi 3 MapkyBaHHsM
YkpaiHcsK0f0 Ta aARrNiHCHKO0 MoBaMu; o 4 GricTepu B KOPoOI 3 KapTOHY 3
MapKyBaHHAM YKPATHCHKOK MOBOIO

A23002A
19 JuLI 2025

04.2023

04.2028
11399 packs / 11399 ynaxosox

UA/3746/02/01 from 07.10.2020 unlimited
UA/3746/02/01 Bin 07.10.2020 xiftcamit A ReoGMexcHUHE TepMin

I capsule contains 250 mg ursodeoxycholic acid
1 xancynm MicTaTs 250 M YPCONEe30KCHXOIIeBanT KHCTOTH

'| Test / TecTyemuii napamMerp

Specification / Cnenndixanis Result / MMocunanns

. Appearance

white, opaque, hard gelatine capsules, size 0, containing a Conforms
white, compressed powder or granules ‘

Onne Bini seapozopi Thepal enaTWHOBI KaliCy poaMipoM Binnosizae
«0%, mo mictars Ginuld copeécosanuii nopomok abo
TpaHynu 1
| Disintegration time < 15 minutes - ]2 minutes
(Ph. Eur. 2.9.1) | |
Posnaganns < 15 XBAIHME 2 x8.
(E€sp. Dapm. 2.9.1) | . . _
Uniformity of dosage units [ L.1: 10 units tested: Acceptance value < 15.0 43
[mass variation] {L2: 10 + 20 units tested: Acceptance value < 15.0
| (Ph. Eur, 2.9.40) | AIl units are within the following limits:
All single values > (1 - L2 x 0.01)x M
All single values < (1 +L2x 0:01) x M
 OnuopinnicTs 20308aHHX L:1: 10 TecTOBaHIX OAMHHMIIL:
OIHHUWUB TpritaarHe 3yavends < 15,0 43
[pospaxynkono-saropui L2: 10+ 20 TecTOBAHMX OMHUIK:
meron] TlpuitasTre 3xasenns < 15,0
(€sp. D. 2.9.40) Bci 3Ha9weHH MaiOTh 3HAXOIATHACH B TAXAX MEXaX:

Bcei oxpemi snagenan > (1~-L2x0,01)xM
| Beioxpemi spagemn <(1 +L2x0,00)xM .

Ursofalk Capsules (UA)

URC_W0250_M32P51_master Version 16




DrFalk

Dr. Falk Pharma GmbH |

''Test / TecTyemuit napamerp Specification / Coenndikanis Result / Nocungnus
Identity
'(HPLC-RID, HPLC-DAD, TLC)
1- HPLC-DAD The uncorrected retention time and the UV-spectrum of | Conforms
! the main peak in the liquid chromatogram of the reference
| solution correspond in shape and position to:that of the
main peak in the chromatogram of the test solution
ot alternatively:
- HPLC-RID Uncorrected retention times RT of'the chromatogram of | —-
| the reference and test solution correspond ‘
|- TLC The retention factor RF of the spot in the chromatogram | <-- |
| of the reference and test solution correspond
[nenTudicanisn
| BEPX -DAD HexopekToBanuil Hac yTpuMyBaHHS | YP-cnexIp Bianosigae
TOJIOBHOTO MiKy Ha PiAuHHii xpomarorpami
CTRHAAPTHOTO PO34MHY Bignosigae 3a ¢opMolo i
PO3TANIYBaHHAM TONOBHOMY HiKY Ha XpoMarorpami
BUNPOOYBAHOI® POIUHHY.
BEPX -RID Hexopexrosanuit vac yrpumysatua RT Ha xpomatorpami | -
CTAHAAPTHOTO DOBUNHY Ta BHOPOOYBaHOTO: POIUNHY
cnisragac.
TILX daxropy yTpumMyBasHs RF IUmaMi Ha XpoMaTorpami -
CTAHAAPTHOTO i BHIPoOYBaHOro po3uMHiB BiIIIOBIAAROTE _
'Purity * chenodeoxycholic acid: £1.0% 02%
(HPLC-RID) lithocholic acid: <0.1% <0.05%
each unspecified impurity: <0.1% <0.05%
total sum of impurities: <2.0% 0.2%
 “ucrora * Xenonesokcuxonesa kuciora: < 1,0% 02% o
| (BEPX-RID) Jliroxomesa KucnoTa: 20,1 % = 0,05 ‘ ("
Byns-aki wesuznaveni gomimxn:  <.0,1 % <0,05%
o S o 0,2 %
3aranbHa CYMa AoMilIox: <20% 7
Assay 237.5-262.5 mg / capsule (95.0-105.0 %) 251.94 mg
KinbkicHe BHsHaueHHs 237,5-262,5 mrixancymy (95,0-105,0%) 251,94 mr
| (BEPX)
Dissolution 60 minutes; individual values > 70 % (Q) 80 %
(HPLC)
(Ph. Eur. 2.9.3) 7
Po3unHeHHs 60 xB.:iHauBigyansue sHauenns > 70 % (Q) 180 %
(BEPX)
| (Ep. Papm. 2.9.3) , _ ,
Microbiological quality ** TAMC: < 10° cfu/g <50 cfu/g
(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) [TYMC: < 10% efu/g 50 cfw/g
E. coli absent/g conforms
Mixpob6ionorfaga umcroTa ** | TAMC: < 10* KYOA <50 KYQir
(Esp. Dapm. 2.6.12/2.6.13, 5.1.4- | TyMC: < 102 KYO/T 50KYOrr
1} | E. coli: Bigcyraa/lr Bim%ﬁ‘ﬁ_‘f’\
00\ )

*  every tenth batch, at least two batches per year.
KOXKHa AecsTa NapTis, He MeHHIe ABox napTill Ha pix

**  This test is not performed routinely, only in frame of the microbiological monitoring twice
Jlang BMUpPOGYBaKHS HE BUKOHYIOTH B IAHOBOMY HIOPAIKY, TUILKH B paMkax Mikpodiomort

pazy Ha piK.

Result: / PeaynsTat: M

Ursofalk Capsules (UA)

approved / 3aTBepIIKEHO O

URC_W0250 M32P51_master Version 16 2/4

o

not approved / He 3aTBEpIKEHA

approved on 17.11.2020



| Dr. Falk Pharma GmbH

Manufacturing site: / Bupobruxk:

] Losan Pharma GmbH / Jo3an dapsa T'M6X
Otto-Hahn-Strasse 13, 15 /
Orro-Xan-1ltpacce 13, 15
79395 Neuenburg / 79395 Hoenbypr
Germany / Himerauia

X]Allphamed PHARBIL Arzneimittel GmbH/
Aandamen ©APBUI Apunaitmirrens MMoX
Hildebrandstrasse 10-12
XinppeGpanimrpacce 10-12
37081 Gottingen/ 37081 ['voTritren
Germany/ HiMeaquna

Packaging site and QC: / BupoGumx, BimmositamHuit
3a NepBUHHE, BTOPUHHE [AKYBAHHS Ta KOHTPOITh
AKOCTI:
[] Losan Pharma GmbH / JTosas ®apma T'm6X
Eschbacher Str. 2 / EmGaxep IlItpacce 2
‘79427 Eschbach / 79427 Embax
Germany / HiMeawifia

[[] Losan Pharma GmbH / Jlosan dapma M'v6X
Otto-Hahn-Strasse 13, 15/
Orro-Xau-Illtpacce 13, 15
79395 Neuenburg / 79395 HoenGypr
Germany / Himeaqausra

Ursefalk Capsules (UA)

URC_W0250_M32P51_master Version 16 34

Numiber of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Howmep nrinensii na supoGruureo Jozay @apma IM6X:
DE_BW 01 _MIA 2023 0015 5ix02:02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP 2021 0169 from 12.11,2021 till
14.04.2024

Homep cepradixaty GMP Jlozan ®apma I'mbX:
DE BW_01_GMP 2021_0169 six 12.11.2021 zo
14.04.2024

Number of Manufacturing License Allphamied.:
DE_NI_01 MIA_2023 0002 from 11.01.2023
Homep MueHzNH HA DIPOUBGACTEO ANnhaMen;
DE: NI _01_MIA_2023 0002 pix 11.01.2023

Number of GMP-certificate Allphamed.:

DE NI 01_GMP_2023_0003 ffom 11.01.2023 till
18.05.2025

Homep cepmudukara GMP Anndamen:

DE_NI 01_GMP 2023 0003 six 11.01.2023 g0 18.05.2025

Number of Manufacturing License Losan Pharina GmbH:
DE BW_01_MIA_2023 0015 from 02.02.2023

Howmep ninensii va supoSaunnreo Josan Papma Mo X:
DE BW_01_MIA 2023 0015 siz 02.02.2023

Number of GMP-cettificate Losan Pharma GmbH:
DE_BW 01 GMP 2021 0168 from 12.11.2021 fill
14.04.2024

Homep ceprudiikary GMP Jlosaw Gapma I'm6X:
DE_BW 01_GMP_2021_0168 six 12.11.2021 g0
14.04.2024

Number of Manufacturing License Losan Pharma GmbH:
DE BW _01_MIA 2023_0015 from 02.02.2023

Homep ninensii Ha BupoGunureo Jlozan Gapma IM6X:
DE BW 01_MIA_2023 0015 8in 02.02.2023

Number of GMP-certificate Losan Pharma GnibH:
DE BW_01_GMP 2021 0169 from 12.11.2021 till
14.04.2024

Homep ceprudixary GMP Josan ®apma 'm6X:
DE BW_01_GMP 2021_0169 six 12.11.2021 no
14.04.2024

appraved on 17.11.202




Dr. Falk Pharma GmbH

Allpharied PHARBIL Arzheimittel GmbH/ Numbet of Manufacturing License Allphamed.:
Annpamen DAPBLT ApuyaiMitrens TmEX DE NI 01 _MIA_ 2023 0002 from 11.01.2023
Hildebrandstrasse 10-12 Homep nuieA3nu Ha MPOUSBOACTBO AlbhaMer:
Xinsaebpanamrpacce 10-12 DE NI 01_MIA_2023 0002 sin 11.01.2023
37081 Géttingen/ 37081 I'noTrinren
Germany/ HiMeuquna Number of GMP-certificate Allphamed..

DE_NI_01_GMP_2023_0003 from 11.01.2023 till
18.05.2025

Howmep cepruduixara GMP Ansdamen;
DE_NI 01_GMP_2023 0003 sig 11.01.2023 g0

18.05.2025
Batch release of finished product and alternative
secondary packaging: / Binmosigansuuit 3a BULycK
cepil KiHIeBoro MPoORXYKTY Ta AlbTePHATHBHE BTOPHHHE
NIAKYBAHHA:
Dr. Falk Pharma GmbH / Hp.@ansk ®apma 'M6X Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / JlafinenseGepmpacce 5 DE BW_01_MIA 2021 0020 from 17.02.2021
79108 Freiburg / 79108 ©paitbypr ' Homep niuensii #a supobusiirso [p.Gansk dapma ['mGX:
Germany / HiMeuuwmsa DE_BW_01_MIA_2021_0020 six 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE BW 01_GMP 2023 0041 from 15,11.2022till
15.11.2025

Homep ceprudixary GMP JIp.@ansk Papma 'moX:
DE BW 01 GMP_2023 0041 six 15.11.2019 1o
15.11.2025

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

51, mo mnke ninmmMcascs, 3acBiuyIo, U0 BHICAABENSHA CEPIA € XOCTOBIPHOTOYHOK. lana cepis mpoxyxuii Gyua
srpobneHa (BrmoYaloyn YIakoBKy/MapkyBaHiA) i npoBeaenult KOHTPOIE Tl AxocTi Ha BHIMEIraianoMy BUPOGHHUOMY
Bianini y noswiit ignosignocti 3 suMoramMu GMP, BCTAHOBNEHUME MICLIEBAM PEryIISTOPHAM OPIAHOM, 2 TaKOK ¥
BinnosianocTi 3i cuemudikaiiero, sxa MicTHTLECH B peecTpauiiinoMy Hockse 460 Toprosilt nitensii kpaiHn-Bupobunka
abo xpaiuu-iMaoprepa, SKUIO IPONYKUis iMIIOpTOBaKa, Wi B KoCke crieuudikaniii Ha npenapat s HoCHIHKYBaHOTO
nixapcnkoro 3acoby. [porokont BupoOHNITEA, YIAKOBKA Tajananisis Gyim neperiumyTi i BCTanoBIRHO 1X
sianosiguicts GMP.

Preiburg, / ®paisypr, 19 JULIT0Z

Qualified Person / KpattidixoBanuit daxisens gemapraMenTy KORIPOLIO SKOCT

o Hp. Tomac Ynnmann
(Dr. Thomas Uhlmann) PNy
0 Jp. Pynonsd Bunsrensm ,,/ ol P,
(Dr. Rudolf Wilhelm) s
¥ Horaunec Xoticep f5
(Johannes Heusler) {2
o Xaiixe Maiixcrep VY
(Heike Meichsner) Y7

A ik

o Ciozaune gafiuep
(Susanne Schweizer)

Utsofatk Capsules (UA) URC_W0250_M32P51_master Version L6 414 approved on 171 120’20
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Dr. Falk Pharma GmbH

Certificate of Analysis / CepTudikar anajisy

Product: / INponykr:

Batch No.: / [Tapria Ne:

Batch release date: / IJata
BHITyCKY cepil:

Manufacturing date; / lata
BUpOOHUUTBRA:

Expiry date: / [TpuaaThuii no:

Batch size: / Poamip cepii:

Registration number in Ukraine:

/ Peectpauifine nocBigMcHHA B
Vkpaini

Strength/Potency: /
Cuna nit/ AKTHBHICTS:

Ursofalk®, 250mg capsules, 25 capsules in blister with Ukrainian and
English marking; 4 blisters in a carton with a marking in Ukrainian
VYpcodanek, kancynu no 250mr, no 25 kancyn y Grictepi 3 MapKyBaHHAM
YKpaiHCLKOIO Ta aHrfificskolo MoBaMH; 1o 4 Girictepu B kopobui 3 kapToHy

3 MapKyBaHHAM yKpaiHCbKOIO MOBOIO
L20083A

05. JUNI2020
03.2020

03.2025
11307 packs / 11307 ynakoBok

UA/3746/02/01 from 09.10.2015 till 09.10.2020 /
UA/3746/02/01 sin 09.10.2015 aidtcuuii no 09.10.2020

1 capsule contains 250 mg ursodeoxycholic acid
| kancynu MicTuTb 250 Mr ypcofie30KCHX0/ieBa KHCA0Ta

Test / Tecryemuii napamerp

Specification / Cneundikanin

Result / lMocunanun

Appearance

white, opaque, hard gelatine capsules (size no. 0),
containing a white, compressed powder or granules

conforms

Onue bini nenpo3sopi TBepai »enaTuHOBI Kancynu «0» poamipy, | Binnosinae
110 MicTATE 6inmit cnpecosannii nopowok abo rpanynu

Uniformity of mass > 18/20 + 5 % of the average mass 20120

(Ph. Eur. 2.9.5) 20/20 % 10 % of the average mass 20/20
Average filling mass: 330 mg + 5 % 331.4mg

Oumopianicrs macu = 18/20 5 % Bin cepenHLOi MacH 20/20

(Esp. Papm. 2.9.5) 20/20 He nepesuiye = 10 % sin cepeansol Macu 20/20
Cpenusas macca HanoBHeHHA: 330 Mr+ 5 % 3314 ur

Disintegration time < 15 minutes 3 minutes

(Ph. Eur. 2.9.1)

Posnapanus < 15 xpunus 3 xs.

(Esp. ®apm. 2.9.1)

Ursofalk Kapscln (UA)

URC_W0250_M32P51_master Version 14; Template UA




JAEPXJIIKCITYXXBA
JAEPXKABHA CJIYXBA 3 JIKAPCHBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

syn. bepesnskisenka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koj €JIPITIOY 37079055

BUCHOBOK
Npo AKICTH BBE3eHOro B YKpaiHy JiKapehbKoro 3acody

17.01.2022 Ne 1312/22/26

YPCO®DAJIBK

(HaiimenyBanug Jikaperkoro 3acoBy 3rijiHo 3 peecTpauiHHHM MOCBiAYEHHIM)
KancyJin mo 250 mr; mo 25 kancyJ y 6aicrepi; mo 4 Gaicrepn B Kopooui 3 KApToHy

(hopma Bunycky, Ao3yBanns, BUA NAKyBaHus jikapcskoro 3acoby)

Howmep peecrpauiitnoro nocsiauenns UA/3746/02/01 crpok aif peecrpauiiitioro nocsinuenns HeoOMexenuit

Cepin nikapenkoro 3acoby Ne L2Z0083A KinbkicTh BBe3eHoro nikapeskoro 3acoby 1307
BupoGHuk Jlp. ®ansk @apma ['M6X, Himeuunna
(naiiMenypanug BUpoGHHKA NiKapCLKOro 3acoly, Kpaina NoXopKeH A )
Breseno B Vkpainy Ipusarne akuionepue rosapucrso "HATYP®APM", inent. kon:
24930169

(naiimenynanns ta ko 3a €JIPIIOY 1opuwuiunol ocobu abo npispuiie, iM'a, no Garekosi GisHunor
ocobu - nianpuemis, T Micue nNpoXupalikg Ta peectpailifnmii Homep 06/1iKOBOT KapTKH MIATHHKA
nojaarkis abo cepif Ta HOMEp nacnopra)

MpoTtokon Bizyansioro konrpomo ix 17.01.2022 N 78/2.

3a pesynbTaTaMH JIEPXKaBHOTO KOHTPOJIKO BCTAHOBIEHO, 110 Jikapcekuif 3aci6 BeezeHo B VkpaiHy 3

Muxkomna XOJIOJIEHKO

(iniuianu Ta npizsuue)




Dr. Falk Pharma GmbH

Result: / Pesynsrar: O approved / 3aTBepiKeHO
Manufacturing site: / Bupo6uux:

Losan Pharma GmbH / Jlozan ®apma M'M6X
Otto-Hahn-Strasse 13, 15 / Otro-Xan-1LTpacce 13, 15
79395 Neuenburg / 79395 Hoeubypr

Germany / Himeuuuna

Batch release of finished product: / BignosinansHuii 3a
BHMYCK cepil KIHUEBOro NpoAyKTY:

Dr. Falk Pharma GmbH / Ip.®ansk ®apma 'M6X
Leinenweberstrasse 5 / JIaitnpe6eptpacce 5

79108 Freiburg / 79108 Ppaiibypr

Germany / Himeuunna

not approved / He 3aTBepKEHO

Number of Manufacturing License Losan Pharma GmbH;
DE_BW_01_
MIA_2019_0105/DE_BW_01_Losan_Pharma

Homep niuensii Ha Bupobuuurso Jlozan dapma [MEX:
DE_BW 01 _
MIA_2019_0105/DE_BW_01_Losan_Pharma

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP 2019 0114 from 28.11.2018 till
28.11.2021

Homep ceptudikaty GMP Jlozan ®apma I'm6X:
DE_BW_01_GMP_2019 0114 Bin28.11.2018 ao
28.11.2021 pp.

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01_MIA_2019_0009/DE_BW_01_Falk from
21.03.2019

Homep niuensii na supobunurso Jp.dansk dapma MMGX:
DE_BW_01_MIA_2019_0009/DE_BW _01_Falk sia
21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Homep ceprudiikary GMP [Ip.Mansk dapma 'mM6X:
DE_BW_01_GMP_2017_1065 Bin26.09.2017 no
12.07.2020

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 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 Batch
Analysis Record have been reviewed and found to be compliant with GMP,

A1, Wwo Hibkye niAnKcascs, 3acBiAUYIO, WO BUILeHaBe/Iena cepisi € A0cToBipHOTOuHOIO. [laHa cepin npoxykuii Gyna
BHpoG/IeHa (BKIIOYAIOYH YAKOBKY/MapKyBaHHa) i npoBeaeHnH KOHTPONS if AKOCT Ha BUILIC3raiaHOMY BHPOOHHUOMY
BIANINI y NOBHIH BiANoBiAHOCTI 3 BUMOramu GMP, BCTaHOBNEHHMH MICLICBHM PETY/IATOPHUM OPraHOM, a TAKOK y
BiAnoBiAHoCTi 3i cneumdikauieio, sxa MiCTHTBCA B peccTpauiiHoMy I0Che a60 TOPro.if MiUCH3iT KpaiHu-BupoOHKKa
a6o kpaiHu-iMnoprepa, KO NPOAYKUis iMNOpTOBaKa, 4¥ B Aocke cneumdikawill Ha npenapar AnA AoCHiuKyBaHOro
nikapckkoro 3acoby, ITpoTokonu BHPOGHHULTEA, YNaKOBKH Ta aHanizie Gynu neperaaHyTi | BCTAHOBMACHO iX

sinnosiaxHicts GMP,

Freiburg / ®paiibypr, 05. JUNI 2020

Qualified Person / Ksanidikosanuii axipeus AenapTaMeHTy KOHTPOTIO AKQOH]

o J-p Tomac ®PuHrepxyT
(Dr. Thomas Fingerhut)

'js( J-p Tomac Y nbman
(Dr. Thomas Uhlmann)

o JI-p Pynonsg Bunsrensm
(Dr. Rudolf Wilhelm)

Ursofalk Kapscln (UA)

URC_W0250_M32P51_master Version 14; Template UA
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Dr. Falk Pharma GmbH

Test / Tectyemuii napamerp Specification / Cneundikauin Result / [Mocnaanun
Identity
(HPLC-DAD, HPLC-RID, TLC)
- HPLC-DAD The uncorrected retention time and the UV-spectrum of | -—--
the main peak in the liquid chromatogram of the reference
solution correspond in shape and position to that of the
main peak in the chromatogram of the test solution
or alternatively:
- HPLC-RID Uncorrected retention times RT of the chromatogram of | conforms
the reference and test solution correspond
-TLC The retention factor RF of the spot in the chromatogram | conforms
of the reference and test solution correspond
InenTndikauin
BEPX -DAD Hekopekrosauuii yac yrpumysanss i Yd-cnektp -
rOJIOBHOTO NiKy Ha piAMHHIl XpomaTorpami
CTAHJIAPTHOTO PO3YMHY BiANoBinae 3a GopmMoio i
po3TallyBaHHAM MOJIOBHOMY MiKy Ha XpoMarorpami
BUNPO6GYBAHOTO PO3YHHY.
BEPX -RID Hexopekrosauuii yac yrpumysanns RT na xpomatorpami | Bianosinae
CTaHJIapTHOTO PO3YHHY Ta BHIPOGYBAHOrO PO3UHHY
cnisnagae.
TWX MakropH yrpuMypanua RF nnamu Ha XxpomaTorpami Biznosinae
CTaHAapPTHOrO i BHNpobyBaHoro po3uHHiB BiANOBIAAIOTE
Purity * chenodeoxycholic acid: < 1.0 % o
(HPLC-RID) lithocholic acid: 0.1 %
each unspecified impurity: < 0.1 %
total sum of impurities: < 2.0 %
Ynerora * Xenoaecokcnxonesa kucnora: < 1,0 % £
(BEPX-RID) Jlitoxonesa kucnora: < 0,1 %
KoskHa HeBH3HaueHa gomiwka: < 0,1 %
3aranbna cyma aomiwox: < 2,0 %
Assay 237.5-262.5 mg / capsule (95-105 %) 251.8mg (=101 %)
(HPLC)
KiabkicHe Busnagenns 237,5-262,5 mr y kancyni (95-105 %) 251,8mr (=101 %)
(BEPX)
Dissolution 60 minutes: individual values 2 70 % 93 %
(HPLC)
(Ph. Eur. 2.9.3)
Posunmenns 60 xB.:iuauBinyansHe snavenns > 70 % 93 %
(BEPX)
(Epp. dapm. 2.9.3)
Microbiological quality ** TAMC: < 10° cfu/g s
(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) [TYMC: < 102 cfu/g
E.coliabsentin 1 g
MikpoGionoriuna uncrora ** [ TAMC: < 10° KYO/r 2x
(€sp. Papm. 2.6.12/2.6.13, 5.1.4- | TyYyMC: < 102 KYO/r
1) E. coli: Bigcyrusa /1 e

*  All mentioned impurities represent by-products originating from the synthesis of'/ﬂ'-/ aét/ve ingr
ursodeoxycholic acid as it is verified during long-term stability tests, Theref‘oree;;/hlsfte&! is not p:rfo_ 1; !

routinely (every tenth batch for quality assurance purposes).

Bci HaseneHi joMilwky npeacTasnaioTh coboio nobiuHi NpoAYKTH CHHTE3Y m4 llsmf
6yJi0 BCTAHOBNEHO NPH JAOBroTpHBanuX BUnpobysaHusax crabinkHocti. OTike
pYTHHHO (Ha ko HiH aecaTiit napTii B winax 3abesneuenna AkocTi).

**  This test is not performed routinely, only in frame of the microbiological mommr\” o Wi

Jlauuii TeCT HE BHKOHYETHCA PYTHHHO, JIMILE B pamKax mikpo6ionoriuxoro Moulrop"

Ursofalk Kapseln (UA)

URC_W0250_M32PS1_master Version 14: Template UA
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Dr. Falk Pharma GmbH

Manufaciuring site: / Bupo6rux: Number of Manufacturing License Losan Pharma GmbH:
Losan Phayma GmbH [ jlozau @apma Tm6X DE_BW_01_

Otto-Hahn-Strasse 13, 15/ Orro-Xan-Litpacce 13, 15 MIA__20i9_0105!DE_BW_0I;Losan_Pharma

79395 Neuenburg / 79395 Hoeunbypr Homep ningusii Ha supobumireo Jiozan ®apma TmEX:
Germany / Himeursuna DE_BW_01_

MIA_2019_0105/DE_BW_01_Losan_Pharma

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_0i_GMP_2019 0114 from 28.11.2018 till

28.11.2021

Homep ceprudikaty GMP flozan @apma IMGA:

DE BW 01_GMP_2012 0114 gig 28.11.2018 a0 ;
28.11.2021 pp.

Batch release of finished product: / Bianosinansuuii 3a  Number of Manufacturing License Dr. Falk Pharma GmbH:

BHNYSk cepil KIHLEROTO APOAYKTY: DE_BW_01_MIA_2019_000%/DE_BW_01_Falk from

Dr. Falk Pharma GmbH / Bp.@anek Dapma I'M6X 21,03.2019

Leinenweberstrasse 5 / JiafiupeGepwrpacce 5 Homep ninensil #a enpoBunureo p.®@anek dapma I'mbX:
79108 Freiburg / 79108 ©paiibypr DE_BW_0i_MiA_2019,0009/DE_BW_01} Falk sin
Germany / HimMeuuutia 21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE BW Gi_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Homep ceprudikaty GMP Jp.danek $apma N'v6X:
DE BW_01_GMP_2017_1065 sin 26.09.2017 a0
12.07.2020

1, the undersigned, certify that the above batch is truly accurate. This batch (including packaging/labeling) was
praduced and subjected to quality control in the above production unit in compliance with the GMP requirements *
established by the lacal regulatory authority, as well as with the specifications contained in the marketing authorization
dossier or trade license 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 Baich Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

S, W0 HWKHE NIRNMCABCH, 2aCRINYYIO, 10 BHILCHABEACHA CEpin € ROCTORIpHOTOUHOI. [laka cepin npoaykuil Gyna
BupobacHa (BKNOMAIOYN YNAKOBKY/MapKyBaHHa) | TPOBEACHNH KOHTPOL 1T AKOCTI Ha BUIKE3rAAAHOMY pHpoGHHuOMY
Bimpini y nosHil sianosiguocti 2 enmoramMu GMP, BcTaHORAEHUMM MICUCBMM PETYAATOPHIM OPraHOM, 8 TAKOK Y
siprioginnecTi 31 creumdikauieio, axa MICTHTLCA & peecTpauifiHomy Aocke a6o Toproaii fiuensii kpainu-supobuuKa
a6o rpainu-iMnoprepa, KO APOAYKUIS IMNOPTORANA, YU B AOCKLE eneupdixauilt #a npenapat ANA SOCAIAKYBAHOTG
nikapeskoro zacofy. MpoTokonyu BUPOGHHULTEA, YNAKOBKH Ta aHanizis Gynu tiepernaHyTi | BCTAHOBAEHO TX
signorianicTs GMP,

Freiburg 7 ®panbypr, 5, JUNI 2020 ,

. i . Grses
Qualified Person / Keanidikosauuit daxireus genapTaMeHTy KO ﬂxor:’.e‘?f?;:"\

o J-p Tomae DuurepryT i //k\\ %
o <
3

{Dr. Thomas Fingerhut)
I-p Tomac VinnMal
(Dr. Thomas Ukimann}

@
o Ji-p Pygoned Bunnrensm ) e’"ef"iéy
(Dr. Rudolf Wilhelm) , Fre

Ursofalk Kapscln (UA) URC_W0250_M32P5]_measter Yersion 14; Template UA
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Dr. Falk Pharma GmbH

Test / Teeryennii mapametp Specification / Coeundikatin Result / llociaapna
identity
(HPLC-DAD, HPLC-RID, TLC)
- HPLC-DAD The uncorrected retention time and the UV-spectrum of® | -
the main peak in the liquid chromatogram of the reference
solution correspond in shape and position to that of the
main peak in the chromatogram of the test solution
or alternatively:
- HPLC-RID Uneorrected retention times RT of the chromatogram of | conforms
the reference and test solution correspond
-TLC The retention facter RF of the spot in the chromatogram | conforms
of the reference and test solution correspond
ipervudixanina
BEFPX -DAD Hexopexropasuii 1ac yrpuMyrarHs i Yd-cnexTp ~—
FONOBHONG HiKy Ha piAMHHIK XpomaTorpaMi
£TAHAAPTHOrO PO3UMHY BiANOBIA2E 32 GopMot0 i
PO3TALIYBAHHAM FONOBHOMY RiKY M2 XpomaTorpami
BHTpOSYBAHOTO POIYHHY.
BEPX -RID HekopexTosaruii uac yTpumysauns RT Ha xpomardrpami | sianosigac
CTaHAAPTHOTO PO3UMHY Ta BHNPOBYREHOr0 PO3HUHY
chiBnafac.
TUWX Paktopu yrpumyeauss RF misMy Ha XpoMarorpami BiAHOBifAC
CTABAAPTHOTO | BUAPOBYBaHOro POSYHHIR RIANOBIAAIOTE
Purity * chenodeoxycholic acid: < 1.0 % *
(HPLC-RID) lithocholic acid: < 0.1 %
each unspecified impurity: £0.1 %
total sum of impurities: £2.0 % u
Hucrora * Xeuopeokcuxonena kuciota: < 1,0 %
(BEPX-RID) Jiitoxonesa kucnota: < 0,1 %
Koxua nepmssaueHa gomimia: < 0,1 %
3arankHa cyma gomimok: < 2.0 % '
Assay " 237.5-262.5 mg / capsule (95-105 %) 249 Tmg (= 100 %)
(HPLC)
KinskicHe BlizHA4MeHHSR 237,5-262,5 mr y kancyni (95-105 %) 2497 mr {= 100 %)
{BEPX)
Dissalntion 60 minuies: individual values 2 70 % 97 %
{HPLC)
{Ph. Eur. 2.9.3)
Pozunnenns 60 xe.inpuBinyansHe 3Hauenns 2 70 % 97 %
{BEPX)
(Erp. Papm. 2.9.3)
Microbiological quality ** TAMC: < 10° cfulg **
(Ph. Eur.2.6.12/2.6.13, 5.1.4-1) | TYMC: = 10% cfu/g
; E.coliabsentini g
Mixpo6ionorizua uuctora ** | TAMC: < 10 KYO/r o
(€rp. Wapm. 2.6.12/2.6.13, 5.1.4- | TYMC: < 10 KYO/r
b E. coli: Biseymasn/ir [

SEE

Result: / PezyneTat: Tﬁ—

All mentioned impurities represent by-products originating from the synthesis of the(agiive ingredient

ursodeoxycholic acid as it is verified during long-term stability tests. Therefore this st is not performed
routinely {every tenth batch for quality assurance purposes}.
Bei HaseseHi AOMinIKY NPEACTABASIOTE cOGo NOGIMHI NPORYKTY CHHTESY Airouoi peéuommu VAR
6y Mo BETAKOBACHO NpH JOBTOTPHBANMX punpoBysannax cTabinenocTi. OTHE AAHKI TECT HE BHKOMY
pyTHiEG (Ha KoXHiH AecATIA GapTIT B MinsEX jabesneueHHs AKocTi).

This test is not performed routinely, only in frame of the microbiological monitaring twice a yeay.
Jauuit TeCT HE BUKOHYETLER PYTHHHO, AVILE B pAMiAX mikpoGionoriMHOTD MOHITOPUHEY ABIMI

approved / 3aTREpMKCHO (]

Ursofalk Kapseln (UA) 'URC_WOZSO_MBZPS 1_rmaster Version 14; Template UA

b



Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudixart anamizy

Product: / TpogyxT:

Batch Ne.; / Mapris Ne:

Batch release date: / Jiata
BWITYCKY cepil:

Manufacturing date: / flata
BUpOGHULTEA:

Expiry date: / [Tpuaatsui 5o:

Batch size: / PosMmip cepii:

Registration number in Ukraine:

/ Peectpauiiine nocsifUeHHS B
Vrpaiui

Strength/Potency: /
Cuna DI AKTHEHICTS:

Ursofalk®, 250mg capsules, 25 capsules in blister With Ukrainian and
English marking; 4 blisters in a carton with a marking in Ukrainian
¥Ypcoganbk, kancynu no 250mr, no 25 kancyn y 6nicTepi 3 MapkyBatHam

YKPaTHCHKOIO Ta aHPAIHCEKOD MoBamy; no 4 Gaictepy 8 kopobui 3 KapToHy

3 MAPKYBAHHAM YKPaiHCEKOK MOBOKO
L20081 A

5. JUNI2020

03.2020

03.2025
13527 packs / 11527 ynakosok

UA/3746/02/01 from 09.10.2015 tilt 09,10.2020 /
UA/3746/02/01 8ig 09.10.2015 piticuuit no 09,10.2020

1 capsule contains 250 mg ursodeoxycholic acid
I kaneynu MicTuTs 250 Mr ypeoaC3OKCHXORER2 KHCAOTA

4

Test / Tectyemutit mapamerp

Specification / Cnenudiikaiisa

Result / Hocuaaknun

Appearance

white, opaque, hard gelatine capsules (size no. 0),
eontaining a white, compressed powder or granules

conforms

One Bini wenposopi Teepai enaTunosi kancynu «0» posmipy, | siAnosinac
1o MicTATR Ginnii cnpecosannil MOpoiOK 200 rpanyny
Uniformity of mass > 1820 + 5 % of the average mass 20120
(Ph. Eur, 2.9.5) 20/20 + 10 % of the average mass 20/20
Average filling mass: 330 mg £5% 327.9 mg
OawopipsicTs mack” = 18/20 + 5 % Bix cepeaHeol Macy 20120
(€ep. Bapm. 2.9.5) 20/20 ue nepepumye + 10 % BiR cepeausoi MacH 20120
Cpefuas Macca sanosueHua: 330 Mr 25 % 3L mr
Disintegration time < 15 minutes 3 minutes
(Ph. Eur. 2.9.1}
3 xa.

Posnaganus
{Cep. Dapm. 2.9.1)

< 15 xBunmii

Ursofalk Kapseln (UA)

URC_W0250_M32P51_master Version 14; Template UA
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AEPXINIKCIIVXXBA
AEPXKABHA CJIYIKBA 3 JJIKAPCHKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y M. KHEBI

BY.l. Bepesnskisceka, 29, Kuis, 02098, Ten, (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,hggs://www.dls.gov.ua_, Kon €JIPTIOY 37079055

BHCHOBOK
npo siKicTL BBe3eHoro B Ykpainy JikapcbKoro 3acoly
15.11.2021 Ne 68593/21/2611
YPCO®AJIBK

(walimenypanua nikapcrkoro 3aco6y 3rizmo 3 peecTpauiituinM nocsiMeHHAM)
kancy/as no 250 mr; no 25 kancya y Gaicrepi; mo 4 6icrepn B KopoOui 3 xa
(¢opma umycky, A03yBanHs, BUA NAKYBaHHR NiKkapchKOro 3acofy)

Homep peectpauiitiioro nocsinuenna UA/3746/02/01 crpox it peecTpauiiinoro noceixueHna HeOOMexeHuU

Cepia nixapcbkoro sacoby Ne L20081A Kinbkicts BBE3eHOrO nikapcbkoro 3acoby 4927
Bupo6uux _p. ®ansk Gapma I'm6X, HiMewauna
(nafimenyBaHHa aupoGHuKa Nikapcbkoro 3acoby, KpaiHa NOXOKEHNS)
Baeseno B Vipaiuy IlpuBaTie akuioHepHe ToBapHcTBO "HATYPdiAPM", inenr. xoa:
24930169

(natimerysanua Ta kox 3a €APTIOY topuanusoi ocobn abo npispuue, iM'a, no GaTLkOBi
disuunot ocobn - nianpuemus, i micue npoxusan s Ta peecrpauiituuit Homep oGnikosoi
KapTKH IATHAKA NoAaTkis abo cepia Ta Homep nacnopra)

Ilporoxon sisyanshoro xonrpomo six 15.11.2021 X 4195/1.

3a pesynbTaTaMu  aepxaBHOTO KOHTPOMIO BCTAHORNEHO, MO Jjikapchkui 1aci6 BBeseHo B VipaiHy 3
AOTPHMAHHAM BUMOT 33KOHOAARCTEA OAO 336€3NEUEHHS AKOCT] nikapchKHX 3acobis.

Havansauk Msuxona XOJIOIEHKO

(iniuiank Ta npissume)

(nocanosa oco6a oprany ncpxanuo,-g?go .. s

M.IL, \



o ; J‘"JJ

JNEPXJIKCITY)XBA
JEPKABHA CJHYXBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

Byn. bepesnskiBceka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv{@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo AKICTE BBE3EHOro B Y Kpainy JikapchKoro 3acoby
03.09.2021 . Ne 50381/21/26
YPCODAJILK

(HafiMcHyBaHHR nikapcekoro 3acoBy 3riZHo 3 peecTpauifinuM nocsimcHNaM)
kancyu no 250 mr no 25 kancya y 6uicrepi; no 4 Gaicrepu B kopo6ui 3 KapTony

((bopma BriyCKY, 103y BAHNS, BHA MTaKyBaHIls fikapcekoro 3acoby)

Howmep peectpauiinoro nocsiguenna UA/3746/02/01 crpox aii peecrpauiiiroro nocsiguenns HeoOMeKeHUH

Cepis nikapceskoro zacoby Ne L20080A KinbkicTs BBE3eHOro nikapcukoro sacoty 4000
BupoGHuk Hp. ®anexk Papma 'M6X, Himeyuuna
(nalimenysanns supoGnika siikapcbkoro 3acofy, KpaiHa noXomKeHHs )
Baeseko B Ykpainy IIpuBarre akuionepHe Topapucerso "HATYPOAPM", inenr. xoa:
24930169

(naitmenynaina Ta ko 3a EIPI10Y wopuanyHoi ocobu abo npispuute, im'a, no 6aTskosi
(bisnunoi ocofiu - ninnpuemis, 1i Micue NpoxuUBaHHA Ta peecTpanitinuil HoMep o6nikoroi
KapTKH NAaTHHKA N0AaTKiB abo cepis Ta HoMep nacnopra)

IpoTokoa sisyanbhoro kontpomo sia 03.09.2021 Ne 3036/5.

3a pesynbTaTaMM AEPKABHOTO KOHTPOMO BCTAHOBNEHO, [0 NikapchKuit 3aci6 BBe3eHo B Ykpainy 3
AOTPHMAHHSM BHMOr 32KOHONABCTBA WOAO 3a6€3NEHEHHS SKOCT MIKapChkyX 3acobis.

Muxosna XOJIOJEHKO

(mignuc) (iniuianu Ta npizsume)

y
Hagamnuuk 7

(nocanosa ucoﬁaﬁ{]}j‘éﬁf .ﬁcpfca]sﬁ@i?dfigbu;}po o)
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudixar ananizy

Produet: / IpoayxT:

Batch No.: / [Tapria Ne:

Batch release date: / Jlata
BHIMYCKY cepil:

Manufacturing date: / Jlara
BHpPOGHHUTEA:

Expiry date: / [Tpuaatauii xo:

Batch size: / Po3mip cepif:

Registration number in Ukraine:

/ Peectpauiiine nocsiguexus B
Vkpaini

Strength/Potency: /
Cuna nil/AKTHBHICTS:

Ursofalk®, 250mg capsules, 25 capsules in blister with Ukrainian and
English marking; 4 blisters in a carton with a marking in Ukrainian
Ypeodansk, kancyaun no 250mr, no 25 karcys y 6aicrepi 3 MapkyBaHHsIM
YKpaIHCHKOIO T2 aHINifChKOI0 MOBamMu; 1o 4 6rticTepH B KOpobii 3 KapToHy

3 MapKyBaHHAM YKPaTHCBKOI) MORBOIO
L20080A

05, Jun 2020
02.2020

02.2025
11299 packs / 11299 ynakosok

UA/3746/02/01 from 09.10.2015 til] 09.10.2020 /
UA/3746/02/01 8in 09.10.2015 niitcHuit no 09.10.2020

I capsule contains 250 mg ursodeoxycholic acid
[ xancynu micTHTL 250 M YPCO/IE30KCUXONERA KHETOTA

-

Test / TecTyemuii napamerp Specification / Cneundixauin Result / Mocnaanun

Appearance white, opaque, hard gelatine capsules (size no. 0), conforms
containing a white, compressed powder or granules

Onnc bini nenposopi TRepai xenatuHoBi Kancynu «0» posmipy, | Bignosinac
uio MicTATE Binuit enpecoranuii nopowok abo rpanynu

Uniformity of mass > 18/20 £ 5 % of the average mass 20/20

(Ph. Eur. 2.9.5) 20/20 + 10 % of the average mass 20/20
Average filling mass: 330 mg + 5 % 3297 mg

Onuopianicts macn = 18/20 = 5 % Bia cepenHboi Mack 20/20

(Cep. Dapm. 2.9.5) 20/20 ne nepesuye + 10 % Bin cepenHsoi Mack 20720
CpenHsas Macca HanoBHeHHA: 330 Mr= 5 % 323,7 wr

Disintegration time < 15 minutes 2 minutes

(Ph, Eur. 2.9.1)

Poinagauns < 15 XBHIHH 2 xB.

(€Bp. ®apm.2.9.1)

Ursofalk Kapseln (UA)

URC_W0250_M32P51_master Version 14; Templatc UA
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Dr. Falk Pharma GmbH

Test / Tecryemuii napamerp Specification / Cneundikauis Result/ [Tocuaanun
[dentity

(HPLC-DAD, HPLC-RID, TLC)

- HPLC-DAD The uncorrected retention time and the UV-spectrum of

the main peak in the liquid chromatogram of the reference
solution correspond in shape and position to that of the
main peak in the chromatogram of the test solution

or alternatively:
- HPLC-RID Uncorrected retention times RT of the chromatogram of | conforms
the reference and test solution correspond .
-TLC The retention factor RF of the spot in the chromatogram | conforms
of the reference and test solution correspond
laenTHdikauis
BEPX -DAD HexopexTosanuii uac yrpumysanns i V®-cnextp -
TOMOBHOCO IMiKy Ha PiAMHHINA XpoMaTorpami
CTaHJapTHOrO PO34HHy BiAMOBIIaE 3a GopMoro i
PO3TalUIYBaHHAM TOMOBHOMY iKY Ha XpoMaTorpami
BHIIPOOYBaHOrO PO3UHHY.

BEPX -RID Hekopekrosanuii uac yrpumysanus RT Ha xpomarorpami | sinnosizae
CTAHAAPTHOIO PO3UMHY Ta BHNPOOYBAHOTO PO3UYMHY
criBnagac.

TLLX ®axropu yTpumysauus RF niaamu na xpoMmartorpami BIANOBIfAE
CTaHAAPTHOTO i BUNpoOyBaHOTO PO3YHHIB BIANOBIAAIOTS

Purity * chenodeoxycholic acid: < 1.0 % ®

(HPLC-RID) lithocholic acid: 0.1 %

each unspecified impurity: 0.1 %
total sum of impurities: < 2.0 %

Huerora * XeHopeokcuxonepa kucnota: < 1,0 % '
(BEPX-RID) Jlitoxonera kvcnota: < 0,1 %
KoscHa HeBuaHaueHa lomimka: € 0,1 %
3araneHa cyma gomiutok: < 2,0 %
Assay 237.5-262.5 mg / capsule (95-105 %) 250.5 mg (= 100 %)
(HPLC)
KinekicHe BH3HauenHn 237,5-262,5 mr y kancyni (95-105 %) 250,5 Mr (= 100 %)
(BEPX) i
Dissolution 60 minutes: individual values > 70 % 95 %
(HPLC)
(Ph. Eur. 2.9.3) i
Pasunnerus 60 xB.:inauBigyanshe 1HaueHHs = 70 % 95 %
(BEFPX)
(E€sp. Papm. 2.9.3)
Microbiological quality ** TAMC: < 10° cfu/g *

(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1} | TYMC: < 102 cfu/g
E. coli absentin 1 g
Mikpo6ionoriuna yucrora ** | TAMC: < 103 KYO/r
(€ep. ®apm. 2.6.12/2.6.13, 5.1.4- TYMC: < 102 KYO/r
) E. coli: Bigcyrha/l r

*x

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. Therefore this test is not performed
routinely (every tenth batch for quality assurance purposes).

Bci HasesieHi AOMIILKH NpeACTaBIAIOTL c060I0 NOBIUHI NPOAYKTH CHHTEIY [iF04O] pe4oBUHK Y.
Byno BcTaHOBNEHO NMPH JOBrOTPUBANKX BUNPOOYBaHHAX cTabinsHocti. Omike gaHnii Tect Hc\"ﬁ\?{mﬂy_

PYTHHHO (Ha KOXCHI# fecATill mapTii B winax sabe3neueHHs AKOCT). ’ 4%
**  This test is not performed routinely, only in frame of the microbiclogical momto:mg{/\ffé a year. e.%;
HaHuii TeCT He BUKOHYETBCA PYTHHHO, TULIC B PAMKAX MikpoGioNloriuHOro MOHITOPHATDY MBiui Ha£g?w@ >\
= ‘Y"q. \‘QB- ﬂi u
Result: / PesyneTat: fi approved / 3aTBepmiKeHO O not approve? £ }-{e 3?&'\1?\\6\( @féi\ O
&
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Manufacturing site: / Bupo6uuk:

Losan Pharma GmbH / Jlozan ®apma I'm6X
Otto-Hahn-Strasse 13, 15 / Otro-Xau-llTtpacce 13, 15
79395 Neuenburg / 79395 Hoenbypr

Germany / Himeuuuna

Batch release of finished product: / Bignosinanwuuit 3a
BHMINYCK Cepil KiHLEBOro NpoayxTy:

Dr. Falk Pharma GmbH / [ip.®ansk ®apma MM6X
Leinenweberstrasse 5 / JIaiinpeGepurpacce 5

79108 Freiburg / 79108 ®paiibypr

Germany / Himeyuuna

Dr. Falk Pharma GmbH

Number of Manufacturing License Losan Pharma GmbH:
DE BW 01 _

MIA_2019_0105/DE_BW 01_Losan_Pharma

Homep niuensii na supobunurso Jlozan dapma M'MOX;
DE BW 01 _
MIA_2019_0105/DE_BW_01_Losan_Pharma

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2019 0114 from 28.11.2018 till
28.11.2021 -

Homep ceptupicaty GMP Jlosan dapma [m6X:
DE_BW_01 GMP_2019 0114 siz 28.11.2018 no
28.11.2021 pp.

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_0!_MIA_2019_0009/DE BW 01 Falk from
21.03.2019

Homep niueusil na supobuuurso Op.Gafsk Gapma TMEX:
DE_BW_01 MIA_2019_0009/DE_BW_01_Falk sig
21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE BW_01_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Homep ceprudixaty GMP Jip. ®@anux dapma TmeX:
DE BW _01_GMP_2017_1065 sin 26.09.2017 no
12.07.2020

I, 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 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 Batch
Analysis Record have been reviewed and found to be compliant with GMP.

51, 110 HEKYE MIAMUCARCH, 3ACRIAYYIO, L0 BUILEHABEEHA cepis € gocrosipHoTouHomw, Jlana cepis npoaykuii Gyna
BUpobneHa (BKMIOYAIOHH YNAKOBKY/MapKyBaHH) | npoBeneHuH KOHTPONL 1T AKOCTI Ha BULIE3ra/laHOMY BHpaGHIIOMY
BiLiNi y noBHIi BinnosigHocTi 3 BuMoramu GMP, BCTAHOBIEHHMY MiciEBHM PerynaTOpHUM OpradoM, a TaKoK y
BiAMNOBIHOCTI 3i cneundikauiero, ixa MICTHTbCA B peecTpaliiiHOMY A0CHE 260 TOproBili niueHsit kpaiuH-eMpoBHIKa
260 kpalHu-iMnopTepa, AKIO NPOAYKLIA IMIIOPTOBAHA, YH B AOCKE cneundikanii na npenapar AnA A0CHiHKYBAHOTO
nikapckkoro 3acoby. [TpoTokonH BUPOBHUUTRA, yAKOBKM TA 2HAMI3IB Gynu nepernaHyTi | BCTRHOBNEHD TX

Bianosiguicts GMP,

05. JUN 2020

Freiburg / ®paiibypr,

Qualified Person / Keaniikosanuii (axiseus nenapraMesTy KOHTpoA éKOCTi

0 [-p Tomac @uHrepxyT

(Dr. Thomas Fingerhut)

H-p Tomac Vnsmay

(Dr. Thomas Uhlmann)

0o J-p Pymonwth Bunsrensm
(Dr. Rudolf Wilhelm)

X

Ursofalk Kapseln (UA)
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Dr. Falk Pharma GmbH -

**  This test is not performed routinely, only in frame of the microbiological monitoring twice a year.
Daumit TeCT He BUKOHYETECA PYTHHHO, fiMIIC B paMKaX MikpoGionorissoro MORITODHMHIY ABiui Ha pik.

Resuli: / Peaynetar:  BF approved / 3ateepaxeso a not approved / He JaTREpAKCHY

Manufacturing site: / Brpo6rux: Number of Manufacturing License Losan Pharma GmbH;
Losan Pharma GmbH / Jlozau ®apma IMv6X DE_BW_01_MiA_2017_1036/DE_BW_01_Lasan_Pharm
Otio-Hahn-Strasse 13, 15 / Orro-Xan-Illzpaces 13, 15 a Falk fom 03.08.2017

79395 Neuenburg / 79395 Hoenbypr Homep riuewsii #a supobuunrao Jlozan Gapma MueX:
Germany / Himeuunua DE_BW _61_MIA_2617_1036/DE_BW _01_Losan_Pharmn

a Falk from 83.08.2017

Number of GMP-certificate Lasan Pharma GmbH:
DE_BW_01_GMP_2016_0128 from 28.10.2616 till
21.06.2019

Honep ceprudgizary GMP Jiosan ®apma TvbX:
DE_BW_01_GMP_2016_0128 from 28.10.2016 till
21.06.2019

Batch release of finished product: / Bignogiganeuuit 33 Number.of Manufacturing License Dr, Falk Pharma GmbH:
BHIYCK cepil XiHMEROro GPOLYKTY: DE BW 01_MIA 2019_0009/DE_BW_01_Faik from

Dr. Falk Pharma GmbH / Sp.ansx Dapma I'mEX 21.83.2019 '

Leinenweberstrasse 5 / JIsitnreGepmrpacee 5 v Homep niuerzil #a pupofauurso Jip.Panck Papra TMEX:
72108 Freiburg / 79108 dpaiibypr DE BW _01_MIA 2012 _0009/DE BW_@1_Falk sig

Germany / Himeuunna 21.03.2019 -

Number of GMP-certificate Dr, Falk Pharma GmbH:
DE BW_01_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Homep ceprudikary GMP Jip.$annk Papma TMEX:
DE_BW 01 _GMP 2017 _1065 ein 26.09.2017 5o

12.07.2020

1, the undersigned, certify that the above batch is truly accurate, This batch (including packaging/labeling) was
praduced 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
dessier or trade license of the manufacturer country or destination country, if the produet is imported, or in the product
specification file for the study drug. The Batch Manufacturing Record, the Bateh Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

A, w0 vpKue RIARKCARCH, SACRITIYI0, IO BULCHAREASHA cepin e ZOCTORIpHOTOYHOK, Hana cepia npoaykiil Gyna
BupabiieHa (RXME4AI0YH YRIKOBKY/MADKYBAHHA) | IPOBEACHHIA KOHTPORS Ti AKOCT H2 BHIRESTANAHOMY EEPOGRIIOMY
pizaini y noswiH sianoriaHccTi 3 BuMorame GMP, BCTRHORACHUME MICHEBEM PETYRATOPHUM ORFAHOM, 2 TAKOHK ¥
eianeriHocTi 3i cneppiranicio, axa MicTUTLCA B peecTpaliiiiromMy Aocke a0 Toprorili minensil kpainu-BupaGHEUKA
afo rpaisp-iMAOPTEpa, SKIIC NPORYKHIA iIMAGPTORaNA, ui B foCke cneimixaiill Ha Fpenapat ANA ACCTIKYRAHOr0
nikapeskoro 3acoby. [ipoToxonn pupaGHUUTES, YNAKORKH Ta AHANIGIE GYAH NCPErnaHyTI | BCTAHOBREHO TX

rianosianicts GMP,

Freiburg, / ®paiibypr, 20, o 20720

Qualified Person / Kpanitixosatiuil daxisens AcnapraMenTy Ko

o Dr. Thormas Fingerhut
W Pr. Thomas Uhlmann
=} Dr, Rudolf Wilhelm

Ursofalk Kapscin (LA) URC_WO0250_M32P51_master Yersion [4; Template UA




Dr. Falk Pharma GmbH

Test / TeeTyerntis mapanerp Speeification / Crenndixauia Result / llocunagua
Identity
(HPLC-DAD, HPLC-RID,
TLC) The uncorrected retention time and the UV-spectrum of | —-
- HPLC-DAD the main peak in the liquid chromatogram of the "
reference solution correspond in shape and position 10
that of the main peak in the chromatogram of the test
solution
or aliernatively:
- HPLC-RID Uncorrected retention times RT of the chromatogiam of | conforms  ~
the reference and test solution correspond
~TLC The retention factor RF of the spot in the chromatogram | conforms
of the reference and test solution correspond
[laenrudikanis
BEPX -DAD HexopexTosaumi uac yTpuMyranns | Ydh-coektp e
TOROBHOTO MiKy Ha piAMHHIA XpomaTorpami
CTaHAAPTHOTO po34MEY RIRNOBIEAE 32 dioprolo i
pO3TALIYBAHHAM FOROBHOMY MHKY M2 XpoMaTorpaMi
eunpoGyBaHOrD posyuny.
BEPX -RID Hexropexrosaunii 4ac yrpunmysanus BT ua BiAnoRipae
XpoMarorpami CTaHAapTHOTO pOIUMHEY T2
BHNpOGYRAHOTO PO3YMHY CIBHARAE.
TIUX DakTopy yipumysarsa RF nmnamy Ha xpoMartorpami BignoRifae
CTaRpapTHOTO | BuNpaGyRanoro posynMie
BiARORIAAIOTH
Purity * chenodeoxycholic acid; < 1.0 % *
(HPLC-RID) lithocholic acid: < 0.1 %
cach unspecified impurity: < 0.1 %
total sumn of impurities: <2.0 %
Yuerora * XeHnoaeoxeuxonesa kuciota: € 1,0 % *
(BEPX-RID} Jlitoxonesa xucnota: < 0,1 %
Koxna neruzHaueHs gominka: < 0,1 %
aranegz cyma gomimex: < 2,0 %
Assay 237.5-262.5 mg [ capsule (95-105 %) 2518 mg (=101 %)
{HPLC)
KisbklcHe BIS3HAMERIS 237,5-262,5 mr y kancyni (95-105 %) 2518 mr{= 101 %)
{(BEPX)
Disselution 60 minutes: individual values > 70 % 21 %
(HPLC)
(Ph. Bur. 2.9.3)
Pazunvesna 60 xp.:iHnuBigyansye suasennt > 70 % | 91 %
{BEPX)
{€np. Tapm. 2.9.3)
Microbiological guality ** TAMC: < 10° cfivg i
{Ph. Bur. 2.6.12/2.6.13, 5.1.4-1) | TYMC: < 107 cfu/g
E.coliabsentinl g
Mikpofionorinua upcrota ** | TAMC: < 10° KYO/r e
{€sp. Papm. 2.6.12/2.6.13, TYMC: € 102 KYO/e
5.1.4-1) E. coli: ripeyrna/l ¢

routinely (every tenth batch for quality assurance purposes).

Bci Haregeni goMiliike npepcraEnaiaTh cobowe nebiuai NPORYRTH CHETE3Y AitoUol peuoBH

pYTHHEOD {Ha KOXHil AecsTil napTil B Bingx 3afe3nevenns sKocTi).

Ursofalk Kapseln (UA)
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Dr.

Falk Pharma GmbH

Certificate of Analysis / Ceprudixar anamisy

Product: / Tpoayxr:

Batch No.: / Tlapris No:

Batch release date: / Jlata
BHITYEKY cepii:

Manufacturing date: / Jata
sHpobEnITRA:

Expiry date: / Tpugatuui go;

Batch size: / Poamip cepii:

Registration number in Ukraine:

{ Peecpanifine nocsifyenns B
Vxpaiui

Strength/Petency: /
Cuna ail/ AKTHBHICTE:

Ursofalk®, 250mg capsules, 25 capsules in blister ‘with Ukrainian and
English marking; 4 blisters in a carion with a marking in Ukrainian
Ypeodansk, kancynu no 250mr, no 25 xancysn y GricTepi 3 MapKyBasHaM
YKPalHCBKOO T2 aKIMiACEKO0 MOBamy; o 4 Grictepu B xopobili 3 KapTouy
3 MapPKYB2HHAM YKPaiHCBKOIO MOBOIO .

L19226A
Jde. L2 . 2020 /LUW\

i2.2019

12.2024 ,
11513 packs / 11513 ynaxozoi

UA/3746/02/01 from 09.10.2015 il 09.10.2020 /
UA/3746/02/01 Bin 09.10.2015 pificusit a0 09.10.2020

[}

1 capsule contains 250 mg ursadeaxycholic acid
1 kaneyny MieTyrs 250 Mr YpcOAC20KEMXGAERE KHCHOTA

Test / Teevyertili mapaMeTp Specification / Cnenpdikanin Result / llocnnasna
Appearanee white, opague, hard gelatine capsules {size no. 0}, conforms -
containing a white, compressed powder or granules
Onuc Bini nenpozopi Teepi sxenaTnHozi Kancyny «i» BignoBinac
po3mipy, o Mictath 6inuil cnpecorasui Ropowok abo
TpaHYIH
Unifarmity of mass 2 18/20 £ 5 % of the average mass 20/20
(Ph. Eur. 2.9.5) 20/20 £ 10 % of the average mass 20/20
Average filling mass: 330 mg £ 5% 331.3 mg
Opsopianicts Macn > 18/28 £ 5 % Bia cepeaHLoi Macy 20/20
(€ap. Bapy. 2.9.5) 20/20 ue nepesuutye £ 10 % rig cepenrnol Macy 20/20
Cpespaa Macca Hanoseenasa: 330 vr £ 5 % 3313 r
Disintegration time < 15 minutes 3 minutes
{Ph. Eur. 2.9.1)
Pozmapauun < 15 xBBABE l 3 XBHRMEH,
{Erp. Dapm. 2.9.1)

Ussofalk Kapseln (UA)
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JEPXIIKCIIYKBA
JTEPXKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ByJ. Bepesnskisenka, 29, Kuie, 02098, Ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
npo sikicTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody
02.09.2020 Ne 45324/20/2611
YPCO®AJIBK

(HaifMeHyBaHHA JiKapCLKOro 3acofy 3riHO 3 peecTpauiliHuM NOCBiAYEHHAM)
Kancysm mo 250 mr no 25 kancya y 6aicrepi; mo 4 6.icrepn B Kopo0ui 3 KAPTOHY

(thopma BUMyCKY, NO3YBaHHA, BUA NAKyBaHHA JIIkapcLKOro 3acoby)

Homep peectpauiitnoro nocsinuenns UA/3746/02/01 crpox aif peectpauiitnoro nocsinuenns 09.10.2020

Cepis nixapcekoro 3acoby Ne L19286A KinbkicTs BBe3eHOro Nixapcskoro sacoby 3000
BupoGHHK Jp. ®ansk Papma I'M6X, Himeuyunna
(naliMeHyBaHHs BUPOGHHUKa JiKapchkoro 3acoby, kpaiHa NOXOWKEHHS)
Baeseno B Y kpainy IlpusaTne akuionepHe ToBapucTBo "HATYPDAPM", inenr. kon:
24930169

(HaiiMenyBanHs Ta xox 38 €JIPIIOY ropuauunoi ocobu abo npispuie, iM'd, o GaTexoBi
disnunol ocobu - nianpuemus, T MicLe MPOXKMBAHHS Ta peecTpaLiiinnii Homep o6nikosol
KapTK¥ NIaTHHKA NOAATKIB 260 cepisi Ta HOMEp macnopTa)

Mporokon sisyanssoroe kontpomio i 02.09.2020 Ne 2663/7.

3a pesynbTaTaMu JIEPXKABHOTO KOHTPOMO BCTAaHOBJIEHO, IO Jlikapchkuil 3aci6 BBeseHo B Ykpaidy 3
JOTPHMAHHAM BUMOr 32KOHOJABCTBA W00 3a6e3neyeHHs AKOCTi NiKapchbkux 3acobiB.

e
Muxona XOJIOAEHKO

(ninnuc) (iviLiany Ta npisBMLIE)




Dr. Falk Pharma GmbH

Result: / PesyneTat: p approved / 3aTBEPAKEHC

Manufacturing site: / Bupobruk:

Losan Pharma GmbH / Jlozan ®apma M6X
Oito-Hahn-Strasse 13, 15 / Orro-Xan-1itpacce 13, 15
79395 Neuenburg / 79395 Hoenbypr

Germany / Himeyduna

Batch release of finished product: / Bignogipansnuii 3a
BUNYCK cepiil KIHHEBOI'C MPORYKTY:

Dr. Falk Pharma GmbH / [Ip.@anex $apma I'M6X
Leinenweberstrasse 5 / JistingeGepmmpacce 5

79108 Freiburg / 79108 ®paibypr

Germany / Himeuuuna

1 not approved / He 3aTEEPAKESHO

Number of Manufacturing License Losan Pharma GmbH:
DE BW_0)_MIA_2017_1036/DE_BW _0i_Laosan_Pharm
a Falk from 03.08.2017 _

Homep riuensii Ha BupobuuuTso Jlozan ®apma I'mEX:
DE_BW_01_MIA_2017_1036/DE_BW_01_Lesan_Pharm
from 03.08.2017

Number of GMP-certificate Losan Pharmia GmbH:
DE_BW _01_GMP_2016_0128 from 28.10.2016 till
21.06.2919

Homep ceprudixaty GMP Jiozan ®apma TMEX:
DE_BW _01_GMP 2016_0128 from 28.10.2016 till
21.062019

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01_MIA_2019_0009/DE_BW _01_Falk from
21.03.2019

Homep niugnzil Ha supobunurso Hp.@ansk ®apma I'm6X:
DE_BW_01_MIA_2019_0009/DE_BW_01_Falk iz
21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Homep cepTubixary GMP [p.@ansk Papva TMEX:
DE_BW_01_GMP_2017_1065 gix 26.09.2017 5o
12.07.2020

1, the undersigned, certify that the above baich is truly accurate. This baich (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 or destination country, if the product is imporied, or in the product
specification file for the study drug. The Batch Manufacturing Record, the Baich Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

S1, O HHYKHE MANHCABCS, 3aCEi AUy, LD BULICHABEAeHa Cepis € J0CToRIpHOTOYHOK. [laHa cepia npoiykLii fyna
supoGnena (BKIIOYAIOYH YIAKOBKY/MApKyBaliHs) | npoBencHuA KOHTPOM: i AKOCTI HA BHUIE3IANAHOMY BHpOGHIIOMY
Bigaini y noswiit BiznosiasocTi 3 BuMoraMy GMP, BCTAHOBNEHUMI MICUCEUM PETYNATOPHIM OPTaHoM, 2 TAKOX ¥
mianosianocTi 31 eneundikanicro, ska MiCTHTECS B peectpanifiHomy noese abo Toprogili nineusii xpainu-srpobuuxa
abo kpaiHn-iMnoprepa, SKIE NPOAYKIIA iIMIOPTOBaHA, 41 B AOCHE cneumthixauii Ha Hpenapat Aks AOCHIKYBAHOTO
nikapebkoro sacaby. TpoTokoiy enpobHILTE, yNakorku Ta aranizie Gyau neperngHyTi i BCTAHOBAEHO IX

pianosiaHieTs GMP.
Freiburg, / @paitbypr, 70, 02 1ol

2 GmBLN_

. - . . g A
Qualified Person / Keanihikopasuit faxieeun aenmapTamen ,;:c@l{rpomo m«n:"i"t,:;\g
ol £

o Dr. Thomas Fingerhut ‘
4} Dr. Thomas Uhlmann L
G Dr. Rudolf Wilhelm ;

Ursofalk Kapseln (UA)
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Dr. Falk Pharma GmbH

Test / Teeryemuii napamerp

Specification / Crieundirauin

Result / flocananus

ldentity

(HPLC-DAD, HPLC-RID,
TLC)

- HPLC-DAD

or alternatively:

The uncorrected retention time and the UV-spectrum of

the main peak in the liquid chromatogram of the
reference solution correspond in shape and position to
that of the main peak in the chromatogram of the test
solution

- HPLC-RID Uncorrected retention times RT of the chromatogram of | conforms
the reference and test solution correspond
-TLC The retention factor RF of the spot in the chromatogram | confoitas
of the reference and test solution correspond
[aenTudikaLina
BEPX -DAD HexopexTorarul 4ac yTpuMysanus i Yd-cnextp -
rONOBHOIO Aiky Ha piAKHHIA XpoMaTorpami
CTAHAAPTHOTO POIUMHY BiANORiAaE 32 GopMOIO |
pO3TAllyBARHAM FOOBHOMY MIKY Ha XpOMaTOrpami
BHMPOGYBAHATO PO3HKHY.
BEPX -RID Hexopextosanuit yac yipumysauus RT ua BiAHOBIAAE
XpOMaTOrpaMi CTAKIaPTHOTD PO3UMHY Ta
RHNpOGYBaHOrQ PO3HUHY CHIBNAAAE.
TIIX dakTopy yTpumMysania RF mismMu Ha XpoMarorpami BignoBisae
CTAHAAPTHOTG i BBIPOBYEAHOTO POZUKHIB
BIANORIAAWOTE
Purity * chenodeoxycholic acid: < 1.0 % *
(HPLC-RID) lithocholic acid: 5 0.1 %
each unspecified impurity: <0.1 %
total sum of impurities: 2.0 %
Hucrora * Xenogeokcnxonena kuenota: < 1,0 % *
(BEPX-RID) Jlitoxonesa kuchoTa: < 0,1 %
Koxma nesusnadera aomimka: < 0,1 %
JaraneHa cyma gominiok: < 2,0 %
Assay 237.5-262.5 mg / capsule {95-105 %) 2479 mg (=99 %)
(HPLC)
Kinskicse BM3HAYUCRHE 237,5-262,5 mr y gancyni (35-105 %) 247.9 mr (=99 %)
(BEPX)
Dissolution 60 minutes: individual values = 70 % 93 %
(HPLC)
{Ph. Eur. 2.9.3)
Posuuuenns 60 xe.:inpusigyansHe 3uaycHEn 2 70 % 93 %
(BEPX)

(€ep. Dapm. 2.9.3)

Microbielogical guality **
{(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1)

Mikpaobiosorizna uuctora **
(Eep. @apm. 2.6.12/2.6.13,
5.1.4-1)

TAMC: < 10° cfw/g
TYMC: < 102 cfu/g
E.coliabsentinl g
TAMC: < 103 KYO/r
TYMC: < 102 KYO/r
E. coli: miacyvaa/ir

=

ek

All mentioned impurities represent by-products originating from tiee synthesis of the active ingredi¢
ursodeoxycholic acid as it is verified during long-term stability tests. Therefore this test is not perfi

routinely (every tenth batch for quality assurance pUrposes).

Bci Haereaeni JoMilUKHM NPEACT2BARIOTE CO

pyTHHHO (Ha KoxHil Aecatidt napTil B Winsx aabesneyeHHs SKOCTL).

Ursofalk Kapseln (UA)

URC_W0250_M32P35!_master Version 14; Template UA

Goto no6iNHi NPOAYKTY CHHTE3yY Allouol petosuHn Y
6y710 BCTAHOBACHO HPY JOBFOTPUBRITHX BHIPOGYBAHHAX crabinsuocti. OTxe AaHni TECT HE BUKO
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Dr. Falk Pharma GmbH

Certificate of Analysis / CepTudikat aHamizy

Product: / Tlpoayxr:

Batch Nao.: / TlapTia Na;

Ratch release date; / Jlata

BHAYCKY cepil:

Manufacturing date: / [lata

BHpOOHHITEA:

Expiry date; / [Tpugaruuit go:
Batch size: / Pozmip cepii:

Registration number in Ukraine:
/ PeectpauiiiHe NOCBIAYEHHS B

Y kpaini

Strength/Potency: /
Cuna oilf AKTHRHICTE:

Ursofalk®, 250mg capsules, 25 capsules in blister with Ukrainian and
English marking; 4 blisters in a carton with a marking in Ukrainian
Vpcodansk, kancynu no 250Mr, nio 25 kancyn y GaicTepi 3 MapkyBaHHam
yKpaiHCHEKOIO Ta aHrnificsKkoro MoBaMi; o 4 Grictepu B xopobui 3 KapTowy
1 MADKYBaHHAM YKPaiHCHKOIO MOBOIO

L19285A

20. 02 20?2020 (/(,Uu-—x
12.2019 /

12.2024

11544 packs / 11544 ynakoBok

UA/3746/02/01 from 09.10.2015 #l1 09.10.2020 /
UA/3746/02/01 8ig 09.10.2015 aificuri Ao 09.10.2020

1 capsule contains 250 mg ursodeoxycholic acid
1 kangynu mMieTUTE 250 MI YPCOAS3OKCHXONERA KNCAOTA

Test / TeeTvemuil RapaMerp

Specification / Cnenpdikaunis Result / Tlecunanng

Appearance white, opaque, hard gelatine capsules (size no. 0}, conforms
containing a white, compressed powder or granules

Onuc Bini senipozopi Teepal wenaTHHOR kancynwk «0» eianoginae
poamipy, 1o MicTaTh BinKi copecoBaHKE NOPAIIOK abo
rpasynu

Uniformity of mass 2 18/20 + 5 % of the average mass 20/26

{Ph. Eur. 2.9.5) 20/20 £ 10 % of the average mass 20/20
Average filling mass: 330 mg+5% 326.3 mg

20/20

OpaHopiasicTs Maci

> 18720 £ 5 % aia cepenHs0l Macy

(€ep. Dapn. 2.9.5) 20/20 ue nepesmiuye £ 10 % ein cepenrsoi macy 20/20
Cpeauas Macca Hanoruenns: 330 mr+ 5 % 326,3 mr

Disintegration time < 15 minutes 3 minutes

{Ph. Eur. 2.9.1)

Poznaaauus < 15 xunug 3 XBHAMH,

{Enp. dapm. 2.9.1)

Ussafalk Kapseln (UA)

URC_W0250_M32P51_master Version 14; Template UA



JEPHIIKCITYXBA
AEPHCABHA CIYAKBA 3 JIKAPCHKHX 3ACORIB
TA KOHTPOJIIO 3A HAPKOTHKAMMF y m. KHERBI

ryn. Bepesusxiscska, 29, Kuis, 02098, ren. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,hitps:/fwww.dls.gov.ua. Koa CAPIIOY 37079055

BHCHOEOK .
mpo AKICTL BRezeHors B Yipainy aikapenxoro 3acoby
08.06.2021 Ne 32568/21/26
YPCOPAJIBK

(nalivenyBanng sixapeskero 3acofy ariate 3 PEEATRRINRNHMM HOCRIAMERHAM)
waneyay no 250 mr; po 25 kancya y Gaicrept: mo 4 Gricrepy B KOpOHUl 3 KapToRy

{thopma BunyCKY, ROZYBANHS, B NEKYBAHNA RiKapcEKors zacoby)

Homep peectpauiiiors noceiguenun UA/3746/02/01 ctpox zii peectpatifinoro HocrinieHta HEOOMEKCHUH

Cepis nikapexoro sacoSy Me L19285A ' KinsgicTs BEC3CHOTD Aiapenkoro zacey 1900
BupoSnk Jp. @anex $apma I'mBX, Himeranna '
(ralimenyratng rupofiaka alkapenkoro 1acoBy, Kpaika FAOROMKCHHA)
Bseaeno B Yipaliy Npasarue axujonepre Tosapucteo "HATYP@APM", ineur. von:
24930162

(uafimcryBamas T4 KoR za CAPTIOY 1opuzuanol ocoBu abo npizamime, iM's, no Gatexori dizusuel
ocofn ~ niznpUeMug, T MICUE RPOKKBARHA Ta pocerpauiiinai noMep o6nikoBGT KAPTKE AETHAK
nozaTkin a6o cepis T2 HOMCD HACNOPTa)

Fiporokon sisyansuere Kowrposio eix 08.06.2021 x 1893/10.

3a  pEIYABTATAMH AEDIKABHOTO KOWTPOMIC BCTAHOBREHO, WID nikapcexuit 2acié peesewe B Ykpailwy 3
FOTPHMAHHAM BaMOT 3AKOHOAABCTBR WWOAC 320e3nCHEHRs axocTi nikgpnKHX 330061

/’

Muxona XOJIOTEHKC

{rianuc) (isinians Ta npizeKLc)

Hauansunk

(nccanoez ocoba op




Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikar anamisy

Product: / Mposyxr: Ursofalk®, capsules 250 mg, 25 capsules in blisters; 4 blisters in a carton box
with Ukrainian labeling

VYpeodanbk, kancynu 250 mr; mo 25 kancysn y Gaictepi 3 MapKyBaHHAM
YKpailHCBKOIO Ta aHMIHCHKO0 MOBaMy; o 4 GaicTepy B KopoOUi 3 KapToHy
3 MAPKYBaHHSIM YKPaTHCBKOK MOBOIO

Batch No.: / Tapria Ne: LL19284A
Batch release date: / JlaTa 20.02.2020
BUITYCKY cepil:

Manufacturing date: / lara 12,2019
BUpOOHHMITRA!

Expiry date: / [Mpugarunii no:  12.2024

Batch size: / Posmip cepil: 11511 packs / 11511 ynakosok

Registration number in UA/3746/02/01 from 09.10.2015 till 09.10.2020/

Ukraine: / Peectpauiiine UA/3746/02/01 sip 09.10.2015 miiicHuit o 09.10.2020

nocsigdeHds g Ykpaini

Strength/Potency: / 1 capsule contains 250 mg ursodeoxycholic acid

Cuna nii/ AKTHRHICTS: | kancynu micTuTh 250 Mr ypconesoxcHxonena KMeioTa

Test / TecTyemnii napamerp Specification / Cnenntikaliin Result / Tocnnanus

Appearance white, opaque, hard gelatine capsules (size no. 0), conforms
containing a white, compressed powder or granules

Onuce Bini nenposopi Teepai xenatnroBi kancynu «0» posmipy, | sianosinae
L MICTTL Oinu# crnipecoBatuit nopowok aGo rpaHynu

Uniformity of mass 2 18/20 + 5 % of the average mass 20/20

(Ph. Eur. 2.9.5) 20/20 4 10 % of the average mass 20720
Average filling mass: 330 mg + 5 % 328.5mg

OnuopignicrTs macu 2 18/20 + 5 % Bizx cepenHboi Macu 20720

(€sp. Dapm. 2.9.5) 20/20 e nepesniye + 10 % Bia cepenHboi Macu %0’120
Cpeanas Macca HanosHeHHs: 330 mr+ 5 % AP

Disintegration time < 15 minutes 3 minutes

(Ph. Eur. 2.9.)

Posnaganus < 15 xBunuu L -

(€ep. Papm. 2.9.1)

Ursofalk Kapseln (UA) URC_W0250 M32P51_master Version 14; Template UA

. G /3544 ﬁe}z 06. 08" 400




Dr. Falk Pharma GmbH

Test / Tectyemuii napamerp

Specification / Crienndikanis

Result / Nocunauus

[dentity
(HPLC-DAD, HPLC-RID, TLC)
- HPLC-DAD

or alternatively:

The uncorrected retention time and the UV-spectrum of
the main peak in the tiquid chromatogram of the reference
solution correspond in shape and position to that of the
main peak in the chromatogram of the test solution

Yucrora ¥

each unspecified impurity: £0.1 %
total sum of impurities: <2.0 %
Xenoueszokcuxonesa kucnora: < 1,0 %

- HPLC-RID Uncorrected retention times RT of the chromatogram of | Conforms
the reference and test solution correspond
-TLC The retention factor RFF of the spot in the chromatogram Conforms
of the reference and test solution correspond
InenTudrikauin
BEPX -DAD HexopekroBanuii uac yTpuMyBanHs i V<P-cnexTp —
FONIOBHOTO MIKY HA PIIMHHINA XpomaTorpami
CTaHAPTHOrO PO34MHY BIAMNORINAE 3a (hOPMOID |
pO3TanIyBAHHAM TONOBHOMY MIKY Ka XpoMaTtorpami
BHNPOOYBAHOIO PO3UHHY.
Binnosinae
BEPX -RID HekopekToBanuii uac yrpumysanus RT Ha xpomarorpami
CTaHAAPTHOrO PO3YMHY Ta BUNPOGYBAHOTO PO3UKHY
crisnanac.
Binnosinac
THIX Daxropu yrpumysanss RF nnsmu na xpomarorpami
CTAHAAPTHOrO | BUIMPoOYBAHOr0 PO3UYHHIB BIANOBIAAIOTE
Purity * chenodeoxycholic acid: < 1.0 % *
(HPLC-RID) lithocholic acid: < 0.1 %

(Ph. Eur. 2.9.3)

(BEPX-RID) Jlitoxonesa kucnora: < 0,1 %

iKoxHa HeruznaveHa jomimka: < 0,1 %

Jaransha cyma aomiwok: < 2,0 %
Assay 237.5-262.5 mg / capsule (95-105 %) 250.5 mg (= 100 %)
(HPLC)
KinekicHe BH3HAMeHHS 237,5-262,5 mr y xkancyni (95-105 %) »

3 50.5 mr (= 1009

(BEPX) 250.5 mr (= 100 %)
Dissolution 60 minutes: individual values = 70 % 96 %
(HPLC)

Mikpobiosoriuna uncrora **
(E€sp. Gapm. 2.6.12/2.6.13, 5.1.4-
1

TAMC: < 107 KYO/r
TYMC: < 10 KVO/r
E. coli: Bipcyrnst /1 r

Posuuuenns 60 xB.:iHauBigyansHe 3uagenus = 70 % 96 %
(BEPX)
(€Bp. apm. 2.9.3)
Microbiological quality ** TAMC: < 10° clu/g o
(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) | TYMC: < 102 cfu/g

E.coliabsentinl g .

All mentioned impurities represent by-products originating from the synthesis of the active ingredient

ursodeoxycholic acid as it is verificd during long-term stability tests. Therefore this test is not performed
routinely (every tenth batch for quality assurance purposes).

Bei Haseaeni loMiluKy OpeacTaBAAIOTb c060:0 NOGIMEI NPOAYKTH CHHTESY Ail040T peuoBHHu V.
Oyno BCTAHOBJIEHO NIPH JOBrOTPUBANKX BUNpoOyBaHHaX crabineHocTi. OTxe naHui TecT He B

PYTHHHO (Ha KOXNcHIR necatiit napTii B uingx sabezneuenns skocTi).

Ursofalk Kapseln (UA)

URC_W0250_M32P51_master Version 14; Template UA




Dr. Falk Pharma GmbH

3

Manufacturing site: / BupoBHauk:

Losan Pharma GmbH / Jlozan ®apma Tm6X
Otto-Hahn-Strasse 13, 15 / Orro-Xau-IIItpacce 13, 15
79395 Neuenburg / 79395 Hoenbypr

Germany / HimeuunHa

Result: / PezynsTar: approved / saTeepmxeno

Batch release of finished product: / Bignosigansunii 3a
BHTIYCK cepii KiHIeBOTO TIPOAYKTY:

Dr. Falk Pharma GmbH / Ip.Dansx Papma TM6X
Leinenweberstrasse 5 / JIniiuseGepiiTpacce 5

79108 Freiburg / 79108 Ppaitbypr

Germany / HiMeuuuna

O not approved / He 3aTBepIxeHO

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA 2017_1036/DE_BW_01_Losan Pharm
a Falk from 03.08.2017

Homep ninensii xa Bupobuunreo Jlozan @apma M'mEX:
DE BW 01 MIA 2017 1036/DE_BW 01 Losan_Pharm
from 03.08.2017

Number of GMP-certificate Losan Pharma GmbH:
DE BW _01_GMP _2016_0128 from 28.10.2016 till
21.06.2019

Howmep ceprudikaty GMP Jozan dapma I'm6X:
DE_ BW 01 GMP_2016 0128 from 28.10.2016 till
21.06.2019

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE BW 01 MIA 2019 0009/DE BW 0l_Falk from
21.03.2019

Homep niuensii sa supobuuureo Jp.Qanek Papma I'MEX:
DE_ BW_ 01 MIA 2019_0009/DE_BW_0]_Falk sin
21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE BW_0l_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Howmep ceprudikary GMP [p.@anek Oapma ['MOX:
DE BW_01_GMP_2017 1065 sin 26.09.2017 no
12.07.20290

I, 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 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 Batch
Analysis Record have been reviewed and found to be compliant with GMP,

A, Wo HMKYE MiANKMCABCH, 33CBIAUYIO, IO BHILEHABEIEHa cepis € nocToBipHOTOUHONO. [Jana cepia npoaykuii 6yna
BupobieHa (BKIO4AKYH YIAKOBKY/MapKyBaHHA) | NpoBeACHHIT KOHTPOAE 1 AKOCTI Ha BHILE3ralaHOMY BUPOBHMYOMY
Bionini y nosHi# Binnosigrocti 3 BuMoramu GMP, BCTAHOBNEHHME MICLIEBUM PETYJIATOPHUM OPTaHOM, @ TAKOK ¥
BinosinHocTi 31 cneundikatielo, Aka MICTHTLEA B peecTpallifthoMy focke aGo Toprosiit niuexsii kpainu-supoGHNKa
abo kpalHH-IMNoOpTepa, KO NPOAYKLis IMIOPTOBaHA, Y B AOCKE crnelHdikallii HA penapar UId A0CTiAXYBaHOro
nixapcskoro zacoby. IIpoToxond BUpOGHHITEA, YIIAKOBKH Ta aHali3is Oyi1u neperyiaayTi i BcTaHoBIEHO TX

ignoBianicts GMP,

Freiburg, / @paitbypr, 70, O 1ol

Qualified Person / Kpanithikopauuit thaxiseus aenapraMen

[a]

Dr. Thomas Fingerhut
Dr. Thomas Uhlmann

Dr. Rudolf Wilhelm ;

Ursofalk Kapseln (UA)

K

URC_W0250_M32PS1_master Version 14; Template UA
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AEPAKIIIKCITY XBA
AEPKABHA CJYKBA 3 JIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA y m. KHEBI

Byn. bepesnsakiscora, 29, Kuis, 02098, ren./dakc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua,htips://www.dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
PO AKICTH BEE3EHOT0 B YKpainy JikapcbKoro 3aco0y
06.04.2021 Ne 17853/21/2611
YPCODAJNBK

{HaiMeHyBaITHA NIKAPCHKOTO 32C0BY 3TIIHO 3 PeECTPALIRHUM NOCBIA4CHHAM)
Kancyy no 250 mr; mo 25 xancya y 6aicrepi; no 4 6aicrepu B xopobni 3 KApPTOHY

(dropma nrmrycky, 103yBaHHS, BUI IAKYDAsIHA NiKQPCLKOTO 3acoby)

Howmep peectpauiitioro nocsinuenus UA/3746/02/01 crpox i peectpaniiisioro nocsinucHus HeOOMeEHU

Cepis nikapcekoro sacoGy Ne L19284A Kinexicrs seesenoro nikapeskoro saco6y 2000
BupoGHix Hp. ®anex Papma 'M6X, Himeuunna
(HaineHysanHs BupoGuKKa Tikapeskoro 3acofy, kpaika NoXokenHs)
Beeseno B Vipainy IIpusaTne akuionepue Tosapucrso "HATYP®APM", inent. kox:
24930169

(safiMeirysains Ta kog 3a €IPTIOY sopuasuioi ocobu atio npispuite, iM's, o 6atsxosi Qiznunol
OCOGH - 1ANPHEMUA, TT MICLIC NPOXHAANNK Ta peecTpalifiuul Homep oGnikoROT KAPTKY NNATHHKA
noaatkis afo cepis Ta HOMEp Nacropra)

IpoToxon BizyanabHore konrpomo siz 06.04.2021 N 1063/3.

3a  pesynbTaTaMM  IEPKABHOTO KOHTPONI) BCTAHOBNEHO, WO Nikapcskui 3aci6  BReseno Vkpainy 3
AOTPHMAaHHIM BHMOT 3aKOHOLABCTBA WO0 330¢3NeYeHHA SKOCTI NiKAPCLKHX 3aco0is,

AHMH.@ CTOPOXEHKO
{ininiany Ta npizsuLie)

T
g;’/z\a (A KOH
) K nI‘,

B.o. npflanbaunia 2 ;¢
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Dr.

Falk Pharma GmbH

Certificate of Analysis / Ceprudikar anasuisy

Product: / I'ponyxr:

Batch No.: / Tlapria Ne:

Batch release date: / Marta
BUIMYCKY cepil:

Manufacturing date: / ara
BUPOGHHITRA:

Expiry date: / [TpugaTuuii no:
Batch size: / Poamip cepii:

Registration number in
Ukraine: / PeecTpauiiiHe
moceigdertiisa B YkpaiHi

Strength/Potency: /
‘ ana AT/ AKTHBHICTS:

Ursofalk®, capsules 250 mg, 25 capsules in blisters; 4 blisters in a carton box
with Ukrainian labeling

Vpcodansk, kancynu 250 Mr; no 25 kancyn y 6nicTepi 3 MapKyBaHHAM
YKPaTHCBKOIO Ta aHMITHCEKOI0 MoBamu; no 4 6nictepu B kopoBili 3 kapToHY
3 MapKyBaHHAM YKPalHCLKOIO MOBOIO

L19283A
20.02.2020

122019

12.2024
11433 packs/ 11433 ynakorok

UA/3746/02/01 from 09.10.2015 till 09.10.2020/
UA/3746/02/01 8in 09.10.2015 gifichuii xo 09.10.2020

1 capsule contains 250 mg ursodeoxycholic acid
| karcyny MicTHTE 250 MI YPCOLAEZ0KCHXONEBA KUCIOTA

Test / TeeTyemuii napamerp Specification / Cneundikauis Result / Tocunauus
Appearance white, opaque, hard gelatine capsules (size no. 0), conforms

§ f containing a white, compressed powder or granules

: Onuc Bini Henpo3opi Teepi xxenaTtuHoBi kancynu «0» poamipy, |Bianosigac

wo micTats 6inuli cnpecoBaHui nopowok abo rpanynu

(Esp. Dapm. 2.9.1)

Uniformity of mass > 18/20 + 5 % of the average mass 20720
(Ph. Eur, 2.9.5) 20/20 % 10 % of the average mass 20720
Average filling mass: 330 mg £ 5 % 325.8 mg
OnnopiniicTs Macu > 18/20 + 5 % Bijt cepeiHBOi MacH 20/20
{€op. Gapu. 2.9.5) 20/20 ue nepenuurye + 10 % Bin cepenHboi macu 20720
Cpenuss macca HanoBHeHHs: 330 mMr+ 5% il
Disintegration time < 15 minutes 2 minutes
(Ph. Eur.2.9.1)
Poinanauus < 15 XBUAMH 2 xs.

Ursofalk Kapseln (UA)

URC_W0250_M32P51_master Version 14; Template UA
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Dr. Falk Pharma GmbH

Test / TecTtyemuii napamerp Specification / Creundrixanisg Result / Tlocnnauus
Identity
(HPLC-DAD, HPLC-RID, TLC)
- HPLC-DAD The uncorrected retention time and the UV-spectrum of _—
the main peak in the liquid chromatogram of the reference
solution correspond in shape and position to that of the
main peak in the chromatogram of the test solution
or alternatively:
- HPLC-RID Uncorrected retention times RT of the chromatogram of | Conforms
the reference and test solution correspond
-TLC The retention factor RF of the spot in the chromatogram | Conforms
of the reference and test solution correspond
laenTidikanis
BEPX -DAD HekopextoBanuii uac yrpuMysaHHs | YD-cnexTp e
: roI0BHOTO MKy Ha piAMHHIN XpomaTorpami
CTaHIAPTHOrO po3uKHY Bianosinae 3a hopmoio i
PO3TallyBaHHAM FONOBHOMY MIKY Ha XpoMaTorpami
BUMpOOYBAHOrO POIUUHY.
Bianosinae
BEPX -RID Hewkopexrosanuii uac yrpumysanHa RT Ha XpomaTorpami
CTaHAAPTHOrO PO3UMHY Ta BUNPOOYBAHOTO PO3UHHY
criBnajac.
Bijgnosinae
TWX DakTopu yrpumysanusa RF niaMu na xpoMarorpami
CTAHAAPTHOrO | BUNpobyBaHoOro po3YHHIB BiANOBiAAIOTE
Purity * chenodeoxycholic acid: £ 1.0 % *
(HPLC-RID) lithocholic acid: < 0.1 %
cach unspecified impurity: 0.1 %
total sum of impuritics: £2.0 %
“ncrora * XeHoaelokcuxonesa kucnoTa: < 1,0 % ¥
(BEPX-RID) Jlitoxonesa kucnorta: < 0,1 %
KoxHa Hepusnauena npomimka: < 0,1 %
g 3aranbpHa cyma aomiwok: < 2,0 %
Assay 237.5-262.5 mg / capsule (95-105 %) 248.5 mg (= 100 %)
(HPLC)
KiJELKiC!!e BH3HAYEHHS 237,5-262,5 mr y kancyai (95-105 %) 248.5 Mr (= 100 %)
(BEPX)
Dissolution 60 minutes: individual values > 70 % 94 %
(HPLC)
(Ph. Eur. 2.9.3)
Posunnenns 60 xp.:iHaHBiAyanLHe 3HaveHHA > 70 Y% 94 %
(BEPX)
(Cep. dapm. 2.9.3)
Microbiological quality ** TAMC: < 10° cfu/g **
(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) | TYMC: < 10® cfu/g
E.coliabsentinl g
MikpoGioseriyna unerota ** | TAMC: < 102 KYO/r **
(€Bp. (DapM. 2.0, 12/2_6.13, 5.1.4- TYMC: < 102 KYO/r
1 E. coli: BigcyTha/l r =

PR
All mentioned impurities represent by-products originating from the synthesis ofthe’acnye:/ngredwnt

_\

ursodeoxycholic acid as it is verified during long-term stability tests. Therefore thls te,s Is not perfor1me¢

1outmely (every temh batch for quality assurance purposes)

PYTHHHO (Ha KOXKHIl pecsTid napTii B ninax 3aGe3neueHHs SKOCTI).

*%

Ursofalk Kapseln {UA)

URC_W0250_M32P51_master Version 14 Template UA

This test is not performed routinely, only in frame of the microbiological monitoring twigé.
Jannit TecT He BUHKOHYETBCA PYTHHHO, NHILE B paMKax Mikpo6ionoriiHoro MOHITOPHHT
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Dr. Falk Pharma GmbH

approved / 3aTBepmKeHo

Result: / PesynsTar: ﬁ\

Manufacturing site: / Bupo6HHK:

Losan Pharma GmbH / JIosan dapma 'M6X
Otto-Hahn-Strasse 13, 15 / Orro-Xan-1rpacee 13, 15
79395 Neuenburg / 79395 HoenGypr

Germany / Himeuunna

Batch release of finished product: / Bignosizansauii 3a
BHITyCK cepii KiHLEBOrO MPOAYKTY:

Dr. Falk Pharma GmbH / J[p.Danbk Papma MM6X
Leinenweberstrasse 5 / JlsiingeGepurpacce 5

79108 Freiburg / 79108 OpatiGypr

Germany / HiMeuunna

O not approved / He 3aTBEp/XEHO

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2017_1036/DE_BW_01_Losan_Pharm
a Falk from 03.08.2017

Howmep niuensii Ha supobuuurso Jlozan ®apma I'mMOX:
DE BW 01 MIA 2017_1036/DE_BW _01 Losan_Pharm
from 03.08.2017

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP _2016_0128 from 28.10.2016 till
21.06.2019

Howmep ceptudikary GMP Jlozan Qapma [mbX:
DE_BW 01_GMP 2016 _0128 from 28.10.2016 till
21.06.2019

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01_MIA_2019_0009/DE_BW 01_Falk from
21.03.2019

Howmep ninensii va supo6HunTBO Jp.®ansk Mapma I'moX:
DE_BW_01_MIA_2019_0009/DE_BW_01_Falk sig
21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Homep ceprudikaty GMP [Ip.Pansk Papma 'MEX:
DE_BW_ 01 _GMP_2017_1065 8in 26.09.2017 no
12.07.2020

1, 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 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 Batch
Analysis Record have been reviewed and found to be compliant with GMP.

S, 1o HmxUe MiANKACaBCs, 3aCBiKUYIO0, 1O BHUIEHaBEAeHa cepis € JocTosipHoToynolo. Jlana cepis nponykuii 6yna
BrpoOneHa (BKIIOUAIOUH YNAKOBKY/MAPKYBAHHA) | IpOBeeHHH  KOHTPONE 1T AKOCTI Ha BUILE3raJaHOMY BUPOGHUYOMY
Bianini y nosrii Binnosiguocti 3 BuMoraMu GMP, BCTAHOB<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>