Dr. Falk Pharfna GmbH

Certificate of Analysis / Cepradikar anamizy

Ursofalk®, film-coated tablets 500 mg, 25 tablets in biisters; 1 blister in a carton

Product: / [poaykr:

Batch No.: / Cepin Ne:

Batch relense date; /
Hara sunycky cepii:

Manufacturing date: /
Hava supoBunirrea:

Expiry date: / Mpugaraiit no:

Batch size: / Posmip cepii:

Regisiration number in Ukraine: /

PeecTpaniiine nocsinnenns g
Yrpaini

Strepgth/Potency: /
CHra 2V AKRTHEHICTE!

box with Ukrainian Iebelling

Ypeodanck, TabneTkn, srpATi miiskoB0i0 o6oaoiikoo, no 500 My oo 25
TabneTox y Gricrepi; no 1 BricTepy B KapTeHHiH kopoBui 3 MapKyBaHHAM

YKpatHCHKOH MOBOK:
L24111A

04.2024

04.2028
11181 packs/ 11181 ynakosox

UA/3746/03/01 from 18.11.2020 unlimited
UA/746/03/01 six 18.11.2020 givicanit ua HeoGMesteHnH TepMin

I tablet contains 500 mg ursodeoxycholic acid
! vaénerka mictiTs S00 M YPCOHEIOKCHRONER0T KRENOTH

Test / Specification / Result /
TecTyemutii napamerp _ ) Crnembikanin NMocnaanya
Appearance White, oblong tablets equipped with a.double-sided breaking conferms
notch :
3onniwmill Brrasa Biai afio. maiiwe 6iml nosracri TabneTky 3 Haciukok 3 obox Bianosigae
cTopin
Disintegration time £I15mingtes 4 minutes
(Ph. Eur. 2.9.1) )
Yac zesinTerpauii %15 X8uinn 4 XBUAHH
(€op. @, 2.9
Uniformity of dosage units | L1: 10 units tested; Acceptance value £ 15.0 2.1
[munss variation] L2: 10 + 20 units tested: Acceptance value < 15.0
(Ph. Eur, 2.9.40) All units are within the following Hmits:
All single values 2(1-L2xD.0)x M
All single values S{1+L2x001)xM
Onwopianiers aoaosannx LI: 10 recrosamux oxummun: Mpuituatae 3navenng 5 15,0 2,1
oA, - L2: 10 +20 recrosanux oannmub: Mpuiturtie suadennn < 15,0
[papitonanig macw Bl stawenisg MatoTL 3HAXOMMTHES B TAKMX Mexax:
(€sp. ®. 2.9.40) Bei okpeni snavenns 2 (1-L2x 0,01« M
Belokpemi anauenns  <(1 +L2 x 0,013 x M
Residual Solvents* Ethanol £ 0.5 % 0.) %
(Ph. Eur. 2.4.24)
3animeonnii posunsnme* | Evapgn < 0.5 % 0,1 %
(Esp, @.2.4.24)

Ursofalk 566 mg Tablets (UA)
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Dr. Falk Pharma GmbH

Test/ Specification / Result /
Tecryemuit napamerp Crewiireanin Hocunanig
Identity '
(HPLC-RID, HPLC-DAD,
TLC) .
- HPLC-DATD The untorrected retention time and the UV-gpecirum of the main | -
peak in the liquid chromatogram of the reference-solution
correspond in shape and position tothat of the main peak in the
chromatogram of the test solution
or alternatively:
- HPLC-RID Uncoryected retention times RT of the chromatogram of the conforms
reference and test solution cofrespond
-TLC The retention factor RF of the spot in the chromatogram of the | conforms
reference and test solution correspond
lnenTudikauis
{BEPX-RID, BEPX-DAD,
TXIL)
- BEPX-DAD Hesunpasnennti vae YTPHMAHHUA T4 Y P-onexTp dCHOBROIO iKY |-
Ra piRupniil xpomarorpasi CTURABPTHOrD PORYHHY BiAncEiac
3a. POPMOIG 1 nonosentam OCHUBHOMY NIiKy Ha XpomaTorpami
posumiTy 3patka
Afo LB TEPHATHBHO!
- BEPX-RID Hesunpasaeni vacy yrpumanns RT na xpomarorpamax BiANOBigaE
pedepenthore i TecTosadoro PO3UMHIB cRisnanalTs
~THIX Parrops yrpumanna RF naamu na XpPOMATOrpamax Binnosixae
pediepelThoro i Tectopaiioro po3uKHiB cnisnasaioTs
Assay 475-525 mphablet 490 mg/ablet
(HPLC) {95-105 %) (= 98 %)
Buswauennn 475-525 mrirabnercy 490 mrftabnerry
| (BEPX) {95-1035 %) (= 98 %)

Dissolution
(Ph. Eur. 2.9.3/USP <711>)
Method A

Method B: {(USP27)

Intestinal fluid (phosphate buffer sojution pH 7.5 with -
hydroxypropyl-cycladextrin)

Intestinal fluid (phoéphate buffer solution p}i 8.0, according to
the monograph “Ursodiol Tablets™) ’

Method A and B: Level | N | Acceptance eriteria
. = 30'min s1 6 | all individual values = 85 % 90 % (Method A)
: (Q=80%) 94-% (Method B)
52 12 | mean valua >80 %,
individual values 265 %
Ursofalk 500 mg Tablets (UA} URT_W0500_M32P51_master Yersion (5 s spproved on 11.07.2017
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@)  Dr. Falk Pharma GmbH
Test / Specification / - Result / Tocwsiams
Tecyyemnii napanmerp Cuenudikanin
Poaunuennn
(€ap. ©.2.9.3/
@, CILUA <711>)
Meron A: Kruxose cepenopnute (pochatany Gydep, pH 7,5, 3 p-
tlapoxcunponin-umknoaekeTpHHOM)
Meron B (.CLIA 27): Kuwxoss cepenosnme (octarimii Sydep, pH 8,0,
sianoniaie ao monorpait , TabneTrr Ypcoriony™
Meton A i B! PinsHb N Kpurepil nputtaarnoeti
-30xp Si G Bol iHAnBI Iy AN bHi
3HAMEHHA 90 % (MeTton A)
285 %{(Q=80%) 94 % (Meton B)
52 12 CEPEOHE INaHBHHN
280 %
iHpuBlRYANLHT 3HaYeHNy
265% |
Purity * Chenodeoxycholic acid: <1.0% 0.34 %
(HPLC-RID) Lithocholic acid: <0.1% <0.05%
Bach unspecified impurity: <0.1% <0.05 %
‘Total sum of impurities: 22.0% 034 %
‘*‘;;g ora * KeHONE30KCHXOIERE KUCOTA £ 1,0% 0,34 %
(BEPX-RID} Jlitoxonepa kuenora <0,1% <0,05%
Kowsa sesusnavena jomimka < 0,1 9% < 0,05 %
JaranbHa oyma QoMimok £2,0% . 0.34 %
Microbiological quality ** | TAMC: <107 CFU/g *
(Ph. Eur. 2.6,12/2.6.13, ftvymc: <10%CFU/g
5.1.4-1) E. coli: absentin1g.
Miwkpo6ionoriuna sricrs ** TAMC: < 10PKYO/r #*
{€ep. Gapwm. 2.6.12/2.6.13, TYMGC: < 103K YO/
5.1.4-1) E. coli BiACYTHI/] r
* first ten production batches, then every 10t batch, at least two batches per year

nepul iecaTh BHpOSHUHMUK cepil, DOTIM KoWHA MechTa cepin, wonaMenIIs Asi cepil na pik

e this test is not performed routinely, twice g year
uelt TECT He BHKOHYETLOH PYTHRE, OBiul Ha pik.

The results moet the specification,
Pazynbraty ianosimaors cneumpicauiy.

Refhiarks:  nfa
IMpumirka:  pA

Urzafilk 500 mg Tablcis (LAY
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Dr. Falk Pharma GmbH

Manufacturing site: / Bupo&iix;

B Losan Pharma GimbH / Mosan Papua TMEX
Otto-Hahn-Strasse 13  rrro-Xay-1lrpacee 13
79395 Neuenburg/ 79395 HoenGypr
Germany / HiMeuauna '

Packaging site and"QC: / Bupofuux, sianosinansuuit sa

HEPBIIE, GTOPUIIHE MAKYBANHS T2 KOHTPOs nkocT!:

[ ] Losan Pharma GmbH / Jlosan ©apya MMEX
Ouo-Hahn-Strasse 13 / Orro-Xari-IHrpacce 13
79395 Nevenburg / 79395 HeenGypr
Germany / Himewunna

Losan Phartna GmbH / Jodan Dapma I'M6X
Eschbacher Strasse 2 / Ewixep Ultpacee 2
79427 Eschbach / 79427 Ew6ax

Germany / HiMerunia )

Batch release of finished product: / Binnosigansuuii sa
BiHOYeK cepif RKinuenorp Aporyriy:

Dr. Falk Pharma GmbH / JIp.®ansx Mapma [uBX
Leinenweberstrasse § / JiztinenseBepurrpacce 5

79108 Freiburg / 79108 bpandypp

Germany / Himeuuuna

Ursofalk 500 mg Tublets (UA)

URT_WO0S00_M32P51_mastcr Version 05

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2024_0076 from 30.07.2024

Howmep siugnsii va BUPOOHMITR0 flosau Mapma I'MGX:
DE_BW_01_MIA_2024_0076 sin 30.07.2024

Number of GMP-certiflcate Losan Pharma GmbH:
DE_BW_01_GMP_2024_0001 from 20.07.2023 till
19.07.2026 .

Homep cepTidixaty GMP Josun dapmy CvbX:
DE_BW_01_GMP_2024_0001 from 20.07.2023 tl]
19.07.2026

Number of Manufacturing License Losan Pharma GmbH;
DE_BW_01_MIA_2024_0076 from 30.07.2024

Howmep niuensii na supcGruurao Jlosan QGapma 'mbX;
DE_BW_01_MIA_2024_0076 sig 30.07.2024

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2024_0001 from 20.07,2023 til]
19.07.2026

Homep ceprudivaty GMP Josan Qapma I'm6X:
DE_BW_01_GMP_2024_0001 from 20.07.2023 tilj
19.07.2026 ’

Number of Manufacturing License Losan Pharma GmbH:
DE BW_o{ _MIA_2024 0076 from 30,07,2024

Hawmep nivensii #a BHpOOHKUTBO MTosan Dapma M'v6X;
DE_BW_01_MIA_2024_0076 vix 30.07.2024

Number of GMP-certificate Losan Pharma GmbH:
DE_BW 0! _GMP_2024_0003 from 20.07.2023 il
19.07.2026 ‘
Homep ceprudrirary GMP Jiosan dapma I'MEX:
DE_BW_O]_GMPH2D24_0003 frony 20.07.2023 i)}
[9.07.202¢6 ’

Number of Manufacturing License Dr, Falk Pharma GmbH:
DE_BW_01_MIA_2021_0020 from 17.02.2021

Homep niuensii va supoBruurao Hp.@anek bapma FvsX:
DE_BW_01_MIA_2021_0020 pig 17.02.2021

Number of GMP-certificate Dr. Palk Pharma GmbH:
DE_BW_01_GMP_2023 0041 from 15.11.2022 till
14,11.2025

Homep sepradirary GMP Op.®asibk Dapma uEX:
DE_BW_01_GMP_2023_0041 six 15.11.2022 10
14.11,2025

4/5 approved on 11,07.2017

Batch number: 1241114
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Dr. Falk Pharma Gmbl

I, the undersigned, certify that the above batch is truly accurate. This batch (including packaging/labeling) was
produced dind subjected to quality control in the sbove production unit in compliance with the GMP requirements
established by the local regulatory authority, as well as with the specifications contained iy the marketing authorization
dossier or trade license of the manufacturer country ot destination country, if the product is imporied, 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.

3, 110 Husicue nianycascs, 3ACBIALYFO, UL BHILEHABS feHA cepia € goeroesipo Tounao. Jana cepin npoaykuil Gyna
BUNOGNEHA (BKIOYAI0TH ynalggéaxy/Maplcyaaﬁﬂx) | npoBeaeHWit KorTpEME T #KOCTI HA BHINEIrANAHOMY BHPOBKRHUOMY
Biznini y noewin siznosiauect! 3 anvoraim GMP, scranoBiieHiMy Mictienim PEFYIHTOPHHM OpranomM, a TaKoKy
sinnosinnecTi aj creundiikaticio, fxa MicTHTLCH B peecTpaubiinomy Agewe abo TOprogik njuenaii kpainn-supoBitka abo
Kpaiiu-iMRoprepa, AKIHO npopyKita IMMOPTORAKA, YK B Hocke cnewndrikauili va npenspar mwix nocnimrysarory
ntkapebraro sacofy. Flporoiconu supoBunyraa, YNakoBicH Ta aHanizis Gyin nepernanyti | soTanoBreHo ix
sinnoalnniers GMP, :

Date and Signature;

. Dr. Thamas Uhtimann
Jata ta nignug: /Q

Qualifled Person

G 20

Dr. Falk Pharma Gnbi
Leinenweberstr, 5
79108 Frelburg i. Br, Germany

Ursofalk 500 mg Tablets {UA) URT_W2500_M32P51_master Version 05 575 appreved on | 1.07.2017
Batch number: L2411 LA
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