NEPKABHA CJYXKEBA 3 JJIKAPCHLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KMEBI
rpos, Haait Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BHUCHOBOK
npo sKicTL BBeseHoro B Ykpainy jikapcsroro 3acoly
09.10.2024 No 52666/24/26
YPCODAJILK

(valisenypauns NixapeLkoro 3acoby 3rinHo 3 peceTpautiitinim HOCBIMCHHIM)
kancysm 1o 250 mr; no 25 kancya y Guicrepi; no 2 Saicrepu B opoOILi 3 Kaprony

(opma BUIYCKY, AO3YBERUA, B NAKY B HTKAPCHKOrO 30¢00y)

Howmep peectpauiiinoro nocsipueris UA/3746/02/01 crpox aii peccrpaniiinoro nocsiauetis eobMeKeH i

Cepin nikapebkoro 3aco6y Ne L23258C KinbkicTh sBe3eHoro nikapebkoro sacoby 4320
BupoGHuK Jlp. dannk Papma I'mM6X, Hivewunna
(nadiseny s BupaGHAKR AiKAPCHKOro 3ACoTY, KPATNA NOXOLKEHIA)
Boeseno 8 Vrpaiuy IMpusarie akuiouepie Topapucerso "HATYPOAPM", inent. won:
24930169

(waiimenysanns Ta ko4 3a CLPTIOY 1opnandiol 0cobu abo npisnsiuie, iM's, 110 Garskoni piawauol
0CoO0M = HianpremMus, T MiCUC NPOXKKUBAHNR T4 peecrpaniiinnii noMep o0AiKOROT KAPTKH MIATHHIA
onarKin ab0 cepin Ta HOMEP NAcnopta)

Mpotoken Bisyansnoro kourposio six 09.10.2024 Ne 3458/9.

3a  pesyfioTaTaMK  JEPIABHOTO  KOHTPOMO  BCTAHORICHO, IO niKapebK U 6 sreseno v Yxpainy 3

AOTPUHMAHHSM BHMOr 3aK0HOAABCTEA WOAQ zaBe3neyenHs SIKOCTI Jiikapesk “KacoGis,

h
.

(minnue) (iniuiany ra upiznuuie)
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Dr. Falk Pharma GmbH

Certificate of Analysis / CeprudikaT ananisy

Product: / NpomyxT: Ursofalk®, 250mg capsules, 25 capsules in blister with Ukrainian and English
marking; 2 blisters in a carton with a label in Ukrainian
VYpeodansk, kancyan mo 250mr, no 25 rancyn y GaicTépi 3 MapKyBaHiaM
YKpaichbKoIo Ta aHrnilichKoI0 MoBamMy; 110 2 Grictepy B kOpoBL 3 KAPTOHY 3
MapKyBAHHAM YKPATHCHKOIO MOBOLO

Batch No.: / ITapria Ne: 1.23258C

Batch release date: / Jata - o
BHITYCKY cepil: 257 LGl
Manufacturing date: / Jlata 09.2023

BHPOCHHLITRA:
Expiry date: / Ipugarhuit jo: 09.2028
Batch size: / Posuip cepii: 11568 packs / 11568 ynakosok

Registration number in Ukraine:  UA/3746/02/01 from 07.10.2020 unlimited
/ Pecctpauifiiie MOCBIMCHHT B UA/3746/02/01 Bix 07.10.2020 nilfcunii va neobMexeHui TepMin

VpaiHi

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

Cuna i/ AKTHBHICTE: 1 karreynu MicTRTb 250 MI YPCOE30KCUXONEBAOT KHCAOTH

Test / Tectyemuii napamerp Specification / Cneungikauis Result / Tlocunanus

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

Onwue Birti Henposopi TeePAI KENATHHOBI KaTICyJTH PO3MIPOM Binnosinae
«0», 1o MicTaTh Glauil cripecopanui NOPOLIOK abo
IPaHYIH

Disintegration time < 15 minutes 2 minutes

(Ph. Ewr. 2.9.1)

Posnapaunn < 15 XBUJIWH 2 XB.

(€pp. Papm. 2.9.1)

Uniformity of dosage units L1: 10 units tested: Acceptance value < 15.0 35

[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 = (1 -L2x 0.01)x M
All single values (1 +L2x 0.01)x M

OuuopinicTs 1030BaHUX L1: 10 TeCTOBAHMK OIHHILE: 3,5

OAHHH L [IpuitusTie 3uavenus < 15,0

[po3paxyHKoBO-BATOBIA METOA] | [2: 1 + 20 TeCTOBAHMX OMMHMIIL:

(Enp. . 2.9.40) TpuitusiTie spavens < 15,0
Bcl sHayen st MatoTh 3HaX0JUTHCh B TAKNX Mexax.:
Bei oxpemi snavenns 2 (1-12x0,00)x M
Bei oxpemi spavennsn < (1+L2x0,00)x M
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Dr. Falk Pharma GmbH

Test / TecTyemuit napamerp

Specification / Cuensidicanist

Result / Tocunanus

{dentity

- HPLC-DAD

or glternatively:

(HPLC-RID, HPLC-DAD, TLC)

The uncorrected retention time and the UV-spectrum of

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

the main peak in the liquid chromatogram of the reference

- 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
[neyrighicanin
BEPX -DAD HexopexTopannii yac yTpHMyBaH | Y P-crexrp -
FONOBHOTO MKy Ha piAuHHIN Xpomarorpami
CTAHJAPTHOTO PO3HWMHY BiXNOBiaE 32 hOpMOIO |
DO3TAYBAHHAM IONOBROMY MIKY Ha xpomarorpami
BUTIPOGYBAHOTO POIYHHY.
BEPX -RID Hexopexropaunit wac yrpumypanis RT Ha xpomarorpami | Binnosijae
CTAHIAPTHOTO PO3UMHY Ta BANPOJYBAHOI0o PO3HHHY
cniBnajac,
TUIX Paropu yrpinyBauts RF iy Ha xpomarorpami Binnoeinae
CTAMIAPTHONO | BUMPOGYBAHOTG POSUHHIB BiAn0BiNAOTH
Purity * chenodeoxycholic acid: <1.0% *
(HPLC-RID) lithocholic acid: <01%
each unspecified impurity: <0.1%
total sum of impurities: <20%
q”ff oTa * Xenoesokcuxonesa krenota: < 1,0% *
(BEPX-RID) Jlitoxonesa KUCHOTa: <0,1 %
Byne-sixi nesuzuaveni pomimku: < 0,1 %
3araiLbHa cyMa IoMiloK: £2,0%

Mixpo6ionoriuna uncrora **

1)

(€np. Gapm. 2.6.12/2.6.13, 5.1.4-

TAMC: £ 10 KYO/r
TYMC: < 10° KVO/r
E. coli: BimeytHs/l r

Assay (HPLC) 237.5-262.5 mg / capsule (95.0-105.0:%) 245.0 mg (98.0 %)
Kinbricne susnauenus (BEPX) | 237,5-262,5 mr/xancysty (95.0-105,0 %) 245,0 mr (98,0 %)
Dissolution 60 minutes: individual values = 70 % (Q) 89 %
(HPLC) (Ph. Eur. 2.9.3)
Posunnuenns 60 xB.:inanBinyansHe snaversa = 70 % (Q) 89 %
(BEPX) (€rp, Papm. 2.9.3)
Microbiological quality ** TAMC: € 10° ¢fu/g ¥
(Ph. Bur. 2.6.12/2.6.13, 5.1.4-1) | TYMC: £ 10° cfu/g
E. coli absent/g
Kk

*  every tenth batch, at least two batches per year.
KOJKHA AGCATA TIAPTis, He MeHIle JBOX NapTii Ha pik

¥ This test is not performed routinely, only in frame of the microbiological monitoring twice a year.
Jlane BUNpOBYBAIHsS He BHKOHYIOTE B IUIAHOBOMY NOPSIKY, TUTBKH B paMkaX MikpoGiaNOTIUHOrO KOHTPOIO 1Ba

pasy Ha pik,

The results meet the specification.
Pesynpraty BinnosinaoTh cnemvdixami,

Ursofalk Capsules (UA)
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Dr. Falk Pharma GmbH

n/a
w3

Remarks:
[pumitka:

Manufacturing site: / Bupo@auk:

B4 Losan Pharma GmbH / Jozau dapma T'M6X
Qtio-IHahn-Strasse 13/
Orro-Xau-Lltpacce 13
79393 Neuenburg / 79395 Hoenbypr
Germany / Himeuunna

[JAllphamed PHARBIL Arzneimittel GmbH/
Anndaven GAPBII Apusaiimitrens I'MOX
Hifdebrandstrasse 10-12
Xinpnebpanmwtpacce 10-12
37081 Gottingen/ 37081 'vorTiHreH
Germany/ Himeuyuna

Packaging site and QC: / Bupo6Hux, sianosipaisHuk
24 IEPBHHHE, BTOPHUHHE MaKyBalHsi T8 KOHTPOML
SIKOCTH:
(] Losan Pharma GmbH / Jlosau Mapma I'MOX
Eschbacher Str. 2/ Ew6axep [llrpacce 2
79427 Eschbach / 79427 Embax
Germany / Himevyunna

X Losan Pharma GmbH / Jlosan ®apma T'mM6X
Otto-Hahn-Strasse 13/
Otro-Xau-Urpacee 13
79395 Neuenburg / 79395 HoeuGypr
Germany / HimenduHa

Ursofatk Capsules (UA)

URC_W0250_M32P51_master Version 16

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023
Howmep niuensii na supobuuurso Jlosan dapma ImbX:

Number of GMP-certificate Losan Pharma Gmbl:
DE_BW_01_GMP_2021_0169 from 12.11.2021 till
14.04.2024

Homep ceprubikary GMP Jlozan dapma MMOX:
DE_BW_01_GMP_2021_0169 sin 12.11.2021 no
14.04.2024

Number of Manufacturing License Allphamed.:
DE_NI_01_MIA_2023_0002 from 11.01.2023
Homep nUUeH3HII Ha NPOU3BOACTBEO Asbhamet:
DE_NI_01_MIA_2023_0002 sig 11.01.2023

Number of GMP-certificate Allphamed.:
DE_NI_01_GMP_2023_0003 from 11.01.2023 till
18.05.2025

Howmep cepridukara GMP Anbamenr:
DE_NI_01_GMP_2023_0003 sia 11.01.2023 xo 18.05.2025

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep aitensii na supoGrunrso Jlosan dapma [mOX:
DE_BW_01_MIA_2023_0015 sin 02.02.2023

Number-of GMP-certificate Losan Pharma GmbH:
DE BW 01 GMP_2021_0168 from 12.11.2021 till
14.04.2024

Homep ceprudixary GMP Jlozau ®apnma T'm6X:
DE BW_01_GMP_2021_0168 sin 12.11 2021 no
14.04.2024

Number of Manufacturing License Losan Pharma GmbH:
DE_BW _01_MIA_2023_0015 from 02.02.2023

Howmep ainensii na supobunureo Jlosan ®apma I'nbX:
DE_BW_01_MIA_2023_0015 sia 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2021_0169 from 12.11.2021 till

14.04.2024

Howmep ceprudixary GMP Jlosan ®apya T'MEX:
DE_BW 01_GMP_2021_0169 sin 12.11.2021 1o
14.04.2024

3/4

Page 1/1

approved-on 17.11,2020
Batch number: L23258C



Dr. Falk Pharma GmbH |

D Allphamed PHARRBIL Arzneimitte] GmbH/ Number of M anufacturing License Allphamed.:
Anntpamen GAPBIIT Apumaifmirrens, I'M6X DE_NI_01_MIA_2023 0002 from 11.01.2023
Hildebrandstrasse 10-12 Homep muuenzim ua NPOM3IBOLCTBO ANb(amen:
Ximpebpanaurpacee 10-12 DE_NI_O]_MIA_ZOQLOOOZ 8in 11.01.2023
37081 Gottingen/ 37081 Mvorrinrey
Germany/ Hivequnna Number of GMP-certificate Allphamed.:

DE_NI 0] _GMP_2023_0003 from 11.01.2023 ]
18.05.2025

Homep ceprudurara GMP Anbamer:
DE_NI_01_GMP_2023.0003 sin 11,01.2023 a0

18.05.2025
Batch release of finished product: / Binnosinamsuif sa
BHIYCK cepil kinuesoro nponykry:
Dr. Falk Pharma GimbH / Hp.Dansk Gapma I'mEX Number'ofManufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse. 5 / JIg fineaneGeprrrpacee 5 DE_BW _01_MIA 202 1_0020 from 17.02.2021
79108 Freiburg / 79108 Dpalitbypr Howmep srivensit va supo6uunreo Hp.Dansk dapma I'm6X:
Germany / Himeuynna DE_BW_01_MIA 202 1_0020 Bix 17.02.2021

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2023_0041 from 15.11.2022 till
15.11.2025

Howmep ceprudiary GMP HAp-Pasnsk dapma Im6X:
DE BW_01_GMP_2023 0041 5in 15.11.2019 no
15.11.2025

I, the undersigned, certify that the above batel 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, o mnkye Ainnucancs, 3aCBIAYYIO, WO BHICHABCHCHA Cepint € ROCTORIPHOTOTHOM, Hana cepin npomyuii Gyna
BHpoGcHa (BIUIOYAI0UN YITaKkoBK /MapicyBanng) i nposenenuit KOHTpOIL 1T AKOCT] Ha BHLIesraiaHOMy BHPOOHUYOMY
BIZAIM y nowwil piznosiznoeti 3 BrMoraMy GMP, BCTanoBeHMY MicHEBIM PErYIATOPHEM OPIatoM, a Takow y
BINNOBIAKOCT] ai cnetngikaticro, axa MicTHTLCS B peectpauiitHomy nocwe abo TOprovilt ninensiy Kpatin-Bupobumia
abo xpainu-iMnoprepa, sximo NIPOAYKLIsS IMIIOPTOBAKA, YU B JOCKE cnelnixanii ua npenapar ans BOCHIDKYBAHOTD
JHKaPChROro 3acofy. Mpotoxonu supoGumiTsa, YOAKOBKY Ta ananiszis Gysm TEPErIANYT | BCTAHOBEHO iX
BiAroBiAHICTE GMP,

S Tharnas Ubimans

D ‘a.t‘e 'fmd §1gnafure: / Qualified Person
Hara ra minnnc /
/ / i
oy IV
[ ewim
P Dr. Falk Pharma GmbH
{ Leinenwebersir, 5
' 78108 Fraiburg i, Br., Germany
K
4
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