JIEPIKABHA CJYKBA 3 JIKAPCBKHX 3ACOEBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npoe, Hanii Ceitnuunod, 3, 02099, ten. @44) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €OPITIOY 37079055

BHUCHOBOK
Npo AKICTh BBE3CHOTO B Y KpalHy JiKapchbKoro 3acody
12.12.2023 Ne 63914/23/2611
YPCODAJIBK

- _—

(HafiMenyBaHKs NIKAPCHKOTD 3aC0BY FFIHO 3 peccTpaltifiinm TIOCBIAMEHHAM)
Kancyan no 250 mr; mo 25 rancyn y 6aicrepi; no 4 6nicrepyn B Kopodui 3 KapToHy

(dopma Bunycky, HO3YBaHHS, BUI TIAKYBAHHA NIKAPCEKOrD 3ac06Y)

Howmep peectpauiiinoro nocaizuenns UA/3746/02/01 crpox aif peecrpauiiinoro nocsinenns HEOOMEKCHIH

Cepis nikapcskoro 3acoby Ne A23002ZA Kinexicth sseseHoro nikapeskoro sacody 8999
Bupobuux Ap. Panck Papma ['M6X, Himeuunna
- (HERMCHYBAHHSA aupoﬁimxa NIKAPCHKOro 38C00Y, KPalHA NOXOMKCHHS)
Beesewo B VkpaiHy IIpusatie akuionepne TosapucTso "HATYPOAPM', inenr. won::
249331 69

(uaﬁmcuyna}uln Ta Ko 33 EJIPTIOY 1opunutiof ocobu abo npisauine, im's, ﬂ[} OaTEKOBI Ibi:m'mm
ocolH - nianpuHeMus, 1T MicUE NPOKUBAHHA T pEECTpauilyui HoMep oBnikoBOY KapTKH TUIATHHKA
nojarkis abo cepia Ta HOMEp NacnopTa)

IMporoxon BisyansHoro kourponio sin 12.12.2023 Ne 3931/8.

3a pesyneTatamu ng;a;ﬁanunrﬁ KOHTPONIO BCTAHOBNCHO, WO Jstikapchbkull 3aci6  BBE3eHO B VYikpainy 3
ACTPHM aHH;lM mmw mﬁagp,uancma 1oso 3abesneueHys AKOCTI NiKapchh
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Dr. Falk Pharma GmbH

Certificate of Analysxs / CepTadikar aHaJIBy

" Product: / [Ipoaykr:

X ‘Batch No.: / [Tapris Ne;
* Batch release date: / Jata
BHITYCKY cepil:

= R Manufacturing date: / Jlara

BUPOGHHITEA:
Expiry date: / [TpupxatHuii po:

Batch size: / Posmip cepil:

Registration number in Ukraime:

/ Péectpauniiine noCBi{4eHHST B
Yrpaini

Strength/Potency: /
Cita aiVAXTHBHICTE:

-

Ursofalk@), 250mg capsules, 25 capsules in blister with Ukrainian and English ™

marking; 4 blistérs in a ¢carton with a label in Ukrainian

Vpeothansk, kancynu 1o 250umr, 1o 25 xancyn y GnicTepi 3 MapkyBaHiiM
VKpATHCRKOI T4 aHINIHCHKO0 MOBaMH, 110 4 GicTepH B kopobii 3 Kap‘mfly 3

MapKyBaHASIM YKPATHCHKOK MOBOIO
AZ23002A

19 JULI 2023

04.2023

04.2028
11399 packs / 11399 ynakosok
UA/3746/02/01 from 07.10.2020 unlimited

]

UA/3746/02/01 Bin 07.10.2020 nificuuii Ha HeoOMexeHnH TepMIH

1 capsule contains 250 mg ursodeoxycholic acid
1 KancynH MICTHTE 250 MI" YPCONE30KCHXOMEBa0T KUCHOTH

Spec:f’ cationt / Cneundixauisn |

| Result / l'locnﬁ'aﬂﬂﬁ___

Appearance whita, -Opaque, hard gelatine capsules, size 0, contammg a | Conforms
white, compressed powdet or granules
Onuc Bini ﬁenpugnpi' TBEPAI HEAATUHOBE KATCYIH PO3MIpOM Binnoeigae
« 0%, 1o mictsre OLtni cripecosanyit nopourok abo
______ rpasys .
Disintegration time < 15 minutes 2 iminutes
(Phi. Eur. 2.9.1)
Posnmagauus < 15 XBHIHH 2xs.
(€ep. Papy. 2.9.1) ! S
Uniformity of dosage units E1: 10 units tested: Acceptance value < 15.0 4.3
[mass variation]| L.2: 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
Alisinglevalues £ (1 +1.2x0.01)x M
OxuopinnicTe 030BaHUX 1.1: 10 TecTOBaHUX OIUHHULIE:
OAHHIL 4,3

[pospaxyHxoBc-BaroBuii
MeToa]
(€rp. ®. 2.9.40)

[IpuiinaTHe 3Hasensd < 15,0

£2: 10 + 20 TecToBaHWX OQUHMLE:

IpuiingaTHe snagenda < 15,0

Bei znaqeHas MaOTE 3HAXOAATHCE B TAKHX MEeXaX:
Bcei okpemi 3pauensas  2>{1-L2x0,01)x M
Bcei okpemi smadeHHs  <{1+L2x0,01)x M

Ursofalk Capsules (UA)

approved on 17.11,2020
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Dr. Falk Pharma GmbH

Resulf / Hocnnanusa

i Test/ Tectyemuii napamerp | Specification / Creustpikaiis
Identity
{HPLC-RID, HPLC-DAD, TLC) e
- HPLC-DAD The uncorrected retention time and the UV-spectrum of | Conforms o
the main peak in the liquid chromatogram of the reference
solution correspond in shape and position to that of the
T 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
1-TLC The retention factor RF of the spot in the chromatogram |-
P of the reference and test solution correspond s
InenTudicanin |
BEPX -DAD HexopexTopanuit Hac yrpuMyBadns i YO-crexTp Bipnosigag
rOJOBHOrO MKy Ha PiAUHHIA XpOMaTorpami B
CTaHIAaPTHOro pO3uHHY BiANCBiAag 3a GOPMOIO 1
PO3TALLYBAHHAM FONOBHOMY MIKY HA XpPOMATOrpami
BUNPOOYBAHOTC PO3YHHY,
BEPX -KID Hexopextosauuit yac yrpumysarus RT na Xpomarorpami | ---
CTAHAAPTHOTO PO3YMHY Ta BUNPOGYBAHOTO PO3YHHY
CITIBNIAKAE. -
THIX dakropu yTpuMmysanus RF miguu Ha xpomarorpani —
_ CTAHAAPTHOTO i BUNPpOBYBAHOTO PO3YUHIR BiANOBIZAIOTH a
Purity * chenodeoxycholic acid: <1.0% 0.2 %
(HPLC-RID) lithocholic acid: <0.1% <0.05%
each unspecified impurity: <0.1% <0.05%
total sum of impurities: £20% 0.2%
Yncrora * XeHoNe30KCUXOMeBa KUCIOTa; <1,0% 0,2 % ,
(BEPX-RID) Jlitoxonesa KMCOTA: <0,1 % j g’gg ;’ 5 .
byns-AKi HeBuzHaqeHi gomiwrn: = 0,1 % 0 2’% :
3aranbHa CyMa JOMILIOK: <£20% il
Assay 237.5-262.5 mg / capsule (95.0-105.0 %) 25194 mg
(HPLC)
Kinbkicte pnsHavyenun 237,5-262,5 mr/xancyny (95,0-105,0 %) 251,94 mr
(BEPX) .
Dissolution 60 minutes: individual values = 70 % (Q) 80 %
(HPLC)
(Ph. Eur. 2.9.3)
PosunHenyn 60 xe.:iuauBiAyansHe 3HaueHAR > 70 % (Q) 80 % =
(BEPX) .
{(€sn. Papm. 2.9.3) _
Micrebiological quality ** TAMC: < 10? cfu/g < 50 cfufg
(Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) I TYMC: < 102 cfu/g 50 cfu/g
E. coli absent/g conforms
Mikpofionoriuga YHcToTa ** | TAMOC: < 103 KYO/r- < 50 KYO/r
(Cep. Papm. 2.6.12/2.6.13, 5.14- | TYMC: < 102 KYO/r 50 KYO/r
1) E. coli: pigcyrma/lr Bimnosinae

gvery tenth batch, at least two batches per year.

KOMKHA AecsTa NApTis, He MeHILe ABOX NapTil Ha pIK

3

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

- JlaHe BunpoGyRaHus HE BHKOHYIOTE B [NIAHOBOMY HOPSLKY, TUIBKY B paMKaxX MIkpoGionoriqyHoro KOHTpoJio asa

pasy Ha pik.
Result: / PesynarraT: JEI approved / 3aTRepiKEHO 0]
* Ursofalk Capsules (UA) URC W0250 M32P51 master Version 16 2/4

Page 1/1
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Dr. Falk Pharma GmbH

Manufacturing site: / Bupobuug:

Losan Pharma GmbH / Jlozan ®apma I'M6X
Otto-Hahn-Strasse 13, 15/
Orro-Xau-Uitpacce 13, 15

79395 Neuenburg / 79395 Hoeubypr

- Germany / HiMeuwna |

DA Allphamed PHARBIL Arznéimittel GmbH/
Anndamen PAPBLT Apimaimitrens I'M6X
Hildebrandstrasse 10-12
Xinpnebpaspintpacce 10-12
37081 Gottingen/ 37081 T'potTisireH
Germany/ HiMeuunna

Packaging site and QC: / BupoSuuk, BinnorinansHuil
38 MEPBHHHE, BTOPUHHE MAKYRAHHA T& KOHTPOIb
AKOCTL:
_.| Losan Pharma GmbH / JIozar ®apma I'm6X
Eschbacher Str. 2 / Emdaxep 1Htpacce 2
79427 Eschbach / 79427 Embax
Germany / HiMeyyuna

Losan Pharma GmbH / JIozan ®apma ITm6X
Qtto-Hahn-Strasse 13, 15/
Otro-Xan-litpacee 13, 15

79395 Neuenburg / 79393 Hoeubypr
Germany / HiMeusuna |

Ursofalk Capsules (UA)

Number of Manufacturing License Losan Pharma GmbH: .-
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep nirensit va Bupo6aunTeo Jiozan @apma ['MOX:
DE_BW_01_MIA_2023_0015 8ig 02.02.2023

Nuriiber of GMP-certificate Losan Pharma GmbH:
DE BW 01 GMP 2021 0169 from 12.11.2021 till
14.04.2024

Homep ceprudixaty GMP Jlozan Papma ['MOX:
DE BW 01 GMP 2021 0169 six 12.11.2021 go
14.04.2024 - | A

Number of Manufacturing License Allphamed.: -
DE NI_01_MIA_2023_0002 from 11.01.2023
HoMep JIMIEH3NH Ha POU3ROACTBO AllsdaMem:
DE NI 01 _MIA 2023 0002 gig 11.01.2023

Number of GMP-certificate Allphamed.:
DE_NI_Q1_GMP_2023 0003 ffom 11.01.2023 till
18.05.2023

Homep cepruhukata GMP Ansdaven:

DE NI_01_GMP_2023_0003 sig 11.01.2023 ac 18.05.2025;

it

Number of Manufacturing License Losan Pharma GmbH:
DE BW 01 MIA 2023 0015 from 02.02.2023

Homep nitensil 4a supobuutreo Jlosan $apma MMOX:
DE BW 01 MIA 2023 0015 Bin 02.02.2023

Number of GMP-certificate Losan Pharma Gmbl:
DE_BW _01_GMP 2021 0168 from 12.11.2021 il
14.04.2024

Howmep ceprudikary GMP Jlozan Qapma 'MOX:
DE BW 01 _GMP 2021 0168 rix 12.11.2021 no
14.04.2024

Number of Manufacturing License Losan Pharma GmbH:
DE BW_0I_MIA_2023_0015 from 02.02.2023

Homep niuensii Ha supoGuuutso Jlozan Papma TMEX:
DE BW 01 MIA 2023 0015 rin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW 01 GMP 2021 0169 from 12.11.2021 till
14.04.2024

Homep ceprudiivaty GMP Jlosan Papma I'MOX:
DE BW 01 GMP 2021 0169 sig 12.11.2021 no
14.04.2024

approved on 1 7.11.2020
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e Dr. Falk Pharma GmbH

X Allphamed PHARBIL Arzneimittel GmbH/ Number of Manufacturing License Allphamed.:

Amndaven PAPBIT Apumditmitrens TMOX DE NI_01_MIA 2023 0002 from 11.01.2023
- . Hildebrandstrasse 10-12 | Homep THULEH3HHN HA TPOM3BOACTEO ANb(amer;
' Xinppe6pasmmrpacce 10-172 DE NI 01 MIA 2023 0002 sig 11.01.2023
- 37081 Géttingen/ 37081 F'eoTTiHcEH e
Germany/ Himeuynsa Number of GMP-certificate Allphamed.:
' DE NI 01 GMP 2023 0003 from 11.01.2023 tzll
18.05.2025

Howmep eeprudukara GMP Ancdamer;
DE NI 01 GMP 2023 0003 Bix 11.01.2023 o

18.05.2025
- Batch release of finished product and alternative

.. secondary packaging: / BinnorigansHuii 3a punyck -
cepif KIHIEROrO NPOAYKTY Ta anbTePHATHBHE BTOPHHHE o
HMaKyBaHHT:
Dr. Falk Pharma GmbH / Jp.®ansx ®apma ['mGX Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / Jlaiinensebepurrpacee 5 DE BW 01 MIA 2021 0020 from 17.02,2021
79108 Freiburg / 79108 Dpaiitypr Howmep sitensii Ha pupodaunTso p. ®ansi Gapma I'M6X:
Germany / HiMeuunna " DE_ BW 01 MIA 2021 0020 Bixn 17.02.2021

Number of GMP-~certificate Dr. Falk Pharma GmbH:

DE BW 0! GMP 2023 0041 from 15,11.2022 til]
15.11.2025 i
Howmep ceprudirary GMP Hp.@ansk Oapma T'mbX:
DE_BW_01_GMP 2023 0041 sin 15.11.2019 xo
15.11.2025

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 authorizatior
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 beén reviewed and found to be compliant with GMP. " e

A, 1o HWXKHE NiAnMcaBes, 3acBiAUYIO, IO BUILEHAaBELEHA Cepis € NocToBipHoTORHO0. [lana cepis npoayxuil 6yna
BHpobieHa (BIITIOHAIOY M YIIAKOBKY/MapKyBaHH) | NpoBeNCHUH KOHTPONL Tl AKOCT] Ha BHIKEIralaHOMY BUpOGHIYOMY
BLAUILTE Y MOBHIiH BignmoBinHOCT] 3 BUMoraMid GMP, BCTaHOBIEHUMM MICLEBHM DETYITOPHUM OplradoM, 4 TAKOK Y
BLOTIOBIAHOCTI 31 cnennQyranic), Aka MICTHTBCA B pEecTpaliiinoMy nocke abo Toprosiil niueHsii kpaiHa-BnpoOHMKa
abo kpailn-iMropTepa, AKINO NPOIYKUIs IMIIOpPTOBAHE, Y B N0ChE ClelAdikaniif 4a npenapat A AOCHiAKYBAHOTO
Aikapebkoro 3acofy. IlpoTokonii BUPOSHUITRA, YTIAKOBKH TaaHan3is Oyny nepernsiyTi 1 BCTAHOBNEHO iX
BlLANOBiAHICTE GMP.

Freiburg, / Dpanbypr, 19 JULI 204

Qualified Person / Ksaniikopanuii daxipenp aenapraMeHTy XOHTPOMO SKOCTI

0 Hp. Tomac Vnsmans
(Dr. Thomas Uhlmann)
0 Ap. Pynonsd Bunsrennm
(Dr. Rudolf Wilhelm)
A Horasnec Xoiicnep
(Johannes Heusler)
a Xaiike Maitxcrep )
(Heike Meichsner) -
O Crozanne Ipatinep

(Susanne Schweizer)

Ursofaik Capsules (UA) approved on 17.11.2020
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