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-'P,ro‘dugt: /‘\npo,uyl"c'r:' :

- Batch size: / Posmip cepu

Baitch Na.: / Tlapris No:
Batch release date: / Jara
BHITYCRY cepil;

Manufacturmv date L g [ara

: nnpoﬁrmmm

: LVpry dats; / prmr;mn )10 )

.....

Ramstl ation number | i Ukrame: :

/ Peet,rpammre nocmmeumx R
Yipaiai -

'Strcngthlf’otcncy fids
Cuna ;m/Axrumnm

" : Mapxyaalmn M yrqmmc,bkoro monoro
‘ AZ3 003A : :

‘1 capsulc contams 250 m" ursodeoxychohc aud

') ; p} 3 Mapxyaammm
0 4531‘10’1“@})1% B 1cop06m 3 I(Elp’l Ry 3
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’ Appeatanre ;
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- l"pﬂfl)’ﬂl{
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& Dr. Fan;; Pharma GmbH

“on ~Cneumpucaum j.j.. SEECA B Remlt/r{acrmamm

I‘est / ch'rvmmi: rxapamcm

| dentity

| (HPLC-RID, HPLL»I)AD TLC) : o : : SRS I
- IIPL(“-DAD Lhe uncorrected chen on ttme and the U szpccn um-of .| Conforms

| the main peal in the liquid chr matogram of the reference
solution correspond in shape and position to that of the
main peak in the chy omalog1 am of the test solulion

{f
fis=N
o

&

by
[

- or alternatively: : AT
|~ HPLC-RID 1 Uncorrected retention Hirmes RI‘ of the chromatogrant of  fo-se
: : | thie refcrence and test 50 lutron carrcepond |

TLGC ey l‘he retenuon fdctox o ihe spot'in the- chmmdtogram -'~‘~’; :
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i rianis et SR ‘
I BEPX-DAD - I3 ;Hexopexcronamm Hae y'rpmdynanm i Y(IJ-crrexrp S Bimmoigae
] . " | roneByoro MKy Ha pummxm Ypomm“orpamu : e B
| CraliaApTHOre PosauHy signogifiae3a Gopmoiod
PO3TAILYRAHHAM | onosuomy HIKY Ha xpoma*rorpamx
isunpaﬁysauoro poalmuy ‘

| BEPX -RID R S Huwpex’ronarmu yac: yxpxmysamm R’I‘ Ha xpow-rorpawu s
o : e CTauAapTHOro pozwmay T mmpoﬁynauozo posTHy e
. cmnndme ‘ L
ST Vo (Damopﬁ yxpxmynaﬂnﬂ RE et xpmiamrpam -
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| Purity* oo o - | chenodeoxyeholic acid: - < 1.0 Yo k.
(HPLC-RIDY - | lithocholic acid: - L 01%: =
' | eachunspecified impurity: <01 %
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| SHE S : : Xel;ozxesox\cmonena mxcnm‘a 21, 0 Yoo d
i (B"?PX'R_ID) T iivekonea KHCRO: Ak s
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(HPLC) b e i 2
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: (Cup (Daw 2. 93) EI
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EXS
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BiOBiAHICTS GMP

7 I»lexburv N’z)aub‘ypr 21 JUN! 70?‘.‘)
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L Kalike Maiixcnep
o {(Heike Meichsner),
© - Crozanue inatiep
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~}\mb§eﬁp:mnm'rpaccc 1012,
37081:Gétlingen/ ‘%7081 I‘bommef{ i R
',Gcrmany/ Hmetrqnaa L st Numbe; c:F‘GMP»certxf‘ cqtcAlehamed 2
: . e e ”th NL-O1 . GMP . 70’?3 OOO: ﬁem 11.01 7023 fill -
- 18.05:2025

Hife : uor{cmo Anmpa‘ ex:
M IA 2023 0002 Sl l 01 2023

=i Homep cepr mbm\am GMP Am,(pa\rea
~DE NEDI

i ,.IP 20?3 ()00’5 Bix l] 1. 2073 70
188, 202‘)‘;, .
Batch release of finished product and dlf:emmw
secondary p'xckamna 7/ Bumomzwmnmx 34 nunyczc e
«cepii xinnesoro. npoaymy T2 fmuepnawrme n'ropmnu, i
naKyBams; S '
Dr.Failk Pharma GmbH / JIp. <Dzumx< d)apma I‘ 1\16"{ Lo \Jumbm' of Manufactmmc chunse Dr. Palk thma (yth
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specification file for the study diig. The Bateh Manufacturing Record; the Ba;ch Packa\gmﬂ Record zmd the Batch
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JIEPYKABHA CJOYXKBA 3 IIKAPCHKUX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
npo sKicTh BBE3€HOr0 B YKpaiiy AikapebKoro 3acoby

09.10.2024 Ne 52683/24/26

YPCODAJIBLK

{nafimenybauns Jikapeskoro-3acoBy A0 3 peccTpaitifuia 1IOCRIAMERTSIM)
kancyau 110 250 mr; 1o 25 kancya y Guricrepi; no 4 Guicrepn B wopobui 3 kaprony

(opma BuryCKy, HO3YBaANHS, BHI NAKy Batis aikapenkoro 3acoby)

Homep peecrpauifisoro nocsisuents UA/3 746/02/01 crpok aii peccTpanifiHOro nocsindeins reoBMexeHui

Cepin nikapeskoro 3acoby Ne A23005A KinbiicTs neeseroro Aikapeskoro sacoby 7200
BupobuuK Jlp. Ganpk Papva [MEX, Himeuuniia
(nalimMenyBaris BUPoSHIKD aikapenkoro 3acofy, kpaina NONOQLKCHTHA)
Bseseno B Ykpainy [Ipupatie aKUionepHE TOBAPHCTED "HATYPOAPM", inenr. ko
24930169

{HafMCHYBAHHS T2 KOL 38 CIPTIOY iopuiunoi 0cobu aGo npisniie, iv'a, no Garbrosi dGiznunor
0coBi - nianpremiL, i Micue npokuBanig Ta pecerpaniitinmii nomep ORAKOROT KAPTKH MATHHKA
noagTkis abo cepis Ta HHOMEep FTacnopi @)

TipoToKos BI3YANLHOFO KONTPOMO Bill 09.10.2024 Ne 3458/18.

3a  pesyabTaTamMu  ACPKABHOMO KOHTPOJIIO  BCTAHOBACHO, WO aikapepkui - 3acié  Bmescno B Vikpaiwy 3
tx sacolin.

JOTPHMAHHIM BiMOT 3aKOHONABCTEA (010 3abcaneneHts SKoCTi JiKapg

e
, "'&’,:(‘,('J‘.Slli A
p

ek
Muxona XOJIOAEHKO

(indanu Ta apissrine)

23 7

;) ocoﬁﬁﬁp ;

KOUTPOMO) (rirmse)

Dy ewnr 3/61-

U [ O 10 )
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Dr.

Falk Pharma GmbH

Certificate of Analysis / Ceprudikar anasizy

Product: / Mpoaykr:

Batch No.: / [apris Ne;
Bateh release date: / J{ara
BUIyCKY cepil:
Manufacturing date: / Jlara
BUPOSHHLITBA,

Expiry date: / Ipugarunii xo:
Bateh size: / Poamip cepii:

Registration number in Ukraine:
! Peecrpaniiine nocinuenns
Yrpaiui

Strength/Potency: /
Cuna pivVAKTHBHICTS:

Ursofalkk®, 250mg capsules, 235 capsules in blister with Ukeainian and English
marking; 4 blisters in 4 carton with a label in Ukrainjan

Ypeotpansk, kaucyms 1o 230mr, 1o 25 Kaneyn y 6ricrepi 3 MapKypaniam
YKPRTHChKOIO T2 anritiiicskoio MoBaMyy; 1o 4 Guictepu B xopoGui 3 kapToHy 3
MAPKYRAUHAM YKPATHCHKOIO MOBOIO

A23005A
20 JUN 2025

04.2023

04.2028
11660 packs / 11660 ymaxosox

UA/3746/02/0] from 07.10.2020 unlimited
UA/3746/02/01 »in 07.10.2020 aificuui Ha HeoBMeseH i TePMIH

I capsule contains 250 mg wsodcoxycholic acid
1 kancyms Mictirs 250 MP YPCONG3OKCHXONEBA0T KHCTOTH

Test / Tectyemuit napaMerp Specification / Cuenudinauis Result / Hocuyanns
Appearance white, opaque, hard gelatine capsules, size 0, containing a | Conforms
white, compressed powder or granules
Omnire Bini venposopi teepui wenatunopi kancyin Po3MipoM Binnozinae
«O», wo micrats Ginnit cnpecosanuii nopawox ado
TPAHYNH
Disinfegration time < 15 minutes 2 minutes
(Ph. Eur. 2.9.1)
Posnazauns < 15 xpunuy 2 X8,
(Cop. Dapm. 2.9.1)
Uniformity of desage units L1110 units tested: Acceptance value < 15.0 39
[mass variation] L2010 + 20 units tested: Acceptance value £ 15.0
(Ph. Eur. 2.9.40) All units are within the following limits:
All single values 2 (1 - L2x 0.01) x M
All single values < (1 + 12 x 0.01) x M
Onnopinnicrs go3osanux L1: 10 TecToBanmy oxuHiis: .
OARHUDL Hpuitsirrae 3uavenus < 15,0 3.9
[pospaxysxoro-garonmuii L2: 10 + 20 recrosanmx omummh:
meTon] IMpuitngrne sHavenns < 15.0
(€op. D. 2.9.40) Bei 3Hauennn MaIoTh 3HAXOAUTHCS B TAKHX MOKAX:
Bei oxpemi snauenns 2(1-L2x00)xM
Bei oxpemi suavennus S+L2x000)xM
Lirsofall Capsules (UA) URC_W0230_M32P51_master Version 16 73 approved on 17112020
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Dr. Falk Pharma GmbH

Test / Tecryemnii napamerp

Specification / Cneundivanis

Resuit / [Tocnnanny

Identity

(HPLC-RID, HPLC-DAD, TLC)

Mixpobionoriuna uncrora ** | TAMC: < 10° KYO/r
(Cep. Mapm. 2.6.12/2.6.13, 5.1.4- TYMC: € 10 KYO/r
2 E. coli: Bimeytun/lr

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

or 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

LnenTudgicanin

BEPX -DAD Hexopexrosanuii vac yrpumysatns i VO-crerrp Binnosinae
FOIOBHOTO 1KY Ha piaHHiR XpoMaTorpani
CTAHAAPTHONO PO3YUKY Bianoninac 2a Gopmoro i
PO3TALIYRAHHAM FOMOBHOMY JIKY Ha XPOMATOrpami
BUIPOTYBAROro PoOsHUHY.

BEPX -RID Hewxoperrosanuit vac yrpusysatns RT ua XxpoMarorpami | --~
CTANAAPTHOTO POZUMHY Ta BHIPOGY BAHOIO POIUHKY
chiBnazae,

TLUX Daxropis yrpumynamus RE nnsmu va xpomatorpami -
CTEHAAPTHOIO | BHIPOOYBAHOTO POIUHMIE BIANOBINAIOTE

Purity ¥ chenodeoxycholic acid: £1.0% *

(HPLC-RID) lithocholic acid: <0.1%
each unspecified impurity: 20.1%
total sum of impurities: 22.0%

ncrora * Xewopesokcuxonepa kuenora: < 1,0 % *

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

Byus-nxi nesusuaveni gomincs:; < 0,1 %
3arwibla CyMa JIOMiOoK; £2,0%

Assay 237.5-262.5 mg / capsule (95.0-105.0 %) 2543 mg

(HPLQ)

KisibicHe Busuagenus 237.5-262,5 mr/xancyny (93,0-105,0 %) 2543 mr

(BEPX)

Dissolution 60 minutes: individual values 2 70 % (Q) 80 %

(HPLC)

(Ph. Eur, 2,9.3)

Posunuenns 60 xp.:inausinyansre 3avers 2 70 % (Q) 80 %

(BEPX)

(Cop. Qapm. 2.9.3)

Microbiological quality ** TAMC: £ 10% cfu/y .

{Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) TYMC: £ 10 cfu/g
E. coli absent/g

LES

every tenth batch, at least two batches per year,
KOWHA A8CATA NAPTIA, HE MEHIUE ABOX NapTili Ha pik

%

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

Hage BunpoGyBang He BUROHYIOTH B TIAHOBOMY TIOPAIKY, TLBKI B PAMKAX MIKpOGIONOFYHOrO KOWTPOMIO JAa

pazH Ha pit.
Result: / Pegynwrar: ﬁg approved / 3aTBepAKEHO

Uirsofalk Capstiles (L)

Page 1/1
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@ Dr. Falk Pharma GmbH

Manufacturing site: / BrapoGuus:

[7] Losan Pharma GmbH / fozan Bapma MMGX
Otto-Hahn-Strasse 13, 15/
Orro-Xau-Lllrpacee 13, [3
79395 Neuenburg / 793935 Hoeubypr
Germany / Himeyunna

XlAliphamed PHARBIL Arzneimittel GmbH/
Anagamen DAPEUT Apumadisitresn Tvu6X
Hildebrandstrasse 10-12
XisjeOpanmurpacee 10-12
37081 Gottingen/ 37081 Tnorrinren
Germany/ Himeuunna

Packaging site and QC: / BupoGuux, Bianosigansumi
33 UCPBHHHE, BTOPHIHE NAKYBAHHS T2 KOUTPOND
AKOCTI:
[:} Losan Pharma GmbH / Jlosan ®apma MmEX
Eschbacher Str. 2 / EuGaxep Ulrpacee 2
79427 Eschbach / 79427 Endax
Germany / Himesunna

[_] Losan Pharma GmbH / Jlosan Gapya I'mBX
Otto-Hahn-Strasse 13, 15/
Qrro-Xan-1krpacce 13,15
79395 Neuenburg / 79395 Hoeudypr
Germany / HiMeuuuna

Number of Manufacturing License Losan Pharma GmbH:
Howmep iuersii wa supobuuTso Josan dapma 'MEX:
DE_BW_01_MIA 2023 001(3 8in 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
14.04.2024
Howmep ceprutpixary GMP Mosaw Mapma I'mGX:

14,04.2024

Mumber of Manufacturing License Allphamed.:

18052025
FHomep ceprudukara GMP Ansanen:
DE_NI_Ot_GMP_2023_0003 sin 11.01.2023 a0 18.05.2023

Number of Manufacturing License Losan Pharma GmbH:
Hownep ninensii Hziwsx-xpcﬁmu'rno Jlozan Mapma [MmEX:
DE BW_01_MIA_2025 0015 pix 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0168 from 12.11.2021 til}
14.04.2024

Howmep ceprudirary GMP Jlosan dapna I'MOX:
DE_BW_01_GMP_2021 0168 sij 12.11.2021 a0
14.04.2024

Number of Manufacturing License Losan Pharna GmblH:
DE_BW_01 _MIA_2023_0015 from 02.02.2023

Homep ninensiy na supodunurso Jlosan dapma Mg X
DE_BW_01_MIA 2023 0015 8in 02.02.2023

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

Homep ceprudicary GMP Jlosan dhapua 'MEX:
DE BW_01 _GMP_2021_0169 gix 12.11.2021 x0
14.04.2024

Ursefalk Capsules {UJA) URC_WOZA0 _M32P51_masier Version 16 34 approved on 17.11.2020
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Dr. Falk Pharma GmbH

Allphamed PHARBIL Arzneimittel GmbH/

Annamen BAPBUT Apunaiimivresns I'noX
Hildebrandstrasse 10-12
XiawpeOpanaurrpacee 10-12

37081 Gottingen/ 37081 I'borrinren
Germany/ Hiseuyuua

Number of Manufacturing License Allphamed.:
DE_NI_01_MIA_2023_0002 from 11.01.2023
Hosep nuensny sa nponssoacTso Ansdames;
DE NI _01_MIA_2023_0002 sin 11.01.2023

Number of GMP-certificate Allphamed.:

18.05.2025

Homep cepruduxara GMP Annamern:
DE_NI_01_GMP_2023_0003 sin 11.01.2023 0
18.05.2025

Batch release of finished product and alternative
secondary packaging: / Binnosigansuuii 3a enuyck
Copii KILEBOrO NPOAYKTY T2 ATHTEPHATHBHC BTOPHHHE
HAKYBATIHL,

Dr. Falk Pharma GmbH / Ip.bamsic hapma ImoX
Leinenweberstrasse 5 / Jntinensebepiirpacce 5

79108 Freiburg / 79108 PpaiiGypr

Germany / Himewunna

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01_MIA_2021_0020 from 17.02,2021

Howmep sinensii ua supobuuurso lp.Ganuk dapuma I'mGX:
DE_BW_01_MIA_2021_0020 six 17.02.2021

Number of GMP-certificate Dr. Falle Pharma Gmblhl:
DE_BW_01_GMP_2023_0041 from 15.11.2022 till
15.11.2025

Homep cepridirary GMP Ip.dansk Gapma MMEX:
DE_BW_01_GMP_2023_0041 sig 15.11.2019 5o
15.11.2025

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

31, WO wioRe DIANKUCABER, 3aCBIANYI0, 110 BHIIGHABEACHA Cepif ¢ nocropipoTosiol. Jana cepia npoayknii Syna
BHPOGIEHA (BRAOYAIOHI Y HAKORKY/MAPKYBAHKA) | NpOBeACHT KOHTPOSL 1T SIROCTI HA BHULE3rAAAHOMY BEPOSHITMOMY
BiALini y nosuil sigropiarocti 3 pusoramy GMP, BCTAHORICHIMK MiCUEBHM PEryNsSTOPHUM OPraHOM, 4 TaKOK y
BIAMOBLAHOCTI 31 creumdikauieio, aka MiCTUTECS & peecrpauiiinosy socke abo Toprosilt siuensii kpaiun-supoSHuka
200 Kpaihu-IMnopTepa, AKWO NPORYKLIS IMITOPTOBANA, Yl B AOCHE cnerdirauiit Ha npenapar Jui NoCHTKYRAHOrO
nikapebroro 3aco8y. [TpoTokosm BUPOGHIITEA, YIAKOBKH Ta ayanisis Gym neperuyTi | BeTasonneno i
sianosianicts GMP.

Freiburg, / Ppaibypr, 71 YN T3

Qualilied Person / Kpanigixosaunii daxinens gernapramenty Kourpoo skocTi

= Ip. Tomac Yasmans
(Dr. Thomas Uhlimann)
u Op. Pyaonsd Bunbrenns
{Dr. Rudolf Wilhelm)
I v 5 iz U
ix\ !{Iorarmec Xoitcnep g
{Johannes Heusler) o ;
o Xaiike Masixcuep
(Heike Meichsner)
t Crozanne [Hraituep

{Susanne Schweizer)

Ursofalk Capsules (LA} URC_WO250_MI2P5L_master Version 16 4 approved o 17.11.2030
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudixar anamizy

Product: S poayxr:

Batch No.r/ Fapris Ne:

Batch release date: / Hara
BHIYCKY £apii:

Manufacturing date: / Jara
supolHBLTEA:

Expiry date: / Ipuaeraei mo;

Batch size: / Poamip cepii:

Registration number in Ukraine;

/ Peectpanitine noceimenns 8
Yxpaiui

Strength/Potency: /
Cuna BIYAKTHBTICTS:

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

Vpeoduink, kancyiu no 250Mr, 1o 25 xatey ) y Gaicrepi 3 MaprysaMiam
yrpalucsom Ta atrifichror Mosayw; no 4 Snicrepy 5 xopobui 3 KapTody 3
MADKYRARHAM YKPATHCLEO MOBOIC

L23282A
(RS

09.2023

09.2028
11392 packs / 11592 ynakosox

UA/3746/02/01 from 07.10.2020 untimited
UA/3746/02/01 wig 07.10,2020 zificuuit e noobresenil TePMi

'} capsule contains 250 mg ursodeoxycholic acid
} rarcyan micrirs 230 Mr ypoonesoKeHXORERAOT KIHCHDTH

Test/ Teeryemuii napaMerp

Specification / Cuenndiraniv

Result / flocwnayas |

Appearance

white, opaque, hard gelatine capsules, size 0, containing a | Conforms
white, compressed powder or gragules

| [mass variation]
{Ph. Eur. 2.9.40)

Oaropiziiers acjonanux
CRHBUNS
[pozpaxyeross-Barosui
steroal

Oune Bini nenposopi Toepai acenarrancsi karcymm POIMIDOM Binnosigae
«0», wo Mictars Ginui clpeconansll nopock abo
TREHYIH

Disintegration time < 15 mrinutes 2 minutes

(Ph. Eur. 20.1)

Posnanauts % 135 xsunuy 2 xa.

| (€sp. Wapy. 2.9.1) . _

Uniformity of dosage units L 10-unifs tested; Acceptance value 5 15.0 35

L3: 10 + 20 units tested: Acceptance value < 15.0
Al units are within the following Hmits:

All single vaiues 2 (F-E2x 0.01) x M

All single values {1 + L2 x 0.013 x M

LI: 10 TecTosauux omasam:
UpafuaTHe 3nadens < 15,0 3.5
L2: 10 + 20 Tecropansx oinHmim:
Hpuitusyee suanenas < 15,0

(Cup. .2.9.40 Bei 3uauesns MAIOTS 3HAXOHUTHES B TAKNK MEIKRX
Bei oxpesti 3navenn 2(1-L2x 00D x M
Bei gppesti smagenng < (I+ 12 x00Dx M
Ursalalk Capsafes{ay VRC_WO250 M3ZES]_master Version 16 1 approved oa 1912 2000
Bateli mumber: 1232824

f
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Dr. Falk Pharma GmbH

Test / Teoryemuil napamerp

Spetification / Creundirauist

Result f Hockaanun

Identity
(HPLC-RID, HPLC-DAD, TLC)
- HPLC-DAD

or alternatively:

The uncorrected refention time and the UV-spesirum of
the main peak in the liquid chromatogram of the reference
solution correspund 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 sofution correspond
- TLC The retention factor RF of the spot in the chromatogram | conforms
of the reference and test solution ¢orrespond
TaenTadixain
BEPX -DAD HexoperToraniit wac yrpumysanis ¢ YP-coexip -—
rofosHoro MKy Ha pianuuilt xpomarorpami
CTEHAZPTHOFO PO3YHHY BIENORIAAE 328 (fopato i
PO3TAUIYBAHHAM FOROBHOMY iKY HA XpoMaTorpaMi
BripolysaHorY POIYIHY.
BEPX -RID Hexoperropanxit nac vrpusysanun RT #a Xxpomatrorpayi | Binnosinae
CTAHAAPTHOTD POFTIILY Ta BUNIPOGYRAHOTO DORHIITY
cnisfnanac.
THIX daxropy yrpumysanss RF mmsmn s xpostatorpami Rinnosinae
CTaHARPTHOre | BUNpoSyBaHero po3THHis BiiHOBIARIOTE
{Purity * chenodeoxycholic acid; S10% <0.05%
(HPLC-RID) lithocholic acid: <01 % <0.05 %
each unspecified impurity: =01 % RET(1.24) 0.07 %
total surm of impurities: £20% 0.07%
Hnctora * Keuonerorcuxoiens kuchiora: < 1,0% < 0,05 %
(BEPX-RID) JiFToxeaesa KACHDTS: %9,1 % <005 %
Byau-sui neanzuaqeni pomiusn <01 % RRT{1.24) 0,07 %
Jarasdsia cyma AoMIHIOK; <20% 0.07 %
Assay 237.3-262.5 mg /[ capsule (95.0-105.0 %) 2504 mg (= 100.2 %)
(HPLC) :
Kianikicne sgsnaseis 237,5-262,5 mrygancyny {93,0- 105,60 %) 2504 aar {= 00,2 %)
(BEPX) _ -
Dissolution 60 minutes: individual values 2 70 % (Q) 95 %
{EHPLC)
{Ph. Eor. 2.9.3}
Posunrermm 60 xn.igmunigyansue snagerng = 70 % (Q) 95 %
{(BEPX)
{€np. Gapm. 2.9.3}
1 Microbinlogical quatity ** TAMC: < 10° clwg conforms
{Ph. Eur. 2.6.12/2.6.13, 5.1.4-1) { TYMOC- < 162 chulg conforms
E. colf absent/s conforms
Mixpobiomoriuna uictora ** | TAMC < 1P KVO/T Bianosizac
(Cop. Wapy. 2.6.122.6.15, 334+ TYMC: < 107 KYOir Binnonizae
1l {E. eofi: siacymat/1 1 Binndsinae

¥ every tentk batch, at least two batches per yeur,
KOWHE ZCCHTA AAPTLS, BE MOHUIS ABOX NAPTIH na pix

**  This tést is not performeed routinely, enly i frame of the injcrobiclogical monkoring twice 2 year.
Hatze prrpoOyBagHS HE BUKOHYVIOTE B ILIANOBOMY TODRARY, THILKH B PAMKAX MiKpoSionoriq4HOTO KOG 252
pasi Ha pix

Visnfalk Capsales (UAY URC_WE2S0_MI2RS1_musey Vewsion 16 28 appesad on 37,31 202G
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Dr. Falk Pharma GmbH

The results meet the specification.
PesyavraTh BlarosinaoTs castmdizaudy,

Remarks: w3
[pauitka:  #73

Manufacturing site: / BapoGuux:

£X] Losan Pharma GmbH / Jlosau Dapua MuEX
Otto-Hahn-Sirasse 13/
Otro-Xan-Wrpacce 13
79355 Neuenburg /79395 Hoeubypr
Germany / Himeuuusna

[_JAllphamed PHARBIL Arzneimitte] GmbH/
Amndanmen SAPBIT Apnuafimirrens I'vBX
Hildebrandstrasse 10-12
Xumgebpauamrpacce 10-12
37081 Gottingen/ 37081 Mnorrinren
Germany/ HiMeyunsa

Packaging site and QC: / BapofSiuuk, signoniaamsrud
32 HEPBAKG, PTOPHENS MAKYBAUHA Ta KOHTPOAL
BROCTL
[] Losan Pharma GmbH / Hosas Bapma I'voX
Eschbagher Str. 2 / Emifaxep THrpacee 2
79427 Eschbach / 72427 Ewufax
Gennany / Hisewyuia

D0 Losan Pharma GmbH / flosan Dapna [MOX
Otto-Iahn-Strasse 13/
Ortro-Xau-1lltpacce 13
79393 MNeuenburg / 79383 Hoenbypr

Number of Manufacturing License Losan Phanua GmbH:
DE _BW_01_MIA_2023 0015 from 02.02.2023

Homep nineusit ua supofusirao Mozan dapma FudX:
DE BW_01_MIA_2023_ 0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma Gmbi:
DE BW_01_GMP_2021_0169 from 12.11.2021 tili
14.04.2024

Houmep ceprudiary GMP Jlozan Gapya Mmd:
DE_BW_01_GMP_2021_0169 six 12.11.2021 zo
14.04.2024

Mumber of Manufacturing License Allphamed,:
DE_NIL 01_MIA_2023_0002 from 11.01.2023
HoMep TuESHSHE Ha APONIBOASTEO ATsamMen:

DE NI 01_MIA 2023_0002 six [1.G1.2023

Number of GMP-cerlificate Aliphamad.:
DE_MNI_CI_GMP_2023_0003 from 11.01.2023 il
18.05.2025

Hoxep ceprudmxara GMP Ansdanen:

DE NI 01 GMP 2023 0003 sig 11.01.2023 uo 18.05.2025

Number of Manufactaring License Losen Pharma GrabH:
DE BW_01_MIA 2023 8015 from 02.02.2023

Homep aivensii va sepobanurae Mosan Gapma DvoX:
DE_BW_01_MIA 2023 0015 aix 02.02.2023

MNumber of GMP-certiticate Losan Pharma GmbH:
DE_BW _0i_GMP_2021 0168 from 12.11.2021 1l
14.04.2024

Homep ceprudinaty GMP Jozau Papuva I'ubX:
DE_BW_G1_GMP_2021_U168 sia 12.11.207] 20
14.04.2024

Number of Manufacturing License Losan Pharma Gmbh;
DE BW 01 _MIA 2023 6015 from 02.02.2023

Homep nigensil sa supobimirse Jlozan ©apma MubX:
DE BW 01 MIA 2023 0015 8ig 02.022023

Germany /7 Hbvesutiza

Namber of GMP-centificate Losan Pharma GmbH:
DE_BW _01_GMP 2021 0169 from §2.11.2021 1l
4042024
Howmep cepratdixaty GMP Jozan Gapua IaEX:
DE BW_ 01 _GMP_202)_0169 sin 12.11.2021 a0
14.04.2024

Ursifaikc Capsulas{UIAY URC _WOZ5H M3IZP3E master Vegsion 16 34 approved on 17.13.2020
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Dr. Falk Pharma GmbH

(1 Allphamed PHARBIL Arzneimittel GrabEY/ Number of Manufacturing License Allphamed.:
Asndamen GAPEUT Apreaiimirrens FMEX DE_NI_01_MIA_2023_0002 from 11.04.2023
Hiidebrandstrasse 10-12 Homep auienann Ha npousroacTao AllkfasMel;
XimepeGpanawrpaces 10-12 DE NI_01_MIA_2023 0002 aiz 11.01.2023
37081 Guttingen/ 37081 Thorrinren
Germany/ HiMawarna Number of GVP-certificate Allphamed.:

DE NI 01 _GMP_2023 0003 from 11.01.2023 tilt
18.03.2023

Howmep ceprudmxara GMP Ansdasen
DE NI _0t_GMP_2023 0003 sig 11.01.2023 no

18.052025
Batch release of finished produci: / Bignositansuniia
BHRYCE cepil KIHIBBOrO MPOHYKTY: Nomber of Manufacturing License Dr. Fatk Pharma GinbH:
Dr. Falk Pharma GmbI1 / Jp:Dannk Oapam [MOX DE_BW_01_MIA_2021_DU20 from 17.02.2021
Leinenwoeberstrasse 5 / JistnenneBepinrpacee 5 Homep sicensii va supofingurso Jip.hansk Gapna TuBX:
79108 Freiburg 7 79108 Opaiibypr DE_BW_ 01 MIA 2021 0020 sig £7.02.202]

Germany ¢ Hiveuduna
Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW 01 _GMP 2023 0041 from 15.11.20221il)
15.11.2025
Homep ceprugivary GMP Jp Dansk bapma TuEX:
DE BW 01 GMP 2023 0041 gix 15.11.2019 no
15.11.2035

§, the undersigned, certify that the above batch is fruly accurate. This bateh (including packaging/iabeling) was
prodluced and subjected to quality control inthe abbyve production unit.in compliance with the GMP requirements
established by the local reguiatory authority, as well as with the specifications contained in the marketing authorization
dossier or trade license of the manefacturer country or destination cuuntry, if the product is lnported, or in the product
specification file for the study drug. The Batch Munuficturing Record, the Batwch Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

51, 1o ke TARMCARCH, 3ACKANYIO, WO HIeNane e cepin € gocTonipnoTounown, awa cepin npoykiil Gyaa
sipoGicHa (BRIKMMI0NH YREKOBKY/MAPKYREHHT) | Dposeenndt kouTpols Tl axocTi Ha mumeIrananomy BHPODHIFIOMY
Binging y nopuilt sianosianocti 3 samorasn GMPE, BoTanOBICHIME MICIETRM POLYIRTOPHIM GPTRHOM, ) TAKOWK ¥
sijinostanocti st cnemmdixanicro, Aka mictirnen B peceTpauiiitomy accye aGo Topropi Alneusiy spaikH-spodnnka
atiy xkpalisrdMaopTepa, AKW0 NPOAYKIIT IMIIOPTORANE, Uir 8 Nocke cnemmdixaniii na upendpar s A0CILURYsafiore
nirapebroro 3acofy. poToke BupoBluUTEa, YIAKOBKE T4 nEanisin Byis nepernunyTi | BOTHHOBAEHO IX
sinoniagicrs GMP.

Drate and signature:
Haea Ta mignae

Jchanites Hausler
Hend of Huality Conwrat
Gualitied Parson

08 FEB 202

Dr. Fatk Fharma Gmih
Leinamweherste. 5 X
79108 Freiburg | Br, Germany

Urgiofatk Capsuios (LA} URC W30 MSIP_nester Versiny 18 LE epproved ou 17.11.3020
Balch namber LI3282%
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AEPHKABHA CIHYXKBA 3 MIKAPCHBKHNX 3ACOLIB
TA KOHTPOIO 3A HAPKOTHKAMM y m. KHEB1
npos. Haxil Ceitnuanoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
Nnpo SKicTL BBe3enoro B YkpaiHy JdikapebKoro zacoly

23.12.2024 Na 69704/24/26

_YPCOQAJIBK

(BafMenyRaiis JHKaptLKoTo 3606y STiiHo 3 pLecTPALiRHIM TOCBIAYCHHAM )
xaneyan no 250 mr; no 25 kancya y Gaicrepi; no 4 6aicrepu B kopobui 3 KaproHy

{hopma Buycky, JUTyBAHEA, BUE TAKYRAHAA nikapebkoro 3acofy)

Howmep peectpauiittoro nocsinsenss UA/3746/02/01 crpok nii peectpanifinoro nocsisuenun HEOOMEKCHIH

Cepis sikapcekaro sacofy Ne L23282A KinsKioTs BBEsEHOrO AiKapekkoro zacofy 9600
Bupobrux JIp. ®anpk Oapma I'm6X, Hivewuuna
(naimenysanus supobHKUKa Nikapeskero 3acoly, KPATHE HOXOMKTHHA)
-BseseHo B Ykpainy Npusatae axpionepue Topaprcrso "HATYPOAPM", igenr, ko
24930169

(nalMenyranys 12 Kog 3a CHPHOY lopuanunoi ocoby 860 npisprite, im'a, no Garbkonl gisadnad
OCOUH ~ minnpHeMus, 1T MiCHE NpoXKBARIE Ta peccTpauilinmi noMep offiixosol KapTKe RRATHIKE
nonarkin 660 cepia Ta HOMEpP ACHODPTA)

TpoTokon BisyanLHOre KorTpoio sia 23.12.2024 N 4438/10.

3a peiylvTaTaMy  JIEPRABHONO KOHTPOMO BCTAHOBAEHO, 1M nixapebkuit  3acib  BsezeHo B YKpalny 3
HOTPHMAHHAM suMor 3aK0HONABCTEA O 3abesnenenna argeTi sikapepkax 3acobiB,

(7)__  Bixrop MAXHOBEL[

N
(nianec) (iniufany Ta npisspwe)
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