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Certxﬁcate ef Analy"'fiis ‘Cep'mfb' faT ananmy

Product 7 I’Ipo,aym o : thof‘alk@, 250mg capsules 10 mpsulcs‘ i bhstcr mth Ukra:man imd Englxsh
. s Lo markingd Blisters in‘a carton witha fabel in: Ukramxa.u
.Vpco({mnm\, xaney o 250mr, 11610 karcyar y 6:ncn.pn 3 MAPRYBabHaM
- yfcpamcm{ )RS '\m'mmsl(om Monumr, 1o 1 (' mcupy B Kopoﬁxu 3 Kaprouy 3
* MapKyBARHIM ylcpamcmcom MOBOIO .

Bateh Nog: / Tlaprix Ne: e L23233C.

- Batch release date: /,!Iara :
BHHYCKY. eepil RIS ]E 0( ?_()u \l T
v f Manufacturing date / }Idra e 08 2023 L i
,mxpoﬁmmma i o g

Expiry ddt(. / Tipsinarsnd no; ;:03 *7028
Batch size: / Possip cepii: - 34272 packs / 34777 yrrax(onox

. chisuatibn number in Uktaine: UA/3 746/02/01 from 07 10 2020 unlxmltcd s i
! Peecrpaifitie nocainaeuns 5 VUA/3746/02/01 5in.07. 10. 2020 mﬁcrmﬁ e Heoﬁue;xeimn repma

praml
o St cngth/Potency A 1 capsute comams 250 mg umodcoxychohc acxd
~Crnra- i Axraspicrs: TS KanCyJiu Mle'rxm, 250'mr ypcone:{or\cmonesam KHCHoTY.
Test / Teeryemuiy apamerp . Specmcat(on /. Lneumbmaum ) Result/ Docsramim
Appearance  'white, opdque, hard gelating capsules, size 0 (.ontammn a | Conforms
- white, compres%d powdu or granules S '
Orare Lo B HLI‘IPOBOpl TBepf WenaTHosi Kauchm posmipon | Bianosinae
«On; o Mictats Bl cnpeconalmu HOPOILIOk abo - 8
~ s , | rpauyim o o »
Disintegration time S 15 minutes B e “ 2 minutes
(Phi B 2.9.4) , PR S L T
U Postanaius k '»5"1'53(5;41,9;5 T 2%,
1(Erp. Gapm. 2.9.1) o s ‘ P L
* | Uniformity of dosage umts Ll IO umtsﬂ,sted Accnptancc value:s 150 L 159
| [mass variation] - o L2010+ 20 units tested: Acdeptance value <150 |
(PhEur.2040) - | Allunitsare within the. following limits:
T o | Allsingle valaes (1 - L2 xOOI)xM :
All smgle values & (1 + L2 O 01) X, M
B Ommpuxmc*r;, uo:mxmmm ) IOTecmBam\ omﬂﬂub v 59
jommuns I TIpuiiuatae savensa € 15,00 '
"[po3paxyukoxm-ua1 onuif wertm] L:2: 10+ 20 Bt o;xmmub
'(Q"P @. 2940) ERe l‘Ipﬂmmmc 3Haqemm< 150" : .
z o Bei aHadeinsn MakTh 3HAXORUTUCE B TAKUX: mmaw
Bei oxpeni agauenns 2 (1 = L2 %0, 01) XV
| Bei oxpesi aanein < ( 1HL2x 0,00 x M.
Ursisfalic Capsites (tA) - UURC_WO2S0; MRS master Yersion 16 - COL MR appraved on 17u’7020

Bmch numbu 2 3?;3(:

— %
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Phax maceuucals

Ceprudixar anayizy / cepradixar pinnosixuocri

Tpodyrm Moxconiinn-Oapmax, 9,2 mr Tabn 30mr

Homep npodyrxmy 60081011 Mapmia LIMS HV 782492 :

Hoxep napmil 023084A Bunywena xinexicing 15392 VHAKOBOK
Bumicm axmuenol peuogunit ¢ 003i 0,2 Mr

Jlirapeora popma Tabnetkn

Posmip ynaxosru 30-rabnerox Hama arnanizy 08:04.2024

Hama supobrwypmaa 04.03.2024 Creyughixayis MKX No. 1820/UA/17580/01/01
Tepmin-npudamnocmi 28.02.2026 Homep mopzosol aiyensit  UA/17580/01/01
Kpaina-immopmep Ykpaina

Binnoginae cnenugiraiii.

Ly miATBREPIKYIO, IO HaBeneHa suine iHdopmanis € JOCTOBIPHOO Ta TOYHOI0. [ana naptis mpomykuif
BUTOTOBJIEHa BITFOYHO 3 TAKyBaHHAM, T2 KOHTPOJIeM SKOCT] Ha TAMPUEMCTBI, IO MPALFoe BIANOBIAHO K0 BHMOT
HaneXHOI BUpobHmIoT npaxTuky €C, MiCIIEBOro PeryasTopHOre OpraHy Ta Toprosol Jiensii kpairu-
imMriopTepa. IpoToxomm 06poGKH, TAKYBAHHA Ta-aHanisy napTil 6yau nepetnaryTi | BU3HAHO TAKMMI, 110
BiAOBINAIOTS HaNexHil BupoCHuyill mpaxTyL.

Buruymeno Ha nponam

Micne BapobHuuTBA: . Micne KOHTDPORIO AKOCTI I BUAYCKY:

Saneca Pharmaceuticals a.'s; Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hiohovec, Slovak republic 92027 Hlohovec, Slovak republic

Homgp Jrittensils V-15/2022 . Homep nivensit: V-15/2022

CepTudikoBaHO YNOBHOBAMKEHOW 0C000K: Ka*rapiua Hyraoea ) CepTH(l)iKOYB‘aHO:_ 10.0;?:.2024.
(nidnuc)

{(nevamxa Saneca Pharmaceurzcals as.)

Saneca Pharmaceuticals a.s.
Nitrianiska 100 » 920 27 Hiohovec * Slovenska republika * Tenedon: +421 33 736 1111 + <Da1<c +421 3373008
Enexrpousa noitita: mfoOsanecacom
I1CO: 46833 323 - IC DPH: $K2023599842.« OR OS Trnava, 0dd.: Sa, vl. &: 10601/T « Tatra banka,
SK22 1100 00000029 2012 3416

WWW.sandca.com
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Dr F alk Pharma GmbH

- Tcst / 'I‘cc ryemiti napamerp

R&s_ult» / Hpcuuan HIl

-1 Identity
| (MPLCRID; HPLC»DAD TLC,)
|- HFPLC-DAD :

| oralternatively: -

'Speui‘ catlon / Cnexmtbmaum

B lhe uncorrected retention nme and the UV- spenlrum of
| the mainpeak in the liguid chromatogram of the reference |
-~ | solution correspond in shape and position to that-of the -

~fmain puah in the chromatooram of the test solunon s

i

Mipo6iosoriuig unerora *

;|)

| €np. Dapm. 2 6 12/2.6.13, 5 A=

TAMC: = 1P KYOA
TYMC: £ 102 KYO/r

-~ HPLC-RID: : chonecied retemmn times RT of the: chl omamgx am oi Conforms
- ' tie reference and test <oluuon correspond ‘ ,
- TLC The: retentlon f’icio; RI" ofthe spot in‘thie chir om’\towram Conforms
Ao : of the reference and test solution correspond S
LnenTidikauis e
BEPX:-DAD Hexopemoualmﬁ yac ymnmynamw i Y@«cxzemp‘ :  wen
SN | rosoBporo niky Ha px,ummux XpoMarorpami
| cTamnapTaOre posumiy BiaNOBiAac 38 GOPMOIO i
| POSTAIYBAHHAM FOMOBHOMY m‘l\y Ha xpoma'rorpam
, Bunpu(iynanoro poalnmy :
BEPX -RID ,Hexcopcm ‘ol vac yrpunty samus RT #a xpuMa rorpami-| Bianopigae
L CTAHIAPTHOrO pv:istwmy 1d Bl«mpOSyaaﬂoro postmny :
criiptiaae.
TILIX ~ (I)amopu y'rpmiya'mﬂn RF mm\m Ha xpoma‘rorpamr o1 Bionosigae
, CTAHAAPTHOTO § BUNPOOYRAHOTO posunnis m;maamazoﬂ. Lo
Purity*. chenodeoxycholic acid: ~ ~  £10% . - f*
(HPLC-RID) | lithocholie acid: - : Cog0a%
: 1 each unspecified impuritys K01 % s
fotal sum oi"vixfiplirities: PR ) 0 %
| dweTora ' Xeuoneaorccuxcnena xucno-m s 0 Yo "
_(BERX'RID) JliToxonesa kucnoTa: g0 K
Byaw-sii neBuInades ;u)mumm <O I %
[ 3ajansun cyma moMinioK: €70 % : : ]
Assay Coo)2sT 5:262.5 mg/ cap'%ule (95 0«105 0 %) s {"44 6, ma( 97. 8 ’V)
(HPLG). S S
= Kun»mme m;auaqemm : 4237 3«762,3 Mr/x(ancyny (95 0-105 0 %) o 244 6 T (-— 97 8 %)
A H(BERX) 1 i
Dissolution: - , 60 minutes: mdmdmi valucs‘z 70% (Q) [ 90 %.
L HPLCY . i
o EPh. Eur. 2.9.3) , S ;, ' j s de
Posusinenns 60 xa.:iﬂnrmii_zyam,ne-maa‘qémm 270 % (Q) - 90 %
(BEPX) S e
1 {Esp: Oapn. 2.9.3). R R
Microbiological quality TAMC: = T0? ofile R
(Ph. Eur. 2.6.12/2.6. B, 51 44) TYMC: < 10%chtle
{E. coliabsent/g
SE

E.colir Bineyrun ] v

* every tenth batch, at least 1wo batches per year.
KO AeCATA TIAPTIA, He MERLIe ANOX nap'rm Ha pi -

#% This fest is not performud Tou tmeiyo mﬂv in irame of ﬂw mm obmlogwal momtormﬂ twace 2 yedr.

]];aae BHTSPDO}’BKHSM He BHROI!)’(O’I‘L B unaimnomy ﬁ(}pﬁ,?l(}', TIIﬂsKH B pﬁMKa‘( Mm‘poﬁtmmwmam KDMT;‘)()!EH) mm :

pa’m Ha i}\l(

Ursofalk Capsules (UA)

 URC_WO250_MI2PST_master Version 16 g
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. ,1‘. F alk Pharma mbH

S lhe rcsults meet thc spccxﬁcatmn e
o Pczy.rlhcm n sl:[nonu:(ajon _.nctw«blxamf Sk

" Rematks: e ,
; Hpmmma. s

;‘Manu[acimma siter /Bupobuux , i ST Ll R
; . <] Losan Phasma Grib¥ 7 Jiozan @apma I‘MoX, e ?Number of Manufacmrmg Lxccnse Losan Phanna GmbH '
7 OttosHahi- Strasse 13,15/ . . ‘DE'BW0I MIA 2023 OOIS-E‘mm 02,02.2093
Orro-Xan-Iitpacee 13; 15 ; ~ Howtep minessi va aupobruirso Jlozsan Dapya MEX:
79395 Neuenburg / 79395 Iloeﬂﬁypl i Q*DE BW_01 MIA 2023, 0015 1i1:02.02. zoz:
'Germ'my /IIlmetmnﬂa o i £

R Numbe: of GMP«cemf‘ cate Losan Pharma GmbH

S ]DE BW-01.GMP_ 7021 01(9 from 12,11 2021 il

404 2024 :

S Homcp cepr nc]mm’y GMP Tlosam dlapma T\{GX
DE BW 01 GMP 2021 0]69 um 12 11,2021 Ho

g I:]Allphamcd PHARBIL Azmexm:t’tc[ GmbII/ '
- Amndaven PAPBIT Apunanm l‘l‘?('eJlL I”MGX

' Hildebrandstrasse 10-12 R (Ha: 80 Anbcbameﬂ

- Ximpebpanmiipacee [0-12. o ’DE NI 01 MIA 2073 0002 Butll 012023
37081 Gotingen/ 37081 T b()'mmeﬂ e ‘ : ~

(:ennany/ Himenuinga < o Bl Numbel of GMP certificate Allphamcd

 DF NI 01 GMP "()2:; ()003 from: '1.01.2023 till

Packauuxg sue and QC /Bprpoiimuc mnrroamanwxm Ghi S
ga nepmﬂme mopnm]e nahyaawm n OHTPOND:

AROETE e S : ) G
- K Losan thma GmbH /Hmaw Qbapma I'MoX 5 Numbcr aE '\/Lanutacturmﬂ ! Jicense Losm Pharma GmbH:
Esclibacher Sir. 2 / Em6s Gaxep Ulrpacce 2 Bt PDL BW _MIA 2023 0015 from 02.02:2023
794277 Es¢hbach / 79427 BEmbax. i S ‘Ilomep Jinensii ua mapoﬁnuumo Hozan Dapma TEX;

Germany / Hivewansa. PR ':‘DE BW_01; MI/\ 2024 0015 1;1,102 02.2023

CN inben of GMI’~cemﬁcate Losan Phariiia GmbH:
o GMEP 071 0168 fmm 12: 11 70??1:11

v k,,b;Hfomep cep'mqmcaxy GMP J'Io'z:m (IJapma T‘MGX L
"‘DE BW 01, GMP 70‘71 0168 Bix 12. 11 202! 1o

[] Losau Pﬁarma mebH / Jlosaﬁ ‘Dap\m I‘\mX' :
- Otto-Hahn=Strasse 13, 157 i
Onn—){dﬁ-lmpacuc 13,150 .
79395 Nedenburg / 79305 Hoenbypr
Germany/ mecmmﬂd

1404, '>074

Ursoialk Capsules {1jA) | URC_WOBSOMIPSLawmsterVemion 1§ 34 approvedon 1715200
e T T T T Bt gemben LANIC
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Dr Fal P‘arma GmbH

D Allphamcd PHARBIL Armcrmnh,] (“mblI/ Number of Maxmfacturm" ‘Lxccnse Al lphfuned
 Anndrames GAPBIL Apuﬁamm*rem, TM6X - DENIO0I_MIA 2023 0002 from 11.01.2023
Hildebrandstrasse 1012 RO ' uexazm Ha npoxmommo /'\.nbd)am&ﬂ

- XinuneGpangurtpacee 10-12 - G :D};, 3.0002 sin 11 01 2023
- 37087 Gottingen/ 37081 Fbm'rmreu f S
B ‘(:ennany/ IhMeqtmua IR i E‘Numbex of GMchemﬁcatcAllph':mcd
: E i - DE_NLOI GMP 2023 0003 from 11.01.2023 till
©18,05.2025 i

. Homep cepr, mbuxa‘ra GMP Anhcbamezx
“DE NLOJ GMP 2023 0003 mn 1101, 702; (¢

‘ ’I 8.05. ’7025
* Batch release of finished product and a]tcmatxve
secondary packaging: / anoumanhmux 33 BHIYCK - i
- cepit kinnesoro ponykry T4 anwepﬂammle Bropumxe' T
© NAKYBAHML s N : '
Dr. Falk Phamm GinbH 1. CI)am,K GapmaTMeX N umbel Of Manufdctux ing LLCEHSG Dr. 1“ alk lemla GmbH:
‘Leinenweberstrasse 3 7 JlafinenpeGepurpacce5 . DE_BW. 01 MIA_2021_0020 from 17.02.2021
79108 Freiburg /79108 @panﬁypr RN 'IIoMep Jitensii Ha supo6zmu'mo UpLbaisk Gapma I'MEX:
. Gcnnany/l-hmelmum s S DE_| BW 01 MIA 202[ 0020 Bix 17.02.202)

Number of GMPecex'tilicate Dr. Falk ':Pharman_bI-[:
DE_BW_01_GMP_2023. 0041 frony-15.11.2022 £ill
o 14.11.2025
.. HoMep cepmdmca’ry GMP: JIp Danbr Gapma In6X:
~DE_BW 01 GMP 2073 0041 mn 5. 112022;1.::
14012035

1 the undeusmncd certify that the deVC batch is tmly accumte rhlb batch (mcludmg packagmg,/]abelm 1) was

produced and subjected to quality control in the absve production unit in compliance with the GMP requirements
established by the local regulatory authority, as well as with the specificitions contained in the marketing authorization
~dossier or trade license of the- manufacturer country- or destination coutitry, if thie product. is imported, or in'the product
specification file for the-study drg: The Baich Manufactiring Record, the Batch Packaging Record, and the Rateh
-Analysis Record have been reviewed . and found to be complmut with (:MP S

5’1 111.0 nm4e HU.LT'IH(.aBCX mmmmym o 811[118}{4!36}!0116 Cbplﬂ € IIOCTOHI]’)HO'] 0‘!]1010 ,l[aﬂa Cl,plﬁ K]]‘)D,lyKLlll ()yfia

~_ BrpoSnena (BRAOIAGTH: yHakosky/mapkysais) i nposexenu ROII’I‘pO}'Ib I¥ sikocTi Ha BAILBITAAAHOMY BHPOGHIMOMY
- siuini ¥ nosnii aixnosinnocri 3 vunorasin GMP, BCTAHOBNCHUMI MIGUEBHM peryinr TOPHHM OPFAHOM, & TR ¥
- Bianosianoeti 3 cnemhivanicso, axa MicTurses B pecerpaniiiony Aocke abo. TOProsii diiensii Kpaiu-upoBistia

abo kpaiig-IMmopTepa, sicmo npogyFUis IMAOPTOBRHA, 4 B HOCHE cneumbucanm Ha NpEnapaT juis HOCIIDKYBEHOTS
Jrikaperxoro 3aco0y. TIpote oKo supooxmmsa ynar«mm Ta anamzm Gymx ucpermuyrl lBCTBHOB’IG][O 8

';mmxommucw GMP

- Date a‘n.d'-éigxiafure: ' }\(; (\ k} U\z
; ,Z{a‘ra 72 ninne : o ‘

Ursofalls Capsulés {(UA) - | URC_WO2S0MS2PSt_master Version 16 4 approveden 17112020
RS ; e R N TR L LI A e - Batelinupabign; L23333C
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