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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikar aHAJI3Y

Product: / Ipoaykr:

Batch No.: / Cepiz Ne;
Batch release date: /
Hata aumycky cepii:

Manufacturing date: /
Hara BupoSuunrea:

Expiry date: / TIpuaathuti no:

Batch size: / Posmip cepii:

Registration number in Ukraine: /

Peectpauitite nocsinueuss s
Ypaiui

Strength/Potency: /
Cuna 3V AKTURHICTD:!

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

box with Ukrainian labelling

Ypcodansk, TabneTkH, BKpUTI WIiBKOBOI0 06010HK0I0, 0 500 Mr; o 25
TabneTok y Giictepi; mo | GuicTepy B kapToHHIH kopoGuj 3 MapkyBaHHAM

YEPalHChXOK MOBOIO
L23247A

29, MAI 202

09.2023

09.2027
11397 packs / 11397 ynakorok
UA/3746/03/01 from 18.11.2020 unlimited

UA/3746/03/01 sin 18.11.2020 miticHuit Ha HeoGMeKe L TEPMIH

1 tablet contains 500 mg ursodeoxycholic acid
| Tabnetka MicTTE 500 Mr YpcoIe30KcHXOREROT KHCIOTH

Test / Specitication / Result /
Tectyemuii napamerp Coeundikaria Tlocunanus

Appearance White, oblong tablets equipped with a double-sided breaking conforms
notch

3osnimwiii BULTAA bini 266 Maibie 6ini noBracti TaGaeTkn 3 Haciukowo 3 obox BifmoBigac
CTOpin

Disintegration time < 15 minutes 2 minutes

(Ph. Eur. 2.9.1)

YHac hesinrerpauii <15 xBunyyg 2 XBHIIHH

€sp. ©.2.9.1)

Uniformity of dosage units | LI 10 units tested: Acceptance value < 15.0 1.6

[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 Z(1-L2x0.01)xM
All single values S{(1+L2x00Dx M

OnnopiagieTs no3oBannx 1,6

OAIEHHIL
[Bapitopakns Macwu]
{€ep. ©.2.9.40)

LI: 10 Tectopanmx opuuuue: [IpuiiHaTHe 3nauenHs < 15,0

L2: 10 + 20 TecTOBaHMX ONHHHIE: Mpuiinatre snadenns < 15,0
Bel 3HAYEHHS MAIOTh 3HAXOMUTHCH B TAKHX MEKAX:

Bei oxpemi suavesun >(1-[2x 0,0 xM

Bei okpemi 3navenna < (1+1L2x 0,0 x M

Residual Solvents*

{Ph. Eur. 2.4.24)
3anHmKoBHil posYHHHHK*
(Epp. ©.2.4.24)

Ethanol £0.5 %

Eranon <0,5 %

Ursofalik 500 mg Tablets (UA)

URT_W0500_M32P51_master Version 035 1/5
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atch number; L2

.o

10 10. A4

!




Dr. Falk Pharma GmbH

Test / Specification / Result /
TecTyemuii napametp Creundikanis Hocnnauns
Identity
(HPLC-RID, HPLC-DAD,
TLC)
- HPLC-DAD The uncorrected retention time and the UV-spectrum of the main
peak in the liquid chromatogram of the reference solution
correspond in shape and position 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 conforms
reference and test solution correspond
-TLC The retention factor RF of the spot in the chromatogram of the conforms
reference and test solution correspond
TnenTudikanis
(BEPX-RID, BEPX-DAD,
TXUI)
- BEPX-DAD Hesunpaeneuuii uac yrpumanus ta YD-cnekTp 0CHOBHOID miky
H2 PiAMHHIH XpoMaTorpami CTAHIAPTHOrO PO3YHHY Bianosigae
38 opMOI0 1 MOToKEHEAM OCHOBHOMY iKY Ha XpoMaTorpami
PO3UHHY 3paska
A0 ankTepHaTUBHO;
- BEPX-RID Hesunpasnewi yack yrpumanss RT wa XpoMaTorpaMax Binnmosipac
peepeHTHOrO i TecToBAROTO PosyKHiR cHiBNAKATOTE
-TIX Daktopa yrpumanus RF wimvu na Xpomatorpamax BifOBigae
pedepeTHoro i Tectopanoro PO3YHHIB CHIRNAAAIOTE
Assay 475-525 mg/tablet 496 mg/tablet
{HPLC) {95-105 %) (=99%)
Busrauenng 475-525 mr/rabnerxy 496 Mritabnerky
BEPX) (95-105 %) (=99 %)

Dissolution
(Ph. Eur. 2.9.3/1JSP <71 1>}
Method A;

Method B: (USP27)

Intestinal fluid (phosphate buffer solution pH 7.5 with B-
hydroxypropyl-cyclodextrin)

Intestinal fiuid (phosphate buffer solution pH 8.0, according to
the monograph “Ursodiol Tablets™)

Method A and B: Level | N | Acceptance criteria
- 30 min S1 6 | allindividual values = 85 % 90 % (Method A)
=80 %
@Q ) 95 % (Method B)
82 121 mean value >80 %,
individual values >65 %
Ursofalk 500 mg Tablets (Ua) URT_W0300_M32P51_master Version 035 215 approved on 11.07.2017

Batch number: 123247A




Dr. Falk Pharma GmbH

I

Test / Specification / Result / TTocuianus
TecTyemuit napamerp Cuenndikauin
PosuttHennn
(€op. D. 2.9.3/
D, CIHA <711>)
Meroa A: Kuikose cepenosne (docharuit Oythep, pH 7,5, 3 B-
TIEPOKCUNIPONLT-IMKIIO AEKC TP MHEOM)
Meton B (@.CHIA 27); Knukose cepenosuue (bocdarhuii &ydep, pH 8,0,
BiAMOBiAHO %0 MOHOFpadii ,, Tabnetsu Ypcogiony™)
Meton A i B: Pisens N Kperepii npuifastHocti
-30x8 S1 6 BCi IHAMBIRyansHi 90 % (Meron A)
- | 3HaYeHHs
> 85 % (Q = 80 %) 95 % (Meton B)
52 12 CEepelHE 3HAUCHHS
>80 %
IHAuBiTyanLHi sHaveHHs
265%
Purity * Chenodeoxycholic acid: £10% =
(HPLC-RID) Lithocholic acid: £0.1%
Each unspecified impurity: =0.1%
Total sum of impurities: =2.0%
*
‘ncrora * XeHONEIOKCHXONEBE KHCTOTA <10%
(BEPX-RID) Jliroxonesa kucnora <0,1%
Kowxna Hesuanayena momimxa <0,1 %
3arajibHa cyMa FoMIloK =20%
Microbiological quality ** | TAMC: < 10°CFU/g *
(Ph. Eur. 2.6,12/2.6.13, TYMC: < 10*CFU/g
5.1.4-1) E. coli: absentin 1 g
Mikpobiororiuna sixicTs ** TAMC: < 103KVO/r HF
(€sp. dapn. 2.6.12/2.6.13, TYMC: < 10°KVO/ir
E‘l'4‘1) E. coli BiscyTni/l ¢ |
* first ten production batches, then every 10™ batch, at least two batches per year

nepiii 18cATE BUPOBHHTHX cepil, noTiM xoxna gecara cepis, wonaliMenme Agi cepii Ha pix

*k this test is not performed routinely, twice a year
LCH TECT He BHKOHYEThCA PYTHHO, OBIdi Ha piK.

The results meet the specification,
Pesynsrari sianosizaiors cnenndikawii.

Remarks: n/a
ITpuMiTka:  n/3

Ursofalk 504 mg Tablets (UA)

URT_W0500_M32P51_master Version 05 3/5

approved on [1.07.2G17
Batch number: L.23247A




Dr. Falk Pharma GmbH

Manufacturing site: / Bupobank:

E] Losan Pharma GmbH / Jlosan ®apma I'M6X Number of Manufacturing License Losan Pharma Gmbid:
Otto-Hahn-Strasse 13 f Orro-Xan-Ultpacce 13 DE BW_01_MIA_2023 0123 from 22.12.2023
79395 Neuenburg / 79395 Hoen6ypr Howmep niuensil va supo6uuLTeo MTozan Papma ['MEX:
Germany / Himeuunua DE BW_01_MIA_2023 0123 Bix 22.12.2023

Number of GMP-certificate L.osan Pharma GmbH:
DE_BW_01_GMP_2024_0001 from 20.07.2023 till
19.07.2026

Homep cepragikaty GMP Jlosan Papma ['MEX:
DE_BW_01_GMP_2024_0001 from 20.07.2023 &ll
19.07.2026

Packaging site and QC: / Bupo6Huk, sixmosinansuuit za

REPBIHAE, BTOPHHHC IAKYBAHHA Td KOHTPONE AKOCTI;
Losan Pharma GmbH / Jlozan ®apma I'm6X  Number of Manufacturing License Losan Pharma GmbH;
Otto-Hahn-Strasse 13 / Orro-Xan-Illtpacce 13 DE_BW_01_MIA_2023 0123 from 22.12.2023
79395 Neuenburg / 79395 Hoenbypr HoMmep niuensii va BupoSuumtao Jozan Dapma ['MOX:
Germany / HiMeauuna DE BW 01_MIA 2023 0123 pig22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP 2024 0001 from 20,07.2023 il]
19.07.2026

Howmep ceprudixaty GMP Jlosan Dapma TM6X:
DE_BW_01_GMP_2024 0001 from 20.07.2023 till
19.07.2026

Y Losan Pharma GmbH / Jiozan ®apma [m6X ~ Number of Manufacturing License Losan Pharma GmbH:
Eschbacher Strasse 2 / Em6axep krpacce 2 DE BW _01_MIA 2023_0123 from 22.12.2023
79427 Eschbach / 79427 EmGax Homep ninensii 4a supoSHEITEO Jo3an Mapma I'mbX:
Germany / Himeuuuna DE_BW_01_MIA_2023 0123 sig 22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2024 0003 from 20.07.2023 till
19.07.2026

Homep ceprudixaty GMP Jlozan Papma T'MOX:
DE _BW_01_GMP_2024 0003 from 20.07.2023 till

19.07.2026
Batch release of finished product: / Binmosimams wuii 3a
BHITYCK ¢epil KiHUeBOro npomyxry:
Dr. Falk Pharma GmbH / [Ip.dansxk Papma 'm6X Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse 5 / JaitnenBeGepmpacce § DE BW_01_MIA 2021 0020 from 17.02.2021
79108 Freiburg / 79108 OpaiiGypr Homep ninensii va supo6uuntso Hp.Darex Capma TMEX:
Germany / HiMeuuuma DE BW_01_MIA_2021 0020 six 17.02.2021

Number of GMP-certificate Dr, Falk Pharma GmbH:
DE BW_01_GMP_2023_0041 from 15.11.2022 till
14.11.2025

Homep cepradikaty GMP JIp.®ansk Papma ['moX:
DE BW_0I _GMP_2023 0041 Bix 15.11.2022 1o
14.11.2025

1, 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 couniry or destination country, if the product is imported, or in the preduct
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,

Ursofalk 500 mg Tablets (UA) URT_W0500_M32P5!_master Version 05 415 approved on 11.07.2017
Bateh number: L23247A




@) Dr. Falk Pharma GmbH

S, wo HxYe minnucapcs, 3ACBINYYIO, WO BHINEHABEEHA cepist € nocToripHO TOYHOK. [ana cepis npoxyxuil Oyna
BHpoONeHa (BRIKOYaIoqH YNAKOBKY/MApKYBaHHN) i npoBee il KOHTPOJib il IKOCTI Ha BHILE3raAgHOMY BHPOOHMYOMY
BIAINL y TIOBHIN BiAMOBIMHOCTI 3 BUMOTamMu GMP, BcTaHOBREHUMHU MiCLEBHM PErynaTOPHHM OPTaHOM, 4 TAKOXK ¥
BIATIOBIXHOCTI 31 ciewmbikalieso, fka MiCTHTBCS B peecTpauiitHoMy nocke aGo Toprosif ainensii KpaiHH-BHpoSHIKa abo
KpalHH-IMIIOpTepa, AKINO NPOAYKUiA IMIOPTOBaHa, TH B JOCHE crienrgikaniil Ha npenmapar Ui A0CHiZKy BAHOTO
nixapebkoro 3acofy. Ilporokomnu BHPOGHULTBA, YIAKOBKH Ta aHAMI3iB Gy/in NMeperyiAadyTi i BCTAHOBREHO IX
BipnoBigHicTe GMP,

Date and Signature:
Hata ta ninnwe:

- Johanves Housler
Head of Quality Contro!
Qualified Person

29 MAY 2024

Dr: Falk Pharma Gmby
@ Leinenweberstr, §
75108 Freiburg i, Br, Germany

Ursofalk 500 mg Tablets (L/A) URT_W0300_M32P3[_master Version 03 515 approved on 11.07.2017
Batch number: L.23247A,




AEPIJKABHA CJIYKEA 3 JIKAPCHEKIUX 3ACOEBIB
TA KOHTPOJIXO 3A HAPKOTHKAMUA y M. KHEBI

- npos. Hapii Ceitnxymod, 3, 02099, Ten. (044) 295-26-85
E-mail: dls. kyw@dls gov.ua, Kon €IIPTIOY 37079055

BHUCHOBOK
PO AKIiCTH BEe3€HOro B YKpainy. JiKapcsKOro 3acody

09.10.2024 \ Ne 52681/24/26

YPCODAJIBK

. (natimMenyranns nikapcrkoro 3aco0y 3rilHo 3 peecTpauifinum MOCBIAYEHHAM) .
Taﬁ.ne"mn, kan"rl ILTIBKOBOX0 060/10HK010, 10 500 Mr o 25 Taﬁne'rox Y Gaicrepi; mo 1
Ouicrepy B kapTonmiii Kopodui

(¢opma Bumnycxy, AO3YBaHHA, BUJl NIAKYBAHHS Jiikapckkoro 3aco6y)

Howmep peectpauiiiroro nocsixuenns UA/3746/03/01 CTPOK Aii peecTpalliiiHOro moceiryeHHs HEOOMEKeHHiT

Cepis mixapcekoro 3aco6y Ne 1.23247A Kinekicts BBesenoro nikapcrkoro sacoy 11397
Bupotunk Hp. <Damﬁc ®apma I'm6X, HIMCT-I‘IHHEI
(HaltMenyBanua BHpoGHUKa nikapeskoro sacofy, kpaina TIOXOIKEHHS)
Bresero B Vpainy IIpuBaTne akmionepue Tonapuc"mo "HATYP®APM", inent. xox:
24930169

(HaliMenysauns Ta kox 3a €JIPTIOYV HOpHARYIHOY 0coGu abo npissuiue, iM'a, 00 HATHKOE] diznynoi
ocoGH - numpm:mm 1i Miclie npoxuBauas Ta peecmaulﬁﬂnﬁ HOMep 0011iKOBOT KapTKH TnaTHuka
TionaTkis abo cepis Ta Homep 11acnopTa)

Hporoxon sisyansroro xouTpoaro Bix 09.10.2024 N2 3458/13.

3a  pesyNBTaTaMH  IepKABHOTO KOHTPOMO BCTAHOBJIEHO, 11O JKAPCLKMIH 3aci6 BBe3eHO B Vkpaiy 3
lIOTpHMaHHHM B‘m L 38KOHOIABCTBA OO 3a6e3NedeHHA AKOCT] miKapceknx 3acobiB.

e
Mmuxona XOJIOJJEHKO

(nianuc) (ininiamy Ta npizenuie)




Dr. Falk Phariha GmbH

Certificate of Analysis / Cepradixar anamisy

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

Product: / poaykr:

Bateh No.: / Cepin Ne:

Batch relesse date; /
Huta sumycky cepii:

Manufacturing date; /
Hara supoSunurea:

Expiry date; / Mpuaaruii go!

Batch size: / Poamip cepit:

Registration humber in Ukraine: /

Peeerpanifine noceiavenns s
VYepaini

Strength/Potency: /
Cuna aitAxTHeicTs:

box with Ukrainian labelling

Ypeodansk, ratinerkn, sxpati miiskosoio oGonoHiKow, no 500 M o 25
ralnetok y Gnicrepi; no 1 6nicrepy B KapToHHiA kopoBui 3 Mapxysarnam

YKpalHCbKOK MOBOIO
L24111A

04.2024

04.2028
11181 packs'/ 1118! ynaxonox _
UA/3746/03/01 from 18.11.2020 unlimited

UA/3746/03/01 sin 18.11.2020 glilicuil ma HeoBMesenm TEpMiH

I tablet contains 500 mg ursodeoxycholic acid
I rabrevrka micTurs 500 mr YPCORe3ICKCeHXoNeBot KNEnoTH

Test/ Specification / Result /
TecTyemuii napamerp ) ) Cneigipixanin Mocumawua
Appearance White, oblong tablets equipped with a.double-sided breaking conformis
notch ;
Jonniwabl sircann Biai abo. waibice 6inl gosracti Ta6neTin a Haciukow 3 obox Binnonigae
CTopiM
Disintegration time <15 minutes 4 minutes
(Ph. Eur. 2.9.1) -
Yae Aesinrerpauiy % 15 XBuiiuH 4 XBUAHH
(€pp. B, 2.9.1) )
Ustlformity of dosage units | L1: 10 units tested: Acceptance value < 5.0 2.1
[mass variation] L2: 10 +20 units tested: Acceptance value < 15.0
(Ph. Eur. 2.9.40) Alt units are within the following limits:
All single values 2(1-L2x0.01}x M
Al single values S(+L2x0.01)xM
Omitopigniers nozonannx LI: 10 recroamux omuimus: Mpuitnatae swauckua <150 2,1
oanyHuL - L2: 10 + 20 recromanux omunmue: ITpniiunTae snavenms < 15,0
[oapitonanitg macn) Bei 3HAYEHHR MAIOTE THAXOMATHCE B TAKMX MEkax:
(€p. ®. 2.9.40) Bei okpeMi snadenns > (1— L2 x 0,01) x M
Bei oxpemi ayavenns < (1 +1L2x 0,0 x M
Residual Solvents* Ethanol €0.5 % 0.) %
{Ph. Eur. 2.4.24)
Jannmweonnil posununuk* | Evanon < 0,5 % 0,1 %
(€sp, ®.2.,4,24)

Ursotalk 500 mg Tableds (UA)

URT,_W0S500_M32P51_mastor Version 08 1s

Page 1/1

appreved on 11.07.2047
Batoh number: L2414
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Dr. Falk Pharma GmbH

or alternatively:

peak in the liquid chromatogram of the reference solution
cotrespond in shape and position to that of the tain peak i the
chromatogram of the test selution

Test / Specification / Result /
TecTyemnii napaMerp Crheinupircanip __Hocwnanng
Ideatity ’
(HPLC-RID, HPLC-DAD,
TLC) _ ‘
- HPLC-DAD The uiicorrected retention time and the UV-spectrim of the main § w

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

Method B: (USP27)

Intestinal fluid (phosphate buffer sojution pH 7.5 with 8-

hydroxypropyl-cycladextrin)

Intestinal flyid (phoéphate buffer sotution pIi 8.0, according to.
the monograph “Ursodiol Tablets™) ’

- HPLC-RID Uncorrected 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
réference and test solution correspond

laenTudiraunia

(BEPX-RID, BEPX-DAD,

TXLLI)

- BEPX-DAD Hesunpasaenys vac YTPHMAHHA Ta YB-cnektp dchosrbro TKY | --n
Ha pinuunli xpomarorpan CTARAGPTHOTO po3YMHY BignoRiNac
22 GOpMOIS | nomoseram QCHOBHOMY ITiKY Ha XposaTtorpami
POIYHITY 3paika

AB0 anprepHaTHBHO,

« BEPX-RID Hesunpasnesi vacy yrpamanns RT wa XpoMarorpamax BimnoBigae
pedrepenTrore | TecTosanoro posuMHiB cRiBnafalTE '

~TIIX Waxropy yrpuManns RF nnasu na XpovaTorpamax: BinnoBinae
pedepenTHoro | TecTosaioro POIMKHIE coiBAANRIOTE

Assay 475-525 mg/tablet 490 mg/tablet

(HPLC) {95-105 %) N (= 98 %)

Birswmaacing 475-525 mr/rabinercy 490 mriTaBnerny

| (BEPX) (95-103 %) (= 98 %)
Dissolution

Method A and B: Level | N | Acceptance criteria
. - 30'min 81 6 | all individual values = 85 % 20 % (Method A)
: : (Q=80%) 94-% (Method B)
S2 12 | mean value >80 %,
individual values 265 %
Ursofalk 500 mg Tablets Ay URT_W03500_M32F51_master Version 05 s approvedon 11,07.2017

" Page 1/1

Baich number: L24111A




Dr. Falk Pharma GmbH
Test/ ' Spectfication / Result / Tochianus
Tecryemnii napaMeTp Crneundivanin
Poswnenon
(Eap. ©.2.9.3/
¢, CLUA <711>)
Meron A: Kutrose cepenopuime (pocdarani Sydep, pH 7,5, 3 p-
TiApOKCHNPATIN-IIKAO AEKCTIHHOM )
Meron B (D.CLOA 2Z7): Khwikose cepesosnz (focharnnit Sydep, pH 8,0,
sianosinno 1o Moxorpadil , Tabrerku Ypcogiony™)
Merog A1 B: Pingne N Kpurepil npniinstroet
-30xs s 6 B0l IHAHBI LY AN RHI
IHAMEHAN 90 % (Meton A)
285 % (Q =80 %) 94 % (Meron B)
52 12 CEPEIHE IHBYEHHSA
2380%
iHRMBiAYanLHE snaTeunn
265% |
Purity * Chenodepxycholc acid: £1.0% 0.34%
(HPLC-RID) Lithocholic acid; <0.1% <0.05%
Each unspecified impurity: 201 % <0.05 %
Total sum of impurities; =2.0% 0.34-%
lggl;r ova ; | Xenonesoxcuxonesa kuenora < 1,0% 0,34 %
(BEPX-RID) Jlitoxoness kucnoTa <0,1 % <0,05 %
Koxua Hesusnavena nomimka <01 % < 0,05 %
1 3aTAIbHA OyMa AoOMimgk <£20% . 0,34 %
Mierobiclogical quality ** | TAMC: < 10°CFU/g i
{Ph. Eur. 2.6,12/2.6.13, TYMC: = 10¥CFU/g
5.0.4-1) E. coli: absentinlg.
MikpoSionorivna sixicrs ** | papc: < [P KYO/r ok
(Cep. ®apm. 2.6.12/2.6.13, TYMC: < 10¥KYO/r
5.1.4-1) E. coli BiAiGYTHI/T P
" first ten production batc[ies,,then evary 10" baich, at least two batches per year

itepuiii HeenTs BRpOSHEMYX copii, HOTIM KoYHE mecATa copif, WonalMenms mai cepi¥ na pik

* this test is not performed routinely, twice & ycar
uel TeCT He BUKONYETLCR PYTHHO, I8l Ha piKk.

The resitlts meet the specification,
Paaynuratu sinnosimaoms cneumpinauil,

Retiarks: n/a
Tpamirea:  1/f3

Ursafulk 506 mpg Tahlets (LA)

URT_W0S500_M32P51_moster Varsion 05 k753

upproved on 11,07.2017
Bateh namber: L2411 A

Page 1/1




Dr. Falk Pharma GmbH

Manufacturing site: / BupoGitix;

[E Losan Pharma GmbH / JTosan Qrapma M'uEX
Otto-Hahn-Strasse 13 / frro-Xan-lrpacee 13
79395 Neuvenburg / 79355 HoenBypr
Germany / HiMeusmng B

Packaging site andQC: / BupoGuuk, sianosinansumi 1a
EPBHHLE, BTOPHIING NAKYBAHHA T& KOHTPONS AKOCT:
Losan Pharma GmbH / Tosan Dapma I'mGX
Otto-Hahn-Strasse 13 ! Orero-Xasi-Iltpacce 13
79395 Nevenburg / 79395 Hoendypr
Germany / Himewuiya

Losan Pharma GmbH / Josan dapma F'u6X
Eschbacher Strasse 2 / Ewgaxep Wtpacee 2
79427 Eschbach / 79427 Ewbax

Germany / HiMeuinna )

Batch release of finished product: / Binnesigansuuit sa
BHIYCK cepif kiHuesorp npoRywkiy:

Dr. Falk Pharma GmbH / [lp. ®ansx Dapma TubX
Leinenweberstrasse 5 / JIz#nenneBepturpacee 5

79108 Freiburg / 79108 bpanbypr

Germany / Himeruuia

Ursofalk 500 mg Tabicts (UA)

URT_W0500_M32P5 !_master Vorsion 0%

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2024_0076 from 30.07.2024

Howmep niuensii va snpoSuuureo Jlozay Lapma M'bX:
DE_BW_01_MIA_2024_0076 min 30.07.2024

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2024_0001 from 20,07.2023 till
19.07.2026

Homep ceprudiikaty GMP Nozan DQapma M'vbX:
DE_BW_01_GMP_2024_0001 from 20.07.2023 1ill
19.07.2026

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2024_0076 (rom 30.07.2024

Howmep ninensil ua supoGunures Nosan Uapma M'u6X;
DE_BW_01_MIA_2024_0076 nix 30.07.2024

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2024_0001 Fram 20.07.2023 til]
19.07.2026

Homep ceprudikary GMP Jozan Dapma 'MEX:
DEM_BW_O’l_GMP_MZOZf}_.OOOI from 20.07.2023 tilf
19.07,2026 )

Number of Manufacturing License Losan Pharma GmbIH;
DE_BW_01_MIA_2024_0076 from 30,07.2024

Hawmep nivensil #a snpaSnureo Jlosan Dapma 'MEX;
DE_BW_G1_MIA_2024_0076 nix 30.07.2024

Number of GMP-certificate Losan Pharma GmbH;
DE_BW_01 _GMP_2024_0003 from 20.07.2023 1ill
19.07.2026 ‘
Homep ceprudiixaty GMP Jtosan Dapua I'm6X:
DE_BW_OI_GMP_J2024__0003 fromy 20.07:2023 til}
19.07.2026 )

Number of Manufactiring License D, Falk Pharma GmbH:
DE_BW_01_MIA_2021 0020 from 17.02.2021

Homep siuensfi-ua sHpoBHHuTED . Qansk ®apuma FmEX:
DE_‘BW_(}J_MIA_ZOZT__.{)OZO bin 17.02.202]

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

Howmep ceprudirary GMP Ap.®uipk Gapma M'uex:
DE_BW”_01~GMP_2023__004! Bin 15.11.2022 no
14.11.2025 ;

475 approved on 11,072.2017

Batch qumber; 1,24111A
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@) _Dr. Falk Pharma GmbH

1, the undorsigned, certify that the abave bateh is truly accurate. This batch (including packaging/labeiing) was
produced and subjected to quality control in the above production unit in compliance with the GMP requiremerits
established by the local regulatory authority, as well 2s with the specifications contained in the marketing authorization
dossier or trade licgnse of the manufacturer country or destination country, if the product is imparied, or in the produat
specification flle for the study drug. The Batch Manufacturing Recerd, the Batch Packaging Record, and the Batch

Analysis Record have been reviewed and found to be compliant with GMP.

, o HiKe MiARHoaBEA, IACBIONYIO, WO BUMIOHABE ACHA cepin € gocTosipHo Tounao. Hana cepin npoxykuil Gyna
BrpoGneda (srmouaroum YHAKOBKY/MapKyBaHus) | NpoReneHH kouTPoas I akocti Ha BHIEIrANaHOMY BHPOOHHYOMY
Biaini y noswiii sinnosinnect 3 suMoramu GMP, noTanoBieHuMuK Miclenmm PETYNHTOPHIM ‘OpranomM, a Takok y
sianosinnacTi 3 cneundikanicio, sxa mictuTocs B peecTpauiitnomy noeke ato Toprosii njnenaii kpainH-BupoGHHKa abo
kpailik-iMnoprepa, AKuo npoAyKUiA iMmoprosaua, YK a nocke cneundikauiil va npenapar mis noenimrynadors
Alicapebiaro sacoGy. TpoToioms eupoBunyTaa, ¥NAakoBKkY Ta ayayTizis Gyau nepernanyT | acTanOBRCHO TX
Binnosinnicts GMP, '

Date and Signature:

) ' Dr. Thomas Uhimann
Hara ra nianne: e

Qualified Person

G 20

Dr, Falk Pharma GmbH
Leinenwebarstr, 5 .
79108 Freiburg i. Br, Germany

Ursofatk 300 mg Tablets (UA) URT_W0500,_M32P5]1_master Version 05 575 appreved on | 1.07.2017
Baich number: L2411 A
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TEPXITKCIIY XA YKPATHNA
JEPYKABHA CJIVKBA 3 IKAPCHKHX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KUCBI

npos. Haxii Ceitnuusioi, 3, 02099, e, {044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koz CSAPTIOY 37079055

BHCHOBOK
IPO SAIKICTH BBE3eHOro B Yxpainy nixapescoro 3acoGy
19.11.2024 Ne 61351/24/26
YPCO®AJBK

(nalmerypanas sikapeskoro sacoBy sriano 3 peecTpatiiHumM TIocBiaserniam)
Tabsercy, Bipuri naisxopolo o6osionKcor0, mo 500 mMr no 25 TaGaeTor ¥ 6mieTepi; mo 1
Gricrepy B KapTonuiii Kopo6ui
(dopma nyrycky, Dosysakus, BHI NIaKYBAHHA JiKapceKoro sacoby)

Homep peecrpaniiitoro nocsiguenivn UA/3746/03/01 CTPOK Hii peecTpauiiinoro nocsinvesnns HeoGMeeHMil
Cepis nixaposxoro sacoBy Ne L24111A KinexieTs Bnesenoro mikapenkoro sacoBy 8640

Bupo6usk sy g _Hp. Danbk Gapma I'mEX, Hiveuunra

4 (HaHMenynaung BUPOGHHKA Aixapceroro 3acofy, kpaina TIOXOZKEHHR)

Beeseno s Yxpaiuy . Ilpusarue akuionepie Tosapicrso "HATYPDAPM", igeur. von:
t 24930169

{1aliMenynanna Ta xox 32 €APTIOY 1opuauy ol ocoBy abo mpissHwe, iM'a, no Batsxoni
diznunot oeou - nianpuesnm, if Micue NpeKUBALKA Ta peecTpanltinuii nomep o6nikosoT
RAPTRY (TUTIIHKR NOAATKIB 160 cepls Ta HoMep nacnopra)

Tiporoxosn sisyankuore kowrpono sin 19.11.2024 X 4036/5.

38 pesyneTaTaMM  nmepwasHoro KOHTPONI)  BCTAHDBNEHO, MO Jnikapeeknil  3acif  BoeseHo B Yrpalhy 3
HOTPHMAHHAM BHMOr 3aK0HOLABCTER u1oAo saeanedeHHs akoe KEM aacobis.

BiR T,
3.3RCOBI g 40
‘&:—a“m Wb "‘_o&

3 2 y
Hauansgfaty “ . Mukona XOJIOJEHKO
OIITPONO "-J{ninnue (iHiuianu Ta fpissuue)
7
I
H " ¥ v 1
CEEMO ORI
)
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ITEPKABHA CJIYIXBA 3 IKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHECBI

npos. Hanii Ceitmausof, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €OPIIOY 37079055

BHACHOBOK
Hpo sKicTH BBezeHoro B Yipainy aikapcbikoro 3acoGy
23.12.2024

Ne 69706/24/7.5

YPCODAJILK
(nadimenypanna aikapebxoro sacoy arigno s peectpattifinm TIOCELAMEHHIM)
TableTK, BKpHTI NiBK0BOI0 06010HK00, Mo 500 pr, mo 25 Tabaerox y Guricrepi; mo 1
Gaicrepy B xapToHHI Kopobmi
(hopMa BHIYCKY, J03YBANHA, BIL NAKYBAHHA NikapcLKora 32cuby)

Homep peectpauiitioro nocsiauenns UA/3746/03/01 ctpox nit peectpauifinoro mocsimsenia HeoOMeXEHHH

Cepin nixapeskoro 3acoby Ne L24112A

KinsxicTs BReaeHOT0 Nikapcskoro sacoby 4320

Jp. dansx Gapma I'm6X, Himeuuuga

{nasiMenypans pupoGiuka nikapenkoero sacoby, kpaiua OXOJKEHHA)

Bupobuux

T

Beeaeno B Vkpainy IpupaTHe aRUIOHEPHE TOBAPHCTBO "HATVYPOHAPM", inenr. kon:
24930169

(HadMenypatns Ta kof au CPIIOY topanpdnoi ocobu aGo npispHne, iM'e, o Garexosi fisuuHol
ocoby - ninnpuesus, it Micue NpOXHMBAHHA TA pecerpanilinuii HoMep ofnixoBOT KAPTKH IATAHKA
nofatkin a6o cepis Ta HOMEp NACTIOPTa)

YIpoToKO/! Bi3yansHOTO KOHTPOMIO Bil 23.12.2024 Na 4438/12.

3a pesynLTaTaMH AGPKABHOrC KOHTDONIO  BCTRHORNEHO, MO nixapcskmi  3aci® BBeseno B Ykpainy 3
AOTPHMAHNHM BrMOr 32KOHOAABCTER WOAC zafeanmedenss AKOCTI Aikapehkux zacobis.

1]
MA
3P\COEIB TA
o I3
qc}a{-‘ra“m nug &

B.o. qagansH $¢m§% @/ Bixtop MAXHOBELD

[
B3 F3
(nocanosa oc Eog (ninmuc)

(lwiianu Ta npiseHe)




Dr. Falk Pharma GmbH

Certificate of Analysis / CepTRdixar aHamizy

Product: / TTpoaye:

Batch No.: / Cepia Ne:

Batch release date: /
Aata aunyciy cepil:

Manufacturing date: /
Hara sapofunurea;

Expiry dater/ [Tpraaveuit oo
Bateh size: / Posmip cepli:

Registration pumber in Ukraing: /
Peectpauiiie nocaigueHns g

Ursofalk®, film-coated tablets 500 mg, 25 tablets in blisters; 1 blister in a carton
hox with Ukrainian labelling

Ypeodansk, Tafnerkn, expuri Gniskesoo abosoukoio, no 500 s o 23
talinerox y Gricrepi: o 1 Gaictepy 8 kapronuil opoful 3 Mapxysalmay
YEpETHCRKON MOBOIO

L24112A

04.2024

04,2028
11490 packs / 11490 ynaxondk

UASITA6/03/01 from 18.11.2020 unlimited
LUA/3746/03/01 sia 18.11.2020 nificuwmil ua neodaemenui Tepmiy

Yicpaii

Strength/Potency: /
Cuna ail/ ArTHRHICTE!

1 tablet contains 500 mg ursodeoxycholic acid
! rabaerka mictuts 300 Mr ypeose3okcHXoneBOT KHGATTH

Test / Specifieation / Result/
_Tecryesuii napaserp Crenuginanis ocuaanss
Appearance White, elJong tablets equipped with a dovble-sided breaking conforms

Jonuiuniil gurnan

notch
bini ado waiuce 6ini nosracTi TAbRETIM 3 HACkIKOI0 3 oOox
cropin

BLVICHLEE

Disintegration fime = 13 minmites 4 minutes
(Ph. Eur. 2.5,1)
Yac nesinrerpawmi < 15 xBynun 4 ssunne
(Cop. 0, 29.1) .
I_J.ni!"nrmity of dosuge units | L1: 10 uniis tested: Acceptance value < 15.0 4.1
{mass variation] L2: 10 + 2{-units tesied: Acceptance value < 15.0
(Ph, Eur. 2.9.40) All units are within the following limits;

All single values Z(-L2x0.00xM i

All single values S{I+L2xG0xM
OnuopignicTs A0I0BAMNX .12 10 Tecronanux oaunnus: Flpsiisstue ymavennn < 15,0 4.1
BRLHNLE L2: 10 + 20 Tecropasyx ogsunys: Tiprfivatae suakenns < 15,0
i:{‘ap:muasmﬂ maci] Bel 3nayeing MAIOTE IHRXDMTITHCE B TARIN MEMRAN:
{€8p. . 2.9.40) Boioxpemisnavepss > (1 -12x000)x M

Bl oxpeni HaueH S S{IALI 0013 x M
Regidual Solvents® Ethanol £0.3 % *
{Bh. Eur. 2.4 243

*

Jaamuresnil poaTHREIRT
{€np. b 2424

Eranon = 0,5 %

Ursorfallk ST mg Taliets (UAY

URT W00 M3IPS] mesder Virdion 85 145

approved an 11 3017
Raeh number: L221125

D1 poss A /Q’/’E’Z &5 pppz ot M%%/




.

Dr. Falk Pharma GmbH

{Fh. Bur, 293/USP <7i1>)
Method A

Nethod B: {UUSP27)

| irestinal Auid {phosphate buffer solution pH 7.5 with B-

hydroxypropyl-cyclodextrin)

Intestingl fluid (phosphate buffer solution pH 8.0, according to
the monograph “Ursodio! Tablets™)

Test / Specification / Result./
TecTyemnif napanerp Crcnupinauis foennanns

Identity

(HPLC-RID, HPLC-DAD,

TLC) _

- HPLC-DAD | The uncerrected retention time and the UV-spectrum of the main [ ---
peak it the lquid chromatogram of the reference solution
correspond in shape and position to that of the main peak in the
shromatogram of the test solution

or allernatively;

~HPLC-RID Uncorrected retention times RT of the chromatogram of the conforms
reference and test solution correspond

«TLC The retention factor RF of the spat in the chromatogram of the | conforms
reference and test solution correspond

[gesTndiania

(BREPX-RID, BEPX-DAD,

TXIIE)

- BEPX-DAD Heuinpasistivii vac yTpuMants ma YO-ClesTp ocHoBHOro iKYy | -
HE PLAMHIIT XpoMaTerpai CTRHZAPTHOID POHHY BiANesILse
32 (BOPMOLD 1 TEONONEITHAM OCHORIOMY NIKY HR XPOMATOTRAM]

- pO3UHHY Ipatka

Afo anbTepuaTHBHD? i

- BEPX-RID Hesunpasnesi wacn yrpusarun RT #a xposarorpamax alanopiaRe
pedepeHTHOro | TECTOBAHOID POIUMHIE CriBNAKAIOTE

-THIX axTops yTpuMaiia RE narsi va spomarorpanmay sinnowigae
PEOEPCHTRGID 1 TECTOBAHOMO Posamitin cnianagmioTs

Assay 475-523 mgftablet 490 my/tablet

(HPLC) {95103 9%} (=98 %)

Busnavennn 475-525 mrfrabaariy 498 mr/maGnerky

{BEPX) {95-105 %) (=98 %)

Dissolution

Method A xnd B: Level | N | Acceptance criteria
- 30 mh 51 6 allindividual values = 85 % B0 % (Method A)
() = 80 %) 94 % (Method B}
pc ! :
52 12 | mean value 280 %, !
! individual values >65 %
Ursofalk 300 mg Tubiess {UA) LRT_WO3B0_MI2P3_ master Version 98 23 approved o 11073817

Page 1/1

Brurch namber: 1341124




Dr. Falk Pharma GmbH

{€ap. @ 29,3
@, CIIA <7112)
Mevrog A;

| Merox B (®,CLHA 27):

Meron A1 B:

Kumkose cepenosime (dosharius Gydrep, pH 7.5, 3 B-
_rinpoxcnsl;:onin-umcmxmxcm;mom)

Knuskoue cepenosiie (pocharwit Gydep, pH 8,0,
BlAHOBIREG A0 Monorpadil , Tabnersn Ypeoniony™),

Pinenn N Kpurepif npuBinatagoni
~30x8 §1 G sci iamnsinyanui
IHAMEHHA
Z 85 % (Q=80%)
CePeAHE SHaMenHs

824 12

>80 %
iHanRinyansHi aHave s
2 65%

Test / Specification / Result f Moesaanus
Feeryemuil napaserp Cneyndiraunia
Pozumuenuy

96 % (Meron A)
94 % {(Meroa B)

Purity * . Chenodeoxycholic acid: S1.0% *
{HPLC-RID) Lithocholic acid: 201 %
Each wnspecified impurity: 01 %
Total sum of impuriiies: S£2.0%
Hucrova M XenonesoRcHXOTeEa KICAOTE £1,0% *
(BEPX-RID) Jlitoxonesn xicnora <0,1 %
KooxHa HeaHigavena noMiwka 0,1 %
Jarageng eysma aomiwiok £2,0%
Micrabiological quality ** | TAMC: < |D*CFU/y i
{Ph. Eur. 2.6.12/2.6.13, TYMC: < 10*CFU/
5.14-D E, coli: abseniinl g
MirpoSioaorivna wricts ** | rave < 103 KVO/r e
{_f‘:ﬁp‘ Q’H;)M. 2,6.12:"2.6\}3, TYMC: < 10 KYOir
3.14-1) E, coli BipyTifl ¢
= firsi ten production batghes, then every 10™ baich, at least two batches per vear

aepit ZecATL BHpoBHHUNK Cepli, BOTIM KOWMA JecsTa cepin, wonaiiMeswe I8i cepif pa pix

i this test is not performed routinely, twice a year
et TECT HE BHKOHYETHCR Py TN, AT ua pli.

The resulis meel the specification,
PeaynoraTs sianesigdios cneyndicauii

Remarks:  n/a
TMpaaitsa: uf

Ursnfa¥i 500 mg Tobless {LIA)

URT W0300 MIPEL_master Versica 85 M5

Page 1/1

approved on- 11872017
Baweh member 1341124




Dr. Falk Pharma GmbH

Manufacturing site: / BupoGuui

@ Losan Pharma Gmbll 7 Jozau dapaa TaGX
Ouo-tHuhn-Strasse 13 7 Orro-Xan-Hipacee 13
793935 Neaenburg / 79393 HoenBypy
Germany / Himewanpa

Packaging sile and QC; / Bupofimik, siznoeizasnnni aa
BOPBINYE, BTORHITHS NAKYBEHHY T2 KOHTPOAL HKALTH
[:l Losan Pharma GmbH / Josan dapsa MvoX
Otto-Habn-Strasse 13 7 Ovro-Xan-1Hpacee 13
79395 Neuenburg / 79395 Hoeubypr
Germany / Himewunna

Losan Pharma GmbH / flosan dapsa FuoX
Eschbacher Stragse 2 / Ewifaxep Hrpacee 2
79427 Eschbach / 79427 Ewdax

Germany £ Hinedumim

Batch refeass of finished product: / Biancaiazasuwil za
minyck capli KIHUEROTO TPOAYETY:

L. Falk Pharma Gmbi 7 fip.Ganss Sapua I'vBX
Leineawebaorstrasse & / JInitnensedepmrpdose 3

TO108 Freibwrg / 79108 Dpaitiypr

Germany / Hivewsina

Lirsndiall 305 g Tablots {10a0

LECT WOSHD MIPSY master Yistsrn 05

Number of Manofacturing License Losan Pharma GmbH:
DE_BW 01 _MIA_2024_B076 from 30.07.2024

Homep siucsail v supoBuuureo Josan Dapsa TaedX:
DE_BW_01_MIA_2024_0076 six 30.07.2024

Number of GMP-cortifivate Losan Pharma Gmbih
DE_BW_0)_GMP_2024 000F from 20.07.2023 till
19.07.2026

Homep seprudixaty GMP Jlozan Gapaa TmX:
DE BW 01 GMP 2024 0001 from 20.07.20723 il
19.07.2026

Number of Manufacturing License Lasan Phiirma GinblE:
DE BW_G1_MIA 2024 €076 from 30.07.2024

Hosmep Finewsii sa supoBistirso fozan Mapua I'uSX:
DE_BW_01 MIA_2024. (076 nig 30.07.2024

Number of GMP-certificate [Losan Pharma GmbH:
DE_BW_01_GMP_2024_ 0001 from 20.07.2023 till
19.07.202¢6

Honrep ceprudirary GMP Jlosau apya [udX:
DE_BW_06{_GMP_2024 0N0J from 20.07.2023 1l
19.07.2026

Number of Manufacturing License Losan Pharma GmbH;
DE _BW 01 _MIA 2024 G076 from 36.07.2024

Howmep siuensit ud snpofruurse Jozan Dapma NudX:
DE_BW _01_MIA_2024 {076 sin 30.07.2024

Number of GMP-certificate Losan Phanms Gobil
DE_BW_01_GMP_2024 0003 from 20.07.2023 61}
jv.07.2026

Howmep cepradizary GMP Hozaw Dapma TudX:
DiE_BW _01_0GMP 2024 0003 from 20.07.2023 6l
19.07.2026

Number of Manufacturing License De Falk Pharms GonbH:
DE_BW_01_MiA_ 2021 D026 from 17.02.2021

Homep niuensii sa snpoBruuree Mo anex Papue FnEX:
DE BW_01_MIA 2027 0020 aix 17.02.200)

Numbwer of G P-ceriificate Dr. Falk Pharma Gmbi:
DE_BW_O1_GMP_2023 0041 from {5.11.2022 o}
i4.11.2023

Honep coprudixary GMEP Ip Dwiew Papaa TudXe
DE_BW D1 _GMP 2623 004 sig 15132022 o
14,11.2023

Q5 appeoved on ARUT 2317

Dateh nseben LIIITA

Page 1/1




@]  Dr. Falk Pharma GmbH

1, the undersigned, certify that the above batch is wnly accurate. This batch (including packaging/Tabeling) was
produced and subjected to quality controf in the above production unit tn compliance with the GMP requirements
established by the local regilatory autherity, as wall a5 with the specifications contained in the marketing authorization
dossier or trade license of the manufacturer country or destination enuntry, if the product is imported, or in the product

specification file for the study drug. The Batch Manuofacturing Record, the Batch Packaging Recard, and the Batch
Analysis Record have been reviewed and fouad ta be complhiant with GMP,

A, wo morse Nianncascs, 32CBLIYI0, 10 BUImeHABE SR cepin € nocToRipHO TouHoIO. Jaka cepis apudysuil Sysma
aupobiena (BLAIGUAIONN YIAROBKY/MADKYBAHH) | fpOBeAeHIH KOHTPoUE i sicoeri 1a sHmelreiaHONMY BHpOTaIOMY
singiAL Y rioBHii AlnnoitnocT 3 numoramn GMIP, seTanosaen M MICUEBHY DETYARTOPHIM DPFAHOM, O TRKOK ¥
sianonimweri si crietndiraticio, axa mictHrbes o PeECTPALIAHOMY AoCke allo TOProsiA ninensil kpaikk-supotHiska ado
KPRTHU-IMTIONTEPE, NKMO MPCAYILIN MIOPTOBANA, i D HOCHE creundrianif 1ra ipenapat gnw A0CHimKYBIHOrG
nikapcwkoro aacoby. IpaTokams supodniira, YNAKOBKH Ta andnizis Syau nepersany T | potaHoniedo ix
Bianopiaricts GMP

Date and Signature:

Elara Ta mignue:
Iz Thpfnas thimanr

Qydiifiod Person
A A o

; 5 U2k

; Dr. Falk Pharma GmibH

Leinemnweherstr, 5

f 79108 Froiburg i, B-, Germany

Ursolulk 300 myg Tablets (Ua) URT_WESDD_MIZP31_voaster Version 83 345 eppegved on 13 AR208T
Bawch vumber: L2112
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