TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI .
npos. Hanii Ceitimnunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
npo AKicThL BBE3eHOro B YKpainy JikapcbKoro sacoly

09.10.2024 Ne 52680/24/26

YPCODAJIBK

Tabaerkun, BKpuTi miisKkoBoo 060;101K010, 10 500 Mr, 110 25 TabaeTox y Gaicrepi; mo 4
Garictepn B KapToHHiil Kopobui

(dbopma BUITYCKY, JO3YBaHH#, BII NAKYBAHHA nixapcbxarHaacoﬁy)

Howmep peecrpanittuoro nocsimienin UA/3746/03/01 crpox 4if peectpaniitioro nocsimvenns HeoOMexeHuH

Cepis sixapcskoro 3acoby Ne L24012A Kinskicts BBe3eHora nikapchkoro 3acoby 2929
Burpofiuik _Hp. ®anex Papua 'mM6X, HiMewuuna
(HalimMeHyBaHHA PUPOGHIKA NiKapcskoro 3acoby, KpaiHa HOXOIKEHIS)
Baesero B Vxpaiiy IIpuBarne akiionepHe TOBAPHCTBO "HATYPOAPM", igent. woa:
24930169

(HafimerysanHs Ta koa 32 €APTIOY opuausHoi ocoGy abo npissuLLe, iw's, no GaTekosi (iawHol
006 - nianpHemuy, i Micue npoxnBaHAs Ta peecrpaltiitinit nomep 06ikoBoT KapTKK NAATHIKA
nogarkis abo cepia Ta ifoMEp Nacnopra)

IpoTokan Bisyansuoro kourpomo sin 09.10.2024 N 3458/12.

3a  pesyNbTATAMH JEPKABHOTO KOHTPONIO BCTAHOBJCHO, 1UO T mm 3aci6 Beeiéno B Ykpainy 3
AOTPHMAHHAM BHUMOr 3aKOHONRBCTBA MIOJO 32063 MEHCHHA Yfixapchknx 3ac0Bis.

A0 / 4
|
Muxona XOJOHEHKO

(niamnug) (iniuiany va npissunie)

Tad ®

JOKYMEHTIB N




| Dr. Falk Pharma GmbH

Certificate of Analysis / Cepradikar anamizy

Ursofalk®, film-coated tablets 500 mg, 25 tablets in blisters; 4 blisters in &

Product: / IIpogyer.
QauCE 2110 carton box with Ukrainian labeling

Vpcodansk, tabneTsn, BRPATL I1iBKOBOI0 060108K0I0, 10 500 Mr; no 25
rabnerox y Onierepi; mo 4 Gnicrepy B kaprouniit kopoBui 3 MapKyBaHHmM
YKpalHCEKOI0 MOBOIO

Batch No.: / Cepia Ne: L24012A

Batch release date: / [lata Bunycxy 20, M Al 1024

cepii: d

Manufacturing date: / Jlara 01.2024

BHPOOHMITRA;

Expiry date: / [Ipunarauit fo: 01.2028

Batch size: / Posmip cepif: 2929 packs / 2929 ynakoBok
Registration number in Ukraine: / UA/3746/03/0] from 18.11.2020 unlimited
Peecrpaniifse nocsinieHss B UA/3746/03/01 Big 18.11.2020 piticanit oa meoOmexenuit TepMin
Vpaini
Strength/Potency: / 1 tablet contains 500 mg ursodeoxycholic acid
Cuna ni’AxTuBHiCTS: 1 Ta6nerra MicTETh 500 Mr YpCOAE30KCHXOMCROT KMEAOTH
Test Specification / Cneundixania | Result /
_Tectyemuii mapamerp | - o Hocunanng
Appearance | 'White, ablong tablets equipped with a double-sided breaking ‘conforms
notch
Sopuiininiit BurmTag, Bini abo maibke 6ini gosracri TaGrerkn 3 maciKow 3. 000X | Bignosinae
‘E'L"Plﬂ - ,, . .
| Disintegration time < 15 minutes 13 minutes
(Ph. Eur. 2.9.1)
Yac pesinTerpaui < 15 xsnuy 3 xBrmAH
(Erp. ©.2.9.1) _ ) ] i .
Uniformity of dosage units [ L1: 10 units tested: Acceptance value < 15.0 19
[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 2(1-L2x0.01)x M
. ) All single values £(1+12x0.01)xM
OjsopiauicTs Jo30BAHNX L1: 10 Tecrosanux omemas: TpritasTHe snaverss < 15,0 L9
OHHELE ) L2: 10 + 20 Tecropamux omaHnAmb: IIpuiinatHe seaucuns < 15,0
[Bapitopanns macu] Bei 3Ha%€HES MAIOTH 3HAXOATACE B TAKAX MEXKaX:
(€pp. ©.2.9.40) | Bci okpemi smasenns =1 -L2x0,01)xM
_ |Bciokpemi smavenns  <{1+12x0,01)xM
| Residual Solvents* | Ethanol <0.5 % *
|(Ph. Eur. 2.4.24) | |
‘ 3ammmicoswif pozamnmik® | Eranon <0,5 % *
(EBp. ®. 2.4.24) L _ o _

Ursofalk 500 mg Tablets (UA) URT_W0500_M32PSt_master Version 05 s approved on 11:07.2017
Batchi number: L24012A



Dr. Falk Pharma GmbH

“Test / Specification / Crenndpixauis Result / |
Tectyemnii napamerp Mocuaanun 1
Identity \
(HPLC-RID, HPLC-DAD,
| TLC) u |
- HPLC-DAD The uncorrected retention time and the UV-spectrum of the main | --- |
peak in the liquid chromatogram of the reference solution b
| carrespond in shape and position to that of the main peak in the
chromatogram of the test solufion
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 comrespond
Inenrudixanis |
(BEEX-RID, BEPX-DAD, ‘ \
TXIIT) !
- BEPX-DAD ‘ Hesnnpasnenyil 4ac yTpEMaHHS T2 Y P-CUSKTP OCHOBHOTO MKy | -—-
‘ Ha piausmil xpomaTorpanmi cTaHAaPTHOTO PO3YURY BiANioBinac
‘ 38 GOpMOIO 1 HONOKECHHAM OCHOBHOMY MKy Ha XpoMaTorpanmi
| posumHy 3paska
| AGo aIBTepHATHBHO: ) ‘ ) |
- BEPX-RID | Hesmnpagsnesi wacy yrpumantg RT ga xpoMaTorpamax Bimiosinae
| | pedheperTHOTO i TECTOBAHOTO PO3TUHIB CIIBNANNOTS
-TUIX Daxropu yTpumanas RF misMu na XpomMaTorpamax BifnoOBizae
pediepeHTHOrO | TECTOBAHOTO POIYAHIB CIIBIANAIOTE
Assay 475-525 mg/tablet 498 mg/tablet
(HPLC) (95-105%) (=100 %)
 BusHauenus 475-525 mr/rabueTky 498 mrirabnerky
(BEPX) (95-105 %) _ (=100 %)
Dissolution b -
| (Ph. Bur, 2.9.3/ |
| USP <711>) ‘
Method A: Intestinal fluid (phosphate buffer sélution pH 7.5 with B-
hydroxypropyl-cyclodextrin)
Method B: Intestinal fiuid (phosphate buffer solution pH 8.0, according to
| the monograph “Ursodiol Tablets™)
Method A and B: Level | N | Acceptance criteria |
~ 30 min si 6 | allindividual values
>85% 94 % (Method A)
| @=80%) | 96 % (Method B)
82 12 | mean value 280 %,
individual values >65 %
Ursofalk 500 mg Tableis (UA} ‘URT_WO0500_ M32P51_master Version 05 2/5 approved o 11.07.2017

Batch numbei; L24012A



| Test /' Teeryemuil napamerp

Specification / Crienudixauis

" Result/

HocHnanns,

[Posuumenns
(€8p. ©.29.3/
| @.CIIIA <711>)

Meron A

| Meron B (@.CIIIA 27):

Meron A iB;

(-
Pibens |

Kemkose cepexosame (docdarmwi Gydep, pH 7,5, 3 -
TiAPOKCUIIPONINI- KO REKCTPHHOM)

| Kemmkose cepenosume (pocdaramuit Gydep, pH 8,0, sinnosiaro ‘
#o monorpadii ,, Tabnerku Vpcogiony™)

| Kpurepii npuiiaarRocTi

- 30 x8 St | 6

| Bel inmminyanbui 3nateHny
285%
Q=80%)

12

| cepenHe 3HRYEHAN

>80%
inpERinyansAl 3Ha%LHHA

|265%

94 % [(MeTox A)
96-% (Meroa B)

MixpoBiomoriana sxicrs **
| MKK 11.10, (€8p. Papm.
2.6.12/2.6.13, 5.14.-1)

TAMC:
TYMC:
E.coli

£ 10°KYO/r
< 10KV Oir ‘
sigcyrai/l r

| Purity *  Chenodeoxycholic acid: <1.0% *
| (HPLC-RID) | Lithecholic acid: <0.1%
Each unspecified impurity: <0.1%
I ‘ | Total sum of impurities: £2.0%.
HueroTa * Xenonesoxcuxonesa xucnora  <1,0% *
‘ (BEPX-RID) Jlitoxonesa KACIOTA £0,1%
| Kokua mesusHagena gomimika  <0,1 %
L | 3aranssa cyma HOMIMIOK £20%
Microbiological quality ** TAMC: < Y3 CFU/g | £*
(Ph. Bur. 2.6.12/2.6.13, 5.1.4.- | TYMC: < 10?CFU/g
1 E. coli: absentin 1 g |
"

* fitst ten production batches, then every 10" batch, at least two batches per year
nepiIi gecATs BUPOOHMIMX cepii, MoTiM KoxHa AecsTa cepid, momalivexiie ABi cepil Ha pik

H**k

this test is ot performed routinely, twice a'year

1el TeCT He BUKOHYEThCA PyTHHO, ABi4i Ha pik.

The results meet the specification.
PesysneTaTy BignoBiAat0Th crenupikanil.

Rematks: 1/a
lpumitka: w3

Ursofalk 500:mg Tablets (JA)

URT_W0500_M32P51_master Version 03

35

approved on 11.07.2017
Baich number: L24012A



Dr. Falk Pharma GmbH

Manufacturing site: / BupoGwuux:

PX|  Losan Pharma GmbH / Jlosan ®apma I'mGX
Otto-Hahn-Strasse 13 / Orro-Xau-Illtpacce 13
79395 Neuenburg / 79395 HoenGypr
Germany / Himewsquza

Packaging site and QC: / BupoGruK, sinriosinanmsuumii sa

TIEPBUHHE; BTOPUHHE NaKyBaHRA T2 KOHTPONE AKOCTL:
Losan Pharma GmbH / JTosau ®apma TM6X
Otto-Hahn-Strasse 13 # Orro-Xan-1IItpacee 13
79395 Neuenburg / 79395 Hoenbypr
Germany / HiMeaussa

Losan Phatma GmbH / JTozan ®apma I'm6X
Eschbacher Strasse 2 / Em6axep [IITpacce 2
79427 Eschbach / 79427 EmGax

Germany / Himeyunia

Batch release of finished product; / Bignosinanomuii 2a
BAMyCK ¢epil KinlleBoro npoayxTy:

Dr. Falk Pharma GmbH / Jip.@amx ®apma I'M6X
Leinenweberstrasse 5 ./ Jlsitreunebepmpacce 3

79108 Freiburg / 79108 @paiibypr

Germany / HiMeudnna

Ursofalk 500 mg Tablets (UA)

URT_W0S00_M32P51_master Version'05 ais

Numiber of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023 0123 from 22.12.2023

Homep ninessii ua supobupnrso Jlosan Gapma [MOX:
DE_ BW 01 MIA 2023 0123 Bin 22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP 2024 0001 from 20.07.2023 till
19.07.2026

Homep cepradixary GMP Jlozan Oapma I'moX:
DE_BW_01_GMP 2024 0001 six 20.07:2023 no
19.07.2026

Number of Manufacturing Licensé Losan Pharma GmbH:
DE BW_01 MIA 2023 0123 from 22.12.2023

Homep nintensii ua supo@umirso Jlosam Papma I'MOX:
DE_ BW 01 MIA 2023 0123 Bix22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2024 0001 from 20.07.2023 till
19.07.2026

Howmep ceptudixary GMP Jlosan ®apma [M6X:
DE_BW 01_GMP_2024_0001 ix 20.07.2023 z0
19.07.2026

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023_0123 from 22.12.2023

Homep ninensii ga supo6raureo Jlosan Papma I'MOX:
DE BW_01_MIA 2023 _0123 8ix 22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW 01_GMP_2024 0003 from 20.07.2023 titl
19.07.2026

Howmep cepradixary GMP Jlozan Mapma MMEX:
DE_BW_01_GMP_2024 0003 six 20.07.2023 10
19.07.2026

Number of Manufacturing License Dr. Falk Pharma
GmbH:

DE_BW_01 _MIA_2021 0020 from 17.02.2021
Howmep ninensii sa supobunnTeo Jip.Dankx ®apma
I'm6X: ‘ '
DE BW_01_MIA_2021 0020 six 17.02:2021

Number of GMP~cemﬁcate Dr Falk | Phanna GmbH:

approvedon 11.07.2017
Batch number: 1L.24012A



Dr. Falk Pharma GmbH

L, the undersigned, cestify that the above batch is truly accurate. This batch (including packaging/labeling) was
pmduced 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 produet is imported, or in the product
specification file for the study drug. The Batch Manufacturing Record, the Bateh Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP.

A, mo HIKYe MiAIHCABCs, 3acBiNTyio, Mo BANEHABEICKA Cepis € HocTOBIpHO TounOW0, Jlaua cepis npoxykuil Gyna
Bupobiiena (BKIHOYAIONH YIIAKOBKY/MapKyBaHHS) | MpoBeieHNit KOHTPOIS T SKOCT] HE BUINE3FafadOMY BHPODERTOMY
Bignini y nosni# sigmosimpocti 3. Bumoramu GMP, BCTAHOBICHUMHM MicHiEBHM PETYIATOPHAM OPFaHOM, 2 TAKOX Y
BinmoBinzocri 3i cnenmdikamiero, fka MicTHTECA B peecTpaniliHoMy Rocke alo TOprosiit Minersil xpammanpoﬁma
a0 xpaiey-iMuoprepa, SKIo NPoAyKIlis iMoopToBana, 9 B Kocke cieudikamil Ha mpenapar AL BOCHI MKy BAHOTO
nixapeskoro sacoby. Ilporoxony BupoGANITEE, YNAKOBKY T4 aHAN R GyIu neperismyTi i BCTAROBAEHO Ix
Bimmosixnicrs GMP.

Date and Signature:
Jlara Ta nignsc:
ohar sler
Head of Q namy Comml
Qualified Person
29 MAY 2024

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

- nad
JTOKY MEHTIB

Ursofalk 500 mg Tablets (UA) URT_W0500 M32P51_master Version 05 515 approved on 11.07.2017
Batch number: [24012A.



AEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii Ceitnuunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3CHOI0 B YKpainy JlikapcbKoro 3acody

09.10.2024 Ne 52679/24/26

YPCODAJIIBK

(nafiMenyBanns nikapebkoro 3aco0y 3rifHo 3 peccTpauifiinuM nocsiauenism)
TabneTkH, BKPHTI IIiBKOBOI0 060J101K010, 10 S00 mr, no 25 TaGaerox y dJicrepi; no 4
OJicTepH B KAPTOHHIi KopoOui

(dpopmMa BUMYCKY, 03y BaHHs1, BUA 1aKyBaHHA Nikapcekoro sacoby)

Homep peectpauitinore nocsinuenna UA/3746/03/01 crpok nii peectpauiiinoro nocsinuenns HeoOMemKeHHH

Cepis nikapcbkoro 3acoby Ne L24011A KinbkicTe BBe3€HOrO Nikapchkoro 3acoby 2736
BupoGHuk Hp. @ansx Papma I'm6X, Himeyunna
(naiiMerysannsa BUpoGHKEA NiKapcLKoOro 3acody, KpalHa NOXOKEHHA)
BaeseHo B Ykpainy Ipusatie akuionepue Topapuctso "HATYPD®APM", inenr. koa:
24930169

(naiimenysanns ta koa 3a €JIPIIOY opuanuiiol ocobu abo npiseuuie, im's, no 6arexosi pizuynoi
ocobu - nianpuemus, it Micle NposkHBaHHA Ta pecerpauifinuii nomep oGnikopol KapTk naaTHUKA
nojaarTkis abo cepis Ta HOMEp nacnopTa)

Iportokon Bisyansnoro kontpomio sin 09.10.2024 Ne 3458/11.

3a pesynLTATAMH JIEPKABHOTO KOHTPOJIO  BCTAHOBIIEHO, WO Jikapceknit 3aci6 Beeseno B Ykpainy 3
JAOTPHMAHHSM BHMOT 3aKOHOABCTBA L1010 3a6e3neyeHHs sikocTi nikapghkux 3acobis.

Muxkosa XOJIOJJEHKO

HTPOIIIO) (nianuc) (iniunianu Ta npiasuie)




Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprugikar anamizy

Product: / [Ipoaykr:

Batch No.: / Cepin Ne:

Ursofalk®, film-coated tablets 500 mg, 25 tablets in blisters; 4 blisters in a
carton box with Ukrainian labeling

Vpcodansk, TabneTku, BKPUTI MIiBKOBOIO 00010HKO0, no 500 Mr; mo 25
TabneTok y GaicTepi; no 4 GiicTepH B KapToHHIH KopoOlli 3 MapKyBaHHAM

YKpaiHCBKOI MOBOIO
L24011A

Batch release date: / JTata Bumnycky

cepil:

Manufacturing date: / [lata
BUPOGHULITRA:

Expiry date: / TTpuaatauit no:

Batch size: / Poamip cepii:

Registration number in Ukraine: /
Peectpatiifine nocsigieHHd B

Vkpaiui

Strength/Potency: /
Cuna it/ AKTHBHICTB:

29. MAI 2024
01.2024

01.2028
2736 packs / 2736 ynakoBox
UA/3746/03/01 from 18.11.2020 unlimited

UA/3746/03/01 Bin 18.11.2020 mificHuii Ha HeoOMeKeHHIT TepMiH

1 tablet contains 500 mg ursodeoxycholic acid
1 Tabnerka MicTHTb 500 Mr YpCoae30KCHXO0EBOT KHCIIOTH

Test / Specification / Cneundgikauis Result /
TecTyemuii mapameTp [Mocnnanus

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

3oBHIlIHIA BHTIST Bini abo maibke 6ini qoBracTi TabneTkH 3 Haciykow 3 060X BifnoBizae
cTOpiH

Disintegration time < 15 minutes 3 minutes

(Ph. Eur. 2.9.1)

Yac pesinrerpauif < 15 XBUIHH 3 XBHIHH

(€sp. ®.2.9.1)

Uniformity of dosage units L1: 10 units tested: Acceptance value < 15.0 2.1
[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-L2x00DHxM

All single values <(1+L2x0.01)xM o

OaHopigHicTE 1030BaHHX
OJHHHUE

[BapiloBaHua macu]|
(Ep. . 2.9.40)

L1: 10 tecToBaHux onuHuLb: [IpuitHATHE 3Ha4denHA < 15,0

L2: 10 + 20 TecToBaHux oauHHLE: [TpuiinaTHe 3HaueHHs < 15,0
Bci 3Ha4YeHHA MarOTh 3HaXOJHTHCE B TAKMX MEJKax:

Bci okpemi 3Hauenns > (1-L2x0,01)x M

Bci okpemi snauennas < (1+L2x0,0)xM

Residual Solvents*

(Ph. Eur. 2.4.24)
3anuKoBHil pO3YHHHHKY
(€sp. D.2.4.24)

Ethanol 0.5 %

Etanon <0,5 %

Ursofalk 500 mg Tablets (UA)

URT_WO0500_M32P51_master Version 05 1/5

approved on 11.07.2017
Batch number: L24011A



Dr. Falk Pharma GmbH

Test/ Specification / Cnenundikauin Result /
TecTyemuii napamerp MocnnanHs
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
InenTudikanis
(BEPX-RID, BEPX-DAD,
TXI1I)
- BEPX-DAD Hesunpasnenuii yac yTpumanHa T1a Y @-crneKTp OCHOBHOTO MKy | =--
Ha PiIMHHINA XpOMATOrpaMi CTaHAAPTHOTO PO3YMHY BiANOBiAaE
3a (pOpPMOIO i MOJIOKEHHAM OCHOBHOMY IIiKY Ha XpoMaTorpami
pO34HHY 3paska
ABO anbTepHATUBHO!
- BEPX-RID Hesunpasneni yacu yrpumania RT Ha XxpoMartorpamax BimoBizae
pedepeHTHOrO i TECTOBAHOTO PO3YMHIB CTIiBMAAAI0TH
-THIX ®axropyn yrpumanna RF nmnamu Ha xpomatorpamax BinMoBizae
pedepeHTHOro i TECTOBAHOIO PO3YHMHIB CHIBNAAAIOTE
Assay 475-525 mg/tablet 495 mg/tablet
(HPLC) (95-105 %) (=99 %)
BuzHaueHHs 475-525 mr/TabneTky 495 mr/TabneTky
(BEPX) (95-105 %) (=99 %)
Dissolution
(Ph. Eur. 2.9.3/
USP <711>)
Method A: Intestinal fluid (phosphate buffer solution pH 7.5 with -
hydroxypropyl-cyclodextrin)
Method B: Intestinal fluid (phosphate buffer solution pH 8.0, according to
the monograph “Ursodiol Tablets™)
Method A and B: Level | N | Acceptance criteria
- 30 min S1 6 | all individual values
=85% 93 % (Method A)
(Q =80 %) 96 % (Method B)
S2 12 | mean value >80 %,
individual values 265 %
Ursofalk 500 mg Tablets (UA) URT_WO0500_M32P51_master Version 05 2/5 approved on 11.07.2017

Batch number: L24011A




@) Dr. Falk Pharma GmbH
Test / Tectyemuii napamerp Specification / Cienndikauis Result /
Mocunanus
PosuuHeHHSs!
(Epp. ®.2.9.3/
@©.CILIA <711>)
MeTon A: Kukoge cepenosuine (pocdaruuit 6ydep, pH 7,5, 3 B-
TiIPOKCHIPOMINI-IHKIOASKCTPHHOM)
MeTon B (®@.CIIA 27): Kumkose cepenopue (docoathuii 6ydep, pH 8,0, Bianosinno
1o MoHorpadii ,, Tabnetku Ypcomiony™)
Meroa A i B: Pisenn N | Kputepii npuilHaTHOCTI
-30xB S1 6 | Bci iHAMBiAYyanbHi 3HaUEHH
=85% 93 % (Meton A)
(Q=80%) 96 % (Metox B)
52 12 | cepenne 3HAUYEHHA
>80 %
IHOHBIMyaNbHI 3HAYEHHS
=265%
Purity * Chenodeoxycholic acid: <1.0% %
(HPLC-RID) Lithocholic acid: <0.1%
Each unspecified impurity: <0.1%
. Total sum of impurities: <2.0% .
Hucrora XeHOMe30KCHX0JIeRa KHEI0Ta <1,0%
(BEPX-RID) JliToxofeBa KHCIIOTa <0,1 %
KokHa HeBH3HaueHa JoMillka £0,1%
3araibHa cyMa JOMIIIoK <20%
Microbiological quality ** TAMC: < 10°CFU/g £
(Ph. Eur. 2.6.12/2.6.13, 5.1.4.- | TYMC: < 10°CFU/g
1) E. coli: absentin 1 g
Mikpo6iosoriuna sikicte ** | TAMC: < 10°KVO/r e
MEKK n.lO, (€Bp (DapM. TYMC: < 102 KvVO/r
2.6.12/2.6.13,5.1.4.-1) E coli BincyTi/l T
¥ first ten production batches, then every 10" batch, at least two batches per year

nepiui gecATh BUPOGHHYMX cepii, OTIM KOXKHA JecsTa Cepid, moHaliMenIe 1Bi cepii Ha pik

b this test is not performed routinely, twice a year
1eii TeCT He BUKOHYEThCA PYTHHO, ABiui Ha pik.

The results meet the specification.
PesybTaTH BiANOBiAa0TE cneumnpikanil.

Remarks: n/a
Mpumitka: H/3

Ursofalk 500 mg Tablets (UA) URT_WO0500_M32P51_master Version 05 3/5 approved on 11.07.2017
Batch number: L24011A



Dr. Falk Pharma GmbH

Manufacturing site: / BupoOHuk:

4 Losan Pharma GmbH / JTosax ®apma I'M6X
Otto-Hahn-Strasse 13 / Orro-Xan-Iltpacce 13
79395 Neuenburg / 79395 Hoenbypr
Germany / Himeyunna

Packaging site and QC: / BupoGHHEK, BiAnoBiganbHuit 3a
MepBHHHE, BTOPUHHE MAKyBaHHA Ta KOHTPOb SKOCTI:
Losan Pharma GmbH / Jlozan ®apma ['M6X
Otto-Hahn-Strasse 13 / Orro-Xan-IlTpacce 13
79395 Neuenburg / 79395 Hoenbypr
Germany / Himeuuuna

Losan Pharma GmbH / Jlosan ®apma I'm6X
Eschbacher Strasse 2 / Emb6axep IlItpacce 2
79427 Eschbach / 79427 Embax

Germany / Himeuunna

Batch release of finished product: / BinnosiaansHuii 3a
BUITYCK CEpil KiHLIEBOro NMpOIYKTY:

Dr. Falk Pharma GmbH / [Tp.®@anbk ®apma ['MOX
Leinenweberstrasse 5 / JlniinenseGepruTpacce 5

79108 Freiburg / 79108 ®paiibypr

Germany / HiMequnHa

Ursofalk 500 mg Tablets (UA)

URT_W0500_M32P51_master Version 05 4/5

Number of Manufacturing License Losan Pharma GmbH:
DE BW 01 _MIA 2023 0123 from 22.12.2023

Homep niuensii Ha Bupobuuurso Jlosan ®apma 'm6X:
DE BW _01_MIA _2023_0123 Bixn22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW 01 _GMP_2024 0001 from 20.07.2023 till
19.07.2026

Homep ceptudikary GMP Jlozan dapma ['mMOX:
DE BW_01_GMP_2024 0001 Bix 20.07.2023 no
19.07.2026

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023 0123 from 22.12.2023

Howmep niuensii na Bupo6uunTeo Jlosan dapma M'MoX:
DE BW_01_MIA 2023 0123 Bin 22.122023

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2024 0001 from 20.07.2023 till
19.07.2026

Homep ceprupirary GMP Jlozan ®apma 'moX:
DE BW_01_GMP_2024_0001 Bin 20.07.2023 no
19.07.2026

Number of Manufacturing License Losan Pharma GmbH:
DE BW_01_MIA_2023 0123 from 22.12.2023

Homep ninensii Ha BupoGHuLTBO JIozan Gapma I'M6X:
DE_BW_01_MIA_2023_0123 Big 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 ceprudikaty GMP Jlosan ®apma I'm6X:
DE BW 01 _GMP 2024 0003 sig 20.07.2023 1o
19.07.2026

Number of Manufacturing License Dr. Falk Pharma
GmbH:

DE BW_01_MIA 2021 _0020 from 17.02.2021
Homep niuensii Ha supobHuuTBO [Ip.@amk dapma
m6X:

DE_BW_01_MIA_2021_0020 iz 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 ceprudikary GMP [JIp.@ansk @apma 'MOX:
DE_BW _01_GMP_2023_0041 Bix 15.11.2022 no
14.11.2025

approved on 11.07.2017
Batch number: L24011A



Dr. Falk Pharma GmbH

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 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.

51, o HMKYe MiAMMCaBCA, 3aCBiauyio, 10 BHIIEHABEAEHA cepit € JocToBipHO TouHOMW0. JaHa cepia npoykuii 6yna
BHpOG/IeHa (BKIIOYAIOYH YNIAaKOBKY/MapKyBaHHs) i MpoBeieH il KOHTPOB 1i AKOCTI Ha BUIE3TaNaHOMy BHPOOHHHOMY
Binnini y moBHii Bignopianocti 3 BuMoramu GMP, BCTAHOBIEHHMH MICLIEBHM PETYIATOPHUM OPraHoM, a TAKOXK Y
BignosinHOCTI 31 cenmdikallicio, AKka MICTHTHCA B peecTpaliifHoMy Jocke abo TOpro.iit ninensit kpaiHu-eupobHMKa
abo kpaiHH-iMIopTepa, AKIIO MPOAYKIfiA iMIOPTOBaHA, WK B NOChE cneludikalliit Ha npenapar UIs A0C/iIKYBaHOIO
nikapebkoro 3aco6y. [TpoToko K BUPOGHHUIITEA, YNAKOBKH Ta aHaMi3iB OyaH MeperiaHyTi | BCTAHOBJIEHO X
BinnosiaxicTs GMP.

Date and Signature:

JlaTa Ta mignue:
Johannfés er

Head o uality Control
Qualified Person

29 MAY 2024

Dr. Falk Pharma G
i mb
Leinenweberstr, 5 "

79108 Freiburg i. pr,, Germany

Ursofalk 500 mg Tablets (UA) URT_W0500_M32P51_master Version 05 55 approved on 11.07.2017
Baich number: L24011A
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudikar ananiszy

Ursofalk®, film-coated tablets 500 mg, 25 tablets in blisters; 4 blisters in a

Product: / [Tpogyxr:

Batch No.: / Cepin Ne:

Batch release date: / Jlara
cepii;

Manufacturing date: / Tar
BUPOOHULTRA;

Expiry date: / punaTuui

Batch size: / Posmip cepii;

Registration number in Ukraine: /
Peectpaniitne noceimuenns 5

Vxpaini

Strength/Potency; /
Cuna pii/AxTusnicTs:

carton box with Ukrainian labeling

Vpcodank, TabneTky, BKPUTI nnizkoroio o6oonkow, o S00 Mr; o 25
TafneTox y Gnicrepi; ro 4 Gricrepy B KapToHKil KopobLi 3 MapKyBAHHAM

YKPaTHCLXOI MOBOIO

1.24009A
BHITYCKY

29 MAI 2024
a 01.2024
no: 01.2028

2839 packs / 2839 ynakonox

UA/3746/03/01 from 18.11.2020 unlimited
UA/3746/03/01 Bin 18.11.2020 niticunif na HeoBMerenuii TepMiH

1 tablet contains 500 mg ursodeoxycholic acid
1 raneTka MicTiTE 500 Mr YpCOAE30KCHXONEBOT KHCIOTH

[mass variation]
(Ph. Eur. 2.9.40)

Test / Specification / Cnennirkauis Result /
Tectyemuii napamerp Hocunanns

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

3osHiwnil suroag Bini a6o maibxe 6ini gosracri tabnetn 2 naciukow 3.080x Blanosigae
CTOpiH

Disintegration time < 15 minutes 2 minutes

(Ph. Eur. 2.9.1)

Yac gesinrerpanif < 15 XBUITHE 2 XBunHH

(€sp. ©.2.9.1)

Uniformity of dosage units L1: 10 units tested: Acceptance value < 15.0 0.6

1.2: 10 + 20 units tested: Acceptance value < 15.0
All units are within the following Jimits:

All singie values =(1-L2x00DxM
All single values S(+L2x00DxM

| (€p. ©. 2.4.24)

OnnopinnicTs nozosanux L1: 10 tectosanux oxummmne: Mpulisarie sHavesns < 15,0 0,6
s o 1.2: 10 + 20 recrorannx ommimm: lpuiinsTHe 3navenus < 15,0
[BapiroBanns macn] Bri 3sHaueHHs MaloTh 3HAaXONUTHCE B TAKHX MeKaX:
(€8p. ©. 2.9.40) Bei okpemi snavenns > (1 —-L2x 0,00)x M

Bei oxpemi sHavenns  <(1+12x 0.0 x M
Residual Solvents* Ethanol <0.5% *
(Ph. Eur. 2.4.24)
3anuuikosnit po3unHHAK* ETtanon <0,5% B

Ursofalk 500 mg Tablets (UA)

URT_W0500_M32P5]_master Version 05 175

approved on 11,07.2017

by ou A IR00

S0 0. XY %//




Dr. Falk Pharma GmbH

Test / Specification / Crenudirauin Result /
Tecryemuli napamerp TIocitnanuy
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
InenTudirauia
(BEPX-RID, BEPX-DAD,
TXII)
- BEPX-DAD Hesunpasneuuii uac yrpuManns ta Y®-cneKkrp 0CHOBHOTO MHKY | ---
Ha PiXUHKHIK XpoMarorpaMi cTasnapTHoOro PO3UHHY BiAnosinac
32 OPMOIO | TOMOMKEHHAM OCHOBROMY TIiKY Ha XpoMaTorpami
PO3YHHY 3pazka
AG0 anpTepHaTHBHO;
- BEPX-RID Hesunpapneni vacu yTpiumarns RT ma XpOMaTorpamMax Bigmosinae
pedrepernTioro i TecTOBANOrO PO3TMHIB CHIBNATAIOT
-TLHIX Dakropu yTpyiManua RF ooamu Ha XpoMaTorpaMax BIANOBiZae
pedepeRTHOrO | TeCTOBAHOTO PO3UMHIB CTIBNANAIOTE
Assay 475-523 mg/tablet 497 myg/tablet
{HPLC) {95-103 %) (=99 %)
Biznauenus 475-525 mrirabnetky 497 mrfrabnerxy
BEFX) (95-105 %) (=99 %)
Dissolution
(Ph. Eur. 2.9.3/
USP <711>)
Method A: Intestinal fluid (phosphate buffer solution pH 7.5 with -
hydroxypropyl-cyclodextrin)
Method B: Intestinal fluid (phosphate buffer solution pH 8.0, according to
| the monograph “Ursodiol Tablets”)
Method A and B: Level N | Acceptance criteria
- 30 min St 6 | all individual values
=85% 92 % (Method A)
{(Q=80%) 97 % (Method B)
32 12 | mean value >80 %,
L individual values 265 %
Ursofatk 500 mg Tablets (UA) URT_W03500_M32P51_master Version 05 2/5 approved on 11.07.2017

Batch number: L24009A




Dr. Falk Pharma GmbH

Test / Tecryemuii napamerp Specification / Cieunikanis Result /
Hocunannn
Pozunnenns
(CBp. ®. 2.9.3/
O.CIIA <711>)
MeTox A: Kumkose cepenosuute (Gocdarauit Sydep, pH 7.5, 3 B-
I P OKCHIIPOTI-HHKIOACKCTPRHOM)
Meroa B (®.CHIA 27): Knurkose cepexosuute (pocarnuit 6ydep, pH 8,0, pignosimso
Ao MoHorpagii ,, Tabnetku Ypcogiony™)
MeToz A i B: PiBens N | Kpurepii_npuitustrHocti
-30xs S1 6 | sci innuBizyansni 3uauenns
>85% 92 % (Meron A)
(Q=80%) 97 % (Metopx B)
52 12 | cepenne sHavenns
=80%
IHnpsinyansHi snadenns
265%
Purity * Chenodeoxycholic acid: £1.0% *
(HPLC-RID) Lithocholic acid: <0.1%
Each unspecified impurity: £01%
. Total sum of impurities: £20% .
Tucrora XeHOTE30KCHXOTEBA KHCIO0TA £1,0%
(BEPX-RID) Jlitoxonesa xucnora 0,1 %
KoxHa HesHsuauena noMirka 50,1%
3araneHa cyMa RoMiLok 52,0%
Microbiological quality ** TAMC: < 10 CFU/g *E
(Ph. Eur. 2.6,12/2.6.13, 5.1.4.- TYMC: < 102CFU/g
)] E. coli: absentin 1 g
MirxpoGiosoriuna sixicrs ** TAMC: < 10°KVQir F
MKK .10, (Enp. Dapur. TYMC: < 102 KVO/r
2.6.12/2.6.13, 5.14.-1) E.coli BizeyTHi/1 T
& first ten production batches, then every 10" batch, at least two batches per year

Nepuii JecaTs BUpoGHIHX cepii,

e this test is not performed routinely, twice a year
Lted TECT He BUKOHYETHCA PYTHHO, ABidi Ha PiK.

The results meet the specification.
Pesynetaryu signosinarors crenupikaiy,

Remarks:
Ipumitka:

Ursofalk 500 mg Tablets {UA)

URT_W0500_M32P51_master Version 05

305

MOTIM KOXKHA necara cepm LWoHaAMeHTIIe nBi cepu Ha le

approved on 11.07.2017
Batch number: L240094




Dr. Falk Pharma GmbH

Manufacturing site: / Bupobrux;

X Losan Pharma GmbH / Jlosan ®apma I'M6X
Otto-Hahn-Strasse 13 / Orro-Xan-tpacce 13
79395 Neuenburg / 79395 Hoen6ypr
Germany / HiMeuuuna

Packaging site and QC: / Bupo6uux, sinnosigansHuii sa
MEPBHHHE, BTOPHHHE HAKYBAHEH T8 KOHTPOMS SKOCTI:
Losan Pharma GmbH / Jlozau dapma I'm6X
Otto-Hahn-Strasse 13 / Otro-Xan-Lltpacce 13
79395 Neuenburg / 79395 Hoeuypr
Germany / Himeyynna

Losan Pharma GmbH / Tosan Dapma IMEX
Eschbacher Strasse 2 / EmBaxep Hltpacee 2
79427 Eschbach / 79427 Fubax

Germany / HiMewanaa

Batch release of finished product: / Binnoeinansuuii 3a
BHIIYCK CEpil kinuesoro OPOJYKTY:

Dr. Falk Pharma GmbH / ip.dansk Dapma Mo X
Leinenweberstrasse 5 / JlattensebepiuTpacce 5

79108 Freiburg / 79108 Dpaitbypr

Germany / Himeuunna

Ursofalk 500 mg Tablets (A}

URT_WO0506_M32P5|_master Version 05 445

Number of Manufacturing License Losan Pharrma GmbH:
DE_BW_01_MIA 2023 0123 from 22.12.2023

Homep mitensii va supoGuuurso Jlosan dapma I'm6X:
DE_BW_01_MIA_2023 0123 riz22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW 01_GMP_2024 0001 from 20.07.2023 til]
19.07.2026

Howmep ceprudirary GMP Jlozan Papma I'mMOX:
DE_BW_01_GMP_2024_0001 8ix 20.07.2023 no
19.07.2026

Number of Manufacturing License Losan Pharma GmbH:
DE BW_01_MIA_2023 0123 from 22.12.2023

Howmep niuensii ue supoGuuurso Josan Qapma TMOX;
DE_BW_01_MIA_2023 0123 sin 22.12.2023

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2024 0001 from 20.07.2023 till
19.07.2026

Homep cepradirary GMP Jlozan Dapma I'mEX:
DE_BW_01_GMP_2024 0001 iz 20.07.2023 10
19.07.2026

Number of Manufacturing License Losan Pharma GmbH:
DE_BW 01_MIA_2023 0123 from 22.12.2023

Homep ninensii va supofunnreo Josan DPapma I'MEX:
DE BW_01_MIA_2023 0123 Bin 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 Josan Dapma ['mEX:
DE_BW_01_GMP_2024_0003 Bix20.07.2023 1o
19.07.2026

Number of Manufacturing License Dr. Falk Pharma
GmbH:

DE_BW_01_MIA_2021_0020 from 17.02.2021
Homep siversii va BupoBminrso Mp. danki Papma
I'mbX:

DE_BW_01_MIA_2021_0020 sin 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 ceprudiraty GMP [y, ®ansx Dapma I'mM6X:
DE_BW_OI_GMP_2023_HOO41 Bin 15.11.2022 no
14.11.2025

appioved on 11.07.2017
Bateh number: L24000A




Dr. Falk Pharma GmbH

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 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.

J1, wo Hikye nixnucascs, 3acsizuyso, wo BHIEHABEHEHA Cepidl € NOCTOBIPHO TouHOW, Hana cepia mpomyxkuil Gyna
BUpoBneHa (BRIMAI0YH YNaKoBKY/MAPKYBaHHA) | NpoBeNeHHH KOHTPONE 11 AXOCTI Ha BHIIEIraflRHOMY BHPOOHIYOMY
BIAAiN y nos#il BignoRiARocTi 3 BUMOTAMH GMP, scTaHOBIEHHUMY MicLeBHM PEFYTATOPHAM OPTAHOM, a TAKOXK ¥
BIATIOBinHOCTI 31 cnewudikauicio, sxa MicTHTLCH B peecTpaniitnomy mocke a6o Toprosiif aiuensii XpaiHA-EHpoOHK KA
a60 kpalHu-iMnoprepa, AKIIO HPOYKUiA IMIopToBana, Ui B A0Cke crienubikaLiil na TipenapaT ATd HOCHiDKYBaKoro
Tikapeskoro acoby. [Tpotokony BHpPOOHNITBA, YHAKOBKY Ta aHanizip Oynu nepernaHyTi | BeTaroBmeHO X
BiANOBigHicTs GMP,

Date and Signature:
Jlata ta nignuc:

Heuslor
Head of Quality Control
Qudlified Person

23 MAY 2024

Dr. Falk Pharma GmbH
@ Leinenweberstr. &
79108 Freiburg i, Br, Germany

Ursofalk 500 mg Tablets (UA) URT_W0500_M32P5! master Version 03 5/5 approved on 11.67.2017
Bateh number: L24009A
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AEPKABHA CJIYXBA 3 JIIKAPCBKUNX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI
npos. Hanii Ceitiaanot, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €PIIOY 37079055

BHUCHOBOK
TIPO AKICTH BBe3eHOro B Ykpainy JAiKapebKoro 3acoby

09.10.2024 Ne 52669/24/26

YPCODAJIBK
(waitmenyBanug nikapcskoro 3aco0y 3rifiHo 3 peecTpaniiaim NOCBiAYeHHAM)
TalJIeTKH, BKPHTI ILTIBKOBOYO oGosronKoro, 110 500 mr, o 25 TabaeToK y Oaicrepi; o 4
Outicrepn B xapronmii KopoOui
(dopma sunycxky, nosyeauns, pug NaKyBaHHS JIKapCEKOTO 3ac00y)

Homep peecrpaniitioro nocsizuenns UA/3746/03/01 CTPOK xif peecTpaniliforo nocsi e HeoOMexeHuii

Cepist stikapcskoro 3acoGy Ne L24009A - KinsxicTs BBe3eHOro sikapcskoro sacoby 2839

BupoGrux Hp. Pansk ®apma 'm6X, HiMegumna
(HaitMeRyBanms BUpPOGHIKA nikapcskoro 3acofy, kpaina TOXOJKEHHS)

Bgeseno B Vkpainy ' IIpusathe aKIioHepHe TOBAPHCTEO "HATYPDAPM", izenr. cox:

24930169

(saliMenyBanus ta kon 3a €IPIIOY ropuauynoi 0co6H abo npi3BHwe, iM's, M0 GaTEKOBL (isuynot
ocobu - nianpuemug, i micue NpoxXHBaNHA Ta peecTpanifinuil Homep o6ixoBoi KapTKH MNaTHHKA
Noxatkis abo cepis Ta HOMEp macnopta)

' Nporoeron eisyasnbnoro konrpomio six 09.10.2024 Ne 3458/10,

3a pesynpTaTaMH JepIKABHOrO KOHTPONIO BCTAHOBAEHO, IO nixapcbkuif  3aci6 BRezeHo B VxpaiHy 3
AOTPHMAHHSM BiMOr 33KOHOAABCTBA LIOKO 3a663NEYEHHST FKOCTI JIiKapChKHX 3ac06iB.

3 ACO5Ig
Eﬁii g N /
E) %‘;( -\q\ 4'0‘? IOO ;
iy Muxona XOJOLEHKO

(mimnuc) (iniuianm Ta npissue)
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