JEPAUIKCITY KBA
NEPKABHA CJIYIKBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

syn. Bepeanskiscbka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dIs.gov.ua,https://www.dls.gov& Koa €JIPTIOY 37079055

BUCHOBOK
Mpo sIKicThL BBE3eHOro B YKpainy AiKapChKOro 3acody

01.10.2020 Ne 51789/20/26

YPCODAJBK

(HaiimMenyBaLns Nikapeskoro 3acoby 3TIAHO 3 peeCTPauiHHUM [I0CH AIEHIIM)
rancyan mo 250 mr; mo 25 kareyJ y 6aicrepi; mo 2 Oaicrepu B Kopobui 3 KAPTOHY
(popnta BHIYCKY, M03YBaHIA, BUA NAKYBAHHEA nikapesKroro 3acoty)

Homep peecTpauiiiHoro nocsinueH s UA/3746/02/01 crpok sil peecTpauifiHoro nocsia4eHHs 09.10.2020

Cepis nikapcskoro sacoby Ne L19279A KinbkicTh BBE3EHOTO Aikapesxoro sacoby 900
BupofGHuk Hp. ®anek Papma IMv6X, HiMeuunua
(Ml a1 BUPOGH WG ikapubikoro 3acoly, Kpaiti MOXO/IKEHHR)
Beeseno s Yrpainy [pusarTHe aKLioHEpHE TOBAPHCTEO "HATYP®APM", inenr. xon:
24930169

(iafimenysants Ta xoi sa CLPTIOY 1opuaniHol ocobi abe mpizauiue, iv's, no GarLkosl iznunol
0coBH - niAnprenUs, T Micue POHKUBAHHA T peceTpauifiymi noMep abnikoBol KApTKY ONATHMKA
nonarTkis abo cepis Ta HOMEP NAcIopTa)

TpoTokon sisyansnoro kontpomo sin 01.10.2020 N 2969/4.

33 pesynbTATaMH  AEpIKABHOrO  XONTPOMIO  BCTAHOBJICHO, ue Jikapcbkuii  3aci0  BBE3CHO B YkpaiHy 3

NOTPHMAHHAM BHMOr 38KOHOA2BCTEA LLOAOD sabeaneueHHs AKOCTI siikapebrUX 3acoBis.

Mukona XOJOAEHKO

(niame) {isiuianm ta ApizBHILE)
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Dr. Falk Pharma GmbH

Certificate of Analysis / CeprugixaT anamizy

Product: / Tlpoaykr:

Batch No.: / Tlapris Ne:

Batch release date: / ara
BUITYCKY cepii:

Manufacturing date: / JTata
BHpOOHAUTBA:

Expiry date: / TIpunatnuit no:

Batch size: / Poamip cepif:

Registration number in Ukraine:

/ Peectpauitive nocsiguenns B
Yxpaiui

Strength/Potency: /
Cuna nii/AKTHBHICTB:

>

Ursofalk®, capsules 250 mg, 25 capsules in blisters; 2 blisters in a carton box

with Ukrainian labeling

Ypcodanek, kancynu no 250 mr; no 25 xancyn y 6nicrepi 3 MAapPKYBaHHAM
YKPaTHCBKOKO Ta aRIMHCLKOIO MOBaMu; 1o 2 6aicTepy B Kopobi 3 kapToHy

3 MapKyBaHHAM YKPAIHCHKOI MOBOIO.

 L19279A

13.02.2020
11.2019

11.2024
22852 packs / 22852 ynaxopok

UA/3746/02/01 from 09.10.2015 till 09.10.2020 /
UA/3746/02/01 8in 09.10.2015 niitchuii a0 09.10.2020

I capsule contains 250 mg ursodeoxycholic acid
1 kamcymu MicTHTB 250 MF ypcone3okcHXonera KHCIoTa

Test / Teeryemuii napamerp

Specification / Cneundikauin

Result / Mocaanns

Appearance

white, opaque, hard gelatine capsules (size no. 0),
containing a white, compresaed powder or granules

Conforms

Onxnc Bini Henposopl TBEPII XKENaTHHOB Kancynu «0» posmipy, | Bianosixae
1o micTave Ginuli copecosannii nopomok aGo IpaHyJu

Uniformity of mass > 18/20 + 5 % of the average mass 20/20

(Ph. Eur. 2.9.5) 20/20 % 10 % of the average mass 20/20
Average filling mass: 330 mg+ 5 % 327.7 mg

OnuopiaunicTs Mach > 18/20 + 5 % Bin cepennboi Mack 20/20

(€Bp. Dapm. 2.9.5) 20/20 ne nepesumye + 10 % pin cepenrsol Mack 20720
Cpenuna Macca HanoBHerHS: 330 Mr+ 5% 327.7 wr

Disintegration time < 15 minutes 3 minutes

(Ph. Eur.2.9.1)

Posnapanus < 15 XBHIUH 3 xB.

(Erp. Vapm. 2.9.1)

Ursofalk Kapseln (UA)

j .
Fﬂf’ A /5/;357/ M L340 Q40

URC_W0250_M32P51_master Version 14; Template UA
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Dr. Falk Pharma GmbH

Test / TecTyemuii napamMerp Specification / Cneundikanis Result / Toennanusn
Identity
(HPLC-DAD, HPLC-RID, TLC)
- HPLC-DAD The uncorrected retention time and the UV-spectrum of [ ---
the main peak in the liquid chromatogram of the refercnce
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 | Conforms
the reference and test solution correspond
-TLC The retention factor RF of the spot in the chromatogram | Conforms
| of the reference and test solution correspond
Inentndikauin ) _
BEPX -DAD Hexkopekropanuii wac yrpumysanns i V@-criekTp -
TOJIOBHOTO MiKy Ha PiIHHHI XpomaTorpami
CTAHNAPTHOTO PO3YHHY BiAMOBiNac 3a hopmoto i
PO3TALIYBAHHAM IONOBHOMY MiKY HA XPOMaTOrpami
BHIPOOYRAHOrO po3umHy.
Bianoeizae
BEPX -RID HekopekroBauuii yac yrpumysanus RT ua Xpomarorpami
CTAHAPTHOrO PO3UHHY Ta BHIPOGYBAHOTO PO3UHHY
cniBnanae. '
Binnosinae
TIHIX Daxtopu yrpumysanua RF mwisaMu Ha XpoMmaTtorpami
CTAHAAPTHOTO | BUIPOGYBAHOIO PO3YMHIB BiINOBIIAIOTE
Purity * chenodeoxycholic acid: < 1.0 % 0,10%
(HPLC-RID) lithocholic acid: < 0.1 % : <0,05%
each unspecified impurity: < 0.1 % 0,06%
arcrora * total sum of impurities: 2.0 % g: fg:f
XeHOIe30KCHXONERa KHCIIOTA: < 1,0 % 3l
(BEPX-RID) Jlitoxonesa kucnota: < 0,1 % <0,05%
Koxwua nepnsnavena nomimka: < 0,1 % 0’062/"
3aranena cyma flomimox: < 2,0 % 0,16%
Assay 237.5-262.5 mg / capsule (95-105 %) 249.0 mg (=97 %)
(HPLC)
. . v S 3 = 0,
:{BUE'I:;I}C(I;!HC BHIHAYEHHS 237,5-262,5 mr y kancyni (95-105 %0) 249,0 mr (= 97 %)
Dissolution , 60 minutes: individual values > 70 % 98 %
(HPLC)
(Ph. Eur, 2.9.3)
Posunmenus 60 xp.:inauBinyansue anavenns = 70 % - |98 %
(BEPX)
Epp. ®apm. 2.9.3)
Microbiological quality ** TAMC: < 10° cfu/g Conforms
(Ph. Eur, 2.6.12/2.6.13, 5.14-1) | TYMC: <102 cfu/g Conforms |
E. coli absentin 1 g Conforms
MikpoGionoriuna uncrora ** TAMC: < 103KVO/r : Binnosigae
(E€sp. dapm. 2.6.12/2.6.13, 5.1.4- TYMC: < 10 KYO/r . Binnosigae
D E. coli: mimcyrns/lr Binnozinae

All mentioned impurities represent by-products originating from the synthesis of the active ingredient
ursodeoxycholic acid as it is verified during long-term stability tests. Therefore this test is not performed
routinely (every tenth batch for quality assurance purposes). .
Bei Haseneni gomimkn npeacrasnsmors cooio noGiuni NIPORYKTH CHHTE3Y Ait0u0i pevdosnun YIIXK, sptie
0yno BCTaHOBNEHO NPH HOBTOTPHBANMX BHNIPOGYBAHHAX cTabinbHOCTI, OTie HAaHHH TECT He BHKOH '
PyTHHHO (Ha KOXHlH AecATil mapTii B wingx 3aGe3nesenus AKOCTI),

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

HaHuii TECT He BHKOHYETECA PYTHHHO, JIMIIe B paMKax MikpobionoriuHoro MOHITOPHHETY aBiui

Result: / Peaynprar; ﬁl approved / sarsepmxeno O not approved / He 3aTBep
Ursofalk Kapseln (UA) ‘URC__WOZEU_QM}ZPS 1_master Version 14; Template UA




Dr. Falk Pharma GmbH

Manufacturing site: / Bupobrsik:

Losan Pharma GmbH / JTosan ®apma I'M6X
Otto-Hahn-Strasse 13, 15 / Otro-Xau-Ulrpacee 13, 15
79395 Neuenburg / 79395 Hoenbypr

Germany / Himewuuna

Batch release of finished product: / Bianogizansnuii 3a
BUNYCK cepii KiHUEROro NpoaykKTy:

Dr. Falk Pharma GmbH / [ip. ®asnek ®apma I'm6X
Leinenweberstrasse 5 / JlakuBeGepiurpacce 5

79108 Freiburg / 79108 ®paiiGypr

Germany / HimeqyHna

Number of Manufacturing License Losan Pharma GmbH:
DE_BW _01_MIA_2017 1036/DE_BW 01 Losan Pharm
a from 03.08.2017

Homep niuensii na supo6auutso Jlosan dapma Tu6X:
DE BW_01_MIA_2017_1036/DE_BW_01 Losan_Pharm
a from 03.08.2017

Number of GMP-certificate Losan Pharma GmbH:
DE BW_01_GMP_2016 0128 from 28.10.2016 til]
21.06.2019

Howmep cepruikary GMP Jlozan dapma [m6X:
DE BW_01_GMP_2016_0128 from 28.10.2016 till
21.06.2019

Number of Manufacturing License Dr. Falk Pharma GmbH:
DE_BW_01 _MIA_2019 0009/DE_BW 61 Falk from
21.03.2019

Howmep miuensii Ha BupoGuuuTeo Jp.dansk Papma 'M6X:
DE_BW_01_MIA 2019_0009/DE_BW 01 Falk sig
21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE BW_G1_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Homep ceprudikatry GMP J[p. dansk Mapma I'moX:
DE_BW_01_GMP_2017_1065 Bin 26.09.2017 no
12.07.2020

I, the undersigned, certify that the above batch is truly accurate. This bateh (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 1o be compliant with GMP,

A, wo mmxue ninucascs, 3ACBIAUYYIO, WO BHILEHABEEHA CEpif € AOCTOBIPROTOUHOI. [ana cepis npoayxuii 6yaa
Brpobiena (Bkmovaioun YIAKOBKY/MAPKYBaHHA) | IpoBeAeHNH KOHTPOAb 1 AKOCT] Ha BHLLE3TANAHOMY BUpOOHKOMY
BIALINI ¥ NOBHIH BIAROBIAHOCTI 3 BUMOTaMu GMP, BcranosnenuMn Micuesnm Pery/IATOPHHM OPTaHOM, 2 TAKOXK
BIANOBIAHOCTI 31 cenudikartieto, sxa MicTuTLCH B peecTpauiitHoMy xocke afo Toprosiit niuewsiy KpaiHW-BHpOOHMKa

abo xpaiuu-iMnoprepa, Ak 1ponykuis iMnoproeaua,

nikapckicoro 3acoby. [TpoTokonu BUPOOHMLTE], YIAKOR

BiznosiaHicTs GMP.

Freiburg, 13.02.2020/ ®pak6ypr, 13.02.2020

44 B 0ChE Crenpmikaniii va npenapar Ans A0CIiAKyBaHOTO
KH Td aHanizie Oysiu neperfiasyTi i BCTAHOBNEHO iX

Qualified Person / Keanigixosanmit thaxiBeLs ENAPTAMEHTY KOHTPOIO AKOCTI

] Dr. Friedrich-Wilhelm RuBkamp
Dr. Thomas Fingerhut

) Axel Baycan

o Dr. Rudolf Wilhelm

Ursofalk Kapseln (UA)

URC_W0250_M32P51_master Version 14; Templale UA
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