Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudixar anaisy

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

Product: / IpoxyxT:

Batch No.: / Cepis Ne:

Batch release date: / lata Bunycky
cepii:

Manufacturing date: / [Jata
BHpOOGHHULTBA:

Expiry date: / [TpuaaTauii no:
Batch size: / Po3mip cepii:

Registration number in Ukraine: /
PeecTpaliliHe NocBigueHHA B
VkpaiHi

Strength/Potency: /

Cuna piV/AKTHBHICTE:

box with Ukrainian labeling

Ypcodanek, TabneTkH, BKpUTI M1iBKOBOK 06010HKOI0, 110 500 MF; 1o 25
Tabnetok y Gnictepi; no 1 6nicTepy B kOpo6Li 3 KapTOHY 3 MAapKYBAHHAM

YKpaiHCbKOIO MOBOIO

L20024A
28, MAI'2020

01.2020
01.2024
8817 packs / 8817 ynakosok

UA/3746/03/01 from 18.12.,2015 till 18.12.2020/
UA/3746/03/01 Bix 18.12.2015 nificuuit mo 18.12.2020

1 tablet contains 500 mg ursodeoxycholic acid
1 Tabnerxa micTHTb 500 Mr YpCcOne3OKCHXOAEBOT KUCIOTH

RO3yBaHHSA
[BapiloBaHus macu]
(Esp. . 2.9.40)

L1: 10 TecTOBAHUX OAHHHLb: TpuitisTHe 3HaueHns < 15,0
L2: 10 + 20 TecToBaHux oauHHUL: [IpHHHATHE 3HaueHHA < 15,0
Bci 3HaY€HHS MalOTh 3HAXOAKUTHCH B TAKUX MEXaX:

Bci okpeMi 3HauedHs >2(1-L2x0,00)xM

Bci okpemi 3Havenns  <(1+L2x0,01)xM

Test / TecTyemuit napamerp Specification / Cneundikauis Result /
IMocunanus
Appearance White, oblong tablets equipped with a double-sided breaking conforms
notch
3oBHiwHiIli BUras Bini abo maibxe 6ini nosracti TabneTku 3 Haciukow 3 060X Bianosinae
CTOpiH
Disintegration time < 15 minutes 4 minutes
(Ph. Eur. 2.9.1)
Yac pesinterpauiv < 15 XBUIUHK 4 XBWIHMH
MKK 1.4, (€sp. ®.2.9.1)
Uniformity of dosage units L1: 10 units tested: Acceptance value < 15.0 1.0
[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 -L2x 0.01) x M
All single values < (1 +L2x0.01) x M
OnHopinnicTs oaAHHKUL 1,0

Residual Solvents*

(Ph. Eur. 2.4.24)
3annmkoBHil pO3UHHHHK*
MKK n.4, (€sp. . 2.4.24)

Ethanol <0.5 %

Eranon £0,5 %

Q. R4 @
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Dr. Falk Pharma GmbH

Test / TecTyemuit napamerp Specification / Creundikauis Result /
Mocunauun
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
LnenTndirauis MKK n.$,
(BEPX-RID, BEPX-DAD,
TXLI) Hesunpasnennit yac yrpumanns Ta YO-CrekTp OCHOBHOTO MiKy | ---
- BEPX-DAD Ha PiXHHHI# XpoMaTorpaMi CTaHAAPTHOrO PO3UMHY BiLNOBIdac 3a
(hOPMOIO i NOJI0XKEHHAM OCHOBHOMY MiKy Ha XpOMAaTorpami
PO34HHY 3pa3ka
A60 anbTepHaTHBHO:
- BEPX-RID Hesunpasneni wacu ytpiumanns RT Ha xpomaTorpaMax BiAnoBigae
pe)epeHTHOrO i TECTOBAHOrO POIUHMHIB CTIiBNAAAITH
-TUIX ®axropu yTprManus RF nusmy Ha xpoMatorpamax Binmosinac
pedepeHTHOro | TECTOBAHOTO PO3YHHIB CHIBIAZAIOTE
Assay 475-525 mg/tablet 501 mg/tablet
(HPLC) (95-105 %) (= 100 %)
Busnavennn MKK n.6, (€sp. ®. | 475-525 mr/rabnerky 501 mr/rabnerxy
2.2.29), (BEPX) (95-105 %) (=100 %)

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

Method B:

Method A and B:

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

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

Level | N | Acceptance criteria
-30 min S1 6 all individual values > 85 %
(Q=280%)
S2 12 | mean value > 80 %, individual
values > 65 %

A 92 %; B 96 %
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Dr. Falk Pharma GmbH

Test / Tectyemuit napamerp Specification / Cneundikauis Result /
TMocuaanun

Posuunenns MKK n.7,
(€sp. d.2.9.3/ O.CLIA <711>)

Meron A: Kniwkose cepenosue (octaruuii 6ydep, pH 7,5, 3 -

TiIpOKCHMPOMNiN-UKKAOAEKCTPUHOM)
Mevon B (®.CLLA 27): Kuwkose cepenosuiie (docgarnuii 6ydep, pH 8,0, sianosinHo

Ao MoHorpadii ,, Tabnetrku Ypcoaiony™)
Mertoa AiB: PiBens N Kpurepii_npulinaTHoceti

- 1 1 i 9,
30 x8 S1 6 égﬂ:ﬂég);zr)mm 3HaueHHs 2 85 % A 92 %: B 96 %
S2 12 cepenHe 3HaueHHs = 80 %
iHAMBiRyansHi 3HaueHHs = 65 %

Purity * (Ph. Eur. 2.2.29) Chenodeoxycholic acid: <1.0% *
(HPLC-RID) Lithocholic acid: <0.1%

Each unspecified impurity: <0.1%

Total sum of impurities: <20%
Yucrora * MKK n.8, (€sp. ®. XeHonezokcuxonesa KMcnoTa <1,0% *
2.2.29) (BEPX-RID) JliToxonesa kucnota <0,1 %

KoxHa HeBu3HaueHa noMilika <0,1 %

3aranbHa cyMa JOMilIOK <20%
Microbiological quality ** TAMC: < 10°CFU/g *x
(Ph. Eur. 2.6.12/2.6.13) TYMC: < 102CFU/g

E. coli: absentin 1 g

(according to Ph. Eur. 5.1.4-1)
MikpoGionoriuna sikicTs ** TAMC: <10°KYO/r * %
MKK n.10, (€sp. Dapm. TYMC: < 102KYO/r
2.6.12/2.6.13) E.coli BiOCYTHI/1 T

(Esp.D. 5.1.4.-1)

* first ten production batches, then every 10t batch, at least two batches per year
nepii AecATs BUPOGHUUMX Cepil, MOTiM KoXHa fecATa cepis, LoHalMeH e 18 cepii Ha pik

bk this test is not performed routinely, twice a year

LeM TECT HE BUKOHYETBCH PYTHHO, ABiYi Ha pik.

Result: / PesynpTar: M approved / 3aTBepKeHO (] not approved / He 3aTBEpIKEHO
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Dr. Falk Pharma GmbH

Manufacturing site: / Bupo6uuxk: Number of Manufacturing License Losan Pharma GmbH:
Losan Pharma GmbH / Jlozan ®apma I'M6X DE_BW_01_MIA_2019 01 05/DE_BW_01_Losan_Pharma
Otto-Hahn-Strasse 13, 15 / Otro-Xan-LlItpacce 13, 15 HoMep niuensii Ha Bupo6HuuTBO Jlo3an Gapma MM6X:
79395 Neuenburg / 79395 Hoen6ypr DE_BW_01_MIA_ 201 9_0105/DE_BW_01_Losan_Pharma

Germany / Himeuuuna
Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2019_0114 from 28.11.2018 till
28.11.2021
Homep ceprudixary GMP Jlosan dapma IM6X:
DE_BW_01_GMP_2019 0114 Bin28.11.2018 no

28.11.2021 pp.
Batch release of finished product: / Binnosigansuu#i ~ Number of Manufacturing License Dr. Falk Pharma GmbH:
38 BUITyCK cepii KiHUEBOrO NPOLYKTY: DE_BW_01_MIA_2019_0009/DE_BW_01_Falk from
Dr. Falk Pharma GmbH / [ip.®anuk ®apma ['M6X 21.03.2019
Leinenweberstrasse 5 / Jisituse6eputpacce 5 Homep niueHsii Ha BupoGuuuTao JIp. ®ansk Gapma I'm6X:
79108 Freiburg / 79108 ®paiibypr DE_BW_01_MIA_2019_0009/DE_BW _01_Falk Bin
Germany / Himeyunna 21.03.2019

Number of GMP-certificate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2017_1065 from 26.09.2017 till
12.07.2020

Howmep ceprudixary GMP [ip.®ansk ®apma [M6X:
DE_BW_01_GMP_2017_1065 six 26.09.2017 no
12.07.2020

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.

A1, 110 HWXKYE NiANHCABCA, 3aCBiMYYI0, IO BHILIEHaBEAEHa cepid € 10CTOBipHO ToYHOM0. [laHa cepis npoaykuii 6yna
BHpOOneHa (BKITIOYAl0UH YNakoBKY/MAPKYBAHHS) i NPOBEAEHHA KOHTPOL ii AKOCTI Ha BHILE3ragaHOMy BHpOGHUYOMY
BiLini y nosHi# BiANOBiAHOCTI 3 BUMOraMu GMP, BCTHOBNEHUMM MiCLEBUM perynATOPHUM OPraHOM, a TAKOXK y
BiANOBiAHOCTI 31 crieuMdikaLieclo, ska MiCTHTLCA B peecTpalliliHomMy aocke abo Toprosiit iueHsii KpaiH1-BUpoGHHMKa
abo kpainu-iMnopTepa, AKiLO NPoLYKLis iIMIIOpTOBAHA, 4K B 10CkE creundikauiii Ha npenapar Ut NociKYBaHoro
nikapcskoro 3acoby. [TpoTokonu sUpoGHuLTBS, YMaKOBKH Ta aHasi3is 6ynu nepernanyTi i BcTaHOBAEHO iX
BinnosiaHicts GMP.

Freiburg, / Opaiibypr, 28, MAI 2020

Qualified Person / Ksanitikosanuii haxiseus AenapTaMeHTy 53353
&

(Dr. Thomas Fingerhut)
= JI-p Tomac Ynbman
" (Dr. Thomas Uhlmann)
o H-p Pynons¢ Bunsrensm
(Dr. Rudolf Wilhelm)

o /[J-p Tomac ®unrepxyT Z 5,
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JEPXIIIKCIIYXXBA
JAEP)KABHA CJYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJ1. Bepesnskiscbka, 29, Kuis, 02098, ten./dakc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kog €APITOY 37079055

BUCHOBOK
Npo sIKiCTh BBe3eHOro B YKpaiHy JIiKapcbKOro 3aco0y

09.12.2020 | Ne 68177/20/26

YPCODAJIBK

(naiiMeHyBaHHS JliKapCLKOTO 3acoby 3riaHO 3 peecTpauiiHUM NOCBiIAYEHHAM)
Ta6JeTKH, BKPHTI ILTIBKOBOI0 000,10HK010, M0 500 mMr no 25 Tabaerok y 6icTepi; mo 1
GJsiicrepn B KapTOHHI# KopoOui

(dopma BUNyCKY, JO3YBaHHS, BUJ NaKyBaHHA JikapceKkoro 3acoly)

Homep peectpauiiinoro nocsinuenns UA/3746/03/01 crpox aii peectpauiitoro nocsindenss HeOOMEKEHHH

Cepis nikapcbkoro 3acoby Ne L20024A KinbkicTb BBe3€HOr0 nikapcskoro 3acoby 900
Bupo6Huk Hp. @ansx @apma I'mM6X, Himeyunna
(uaitMenyBaHHs BUPOOHHMKA NiKAPCLKOrO 3acoBy, kpaiHa [MOXOMIKEHHS)
BeeseHo B Vipainy IpusarHe aknionepHe ToBapucTeo "HATYPOAPM", ixenr. kon:
24930169

(uaiiMenynanus Ta ko 3a €[IPTIOY ropuanuHoi ocobu abo npisuile, iM'a, no 6aTbkosi dizuynol
0cobH - nianpueMus, if Micue NpoXUBaHHs Ta peecTpauiiiHii Homep 06nikoBOT KAPTKM NIaTHHKA
nonarkis abo cepis Ta HoMep nacnopra)

TpoTokon Bizyanshoro koutpoao six 09.12.2020 Ne 3975/8.

3a  pesyNAbTaraMu  JEPXKABHOrO KOHTPOMIO BCTAHOBJIEHO, IO  JHKAPCHKM 3aci6 BBe3eHO B YkpaiHy 3
e

nOTpHMﬂHQ}ﬁIREﬁSmF.3afif€ﬁugnaacma wono 3abe3nevueHHs AKOCTi nixlcapm.xux 3aco6iB.
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Miuxona XOJIOOJEHKO

(nianuc) (ininianu Ta npisBuwie)

N /
HaqanL}{yI'R :

(nocan&Qa;pcoQa OpraHY. IEpaKaBHOr
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