AEPXIINKCITYKBA
JEPKABHA CJIIYIKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By, Bepesuskiscbka, 29, Kuig, 02098, ten./paxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €/[PTIOY 37079055

BUCHOBOK
Npo AKICTL BBE3eHOro B Y Kpainy JikapchbKoro 3acoly

02.03.2021 Ne 9432/21/26

YPCODAJBK
(HaiiMeHyBaHHA Nikapchkoro 3acoby 3rifHo 3 peecTpauifiHAM NOCBiAIenItIM)
cycnensis opanbHa, 250 mr/5 ma no 250 ma1 y exasmii muismuoi; mo 1 nusimui pasom 3 1
MIPpHHM CTAKAHYHKOM B KapTOHHIil KopoOui
(popma BHMycKy, N03YBAHHA, BUJ NaKyBaHHA fikapcekoro 3acody)

Homep peectpanifsoro nocsinuenns UA/3746/01/01 crpox aii peectpauifinoro nocsixuenns HEOOMEKEHHH

Cepin nikapeskoro sacoby Ne 200427A KinekicTh BBe3eHOrO Nikapeekoro sacoby 200
BupoGru«k Hp. Dansx Papma I'M6X, Hivegunna
(HaliMeryBamia BupoBHUKa JiKapcLKoro 3acofy, xpaina NOXOAXKEHNS)
Beeseno B Ykpainy Hpupatne akuionepue Topapucteo "HATYPO®APM", inenr. xop:
24930169

(waiimMenysanas ta kon 3a CAPIIOY 10prarunoi ocobu abo npissHile, im's, o Gatskosi disanol
ocobu - nignpuemua, Ti Micue NPOXMBAHHA Ta peecTpaLiitHui HoMep 0GMIKOBOT KaPTKH [IATHHKA
noaatkis abo cepis Ta ROMEp nacnopTa)

Ipotoxon sisyansnoro kourpomio six 02.03.2021 Ne 669/6.

3a pesynbTatamMHM OCPKABHOIO KOHTPONMKO BCTAHOBJIEHO, IO NiKAPChKHH 3aci6 mBBeseHO B YkpaiHy 3
JOTPHMAHHAM BHMOP 3aKOHORABCTRA ILOAO 3a6e3nedeHHA AKOCTI NIk bpKux 3aco0iB.

Havanpaux Muxona XOJIOJEHKO

(niprAc) (iniuiany Ta npizBuULLE)
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Dr. Falk Pharma GmbH

CEPTU®IKAT AHAJII3Y

Product: / [ponyxT:

Batch No.: / INapTis Ne:

Batch release date: / [lata sunycky cepii:

Manufacturing date: / Jara supo6uunrsa:

Expiry date: / Tlpnaatauil go:
Batch size: / Posmip cepit:

Registration number in Ukraine: /
Peectpauilire nocsisuenns B Ykpaiui

Strength/Potency: /
Cuna A/ AKTHBHICTS:

Ursofalk® 250 mg/5 ml suspension, 250 ml in glass bottles; | bottle with 1
measuring glass in a carton box with Ukrainian labeling

Ypcodansk, cycnensis opansHa, 250Mr/SMn no 250ma y nasmui Nel, 3
OAHUM MIPHMM CTAKAHYUKOM B KapTOMHiH kopoGLi 3 MapkyBaHHAM
YKPaiHChKOHO MOBOIO,

200427A
2.5. AUG. 7020

06.2020
06.2024
3221 packs / 3221 ynakosok

UA/3746/01/01 from 02.10.2015 tili 02.10.2020
UA/3746/01/01 Bin 02.10.2015 ailickuii o 02.10.2020

5 ml suspension contains 250 mg ursodeoxychelic acid
5 Mn cycnessii MicTHTE 250 Mn YpCOAE30KCHXONEROT KHENOTH

Test / Teeryemuiit napamerp Specification / Coeundikauis Result / Mocunanus

Appearance white, homogeneous suspension containing small air bub- | conforms
bles and with a lemon odour

3osuiwnii Burang Gina roMorenHa cycineH3sia 3 ApiGHUMH NOBITPAHHUMH BifTIOBiAE
OynsOawkamMy i TUMOHHHM 3aTTaX0M

pH 3.8-52 45

(Ph. Eur, 2.2.3)

pH 3,8-5,2 4.5

(Crp.®.2.2.3)

Density pzo approx. 1.09 g/m! 1.097 g/ml

(Ph. Eur. 2.2.5) (merely guide for converting weight into volume)

Cycruna pae npuba. 1,09 r/mn 1,097 rfmn

(€sp.P. 2.2.5) (emunmii nokasHHK ANa NepeBoiy Mack B 067em)

Viscosity 25-60 mPas 33 mPas

(Ph. Eur. 2.2.10) (20 °C, shear rate 1291 s7)

B's3xicTh 25-60 mlla 33 mlla

(Eep. . 2.2.10) (20 °C, weigkicts 3cysy 1291 ¢!

Redispersibility no sedimentation up to 2 minutes after shaking; conforms

(HPLQC) 90-110 % UDCA 100 %

Peaucnepenicrs HeMaeE QCiflaHHA 10 2 XB NicHs CTpYWyBaHHa Bifnosinae

(BEPX) 90-110 % YIXK 100 %

Uniformity of mass of deliv~ = 18/20 meanzx 10 % conforms

ercd doses {from multidose con- | 20/20 mean+20 % conforms

tainers

(Ph. Eur. 2.9.27)

OanopianicTs Mach 2> 18/20  cepeaue 3nauenus &= 10 % BiaMosigac

nikapeekoro 3aco0y B oawHiit 20/20  cepenHe sHaveHHs & 20 % BianoBinae

no3i Garatoao3zoBoro

KOHTEeliHepa

(Erp.9P. 2.9.27)

Ursofalk Suspension (UA)
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Dr. Falk Pharma GmbH
Test / Teetyemiii napamerp | Specification / Creundikauis Result / Mocnnanna
Filling volume (20 °C) 2250 ml (= 272.5 g)/boitle 250.0 ml
(according to USP/NF <698>, mean value (n = 10)
deliverable volume) no single value below 237.5 ml (= 95 %) 250.0 ml
06’em 3anosuenns (20 °C) B cepennboMy > 250 mn (= 272.5 ry/nnsmky 250,0 mn
(Bian. po ®.CILUA / H.b <698>, (n=10)
of’eM, 110 nepeHoCHTLCH MKOAHOTO IHAMBIAYANbHOTO 3HAYEHHS HIDKYE 237,5 mn 250,0 Ma

(=95 %)
Particle size {(microscopic) particle size of sample correspands to the authentic drug | conforms N
(Ph. Eur. 2.9.13) substance; 95 % < 30 pm
Poamip uacrox Poamip uacrok spaixa Bignosinae TaKOMY aBTEHTHYHOT Binnosigae
(Eep.®. 2.9.13, mMikpockoniz) nikapcekol cySeranuii; 95 % < 30 mxm -
Identity (HPLC)
- ursodeoxycholic acid the retention times of ursodeoxycholic acid and benzoic | conforms
— benzoic acid acid correspond to those of the reference substances conforms
— ursodeoxycholic acid (colour flaky grayish blue suspension conforms
reaction, Ph. Eur. Identity reac-
tion C})
Ineutnynicrs (BEPX) Hacu yrpumManis Gen3oiinol kHenoTH Ta ypconesokcuxo- | pianosiae
~ YPCOIE3OKCHXONIERA KMCIOTA | NEBOT KHCIOTH BiANOBIAAIOTE TAKHM pedepeHTHOro BiANOBINAE
— Benzoiina kHcnora CTanpapTy Bianosinac
— YPCONE30KCHXONEBa KHCI0Ta [nacTisuara cipysaro-Gnakurna CycrneHais
(€Rp.D., peaxiiin inenTuunocTi
<)
Assay (HPLC)
— ursodeoxycholic acid 50.00 mg/ml £ 5 % (47.50-52.50 mg/ml) 50.40 mg/ml
— benzoic acid 1.500 mg/mi+ 5% /- 10 % (1.35-1.575 mg/ml) 1.499 mg/mi
Kinbkicie suznaucnus (BEPX)
— YPCOAC30KCHXONEBa KHCIIoTa 50,00 mMr/mn + 5 9% (47,50-52,50 mr/mn) 50,40 mr/mn
— Bensolina kucora IJMMHM+5%/JO%UQ&LHSWMM 1,499 mr/mn
Purity * cholic acid (TLC): 0.2 % *
(HPLC, TLC) ursocholic acid (TLC): < 0.25 %

chenodeoxycholic acid (HPLC): < 1.0 %

tithocholic acid (TLC): < 0.1 %

individual related compounds (HPLC): < 0.2 %, each

sum of individual related: < 0.5 %

unspecified impurities, each: < 0.2 %
Wi % total sum: 2.0 % "
(BEPX, TLLX) Xosesa kucnora (TIHX): 0,2 %

Ypcoxonesa kuciorta (TLIX): 0,25 %

XeHoaesoxcuxonesa kucnoTa (XOXK) (BEPX): < 1,0 %

Jlivoxonesa kucnora (TLUX): < 0,1 %

Oxpemi copiteni cionyku (BEPX): £0,2 %, xoaHa,

Cyma oxpemux cnopignennx cnonyk: < 0,5 %

Koxua nepnsuavena nomimka: € 0.2 %

Sarampha cyma: < 2,0 % ]
Microbiological quality TAMC < 10%m] < 20/ml
(Ph. Eur. 2.6.12/2.6.13, 5.1 41} | TYMC < 10"/ml < 10/ml

E. coli absentin | ml absent in 1 m|
Mikpobiosioriuna ynerora TAMC < 10¥ml <20/mn
(Erp.®. 2.6.12./2.6.13 TYMC < 10%ml </110/M11

0/1 mn

*

*

Ursofalk Suspension (UA)

5.1.4-1)

E. coli BincyTHi B 1 Mn

All mentioned impurities represent by-products originatin
cholic acid as it is verified during long-term stability tests
Consequently this test parameter was continued only for v

Bci aragani gomiwku apnsiors coboo noBiuni
Gyno ninTeepakeno npotarom AOBTOTPHBANOT

URU_

. There are no potential decom

WO0250_M32PS1_master Version 13; Template UA 2014

erification purposes during the stability
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Dr. Falk Pharma GmbH

Heninomi. OTxe Uell NapaMeTp NpoOBXyBann TOCAiHKYBATH AHILE B LinAX KOHTPO/IO NIPOTATOM TeCTYBAHHA
crabinbHocTi,

Result: / Peaynnrar: ,Q approved / 3aTeepmkeno O not approved / He 3aTBEpLKEHO

_ Susanne Schweizer
Aok Teamlead QA Pharmaceutical Projects
Qualified Person

2 5 'AUS. 2020 DR. FALK PHARMA GmbH

Leinenweberslr. 5
D-79108 Freiburg
Germany

Ursofalk Suspension (UA) URU_W0250_M32P351_master Version 13; Template UA 2014




Dr. Falk Pharma GmbH

Manufacturing site: /BupoGHux: Number of Manufacturing License Vifor AG:
Vifor AG / Bithop A’ Ne 511101-102608726 from 03.04.2019
Zweigniederlassung Medichemie Ettingen / Howmep niuensii va BupoBHuuTBO Bichop Al™:
Ugaiinigepnaccynr Menixemi EtTinren Ne 511101-102608726 rin 03.04.2019
Brithlstrasse 50 / Bpronswtpacce 50

Switzerland / Llsefiuapis Number of GMP-certificate Vifor AG:

Ne 17-0868 from 03.05.2017
Homep ceprupixaty GMP Bigiop AT
Ne 17-0868 8in 03.05.2017

Batch release of finished product: / Binnosinansuii 3a Number of Manufacturing License Dr. Falk Pharma GmbH:

BHIYCK Cepil KillLeBoro mpoaykTy: DE_BW 0 I_MIA_2010_0027/DE_BW_01 Falk from
Dr. Falk Pharma GmbH / JIp. ®ansx ®apma [M6X 01.04.2010

Leinenweberstrasse 5 / Naiineebepurrpacee 5 Homep niuensii Ha supobunuTEO Hp.Panex dapma M'veX:
79108 Freiburg / 79108 dpaitbypr DE BW 0I_MIA 2010_0027/DE_BW 01 Falk pia
Germany / HiMeuuusa 01.04.2010

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

Homep ceprudikaty GMP [lp.®anbk Papma TmoX:
DE_BW_01_GMP_2017_1065 gin 26.09.2017 o
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 preduction 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.

A, wo Muxe mignucascs, 3acBiguyio, o BHIUCHABENEHA CEPIA € LOCTORIPHO TouHON, [ana cepis npoaykuii 6yna
eupobnena (Bkouaouu YTAKOBKy/MapKyBanis) | NpoBeAeHHii KOHTPOND 1T AKOCTI Ha BHLUE 3raflaHoMy BHpPODHUUOMY
Biini y NoBHi# BinOOBINHOCTI 3 BUMOramy GMP, acTaHoBneHuMU MicLeBUM PErYNSTOPHUM OpPTaHOM, @ TAKOK Y
BiAnosigHocTi 31 cneundikaiticto, axka MicTHTLCH B peectpauifisomy nocse abo TOprosii siueHsii KkpaiHu-BHpoGHMKa
abo kpainu-iMnoprepa, akio npoayKiis iMnopToRaHa, Yi B Aocke cieuMrikawii Ha Npenapat Afif A0Ci Ky Baxero
nikapcekoro sacody. [poTokoin BHPOOHHUTEA, YNaKoBKM Ta aHanisie Gynu NEPErNANYTI | BCTAHOBJIEHD iX
signosigHicTs GMP.

Freiburg, / ®paiiGypr,

Qualified Person / Keanithikorauuit daxiseus JeMapTaMeHTy KOHTPOIIO SKOCTI

,-f‘:mx
ey Qg "\.\
[
a Dr. Thomas Uhlmann ol %
o Dr. Rudolf Wilhelm
a Johannes Heusler 75 AUG. 2020 o
o Heike Meichsner
oy Susanne Schweizer
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