JEPXINKCITY XBA VKPAIHH
AEPZKABHA CJIIYKBA 3 JJIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ByI1. Bepesunaxisenka, 29, Kuis, 02098, ren./daxe: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BHUCHOBOK
Npo SIKICTH BBE3EHOI0 B YKpaiHy JiKapchKoro 3acody

13.04.2020 Ne 20349/20/26

YPCODPAJBK

(HaiimenyBanlia Tikapchkoro 3acofy 3riqHo 3 peecTpauiiHUM TOCB HHeEHIM)
kancynu 1o 250 mr; mo 10 xancyn y 6aicrepi; mo 1 Giicrepy B xopo0ui 3 xapTony

(hopma BumycKy, NO3YBaMHA, B NAKYBAHHS JIKApCEKOTO 3ac00y)

Homep peectpauiiinoro noceizuenns UA/3746/02/01 crpox aii peectpauiiisoro nocsingenns 09.10.2020

Cepin nikapeskoro sacoby Ne L19280C KinbKicTh BEE3EHOIO Jikapekoro sacoby 6450
BupoGuux Hp. Qampx Papma 'M6X, Himeuauna
(nafimenysanus BMpo0HMKa HiKApCHKOTO 3ac00Y, kpaina NOXomKeHHs)
Baeseno B Yxpainy HpusaTtHe akuionepue Topapucrso "HATYPOAPM", igent. xox:
24930169

(Hafimenynanns Ta xon 32 CAPIIOY topumiunoi ocobu abo npisariue, in's, no Gatekosi (izmanoi
0cobM - niAnpueMug, i Micte MPOXKKUBAHKS Ta pecerpanifinuii HoMep 00AIKOBOT KAPTKH MIATHMKA
nozaTkie abo cepix T2 HOMED NACTIOPTa)

[poroxen sisyaisnoro kourposio sin 13.04.2020 N 1200/1.

OHTPOMO BCTANOBIEHO, WO JiKapchKHi 3acid BmeseHo B Vkpainy 3

Ba WONO0 3a0e3NeUeHHA AKOCT JiKapChKuX 3acobiB.

/ Mukona XOJIOIEHKO

(nigrmc) (ininiany Ta npissuuie)
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Dr. Falk Pharma Gmij

Certificate of Analysis / Ceprugikar anasizy

Ursofalk®, 250mg capsules, 10 capsules in blister with Ukrainian and
English labeling; 1 blister in a box labeled in Ukrainian

Ypeodanei , xancys mo 250mr, no 10 KarCymn y GicTepi 3 MapKyBarHas
YKPATHCBKOIO Ta aHMIACLKOIO MOBaMH; 110 | Grictepy 8 kopobui 3
MaPKYBAHHAM YKPATHChKOIO MOBOI)

Product: / Mpoaykr:

Batch No.: / Mapris Ne; L19280C

Batch release date: / ara

BHITYCKY cepii:

Manufacturing date: / Nara 11.2019

BHPOGHMUTBA:

Expiry date: / Tlpuuaruuii o 11.2024

Batch size: / Posmip cepii: 56850 packs / 56850 yrakosok

Registration number in Ukraine:  UA/3746/02/01 from 09.10.2015 tif1 09.10.2020 /
/ Peecrpanifine nocsinuesus B UA/3746/02/01 i 09.10.2015 aikicauit 1o 09.10.2020

Yxpaini
Strength/Potency: / | capsule contains 250 mg ursodeoxycholic acid
Chna MVAKTHRHICTE: L kancysin mictwrs 250 M ypeomesokeHxonesa KueuoTa
t Test / Teeryenmuii napanmerp Specification / Crewndrirxangis Result / Macaaanis
Appearance white, opaque, hard gelatine capsules (size no. M, conforms
containing a white, compressed powder or granules
Onmnite Bini nenposopi teepni wenarunosi xancynu «0» possipy, | simuosizae
[0 MiCTHTSL Binwil crpecosanuit MOPOIISK ad0 Ipany i
Uniformity of mass = 18/20 + 5 % of the average mass 20720 T
(Ph. Eur. 2.9.5) 20720 £ 10 % of the average mass 20/20
Average filling mass: 330 mg + 5 % 330.0mg
Omitopinnicts macu 2 18/20 £ 5 % Bia cepennnoi macu 20120
reﬁp’ Dapm. 2.9.5) 20/20 ne nepenumye + 10 % aig cepeannol Mach 29"’20
B ] Cpeatiss Macca HANOBHEHHA: 330 Mr + 5 % 30,0
Disintegration time < |5 minutes 3 minutes
(Ph. Eur. 2.9.1)
Posnaganns < 15 xnrnus 3 xs.
[ (Cap. Papw. 2.9.1) ] . i N— ]

Ursofall Kapseln (UA)




Dr. Eﬁk Pharma GmbH

the main peak in the liquid chromatogram of the reference
selution correspond in shape and position to that of the
main peak in the chromatogram of the test solution

or alternatively:
- HPLC-RID Uncorrceted retention times RT of the chromatogram of | conforins
the reference and test solution correspond

-TLC The retention factor RF of the spot in the chromatogram | conforms
of the refercnce and test solution correspond

Iacirindiranin
BEPX -DAD Heropexronaiii sac yrpusysaniz i Yb-cnewrp
TONIOBROIO MIKY 11 piAuunil xpomaTorpasi
CTAHAAPTHOFO POSUHHY BiLNOBIAAC 33 POPMOIO |
PO3TALIYBAIHAM FOJOBHOMY TIKY HA XpOMaTerpaMi
BANPOOYBAHOTO pO3UUHY.

BEPX -RID Hexopekrozaunii vac yrpimvypaing RT Ha XpoMatorpami | sianonigae
CTAH/APTHOrO POIYHHY Ta BHNPOBYRAOIo pusiimy
cnirfajac,
THIX dartops yrpimysarns RF nnasu ga XpoMarorpasi BUIMOBIAE
I N | CTAanZapTOro | BUAPOSYBALOID POIUUHIB BIAIOBIEAIOTD
Parity * chenodeoxycholic acid: < 1.0 % .
(HPLC-RID) lithocholic acid: < 0.1 %

cach unspecified impurity: < 0.1 %
total sum of impurities: < 2.0 %

@t / Tectyemuii napaserp lSpeciﬁcaliou / Cucundirauis [Result [ Hocunanus
Identity

(HPLC-DAD, HPLC-RID, TLC) !

- HPLC-DAD The uncorrected retention time and the UV-spectrum of | ---

q””‘fr‘_} y Xenoneoxcuxonena kucrota: < 1,0 % :
(BEPX-RID) Jlitoxonesa cuenora: < 0,1 %

Kowne nesmsuauena aomimgn: < 0,1 %
- 3arannia cyma somimor: < 2,0 % o ]
Assay 237.5-262.5 mg / capsule (95-105 %) 249.6 mg (= 100%)
(HPLC)
Kinbkicne Buinavyenns 237,5-262,5 mr y garcyni (95-105 %) 249,6 mr (= 100%)
(BEPX) _ i g g
Dissolution 60 minutes: individual values > 70 %, 94 %
{HPLC)
(Ph. Eur. 2.9.3)
Poswirnenis 60 xp.inampityansue ymaven = 70 % 94 %
(BEPX)
(€sp. dapm. 2.9.3)
Microbiological quality TAMC: < 10° cfug T
(Ph. Eur. 2.6.12/2.6.13, 5.1.4- D oItyMc: <102 cfg

E. coliabsentin I g
MikpoBionoridia uncrors % TAMC: < 10*KYO/r HEE i
(CBP. {[)leM. 2.6. 12/2.6.13, 5.1.4- | TYMC: < 10 KYQ/r :
_1) _ E. coli: mincytus/l r | o i

* Al mentioned impuritics represent by-products originating from the synthesis of the active ingredient
wrsodeoxycholic acid as it is verified during long-term stability tests. Therefore this test is nat performed
routinely (every tenth batch for quality assurance purposes).

Bel naneaeni nomiwy OPEACTABIHIOTE C000I0 MOBIvHI mpoykTH CHHTE3Y A0N0T pevionmin VXK, sk e
Gyuio ycratosneso npu HOBFOTPHBANMX BUnpoOyBanusx crabinsuoct. Qe manuii 1ecT e BUKOHYETHCA
DYTHHHO (Ha KOXKELT pecaTii UapTil B uinax 3abezneve s HKOCT).

#*  This test is not performed routinely, only in frame of the microbiological monitoring twice a year.
Tanuit TecT He nUKOHYCTLCH PYTHWIO, THIIC B pasKkax MikpoBionorimore MOHITOPMHIY Asiti ta pik.

Resull: / Pesynurar: f,‘E: approved / saTeepioreno O not approved / ve 3atsepakeio

Ursofalle Kapseln (11A) URC_W0250_M32PS[_master Version 14: Template UA RIA




Dr. Falk Pharma Gmm—?

Manufacturing site: / BupoGuus: Number of Manufacturing License Losan Phanna GmbH:
Losan Pharma GmbH / Jlosau Dapma TMOX DE BW 01

Otto-Hahn-Strasse 13, 15/ Orro-Xau-Ulrpacce 13, 15 MIA_2019_0105/DE_BW_01_Losan_Pharma

793935 Neuenburg / 79395 HoeuGypr Homep ninensii ua supofnuirso Josan Gapma TmBX-
Germany / Hiveuwsna DE BW_01_

MIA_2019_0105/DE_BW_0!_Losan_Pharma

Number of GMP-certificate Losan Pharma Gmbl:
DE BW_01_GMP_2019 0114 from 28.11.2018 1il]
28.11.2021

Homep ceprugirary GMP Jlozan Gapua [MGEX;
DE_BW 01 _GMP_2019 0114 ain28.11.2018 no
28.11.2021 pp.

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

BHITYCK Cepif KiHuenoro npoaykry:; DE _BW_01_MIA 2019 DOOYDE BW 0| Falk from

Dr. Fallk Pharma GmbH / dp.danex Papua [M6X 21.03.2019

Leinenweberstrasse 5 / HafiueeGepurrpacee 3 Hoastep aiuensii wa supotuunmeo Ip. dank Papaa MuEX:
79108 Freiburg / 79108 dpaiidypr DE BW_01_MIA_2019 0009/DE_BW 01 Falk nin
Germany / Himeugssa 21.03.2019

Number of GMP-certificate Dr. Falle Pharma GmblI:;
DE_BW_01_GMP 2017 1065 from 26.09.2017 6l
12.07.2020

Houmep cepradirary GMP [p.danni Dapaa FmdX:
DE_BW_01_GMP_2017_1065 six 26.09.2017 a0
12.07.2020

[, the undersigned, certify that the above batch is truly accurate. This batch (inciuding packaging/labeling) was
produced and subjected 1o 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 tmported, or in the product
specification file for the study drug. The Batch Manufzcturing Record, the Batch Packaging Record, and the Batch
Analysis Record have been reviewed and found to be compliant with GMP,

A, wo moxue nigmicascs, JACHTIYIO, IO BHUICHARE/ICHA €epiA € nocToBiproTOYHOW. Jana cepist npony ki Syna
supobiena (nkmovaioyn yrneronky/stapryBanis) i nposene it KOUTPOJIL 11 SCCCTT A BULIEIrANaHony BHPCOHUYOMY
BimnG y nosuill sinrosinnoct 3 srivarampn GMP, BeranosaeHMu Micuesiy DEIYJTOPHUM OPIalON, & TAKOK Y
BIUORIHOCTI 31 clewiidikalielo, ska MICTHTLEA 8 PeceTpauiiinoMy accee abo TOproxiil aigensii xpai-nupodiuxa
abo kpaii-iunoprepa, axuw MPOAYKLUIA IMOOPTOBAHA, UH B NOCLE crenmfixatiii Ha npemapar LOCALOKY BALIOre
Mikapeekoro sacoly, HMporokom: BUPOSHHLITEA, YNAKORKH Ta ananiis OVIIH NEpernaiyTi i BeTanoriens ix
BINTTOBiiicTE GMP.

N A o B .
Freiburg, [}Z. APR 2070 ! DpaiiGypr,
Qualified Person / Kpanidikonanuii haxisens aenapramenty KOHTPOIIO fkoCT]

@ J-p Tomac Dunrepxyr
(Dr. Thomas Fingerhut) /
W O-p Tomac Viasman
"~ (Dr. Thomas Uhlmann)
0 l-p Pyaonsd Benvrensm /
(Dr. Rudelf Wilhelm) #

0
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AEPIKABHA CIYKBA 3 JIKAPCBKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA y m. KHEBI

Byn. Bepesuaxinchka, 29, Kuir, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon CUPTIOV 37079055

BHUCHOBOK
PO AKICTH BBE3eHOTo B YKpainy JAiKapebLKoTo 3acofy
23.06.2023 Ne 32183/23/26
YPCOPAILK

(rafimenysanms AiKAPCLIOTO 3aC06y Irigno 3 peecTpAILIfHIM nocRineHHsM)
Kancyau no 250 mr; no 10 kaucya y daicrepi; mo 1 Guicrepy B Kopobui 3 Kapromy
{thopma sunycky, nosysawua, iy NaKyBAHHA NIKapebrOro 3ac08y)

Homep peectpaniituoro noceiguerms UA/3746/02/01 CTPOK i peecTpauiiinoro rocsiguenns HeOOMexeHMI

Cepist nikapeskoro sacofiy Ne L23026A KimskicTe sesenoro nikaperkoro sacosy 5760
BupoBuui Hp. Panex Papma 'M6X, HiMewusna
(HatimenyBaiius BUpOOHMKE NIKEPELKOTD 3acoly, kpaina noxomxcins)
Baeseno B Ykpainy ITpnparae akuionepne ToBapucteo "HATYP®APM", inenr. oa;
24930169

(naliMenypanus Ta kea 3a €/IPTIOY opuannot occobn abo npizeyile, iM's, 10 Bareros)]
(piantnol 0cobu - nianpremis, 1 micue BpOxUBaINA Ta feecTpanifrWil HoMep obnikosof
FapThN TURTHHEKA Togarkis aBo cepis Ta nomep HACCpIa)

MpoTokoa wisyassuoro wowrponio sin 23.06.2023 N 1741/6.
3a  peszyneraTamu ACPIKABAOILO  KOHTPOAID  BCTAHOBICHO, HIG mikapchkWi  3aci@  Breseno B Yxpainy 3
HOTpHMaHHHMﬂMQLQEjS:;onaBCTBa 1on0 330e3NeUEHHA AKOCT] NikapeLkux 3acodis.
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Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprugikar ananizy

Product: / INponyxt:

Baich No.: / [Taptia Ne:

Batch release dale: / flata
BUIYCKY Cepit:

Manufacturing date: / Hata
BUPOORKUTRA:

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

Registration number in Ukraine:
/ Peectpauiiine noceimuenns a
Yxpalni

Strength/Potency; /
Cuna nivArtuenicTs:

Ursofalk®, 250mg tapsules, 10 capsules jn blister with Ukrainian and English

marking; 1 blisters in a carton with a label in Ulkcrainian

Ypoogansk, kancymns no 250mr, o 10 kaneyn y BnicTepi 3 MapryBaHuam
YRPATHCBKOIO TA 2RI CLKO0 MozaMu; o | Grictepy B Kopodui 3 KApTOHY 3

MAPKYBAHHAM YKPaiHCEKOIO MOBOTO
L23026A

17, 4P 3023
01.2023
01.2028

23179 packs / 23179 ynakosox
UA/3746/02/01 from 07.10.2020 unlimited

UA/3746/02/01 min 07.10.2020 Abtcuuil Ha HeoGMeke Ui TepMin

I capsule contains 250 mg ursodeoxycholic acid
| Kancyau sictits 250 M YPCOACIOKCHXONEBAD T KHCITOTH

Test / Tecrycmui napamMerp | Specification / Cnenndixanin N Result / Aocinanms
Appearance white, opaque, kard gelatine capsules, size 0, containing a | conforms
white, compressed powder or granules
Qe Bini wenposopi teepni wesratusoni KaIcy i po3sipom Binnosinae
«0», u1o micTaTs Binmi CMpecoBaHWi nopomwok abo
FpaHyiu
Disintegration time £ 15 minutes 2 minutes
(Ph. Eur. 2.9.1}
Poanapauns < 15 xBynun 2 ¥B.
(€ep. dapwm. 2.9.0
Uniformity of dosage upits L1: 10 units tested: Acceptance value < 15.0 5.4
[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 -2 x 0.01yx M
Allsingle values 5 (1 + .2 x 001)x M
5.4

Oanopinniers noiosaunx
OAHHHLL
[pospaxyuxoso-rarosmii
sMeTon |

(€rp. ©.2.9.49)

L1: 10 recrosanmx omnumus:
Mpyiuarie 3mayenns < 15,0

L2: 10+ 20 TecTosanux OAHMHHUL!

[putusrue 3uavenns < 15,0

Bci sHarenua MaoTs snaxonmTaCh B TAKHX MEWKax:
Bei oxpemi anavenns 2 -12x001)xM

Bei oxkpemi suauenns S(I+L2x00DxM
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