JTEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEBI
npos. Haaii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPITOY 37079055

BUCHOBOK
Ipo AKICTL BBE3EHOr0 B YKpaiHy JiKapechKoro 3aco0y
04.06.2024 Ne 28692/24/26
YPCoOJliB

(uaiMenyBaBHA RKapebKore 3ac00y 3r1AHO 3 peccTpauifinm TTOCBI{HCHHAM)
kancysu no 250 mr; mo 10 kancya y 6aicrepi; no 5 guicTepis y kaproHuii Kopooui

(dopma BUTYCKY, RO3YBBHHSI, BIIL HAKYBAHHS Jlixapebkoro 3acoby)
Homep peectpauiiinoro nocsimuenta UA/] 2805/01/01 crpox At peccTpauiiiHoro nocsiMeHRs HeoBMexeHn i
Cepis nikapebkoro 3acoby Ne 24C12D1 KinpxicTs BBEICHOTO JTikapcbkoro 3acofy 14016

BupoGHuk Mera Jlandcaiiencis [Tabaix Komnani JlimiTen, Tainasg

(natiMeny Banps supobiica sixapebkoro 3acoby, kpaina AOXOMKEHHA)

Beeseno B Ykpaity ToBaPHCTBO 3 0GMEREHOI0 BIANOBIANLHICTIO "Mera
Jlaiideaitencis'', inen. ko 39405050

(nafimenyBaiin T8 KOA 38 CAPIIOY 1wopuauoi ocobu aGo npi3suIE, iM's, NO Garbroni
dizuauol ocoGu - niAnpHEMIB, 1T MiCIe TPOKUBAHHS Ta peecTpanifHui Homep o6nixosof
KaPTIH MTHUKA nosarkis abo cepist Ta HOMEp NacnopTa)

TMpoTOKON Bi3yaNbHOrG KOHTPOJIO BiA 15.04.2024 N 1247/1.
JlaGopaTopHnit aHanis AKOCTi JiKapcLKOro 3acofy snilicHenuii;

Jla6oparopis 3 KOHTPOJIIO sixocTi Jikapebkux 3acobis TOB "TTOBPOBY T-JHKUJIAB" (M. Kuis,
Bys1. Hosropoy-Ciepchka, 6yz.3, HOKWIIOBI NPUMILICHHS 92)
(HalMeiTy BaHHS T2 MiCIC3HAX 0K EHHS HaBopaTopil. wo uposesa naboparopuui ananis skocti)

BHCHOBOK OO $KOCTI J1iKapehkoro 3acoly, BULaHHA naGoparopieio in 03.06.2024 Ne 693-24
PesysbTaTh 1a60paTOPHOro aHANi3Y AKOCTI siiapekkoro 3acofy 3a yiepeBipeHuMu IOKA3HUKAMH BiJIIOBIAAIOTDH
BUMOTaM METOAIB KOHTPOMO AKocTi (ananiTiy HO-HOPMATHBHOT JOKY MEHTALLT).

3a pesynpTaramil  JACPIKABHOIO KOHTPOJI0  BCTAHOBJICHO,  1UO nikapesxuiyy3acib  BBE3CHO B Vkpainy 3

JOTPHMAHHAM BHMOT 33KOHOABCTBA oo 3aGesneuerus sKocTi Jlikapgh

Muxona XOJNOAEHKO

(1 pey (iniuianu Ta npiasnILe)
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‘ Mera Jlaiidcaiiencis INabnix Komnasi Jlimiten,
alpeca: 3ason Ne2, 515/1, Moo 4, Coi 8, benrny Iunacrpien Iereitr, [Tarrana 3 Poyn, ®paekca,
Myinr, 10280 CamyTnpaxapn, Tainanx

CEPTU®IKAT AKOCTI/ CERTIFICATE OF QUALITY

YPCOJIB, xaricysin 1o 250 mr Ne50 (10x5), no 10 xaneys y 6nicrepi, no 5 6icrepis y KapToHHii KopoGu
3 MApKyBaHHAM YKPATHCKOIO MOBOIO/

URSOLIV, 250 mg capsules, #50 (10x5), 10 capsules in blister, 5 blisters in cardboard box

with labeling in Ukrainian.

KoHa kancyna MiCTHTL: KHCJIOTY ypeoaesokeHxanesy — 250 mr/

Each capsule contains: 250 mg of Ursodesoxycholic acid

Na eepit / Batch No: 24C12D1 Po3mip cepii (kinskicTh ynakopok)/ Balch size (packs): 14016
Hara sarorosaenns / Mfg: 12/03/2024 Tepmiu npuaarwocri / Exp: 11/03/2026
Kontpoasnslii nomep /Control No: 24-0501 Ne ninensii / License No: J 1/2528
Peecrpauiiine nocsiguenns a3 /RC of drug: NeUA/12805/01/01

No GMP-PIC/S ceprudikara /certificate No: 1-2-07-17-19-00009

HOKAZHHUKM SKOCTI/ BUMOI'A CITELIMPIKALLLL / PE3YJILTAT /
S QUALITY ITEMS: SPECIFICATION REQUIREMENT RESULT

1. Onnc/ Henpo3opi A0Bracti 6111 ado maiixe Oii, TBepai | Binnosiaac /

Description awenaTHHOBI Kaneyau «0» posmipy, wo micrars | Complies

Giamii a6o maibke Glnnii rpanyabopaunii
nOpoIoOK/

Opaque white or almost white, hard gelatin
capsules, "0" size, containing white or almost white,
granular powder

2. Inewrudixamis:
Kucnora
ypconesokeuxonea /
Identification:
Ursodesoxycholic acid

A. TH-cnertp punpolyBaHoro 3pa3ka noBuHeH
pimosigaTy IY-cnexTpy crapgaprHoro 3pasxa
abo eTamouHoMy lll.-cne_lc'er KHCJIOTH
ypeoaesorcuxoiiesor (RS 402)/
A. IR-spectrum of testing sample must comply to
IR- spectrum of standard sample or
Ursodesoxycholic acid reference standard (RS 402).
B. Yac yrpumysains Ky KHCIOTH
YPCOAE30KCHX0/IeR0T Ha XpomMaTorpami
BHIIPOGYBAHOI'0 PO3HHIY MA€ BIANOBIAATH Yacy

Bianosijnae /
Complies

Bianosijgac /

YTPHMYBAHHSI TAKOTO 9 iKY HA XpOMaTOrpaml Complies

CTAHJIAPTHOTO PO3YUILY OTPHMAHHX B PO3ALI

«KinbricHe BH3HaUCHHD)/

B. Retention time of Ursodesoxycholic acid peak on

chromatogram of testing solution must correspond

to the one of standard solution, received in Assay.
3. Cepennsg Maca BMICTY 342,0 - 378,0 mr/xarcyny/ 357,6
kancyqn / Average fill 342.0 - 378.0 mg/capsule Mr/kancysy /
weight mg/capsule
4. Posnaganns / He 6inbwe 30 xa/ NMT 30 min Binnosixac /
Disintegration Complies
5. OAHOPIAHICTH TToBHHHa BIOBIAATH BUMOTAM / Bianosinae /
A030BAHNX OAUHMUL / To comply requirements Complies

Uniformity of Dosage Units

0. Posunnenust /
Dissolution

e memiie 75,0% Big 3assieHol KiiskocTti (Q)
PO3UMHAETLC 3a 45 XB/ o .
NLT 75,0% of labeled amount is dissolved in 45
min.

Bianosigae /
Complies
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7. Cynyrsi gominmeu: /
Related substances:

KMCJOTA JINTOX0J1eBa / IHe Gisbie 0,1/ NMT 0,1 % Bianosinac/
Lithocholic Acid Complies
kuenora xonesa/ Cholic He 6inswe 0,5/ NMT 0,5 % Bignosinae/
Acid Complies
Kuchora

XCHONE30KCHXO0JICRa / He Ginbie 1,5/ NMT 1,5 % Binnosinace/
Chenodeoxycholic Acid Complies
MHZANBHAYaAbHOT He 6insie 0,5/ NMT 0,5 % Bignosinae/
HeigeHTHdroBanof Complics

gomix‘l.um / Ind. non-
iden.impurity
8. KilibKicHe BH3HAMeHHsI:

Kucnota
ypCoae3oKeHxoIIeBast/ Or 237.5 Mr 10 262,5 mr/kancyay/ 2472
Assay: mr/kancyny/
Ursodesoxycholic acid 237.5 - 262.5 mg/capsule mg/capsule
9. Mikpobiosoriuna B T r npenapaTi monyckaersesi He ouibwe 107 | bakrepiii
YHCTOTA/ Gakrepii 4 10" rpubis. / Bacteria:
Microbiological purity NMT 10° of bacteria and NMT 10* fungi are | < 10° KOE/r
accepted in 1g of formulation. /CFU/g
Fplgﬁiﬂ(/)%mgi:
o reraeThest: Escherichia coli s 11 nipenapara | <107 KOE/r
He nonycracrnest: Escherichia coli B 1T nipenapara /CFU/g

Not accepted: Escherichia coli in 1g of formulation, | Bineyrnis I r
npenapara/Absen

JaTta pugaui ceprudivara/ Certificate is issued on:  28/03/2024

[luM st HiZTBEPAKYIO, WO HABEAeHa BHie indopmauis € nocrosipnoto i Tounoro. Lo cepiio npoayxruii
Gy/i0 BHPOGICHO (BIJIIOYAIOUH YHAKOBKY i MAapKyBanms) i upopeacHo KOWTpouan i sikocti na
BHINE3rafaHOMy 3aBOAi  Binnosiano 20 cneuudixanii, WO MICTHTLESI B PecCTPALiiHOMY R0ChE HA
npenapaT Ads A0CALLKYBAHOro Jikapebkoro 3acoby. Ilporokoss supobHHUTBA, YIAKOBKH Ta ananisip
Oyam posrysiHyTi i BeranosJjeno sianosignicrs GMP/

By this 1 certify, that the above mentioned information is reliable and correct. This batch of product has been
manufactured (including packaging and labeling) and quality control of it is done on the above mentioned site
in accordance with the specification from the registration dossier of the investigated drug. Protocols of
manufacture, packaging and analyzes were reviewed and the GMP compliance has been established.

) /’,’/\ad}‘lmré”u\\
/
A\

¢ f)}
, ; ; Yy . ) %
Hupextop 3 kourposio srocti / QC Director K/’m}/ Snehal Mchta / C
"

e

MABGA LIFESCIENCES Publie Company Limitod

ARA Mo 4 Patig s dscst,

feloghane +56 (0)2 401 B&HE


http://www.tcpdf.org

