JIEPIKABHA CITYHKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMHU y m. KHEBI
npos. Haaii Ceitmaunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPITOY 37079055

BUCHOBOK
1po AKiCTL BBE3EHOro B YKpainy JiKapchKoro 32¢00y
04.06.2024 Ne 28692/24/26
YPCOJIB

(uaiimenyBaHHA NiKapCLKOra 3acoBy 3riano 3 peceTpatifiuM TOCBIXHCHHAM)
kancysu 1o 250 mr; mo 10 kancyn y Gaicrepi; mo 5 GuicTepin y kaproHHiil kopobui

(popMa BUTIYCKY, SOBYBAHHS, B NAKYBAHHA Jikapebkoro 3aco6y)
Homep peectpauitiioro nocsixienta UA/] 2805/01/01 crpok aii peccTpauiiinoro nocsiaueHus HeoOMekeHu i
Cepis nikapcboro 3acoby Ne 24C12D1 KinpxicTs BBe3€HOTO Nikapebkoro 3acoby 14016

BupoGHuk Mera Jlaiidcaitencis ITabnix Kowmragi Jlimiten, Tainas
(natiMeny BaHBR BAPODHIKR ikapesroro 3acoby, kpaiHa OXOKEHHR)

Beeseno B Ykpaity ToBaPHCTEO 3 0GMEXEHOI0 BIANOBINAILHICTIO "Mera
Jlaiidcaiiencis', inen. xon: 39405050

(nafimMenyBaHIln TA KOA 3a CJPIIOY 1wpranyuol ocobu abo npissuie, iM's, 1o Barbroni
dizuunoi ocobu - nijnpuemis, i MiCIe 1POYKHBAKHS T peecTpanifinui Homep o6nixosol
KAPTKH NIATHMKA ToJaTkis aGo Cepist TR HOMED 1aCHOpTa)

TpoTOKON Bi3yalLHOr0 KOHTPOIO BiA 15.04.2024 N2 1247/1.
JlaGopaTopHuit ananis SKOCTI JTKAPCLKOro 3acofy saificienail

JlabopaTopis 3 KOHTPOJIIO sxocTi Jikapebkux 3acobis TOB "TTOBPOBY T-JIIKHUJIAB" (m. Kuin,
Bys1. Hosropon-Ciseperpka, 6yz.3, HOKWIIOBI TPAMILIEHHS 92)
(nalimerryBaHHs T2 MiCUS3HAXOKEHNS aGopatopii. wio nponesa paGoparopuui ananis sxocti)

BHCHOBOK LOA0 #KOCTI J1KapebKoro 3acoby, BULaHuT naGoparopieio sin 03.06.2024 Ne 693-24
PesysibTaTH 1260paTOPHOTO aHastisy AKOCTI AikapChkoro 3acofy 3a TIepeBIpEHUME IOKA3HUKAMH BiANOBIAAIOTH
BUMOTaM METO/IB KOHTPOJIO AKOCTI (aHasiTHYHO-HOPMATUBHOT JOKYMeHTauiY).

3a pesyAbTatamil AEPKABHOIO KOHTPONO  BCTAHOBJICHO, LWO sikapcekniy)3acid  BBE3CHO B Vkpainy 3

HOTpHMaHHHM BUMOTI 3aKOHOAABCTBA W0A0 3abe3neyeHs sroceTi Jikapoh

HauanbHuK

(iminiany Ta npizsHILE)
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, Mera Jlaiidcaiiencis Mabnix Kommnani Jlimites,
alpeca: 3ason Ne2, 515/1, Moo 4, Coi 8, benrny Innactpien Ieteiir, IMarrana 3 Poyu, Ppaexca,
Myinr, 10280 CamyTnpaxaph, Tainanu

CEPTH®IKAT SIKOCTI/ CERTIFICATE OF QUALITY

YPCOJIB, rancysu 1o 250 mr Ne50 (10x5), nio 10 karieysn y Gnicrepi, n1o 5 Gnicrepis y kaprotiif iKopobui
3 MAPKYBAHHAM  YKPATHCKOK MOBOIO/

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

with labeling in Ukrainian.

KosxHa Kamcyna MiCTHTL: KHCIIOTY Ypeoaesokeuxonesy — 250 mr/

Each capsule contains: 250 mg of Ursodesoxycholic acid

Na cepit / Batch No: 24C12D1 Poamip cepii (iinbkicts ynakopok)/ Balch size (packs): 14016
Harta surorosaenns / Mfg: 12/03/2024 Tepmiu npugaraocri / Exp: 11/03/2026
Konrpoasupiit nomep /Control No: 24-0501 Ne ninensii / License No: J 1/2528
Peectpauiiine nocsinuenns a3 /RC of drug: NeUA/12805/01/01

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

HOKA3HHKH AKOCTI/ BHMOI 1 CITEHUPIKALIL / PE3YJBTAT /
- QUALITY ITEMS SPECIFICATION REQUIREMENT RESULT

1. Onuc/ Henpo3zopi foBracti 0111 a60 maitxe 0L, Teepai | Bignosizac/

Description sxesaTnHoBi kancyan «0» posmipy, mo micrsith | Complies

Glimii aGo maiiske Ginnii rpanyanopaunii
nopoInoK/

Opaque white or almost white, hard gelatin
capsules, "0" size, containing white or almost white,
granular powder
A TH-cnierTp BunpobyBanoro 3paska NoBHHEH
pinosigary IY-crnekTpy crauapTHOro 3paska
abo eTamoHHOMY lll-cne_KTBv KHCJI0TH
ypeoaesokcuxojesoi (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 yrpumypaius 11Ky KHCIOTH
YPCOAE30KCHXO0JIeB0T HA XPOoMAaTOrpami
BHIPOGYBAHOI0 PO3UHIY Mac BIANOBIAATH Hacy

2. Inesradikamist:
Kucnora
ypcopesokeuxonesa /
Identification:
Ursodesoxycholic acid

Bianosinae /
Complies

Bignosigac /

Uniformity of Dosage Units

YTPHMYBAHHS TAKOTO 9K MHKY HA XpOMaTOrpaml Complies

CTAHJIAPTHOTO PO3UNILY OTPHMAHHX B PO3ALII

«KiabRicHe BH3HAUYCH S/

B. Retention time of Ursodesoxycholic acid peak on

chromatogram of testing solution must correspond

to the one of standard solution, received in Assay.
3. Cepenng maca BMICTY 342,0 ~ 378,0 mr/xancyny/ 357,6
kancysu / Average fill 342.0 - 378.0 mg/capsule Mr/kancysy /
weight mg/capsile
4, Poznagamms / He 6inbine 30 x8/ NMT 30 min Binnosizac /
Disintegration Complies
5, OgHopiaHicTh TToBrHHa BIANOBIAATH BUMOTAM / Bianosizae /
HO30BAHHX OMHILUB / To comply requirements Complies

6. Posuunenus /
Dissolution

He meniie 75,0% BIA sasBAeHot KibkocT (Q)
PO3UMHAETLCA 3a 45 XB/ o .
NLT 75,0% of labeled amount is dissolved in 45
min.

Bianosiaae /
Complies

PAEGA LIFESCIENCES Public Company Limited

584 Mg o, Pateang 3 ;
Saoi 6, Preaks 1ang Samubpeakai,
Samutprakarn 10280, The

Valpphong 468 (




7. Cynyrai pomimn: /
Related substances:
KMCJIOTA NHTOX0JIeBa / He Ginbme 0,1/ NMT 0,1 % Binnosinae/
Lithocholic Acid Complies
kuenora xosnesa/ Cholic He 6inswe 0,5/ NMT 0,5 % Bignosinae/
Acid Complics
KHcnoTa
XCHOAE30KCHXoeRa / He 6isnbine 1,5/ NMT 1,5 % Binnosinace/
Chenodeoxycholic Acid Complies
MHAMBHAYAIBHOT He Giapwe 0,5/ NMT 0,5 % Bignoginae/
HeigeHTH(KOBaHOT Complics
aoMitnku / Ind. non-
iden.impurity
8. KisibKicHe BH3HAYEHHSI:
Kuenora
YPCOAE3OKCHXOIEBas/ 01 237.5 mr 70 262,5 mr/kancyny/ 2472
Assay: mr/kancyny/
Ursodesoxycholic acid 237.5 - 262.5 mg/capsule mg/capsule
9. Mikpobionoriuna B T r npenapati pomyckaerbest e oubwe 107 | bakrepiii
aHcToTa/ GakTepiit g 107 rpubis. / Bacteria:
Microbiological purity NMT 10° of bacteria and NMT 10% fungi are | < 10° KOE/r
accepted in 1g of formulation. /CFU/g
I'pufis / Fungi:
He nonyexacrwes: Escherichia coli 8 11 nipenapara <107 KOE/r
/ /CFU/g
Not accepted: Escherichia coli in 1g of formulation, Bigeyrnip | ¢
npenapata/Absen
t

Hata Buaaui ceprudixara/ Certificate is issued on:  28/03/2024

LM st HiATBEpAAyI0, MO HABEJeHa BHIe indopmanis € nocrosipuoto i Toumnoro. Lo cepio npoyruii
Gyn0 BHpOG/CHO (BKJOUAIOUH YNAKOBKY i Mapkysaumsi) i upoBeaeHo KOHTPOIL 1T sikocTi Ha
BHINE3rafanoMy 3aBoai  Binnosiano o cneundixanii, mo MiCTHTLCS B peccTpamliiHoMy 10Che Ha
npenapar AJst JOCALLKYBAHOTo Jikapenioro 3acody. IIporokosas sUpoOGHHITRA, YIAKOBKH T ananisin
Oyam posrustayTi | BeranosJeno sianosipmicrs 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 ol
manufacture, packaging and analyzes were reviewed and the GMP compliance has been established.
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Hupextop 3 kourposto sikoeti / QC Director Z/N;L/
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