IEPXKIIIKCITYXEBA
IEPYKABHA CJIYIKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.TIO
3A HAPKOTUKAMM V XAPKIBCHKIN OBJIACTI

syn. ['pomansuceka, 25, M. Xapkis, 61057, tes/paxc: (057) 731-50-68,
e-mail; dls.kh@dls.gov,ua, https://www.dls.gov.ua, Kog €PITOY 36985153

BHUCHOBOK

npo AKicTh BBe3cHOro B Yipainy Jikapebkoro 3acoly

26.09.2024 Nt 49705/24/20

YPCOKEP®
(natireHyRaHES TiXapebkoro 3acody 3riano 3 pecerpauifiim noesiauetiam)
Kancyml TBepui, o 250 mr, o 25 kancya y GricTepi, o 4 GiricTepH y KapTOHHIil nauni
(popma BHIyCKY, A03YBAINS, BUA MAKYBAUNA nikapeskoro 3acoly)

Howmep peectpaniisoro mocsinsenns UA/19535/01/01 erpok aif peectpauisinaro nocaiauenns 07.07.2027
Cepis nixapeskoro 3acoGy Ne A2420 KinbkicTs BecaeHoro aikapebkoro sacody 3846 v,

Brpo6Huk E#. Bi, Ci. @apmaceiotiun C.ILA., Itais
(nuiiMenygauis supoditika aikapeskoro sacofly, kpaina noxoxxenns)

Bsesero 8 Vipainy Tosapucrso 3 06mMexenor signoriaasnictio ""Konapk Tureaven”,

iaenT, xon: 25182226

(nalimMenysansa Ta ko 3a €/PTIOY wpranauei ocobi abo npisauine, iM'a, no Garnkooi giznsuo

0cabu » pLANPREMLU, TF Micle NPOXUBALING T8 peceTpawiifiil noyep ofiaikoBol kapTkn naaTiinka
nozatkis afo cepin T4 HOMED TACNOPTa)

TIpoToxon Bisyanshoro konTpomo bia 26.09.2024 Ne 984/0/01.21-24/1,

32 pesysLTATAMH  JEeDKABHOTO KOHTPOJIO BCTAHOBNEHO, WO Jikapcekni  3aci6  weescno 8 Yipainy 3
JAOTPUMAHBHSIM BHMOT 33KOHONABCTEA 00 3abesueuenHa arocTi NikapcpKkux sacobis.

Aana 10LL[K()

(|mmam4 T4 HDHBHUIG)

(minnue)

WL»""

tons CEPTM(D\KATlB

TROMAPK IHTENMER" |}
'/ ToB” Ne25162226 ]



FRIMACELYIC!

a o
URSOCARE® - Certificate No.: | 0 Pagelof3
YPCOKEP®  Ceprupicar ez | OHDP®R | cropinma1s3
BATCH CERTIFICATE
CEPTH®IKAT HA CEPIIO
Product name: | URSOCARE®
Hassa npoayxuii: | YPCOKEP®
Pharmaceutical form, desage: | hard capsules 250 mg License No.: aM156/2022
Jlixapchka Gopma, JOYBANRA: | KANCY/IN TBEpAi HO 250 mr Jlinensia Ne:
Strengil/potency: | 1 capsule contains Ursodeoxycholic acid 250 mg
Cuna pil/akrupricrs: | 1 kancyna MiCTHTL KHCIOTH ypcogesokcuxosesol 250 mr
Size and type of | 25 capsules in a blister; 4 blisters in a cardboard pack.
packaging: | Labeling in Ukrainian and English languages.
Posmip Ta TR | 70 25 Kancya y Gaicrep; no 4 Sxicrepn y xapTousifli mavuni.
naxypaudsn: | MapKyBanus yKpainchRolo Ta aurmilicbKo MOBaMH.
Batch No.: Batch size: packs
Cepin Ne: A2420 Po3umip cepils S000 navoK
Date of manufacture: 06/2024 . Expiry date:-: 0612027
Jarta sapofuunTsa: Tepmin npuiaTHOCTL:
Registration certificate: Valid up to:
Peecrpauiline nocsinuenns: UA/19535/01/01 Jiiine qo: 07.07.2027
Manufacturer: | ABC FARMACEUTICI S.P.A., Via Cantone Moretti, 29 (Loc. Localita' San
Bernardo) — 10015 Ivrea (TO), Italy
Bapo6unk: | Eii. Bi. Ci. DPAPMACBIOTIHIH C.ILA,, Bia Kantone Moperri, 29 (oK.
Jlokaaira Cau Bepuapao) — 10015 Ispea (TO), Irania
Conclusion on confirmation of GMP Certificate No.: dated:
BrcHOBOK HI0xO0 miaTBepaxenna ceprudixaty HBII Ne: 243/2023/C-439 Bi: 21.04.2023
Analysis procedure results /
Pe3yanTaTn NPOBEACHAN aHARITY
NAME OF THE Y METHODS OF
PARAMETER/ PERMITTED LIMITS/ CONTROL/ RESULTS /
HA3BA JOIMYCTHEMI MEXI METOAH PESVIBTATH
HOKAIHHAKA KOHTPOJIIO
Capsule appearance | Hard gelatine capsules size «0» with white body |[Byp.1
and cap Organoleptic Complies
control
Omnmce kancyna Thepali KenaTHHOB] KACy/H posMipoM «0», 3~ | 3a M. 1
KOPIYCOM Ta KpHWKO Ginoro xonsopy Opranonentaunné|  Bignosinae
KOHTPO/Ib
Description of capsule | White uniform powder Byp.2
contents Organoleptic Complies
control
Onuc eMicTy Kancya | Binuft oanopinnuil nopomox 3an.2
OpranonemTHYRIH Bianoeinae
KOHTpOIB
Identification of The chromatogram of the test solution should | By p. 3.
ursodeoxycholic acid | detect a major spot corresponding in size and [ By p. 3.1, Coraplies
retention factor Ry to the major spot on the | (TLC method)
chromatogram of the reference solution. e Vepoia vicro X |
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URSOCARE? Certificate No.: 04(0)30602 Page 2 of 3
YPCOKEP® Ceprugixar No: Cropiaka 233
NAME OF THE v METHODS OF
PARAMETER / PERMITTED LIMITS / CONTROL/ RESULTS /
HA3IBA JOITY CTHMI MEXK] METOAR PE3YIBTATH
HOKAIHHUKA o a0y KOHTPOJHO ,
The retention time and area of the main peak on | By p. 3.2, Complies
the chromatogram of the test solution obtained | (HPLC method)
during assay should correspond to the retention
time and area of the main peak on the
chromatogram of the reference solution.
Inenvisdircanis Ha xpomarorpami punpoSysaHoro poswuny Mac | 3am. 3.
ypcoftesokenxonenol | BHABNATHCE OCHOBHA IUBIMA, pinuoninua 2a | 3am 3.1, Bimnosinae
KHCIOTH posmipoM Ta xoediuiewtom yrpuManus Ry { (vemoo TIIX)
CCHOBHIf IULAMI, Ha xpomarorpami po3uMHY
MOPIBHAHE.
Ha xpomarorpami BunpoGyeaHoro posauHy, | 3am. 3.2, Binmosinae
orpumaniit npu KimexicHOMy Bu3Hauemki, wac | (wemod BEPX)
yTpuMaHHA i IUIOIa OCHOBHOro miky Mae
BLATIORIIATH 9acy YTPUMAHRA i rUTOM OCHOBHOTO
HiKY Ha XpOMATOrpaMi POIYHHY NOPiBHAHHA,
Average mass 309 - 341 mg/capsule By p. 4, EP 2.9.5 320.7
mg/capsule
Cepeang Maca 309 - 341 mr/rancyny 3an. 4,EP295 320,7
Mr/kancyiy
Uniformity of dosage | Withstand the requirements By p. 5, EP
units (uniformity of 2.940 Complies
dosage by weight)
Omnopianicrs BHTPHMYOTS BUMOTH 3an.5, EP2.9540
JOI0BAHUX OTHHHLL . :
(ommopimmicTn Bingtopinae
JOIYBAKHS 32 MACOID)
Dissolution Not less than 65 % (Q) of the labelled amount of | By p. 6, 68.5%
C24P1004 dissolves for 45 minutes (HPLC method) ¥
Po3unHeHHn He Mmese 65 % (Q) pig, HOMiHANTLHOrO BMICTY 3am 6, 63.5%
C24P100Q4 posuHAsicTCA 38 45 XBUNHH {memod BEPX) i
Water content Not more than 3.0 % Byp. 7,EP2.5.12 29 %
(K. Fischer method) )
BumicT sopm He 6insine 3,0 % 3an. 7,EP2.5.12 29
(memod K. diwmepa) *
Related substances - chenodeoxycholic acid - not more than 1.0 % Byp. 8, 0.0%
- lithocholic acid - not more than 0.1 % (HPLC method) 0.0%
- any other impurity - not more than 0.1 % 0.0%
- total impurities - not more than 1.5 % 0.0 %
Cynposiani qomilnkH | - xenode3oxcuxoneea xucroma — ne Gizowe 1,0 % | 3an. 8, 0,0 %
- aimoxonesa xucromd — ne Ginvwe 0,1 % {memoo BEPX) 0,0%
- Gydb-AKa intua domiuxa — ne Simvuie 0,1 % 0,0%
- cyma domimox — e Ginvwe 1,5 % 0,0 %
Assay of 95.0-105.0% A 36,9, %
ursodeoxycholic acid | (237.5 mg — 262.5 mg) of labelled amount L method)s vdro x4242 3im
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URSOCARE® Certificate No.: | 4(0)30602 Page3of 3
YPCOKEP® Cepmdahm'r No: ks Cropinka 333
NAME OF THE METHODS OF :
PARAMETER / PERMITTED LIMITSI CONTROL/ RESULTS/
HA3BA JOIYCTHMI MEXI  METOAH PE3VILTATH
HOKAIHHKA KOHTPOJIO
Kimxicne pianavenns| 95,0 ~ 105,0 % 3an.9, 96.9 %
ypeonesokcuxonesol | (237,5 Mr~262,5 Mr) Bin HoMiHaNBHOrO BMicTY | (Memod BEP.Y) ¢
KHCA0TH (242,3 Mr)
Microbiological Total aerobic microbial count (TAMC) — not By p. 10, Complies
purity more than 10° CFU/g; EP 2.6.12,2.6.13,
Total combined yeasts and moulds count 5.1.4 Complies
(TYMC) — not more than 102 CFU/g;
Escherichia coli — gbsent per 1 g Complies
Mixpoblonoriyua 3arambHe YHENO acpoGHHX MiKpoOpraHisMiB 3am. 10, Bimnosinae
YHCTOTA (TAMC) — ne 6inpme 1P KYO/T; EP2.6.12,2.6.13,
3arampHe THCA0 APDKIKOBHX i IUticeHeanx rpubin| 5.14 Bianosigac
(TYMC) - e 6insime 102 KYO/T;
Escherichia coli — sineyrriB L T Bignosinae
Labelling: | Should correspond to the registered labelling. Complies
Mapxypausg: (| [loBurHoe BIRMOBIAATH 3apeccTPOBAHOMY MapKYBaAHHIO, Bianosinae
Packaging: | Should correspond to the requirements of MQC., Complies
Maxyeanns: | IosHuHo Bianosinars BuMoram MK, Bianosigae

I hereby certify that the above information is authentic and accurate. This batch of product huas been manufactured,
including packaging/labelling and quality conirol analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specification available in registration dossier.
Protocols of batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. I hereby confirm that all production stages for this batch of finished product were carried out in full
compliance with the requirements specified in the current GMP guidelines approved by the Ministry of Health of
Ukraine.

Llum a 3acelduyio, wio nasedena sulie indopmayin ¢ docmosipuoio ma mounoio, o cepiio npodyxyii Gyno
BUPOBACHD (BKTIOURIONN NAKYEAHHA/MAPKYSAHAS) MO NPOBEOENO KOHMPONs I¥ Axocnsl HA sutiesasnavenii dinsruyi
¥ nosnlii glonoeidnocmi 3 sumozam GMP, sCanosnenumu Micyesium peyarmopruM OP2aHoM, & MaKoxHe
elonoeiono 0o cnewudixaniii, uo micmumsca s peccmpayiiinomy docve. IIpomoxonu eupobHuyMsd, naKysanus ma
aranizie Gyno nepezniuymo ma ecmanogneno sionosionicms GMP. Lum niomeepdcyio, ugo éci supobrusi cmadit

ona ulet cepit zomoeol npodyxyit Gynu 30iticnent & nosHil 6idnoeionocmi 3 BUMOZAMY, IATHALERUMY & YURHI
Hacmanosi 3 GMP, sameepoceniii Minicmepcmeom oxoponu 100poe’s Yrpaluu.
Name and position of person responsible for the analysis: | Andrea Gobbi, QC Manager
Hpizenme Ta nocana ocobH, mo BinmoBiaac 3a adanis: | Auapea !“066 Kepiranx K5
Signature of persom responsible for analysis:
Hinnue ocobu, mo siznoginae 38 anaxis:

Name and position of person responsible for batch release: ara, Quahi‘gg?erson
Ipizene T8 HoCaAa 0cobu, mo sianosizac 3a Bumyck cepii: ,le. AuTomo 3apa, Ya&osaxeus ocoba
Signature of person responsible for batch release: <Y

Miameee ocobi, o BiAnoBizaE 33 BHIYCK cepil: /

Date of signature: s
Hara ninnacanys: 17‘07;?8?’*
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