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BATCH CERTIFICATE
CEPTH®IKAT HA CEPIIO
Product name: URSOCARE"
Ha3sa npoayxuyii: YPCOKEP"
Pharmaceutical form, dosage: hard capsules 250 mg License No.: aM-6/2025
JNikapcbKa opma, A03YBAHHA: Kancynu teepgai na 250 mr NiueHsia Ne:
Strength/potency: 1 capsule contains Ursodeoxycholic acid 250 mg
Cuna aii/auTHBHICTL: 1 kancyna MICTUTL KUCNOTH Ypcoaesokcuxonesol 250 mr
Size and type of 25 capsules in a blister; 4 blisters in a cardboard pack.
packaging: ' Labeling in Ukrainian and English languages.
Po3mip Ta Tun no 25 kancyn y 6naictep; no 4 Gnicrepu y KapToHHIRA navyi.
NaKyBaHHA! MapKysaHHA YKPATHCOKOIO Ta aHMIHCKOI0 MOBaMM.
Batch No.: Batch size: packs
Cepia No: Az Posmip cepii: SO na4{ox
Date of manufacture: Expiry date:
Data BupobHULTEA: 10/2025 NMpua. go: 1042028
i aegisttition certificate: UA/19535/01/01 Vafld up to: 07.07.2027
PeecrpauiiHe nocaigyeHHA: Hitive po:
[ Manufacturer: ABC FARMACEUTICI S.P.A., Via Cantone Moretti, 29 (Loc. Localita’ San Bernardo) -
i { 10015 Ivrea (TO), Italy
' BupoGHMK: Eii. Bi. Ci. PAPMACBIOTIUM C.N.A., Bia Kautose Moperri, 29 (nok. lokanita Can
i EBephapao) — 10015 lepea (TO), Itanin
Conclusion on confirmation of GMP Certificate No.: Valid till:
] BucHoBoK wWoao nigreepamerHn ceprudivary HBM Ne: SBRII0TH/ CAZN s Aiiine po: SURULAAET
Analysis procedure results /
Pe:i\‘nu‘am npoaeneu HS anani‘l}'
peorme | e
i . ,QOI'IYCTHMI ME!I{I
_MOKASHMKA | e e 5
Capsule appearance Hard gelatme capsules size al.‘l» w1th whate bodv Byp.1l
and cap Organoleptic Complies
i controt
Onuc kancyn . Teepfi wenatuHosi Kancynu poamipom «0», 3 3an.1
KOPNYCOM Ta KpuLiKowW Ginoro konsopy | OpraHosenTuyHWi Bignosigae
HOHTPOAb
! Description of capsule White uniform powder Byp.2
| contents | Organoleptic Complies
| control
Onuc smicTy Kancyn Binvi ogHOpigHMA NnopowoK 3an.2
OpraHonenTuyHKUiA Bianoeigae
Identificationof = The chromatogram of the test solution should By p. 3.
ursodeoxycholic acid | detect a major spot corresponding in size and By p. 3.1, Complies
! . retention factor Rr to the major spot on the (TLC method] |
ABC FARMACEUTICI S0 A : !
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chromatogram of the reference solution.

The retention time and area of the main peak on Byp. 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

; chramatogram of the reference solution. i

_ IaenTudinayin Ha xpomatorpami sunpofysaHoro po34yuHy mMac 3an. 3 |
| YpcoaesoKcuxonesoi BMABAATUCA OCHOBHA NAAMA, BIgNOBIAHE 33 3an.3.1, Bianosinae
? KUCAOTH i po3mipom Ta oedilieHTOM YTPUMaHHA Ry {memod TLUX) ;
5 [ OCHOSHIN NAAMI, HAa XPOMATOrpami poIUUHY i
: NOpiBHAHHA. '
Ha xpomaTorpami sunpoByBaHoro po3uunHy, 3an. 3.2, Bignosigae |
i OTPMMaHIA NPH KiNbKICHOMY BU3HAYEHHI, Yac {memod BEPX) :

YTPMMAHHA | NNOLLA OCHOBHOTO NiKY MaE

ginnosigaT Yacy yTpPMMaHHA | NAOUL OCHOBHOrMO |
NiKY Ha XPOMATOrpami pO34UHY NOPIBHAHHA.
Average mass 309 — 341 mg/capsule By p.4,EP2.9.5 3231 :
: mg/capsule |
Cepeals maca ' 308 - 341 mr/kancyny 3an.4,EP295 323,1
i i mr/kancyny
Uniformity of dosage | Withstand the requirements ; By p. 5, EP |
units (uniformity of | 2.9.40 . Complies
dosage by weight) |
OaHopigHicTL % 8UTPMMYIOTL BUMOTU 3an.5 EP2.5.40
AD30BAHUX OAUHUUD 5 v
(CAHOPIAHICTS Bignosigae |
' AO3YBaHHA 33 MacoIo) i :
Dissolution Not less than 65 % (Q) of the labelled amount of : By p. 6, 84.8 %
Ca4P4004 dissolves for 45 minutes | (HPLC method) '
Po34MHEHHRA He menwwe 65 % (Q) 8ig HOMIHANLHOIO BMICTY ‘ 3an.6, 84 8%
3 C24P 4004 PO3UMHAETLCA 33 45 XBUAVH i (memod BEPX) :
Water content | Not more than 3.0 % i Byp.7,EP2.5.12 | 2.5%
;= e i {K. Fischer method); ) e
Bmict soau He Binbwe 3,0 % | 3an.7,EP2512 3
{ (memod K. ®iwepa) !
| Related substances - chenodeoxycholic acid - not more than 1.0 % | By p. 8, 02%
;, ' - lithocholic acid - not more than 0.1 % {HPLC method) ! 0.0%
| - any other impurity - not more than 0.1 % 00%
' i - total impurities - not more than 1.5 % . 0.2%
i CynposigHi gomiwKn | - xeHode3okcuxoneaa Kucnoma — He binowe 1,0 % 3an. 8, | 0,2%
- nimoxoneea kucnomo — He Ginswe 0,1 % (memod BEPX) | 0,0% l
ABC FARMACEUTICL S 0.8,
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5 HTPON et
- Bydo-axa iHwa domiuika — He binowe 0,1 % 0,0%
_ - cyma domiwok — He Ginbwe 1,5 % 0,2%
Assay of 95.0-105.0% Byp.9, 1013 %
| ursodeoxycholic acid (237.5 mg - 262.5 mg) of labelled amount {HPLC method} (253.3 mg)
KinokicHe BU3HAYEHHA | 95,0 -105,0% 3an.9, 101.3 %
ypcopesoxcuxonesoi | (237,5 mr—262,5 mr) Big HOMIHaNILHOrO BMICTY (memaod BEPX) {253"3 )
KMUCAOTH _
Microbiological purity | Total aerobic microbial count {TAMC) - not more By p. 10, Complies
than 103 CFU/g; EP 2.6.12, 2.6.13,
Total combined yeasts and moulds count {TYMC) 514 Complies

- not more than 10? CFU/g;
Escherichia coli— absent per 1 g

Complies
Mixpobionoriuna 3aranbHe 4ueno aepoBHUX MiKpoopraHiamie 3an. 10, Bignosinae
uKCTOTa {TAMC) — He Ginbwe 10* KYO/T; EP 2.6.12,2.6.13, |
JaransHe YuCno ApINMKOBUX | nniceHesux rpmbis 514 Bignosinae
(TYMC) — He Ginvwe 10% KYO/T;
Escherichia coli—sigcytHis 1 r Bignosinae
Labelling: Should correspond to the registered labelling. Complies
MapryBaMHHA: NOBWHHO BiaNOBIAATH 33 PEECTPOBAHOMY MapKYBaHHID. Bianosigae
Packaging: Should correspond to the requirements of MQC. Complies
MaxkyBaHHA: MoswHHO Bignoeigary sumoram MKA. Bignoeinae

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control 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.
Hum = 3aceiduyro, wo nasedena suwe ingpopmain € docmosipnoro ma mounos. Ifto cepito npodyxui 6yao
eupOOiEHD (BKAIOHAIYL NAKYSARHA/MAPKYSAHHA) ma npoeedeno Konmpoas il Axocmi na sute3asnavenii
direnutd y nosniii sidnogionocmi 3 sumozam GMP, ecmarnoenerumu MiCyeg UM pezynamopHum opzanoM,
makoic idnogidne do creyuivaniii, wio micmumsca ¢ peccmpayiiinomy docve. Ilpomoxonu
6UPOBHUUMEA, NAKYBAHHA ma ananizie 6y0 nepezianymo ma ecmanoereno sidnosionicms GMP. Lum
niomseponcyto, wio eci eupobituni cmadil ona yiei cepii zomoeol npodyxuil Bynu 3dilickeni 8 noeniit
sionosionocmi 3 6umozamu, 3a3HaueHumMu 8 wunnii nacmanoei 3 GMP, samsepdceniit Minicmepcmeom
OXOpoKu 300pos’s Yipaini.

| Ptesrosth—
ABL FARMACEUTICE S.0.A.
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Name and position of person responsible for the analysis:
Mpiseuuie Ta nocaga ocobu, Wo BigNOBIAAE 32 aHaNi3:

Andrea Gobbi, QC Manager

Signature of person responsible for analysis:
Niannc ocobu, wo eignosinae 3a aHanis:

Anppea lo66i, Kepishux KA

/) L

r

Name and position of person responsible for batch release:
Npissuue Ta nocaga ocobu, wo signosigae 3a sunyck cepil:

Dr. Antonio Zaré, Qualified Person
Ap. AuTonio 3apa, YnosHosameHa ocoba

Signature of person responsible for batch release:
Nignuc ocobu, Wo signosipac 3a BUNYCH cepii:

! ;2 ;I ;) ;-..7..._.@.
e

Date of signature:
Aara nignucauHa:

21/t1(705

ABC FARMACEUTICI 5.0 4.
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NEPAJIKCITYXBA
JIEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ TEPHOILJIbCBKIA OBJACTI

syn. Bpoaisceka, S, m.Teprorinb, 46002, 1.(0-3 52) 52-67-57, 25-08-59
E-mail: dis.te@dls.gov.ua, Koa CAPTIOY 3707651 5

BUCHOBOK
npo AKicTh BBe3eHOro B YKpaiHy jikapchxoro 3acoly
15.12.2025 Ne 64178/25/19
YPCOKEP®

(HafMEHY BAHKR JHKAPCHKOro 3acoBy 3riaHo 3 peecTpauiiiiiM TIOCBLAMEHHM )
karcyaR TBepai no 250 mri no 25 kamcya y Gaictepi; mo 4 6xicTepn y KapToHHiH nayni

{hopma BHAYCKy, NO3YBAKHA, B NAKy BaHKA AIkapCEKOTO 3ac00y)

Homep peectpanishioro nocsimenns UA/19535/01/01 crpok aif peectpauifinioro nocsizsea 07.07.2027

Cepis nikapcsxoro 3acofy Ne A2531 KinbkicTs BBE3€HOTO TiKapchKoro sacoby 4733
BupoGrux E#. Bi. Ci. PAPMACBIOTILM C.ILA., Itaznis
(saiiMeHyBaHHER BUPOGHUKA NiXAPCEKOTO sacofy, Kpalka (IOXOMKERHK)
Beeseno B Vipailty TosapHcrBo 3 06Meskenoto Bianosizaabaictio "Konapk Inteamen”,
inenr. kom: 25182226

{HaiimenysanHs Ta ko 3a EAPTIOY wopwawsoi ocoby abo npissue, im's, no Batsrosi
Siauunoi ocodu - nlanpwemua, il Micue NPOXHBAHAR TA peecTpaui finui Homep obaikosol
KApTKH MNaTHAKA TOAaTKiB 260 cepia T2 HoMep nacnopTa)

ITporoxon sisyaasaoro xourpomo six 15.12.2025 M 577.

3a pesyipTaTaMH [ePKABHOTO KOHTPOMO BCTAHOBACHO, WO NiKAPCHKHHA sacif mmeseHo e Ykpalny 3
AOTPHMAHHAM BHMOr 32KONOAABCTEA MONO sabeanedenna SKOCTL NiKapeLKHX 3ac00is.

Havanesuk caymon

Tapac [TPOHIB
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FRAIMACEUTIC!

BATCH CERTIFICATE
CEPTU®DIKAT HA CEPIKO
Product name: URSOCARE’
Hasea npogykuii: YPCOKEP*
Pharmaceutical form, dosage: hard capsules 250 mg License No.: :
: . . R aM-6/2025
Nikapcbka popma, A03yBaHHA: Kancynm teepai no 250 mr Niyensin No:
Strength/potency: 1 capsule contains Ursodeoxycholic acid 250 mg
Cuna gii/aKTusHicTb: 1 Kancyna mMicTuTb KUCNOTH ypcoaesoKcuxonesoi 250 mr
Size and type of 25 capsules in a blister; 4 blisters in a cardboard pack.
packaging: Labeling in Ukrainian and English languages.
Po3mip Ta Tun no 25 kancyn y 6nicrep; no 4 6aictepu y KapTOHHINA nauy,i.
NaKyBaHHA: MapKyBaHHA YKPAiHCbKOIO Ta aHFNIHCbKOIO MOBamMM.
Batc'h No.: A2532 Batc.h size:_ ' 5000 packs
Cepin Ne: Po3mip cepii: navoK
Date of manufacture: Expiry date:
Aara supobHuyrea: 10/2025 Mpua. fo: 10/2028
Registl::-:tion cert.ificate: UA/19535/01/01 Va.lid up to: 07.07.2027
PeecTpauinte nocsigueHHA: Aixe g0:
Manufacturer: ABC FARMACEUTICI S.P.A., Via Cantone Moretti, 29 (Loc. Localita' San Bernardo) -~
10015 Ivrea (TO), ltaly
BupobHUK: EW. Bi. Ci. PAPMACBLIOTIUM C.MN.A., Bia KanToHe MopeTri, 29 (nokK. flokanita CaH
BepHapao) ~ 10015 Ispea (TO), Irania
Conclusion on confirmation of GMP Certificate No.: Valid till:
BUCHOBOK W0A0 niaTeepaxeHHA ceptudixary HBM Ne: 536/2025/€-1294-25 filive po: 31.20.2027

Analysis procedure results /
Pe3yabTaTH npoBefeHHs aHATI3Y

Capsule appearance Hard gelatine capsules size «0» with white body Byp.1
and cap Organoleptic Complies
control
Onuc kancyn TeepAi xenaTuHOBI Kancyau po3mipom «0», 3 3an1
KOpPNYCOM Ta KpULIKOIO 6inoro Konbopy OpraHonenTUyHuim Bianosipae
‘ KOHTPONb
Description of capsule White uniform powder Byp.2
contents Organoleptic Complies
Onuc emicry Kancyn Binuit ogHOpigHWI NnopowoK
ianosigae
Identification of The chromatogram of the test solution should

ursodeoxycholic acid detect a major spot corresponding in size and
retention factor R¢to the major spot on the

ABC FARMACEUTICI $.0.8.
Serte kegple: CD VItro Brrarueie 11, 72 - 10121 Tawo - Ity | Stabiliments di IVREA: Cantan Morett, 29 Dir. Acen,: Tel, +39 0125 20172 - Fax +39 0125 240164
Cap. Soc. € 4.000.000,00 - Cod. Fec/PIVA: IT 0802060014 | Lacalits San Bemnarda - 10015 Ivrea (TO) Or. Corm.: Tek +39 0125 290140 - Fax +39 0125 40163
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chromatogram of the reference solution.
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.
IneHTudikauin Ha xpomaTorpami BunpobyBaHoOro posunHy mae 3an.3.
YPCOAE30KCHMX0NMeBOT BUABNATUCA OCHOBHA N/IAMA, BiANoOBigHa 3a 3an. 3.1, Bignosinae
KMCAOTH po3mipom Ta koedillieHTOM yTpUmaHHA R¢ (memoo TLLX)
OCHOBHil NAAMI, Ha XPOMaTOrpami po3unuHy
NOPIBHAHHA.
Ha xpomaTorpami Bunpo6ysaHoro posuuHy, 3an. 3.2, Bignosinae
OTPUMaHII NP KiNbKICHOMY BU3HauYEHHi, Yac (memo0d BEPX)
YTPUMAHHSA | NI0LLE OCHOBHOTO MiKy Ma€
BiANOBIAATYU YaCy YTPUMAHHA i NAOLL OCHOBHOIO
NiKy Ha XpomaTorpami po34nHy NOPIBHAHHA.
Average mass 309 - 341 mg/capsule By p. 4, EP 2.9.5 3239
mg/capsule
CepepamHa maca 309 - 341 mr/kancyny 3an.4,EP295 323,9
mr/kancyny
Uniformity of dosage Withstand the requirements By p. 5, EP
units {(uniformity of 2.9.40 Complies
dosage by weight)
OpHopigHicTL BUTPUMYIOTb BUMOT# 3an.5, EP2.9.40
.n.oaosanmf oauHULb Bianosigae
(oaHoOpigHicTL
A03YBAHHA 33 Maco)
Dissolution Not less than 65 % (Q) of the labelled amount of Byp.6, 75.8 %
C24P4004 dissolves for 45 minutes (HPLC method) ’
PO34YMHEHHA He meHuie 65 % (Q) Big, HOMiHanbHOTO BMICTY 3an.s6, 758 %
C24P4004 PO3UMHAETLEA 32 45 XBUAUH | (memod BEPX) !
Water content Not more than 3.0 % | Byp.7,EP2.5.12 2.4%
(K. Fischer method) )
Bmicr sogu He 6inbwe 3,0 % 3an.7,EP2.5.12
. 2,4%
{memod K, a)
Related substances - chenodeoxycholic acid - not more than 1.0 % D
- lithocholic acid - not more than 0.1 %
- any other impurity - not more than 0.1 %
- total impurities - not more than 1.5 %
CynposigHi pomiwku | - xeHo0e30kcuxonesa kucaoma — He Ginowe 1,0 %
- nimoxoneesa kucnoma - He Ginswe 0,1 %

ABC FARMACEUTICt S.0.A. { \
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FRIMARLEUTICY

é‘/

- b6y0b-aKa inwa domituxa - He Binswe 0,1 % 0,0%
- cyma omiwok — He binbwe 1,5 % 0,2%
Assay of 95.0-105.0% Byp.9, 101.0%
ursodeoxycholic acid (237.5 mg - 262.5 mg) of labelled amount {HPLC method) {252.5 mg)
KinbkicHe su3HaveHHA 95,0 -105,0 % 3an.9,
. . . . 101,0%
ypcopesokcuxonesoi | (237,5 mr—262,5 mr) Big HOMIHaNbHOTO BMICTY (memod BEPX) (252,5 mr)
KUCNOTH
Microbiological purity | Total aerobic microbial count {TAMC) — not more By p. 10, Complies
than 10° CFU/g; EP 2.6.12, 2.6.13,
Total combined yeasts and moulds count (TYMC) 5.1.4 Complies
- not more than 10? CFU/g;
Escherichia coli - absent per 1 g Complies
Mikpo6ionoriuHa 3aranbHe uncno aepobHUX MiKpoopraHismis 3an. 10, Bignosinae
4mcroTa (TAMC) — He 6inbwe 103 KYO/r; EP 2.6.12, 2.6.13,
3arasnbHe YACN0 ApDKAKOBKUX | naiceHeBux rpubis 514 Bignosinae
(TYMC) = He 6inbwe 10% KYO/r;
Escherichia coli—sipcytHiB 11 Bignosinae
Labelling: Should correspond to the registered labelling. Complies
MapxyBaHHA: MoBUHHO BIANOBILATH 3aPEECTPOBAHOMY MAPKYBAHHIO. Bignosigae
Packaging: Should correspond to the requirements of MQC. Complies
NakysaHHA: MosuHHO BignosigaTy Bumoram MKHA. Bianosigae

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control 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.

Lum n 3aceiduyio, wgo nasedena sunje ingpopmayin € docmogiproro ma mounow. L cepin npodykuii 6yno
eupobneno (BKIIONAIY U NAKYBAHHA/MAPKYSAHHA) MA NPOEEOEHO KOHMPONS ii AKOCMI HA 8UWE3AIHAYENIT
oinvruyi y noeiit eionogionocmi 3 sumozam GMP, ecmanosneHumu Micyesum pezyaamopHum opzanom, a
maxoaic 6ionogiono 0o cneyudixayiii, wio micmumsca & peecmpauyiiinomy docwe. Illpomoxonu
8UPOGHUYMBA, NAKYEAHHA MA AHANI3I8 GY10 NEPENARYMO ma 6CMaH08aeHo 8ionogionicme GMP. I[um
niomeepoxcyro, wio éci supobruyi cmadil ona yiei cepii zomoeoi npodyxuyii Gynu 30iticreni 6 noenii
8idnoeionocmi 3 eumozamu, 3a3HaveHUMuU 6 HuHHid Hacmarosi 3 GMP, 3ameepoxcenitMiricmepcmeom

0X0pOoHU 300p06’a YKpainu. 3

ABC FARMACEUTIC] §.0.A.
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FRIMACEUTICY

Name and position of person responsible for the analysis: Andrea Gobbi, QC Manager
MNpissuuie Ta nocaga ocoby, wWo Bignosigace 3a aHanis: Anppea lo66i, KepisHux KA
Signature of person responsible for analysis: ‘ P
Nianuc ocobn, wo signosigac 3a aHanis: . i
Name and position of person responsible for batch release: Dr. Antonio Zara, Qualified Perso
MNpissuule Ta nocaaa ocobu, uio Bignosiaae 3a BUNYCK cepii: Aap. Amou%o 3apa, YnosHoBaxeHa ocoba

Signature of person responsible for batch release:
Mipnuc ocobu, W0 BignNoBIigaE 3a BUNYCK cepii:
Date of signature:

Aara nignucaxHa:
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