AEPXKABHA CJIYIKEA 3 IKAPCHKUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU V KHIBCHKINA OBJIACTI

npos. Ceitinunoi Hapif, 3, m.Kuis, 02099, ren/(axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €[IPTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3eHOro B YKpainy nikapeskoro 3aco0y

15.01.2025 Ne 664/25/10

IHCIIPA®

(HatiMenyBanus TKPChKOTO 3aco0y 3rigHo 3 peecTpauiituum TMOCBIAYEHH M)
TabJeTku, BKpuTi IIIBKOBOJO 0060J10HK 010, IO 25 mr; mo 10 Taéaerox y Onicrepi; mo 3
Oxicrepu B KapToHHili Kopoo6ui
(hopma BHITYCKY, NO3yBAHHS, BH MaKyBaHHs ikapchkoro 3acoby)

Howmep peecrpauiitioro mocsiguens UA/3752/01/01 CTPOK if peecTpauiiinoro mocsiguenus 01 0] .2099

Cepis nikapcbroro 3acoby Ne 2.797409 Kinbkicts BBesenoro nikapenkoro 3aco6y 360
Bupo6mx ®Dapesa Ambyas, Dpannis
(naiiMenyBanng BHPOGHHKa JTiKapchkoro 3aco0y, kpaina NTOXOJIKCHH)
Beeseno B Vpainy Crninbue YKpaiHCbKo-ecTOHCb ke nianpucmcreo Yy dbopmi Tosapucrea
3 00MexKeHo1 BianosigansHicTio "OnTima-(I)apM, JITO", inent. ox:
21642228

(waitmenysanns ta oy 3a E€IPTIOY 1opummuiioi ocodn abo npissuiLe, iM's, M0 6aTbrop] Qiznunoi
ocobu - MANpUeMU, 1i Micue MPOXHBANHS Ta peecTpauiiinmii HOMep 00.1iKOBOT KapTKU MaTHKKa
nonarkis a6o cepis Ta HOMep nacnopra)

Hporokon Bisyansuore Kkonrpomo iz 13.01.2025 N2 0037/2.

3a  pesymbratamu ACPXKABHOTO  KOHTPOIIHO BCTAHOBNEHO, WO Jikapchkuil  3acif BBC3CHO B  VYkpainy 3
AOTPUMAHHSAM pumor SaKOHONABCTBA WOAO 3a6e3eueH s fkocT JKAPCHKUX 3ac06is.
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dapesa Ambya3

31, Noce-ciop-Cice

29 poyT pec IHaacrpic, 37530

Ten.: (+33) 2.47.23.77.78

dapesa dakc: (+33) 2.47.23.79.80
AmOyas

Ceprudikar aHasisy

HasBa npoAyKTy: THCIIPA® Mepexsa
KoZ npoayKTy: 4163UKR

Cepin Ne: 2797409

Creunikauis: CTDP-510-00-00(01-09-2010)

JlaTa BUpOGHULTEA: 07-2023

TepMin NpUAATHOCTI: 06-2026

Jara recryraun: 03/11/2023 poamip cepii 4500

TeeTh MeToz, Jlony cTHMI MeX1 PesysibTaTi

Onwc BIsyallLHO TabJeTKH, BKPUTI MIIBKOBOK) 060JI0HKOI0, )KOBTOFO Bignosizae Bumoram Tecty

K0/ILOPY, poMBonoAi6HOT GOPMH, 3i CTHIIZ0BAHNM
rpaBipysaHHsiM «Pfizer» 3 ojHoro Goky TabseTku i
«NSR» Hag «25» ~ 3 iH1I0ro 60Ky

lAenTHiKaLia 4 CneKTp BiANOBIAAE TAKOMY AJisl CTAHAAPTY BignoBijae BUMOraM TecTy
enJiepeHoHy

[neHTudikaiis BEPX TacyTprMyBaHHs OCHOBHOTIO NiKa BIANOBIAAE BianoBijiae BUMoOram TecTy
TaKOMy Ui CTaHAAPTY.

KinexicHe BU3HAYEHHSA BEPX 95,0-105,0 % BiA 3aABAEHOT0 BMIiCTY 99,8%

[TpoaykTH po3nany

By/b-siKuit HeyTOMHeHHi He Biabue Hix 0,2 % <0.1%

NPOAYKT po3namy BEPX

3araibHa KUIbKICTb BEPX He 6labute vix 0,5 % <0.1%

MPOAYKTIB

posnany

PozunHeHHs yo Bianosigac Aitounnm Bumoram (apmakones CLIA (Tinbku  {100%

ctagis | Ta 2) Q=75 % 3a 30 x8

OAHOPIARICTb LO30BAHKX dapmaxones CLIA Bianosigae mitounm euMoraM ®apmakonei CLIA BignoBiaae BUMoram TecTy
O/AMHUID

OAHOpPIARICTE BMicTY

Ce iKaT AKOoCTi
Kpaina npushadeHHs - YkpaiHa

Bupo6Huk: Gapesa Ambyas,

3oHe IHaacTpiane, 29 poyT aec IHgactpic, 37530 Noce-ctop-Cic, PpaHuia

Mpwumitka: Hassa syauui mose 6yTv 3asHadeHa Ak "Poce-sur-Cisse" a6o "Pocé-sur-Cisse" Ha ynakosuji, 3a/1eXHO Bi4 TOTO, AK BUKAEHO B
N03BONI Ha NPOAAX ANA KpaiHu,

Jliyensia Ha gupobruymeo: Ne 2023_327_1 2

Cepmucpikam GMP No: 2023/ HPF/FR/174

Peecmpayiiine nocaiduenns: UA/3752/01/02

Jlitoua pevosuna: ensepexoH, Jlo3yBaHHA: ensiepeHoH, 25 mr/Ta6.

PopMma sunycky : TaBneTKH, BKPUTI MIBKOBOIO 0G0JI0HKOI0 110 25 Mr

Posmip nakyearnsa: no 10 TaGneTok y Gaictepi, 3 GaicTepu B KapTOHHI) Kopo6ui

KinbkicTh npoAykTy y cepii BUpaxeHa YMCJI0M FOTOBOTO IPOAYKTY, 3aNaKOBAHOTO B KOpOGKH

MixpoGiosoziuna vucmoma: A0TIYCTHMI Mexi - 3araibHAUH BMICT UTTEIAATHHX aepo6HUX MikpoopraHiaMis: He Ginbwe 1000 Ha 115 -
sarasbHMil BMiCT rpubis/apixaxis : He Giabue 100 Ha 1r; -Escherichia coli: nosukHi 6yTH BigcyTHI B 1 T; TecT He € PyTHHHHM,
peay/iLTaT BiANOBIAGE BAMOTaM TECTY NPH NPOBE/\eHHI TeCTYBAHHA. flkuto B cepTudikati aHani3y He BKa3aHi peaynLTaTH 10 JaHOMy
TECTY, 1€ 03HAYAE, 1110 TECTYBAHHA HE TPOBOARJIOCH.

Howmep ceprudikary te kom6inauia HoMepy cepil Ta KOZY MPOAYKTY. E/leKTpOHHHUI MiAnUC BiBiACBaHO BIAMOBIAHO 2O EUGMPTa
US CGMP. MTpoAyKT BUTOTOBJIEHO BIANOBIAHO A0 aitoyoi HBIT Ta saTBep/pKeHOTO peecTpalifHoro JOChE.

t

JLOKYMCHTAUIR POSTIRAIETHCA AK RAACKICTH TA npranavcknii Uis Gianec oncpanti Ta as poarany cniRpoGITHUKAMK KoManli Ta /9 %_/j é'i 4 N ’1/@ C’ 6‘
peryasTopHrMH opranams, Haganus TpeTid cropon Ges P ora f03B0Ny 3260}

O wd 20 (/{?/Q

Cropinka 132



®dapesa Ambya3

31, Noce-ciop-Cicc

29 poyr gec IHgacrpic, 37530
Ten.: (+33} 2.47.23.77.78
daxc: {+33) 2.47.23.79.80

®apesa
AMOyas
Ceprudikart aHastisy
Ha3sBa npoayKTy: IHCITPA® Mepexnag
Koz npoayKTy: 4163UKR
Cepin Ne: 2797409
Crneuudikanis: CTDP-510-00-00{01-09-2010)
Jara BUpoGHUNTBA: 07-2023
TepMiH NIpUIATHOCTI: 06-2026
JaTa Tecrygann: 03/11/2023
Po3mip cepii: 4500

LluM sacsiguyio, wo HaBeeHa BHILe iHpopMaLis € JocTOBipHOIO | TouHot, Lig napris 6ysa BUTOTOBJIEHA (BKJIOYAIOUH cTagil
nakyBaHHs/MapKyBaHHs Ta KOHTPOHO AKOCTI) y NOBHIH signosiasocti Ao Bumor HBIT MicuerHx peryIaTOpHUX OpraHis Ta y
BianoBigHocTi i3 cienndikauicio, 3aTBepAXKeHOI0 Y KpaiHi npusHaveHHs. Jiroya pevoBrHa GyJia BUTOTOBJIEHA i3 AOTPUMAHHSM
sumor HBIL.

TexHOIOTIMHMIE POLLEC, TaKyBaHHs Ta 3BIT TECTYBaHH: 6YJiM eperyisHyTi Ta BUSHAH] TAKUMY, 10 gignosigaroTs BUMoram HBTL Yci
JOCHKERH S, BIAXHIIEHHS Ta PO36DKHOCT] TOTO/KEHO.

et cepTudikaT 6yB CTBOPEHKH BiABaNIJIOBAHOI CUCTEMOI Ta € AificHuM 6e3 nignucy.

YrosHoBaxeRa ocoba:

Enextponuuit nignuc: Billes Segolene JlaTa Bunycky cepii: 14-03-2024 16:47:31

JloKyMerrTalis poaranIacTLCH KK BAACHICTS TA NPU3 it anw Gisnec onepauiil Ta A8 POIFAAAY CNINPOGITHHKAMA KoMmanii ta
peryasTopiumu opratami. Hapanna Tpetiil cTopoHi 6es nonepeantoro A03noay 3aBoponeHo.

CropiHka 2 3 2



FAREVA

s NPABCISE

FAREVA Amboise
2| de Pocé-sur-Cisse

29 Route des Industries

37530 Pogcé-sur-Cisse
TEL (+33): 247237778
FAX (+33) : 247237980
Certificate of Analysis
Material Name: INSPRA®
Material Code: 4163UKR
Lot Number: 2797409
For information registered specification : CTDP-510-00-00(01-09-2010)
Date of Manufacture: 07-2023
Expiration Date: 06-2026
Testing Date (YYYY/MM/DD) : 2023/11/03 Batch size : 4 500
Test Method Limit Result
Description Visual Yellow, debossed, arc diamond, film-coated MEETS TEST
tablet. Strengths are distinguished by
identifying marking as follows :
- 25 mg tablet : Stylized Pfizer on one side of
tablet, NSR over 25 on other side of tablet.
Identity (IR} CTDP-510-00-00 Spectrum conforms to that of eplerenone MEETS TEST
standard
Identity (HPLC) CTDP-510-00-00 Retention time of main sample peak MEETS TEST
conforms to that of standard.
Assay CTOP-510-00-00 95.0-105.0% of label claim 99,8 %
Any unspecified degradation CTDP-510-00-00 NMT 0.2% <0,1 %
product
Total degradation products CTDP-510-00-00 NMT 0.5% <01 %
Dissolution CTDP-510-00-00 Conforms to current USP (Stage 1 and 2 only). 100 %
Q=75% at 30 minutes.
Q Value equal to 75% after 30 min is the
same that specification not less than (Q+5%)
i.e. 80% min after 30 min.
Content uniformity usp Conforms to current USP requirements MEETS TEST

Certificate of Quality :

e coneored PROPRIETARY and s rada avaliabla for business opralions and reviow by emplayees and reguiatory agenclos, Disirbullon to third paries without prior permisslon is prohibited.
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FAREVA
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FAREVA Amboise
Z| de Pocé-sur-Cisse
29 Route des Industries
37530 Pocé-sur-Cisse
TEL (+33) : 247237778
FAX (+33) 247237980
Certificate of Analysis
Material Name: INSPRA®
Material Code: 4163UKR
Lot Number: 2797409
For information registered specification : CTDP-510-00-00(01-09-2010)
Date of Manufacture: 07-2023
Expiration Date: 06-2026
Testing Date (YYYY/MM/DD) : 2023/11/03 Batch size : 4 500

Destination: Ukraine
FAREVA Amboise
Zone Industrielle, 29 route des industries,

37530 Poce-sur-Cisse, France

Note: The street address may be expressed as “Poce-sur-Cisse” or “Pocé-sur-Cisse” on the package, depending on the
expression issued in the Marketing Authorization for the country.

Manufacturing license n° n°2023_327_1 2
GMP Certificate n° 2023/HPF/FR/174

Marketing authorisation number: UA/3752/01/01

Active Substance: Eplerenone
Product Strength: Eplerenone 25mg/tablet

Dosage Form: film-coated tablets 25mg

Type and size of packaging : 10 tablets per blister, 3 blisters in a carton box.

Amount of the product in the batch is expressed as unit number of finished product packaged boxes for the batch.
Microorganism count: total viable aerobic count - limit not more than 1000 per g; moulds and yeasts - limit not more than 100
per g; Escherichia coli - limit none detected in 1g. These tests are not performed routinely, meets when tested. If no results are

listed on the CoA, testing was not performed.

The number of the certificate is the combination of the lot number and the product code and an electronic signature is
validated according to US CGMP and EU GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including

e s comeiamred PROPRIETARY and s made avarable for business aparalians and review by employces and regulatory agencies. Disiribution o third partios without prior pennission is prabibited,
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FAREVA
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FAREVA Amboise
2| de Pocé-sur-Cisse
29 Route des Industries
37530 Pocé-sur-Cisse
TEL (+33): 247237778
FAX (+33): 247237980

Certificate of Analysis

Material Name: INSPRA®
Material Code: 4163UKR
Lot Number: Z797409
For information registered specification : CTDP-510-00-00(01-09-2010)
Date of Manufacture: 07-2023 '
Expiration Date: 06-2026
Testing Date (YYYY/MM/DD) : 2023/11/03 Batch size : 4 500

packaging/labelling and quality control in full compliance with the GMP requirements of the local Regulatory Authority and
with the specifications in the Marketing Authorisation of the importing country. The corresponding active ingredient was
manufactured in compliance with GMP. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. Any investigations, deviations and discrepancies have been approved.

This certificate was created by a validated system and is valid without manual signature.

QUALIFIED PERSON ASSESSMENT.

Electronic Signature: BILLES Ségoléne Lot Release l.ocal Timestamp: 14/03/2024 16:47:31
(DD/IMMIYYYY)

oo Ts vomadered PROPRIETARY and Is made available for business operalions and raview by employees and regulatory agencies. Distnbutian to third porties without pror permissian Is prohibited.
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