HAEPXKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haxii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dlIs.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHUCHOBOK
Npo SIKICTH BBE3eHOro B ¥ Kpainy JlikapcbKoro 3aco0y
27.09.2023 Ne 48857/23/26
E30INIPOTEKT

(HaFMeHyBaHHA NikapcbKoro 3aco0y 3rifiHo 3 peccTpauifHUM NOCBIAYEHHAM)
miodinizar ans posunny ans in'exuiii Ta ingysii no 40 mr; no 1 ¢pnaxkony B kapToHHIH
Kopobui

(dpopma BHNYCKY, JI03yBaHHSA, BHI NaKyBaHHA Jlikapckkoro 3acoby)

Homep peectpauiiinoro nocsingenns UA/19210/01/01 crpok aii peecrpauitinoro nocsinuenns 04.02.2027

Cepisa nikapcskoro 3aco6y Ne 3235004 KinekicTs BBe3eHoro aikapcskoro sacoby 72744
Bupobuuk BEM Inau Can. Be Tik. A.C.. Typeuunna

(HaliMmeHyBanHs BUpoGHKKa NikapeeKoro 3acoby, KpaiHa NOX0/KEHHS)
Bae3ero B Ykpainy TOBAPUCTBO 3 OBMEXEHOK BIATNTOBIAAJIBHICTIO

"BYCT ®APMA"", inen. xon: 44107410

(nafimenysanns Ta koa 3a C/IPTIOY 1opuanunoi ocobu abo npizsuiue, im'a, no 6aTbkoBI
diznunol 0cobu - nianpuemua, il Micue MPOXKHUBAHHA Ta peccTpauiinui Homep 0bnikoBOT
KapTKH IJaTHHWKa noaartkis aGo cepis Ta HOMEp nacnopra)

MpoToxon sisyanshoro koutpomo sia 13.06.2023 N 1647/1.
JlaboparopHuii aHanis skocTi nikapcekoro 3aco0y 3aiHCHEHMIT:

JIIT "LlenTpansHa nabopatopis 3 aHai3y SKOCTi JiKapchKuX 3aco0iB i MeIMYHOT npoxyKuii"
(M.Kuip, Byn. Kynpsasceka 10r m.Kuis, Byn. Kyapsascbka 8B Kuisceka o6acTs, ¢. Hosi
Ilerpisui, Bys. IBana @panka, 19)

(HafiMenyBaHHA Ta Micue3Haxo/keHHs 1abopaTopii, wo nposena naGoparopuuii ananii AKOCTI)

BHCHOBOK LIO/I0 AKOCTi AliKapchkoro 3acoby, Buaanuii nadoparopieto sia 26.09.2023 Ne 1713

PesyauTaTi 1a6OPAaTOPHOro aHaTi3y AKOCTI Nikapchkoro 3aco0y 3a nepesipeHuMM NoKasHHKaMH BianmoBigawThb
BUMOIaM METO/iB KOHTPOJIIO AKOCTI (aHANITHYHO-HOPMATHBHOT IOKYMEHTaLLT).

3a pelyabTaTaMH  AEPKABHOTO KOHTPOMIO BCTAHOBJIEHO, WO JiKapCbkuil 3aci6 BBezeHo B VYkpaiHy 3
AOTpHMaA Or 3aKOHOJABCTBA 1100 3abe3neyeHHs AKOCTi Jiikapgbkux 3acolis.

Muxkona XOJIOJEHKO

L

KOHTPO/IO) (nianuc) (iniuianu Ta npissuiue)




JlepxasHa cnyx6a Ykpainu
3 TIKapCbKMX 3ac00iB Ta KOHTPOMO 3a
HAPKOTHKAMH

State Service of Ukraine on Medicines
and Drugs Control

Aepxasue ninnpuemerso "enTpaabna State Enterprise "Central

nadoparopis 3 anadizy AKOCTi JIKAPCLKAX Laboratory for Quality Control of

3aco6iB | MeanuHOT npoayKnii" Medicines and Medical Products"
Ykpaina, 04053, m Kuis, eyn.Kydpaecuka 10 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./chakc (044) 272 57 98 ) Tel /Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar ananizy Ne 1713 Bix 26.09.2023

Ha3sea 3paska: E3OIMPOTEKT, nioinisar ana posununy mns in'ekuiit ta indysii no 40 mr; no 1
(hIaKoHy B KapTOHHil KopoOui
Peccrpauiiinnii nomep: 1092.23
Bupotuuk: BEM Inau Can. e Tik. A.C., Typeuunna
Homep cepii: 3235004
Micue sindopy 3paska: TOB "BYCT ®APMA"
3amMoOBHHK: Hepxasua cnyxda Vipainu 3 nikapcbkux 3aco0iB Ta KOHTPOJIKO 34 HAPKOTHKaAMH
CynpoBiauunii 10KyMeHT: JIner Ne 4505-002.0.1/002.0/2-23 Bin 16.06.2023 p.
AKT Binbopy 3paska: Ne Bin 19.06.2023
Cran 3paska: 3pasok B CTaHi NPUAaTHOMY A MPOBE/IEHHS BUNPOOYBaHb
JdaTa oTpumaHHs 3pa3ka: 23.06.2023
Jdath BHKOHAHHS pobiT: 23.06.2023 - 26.09.2023
Bua koutpoaio: 3a posnopskennam Jlepxasrol cayxOn Ykpainu 3 nikapckknx 3acoBiB Ta KOHTPOMO
3a Hapkotukamu ("IM", TTocranosa 902)
Micue npogenenus NI «Llentpansua nabopaTtopis 3 aHauisy AKOCTI NiKapchKux 3aco6iB i MeaHYHOT
RisiIbHOCTI: npoayKuii»
H/1, ianosiano ao siko¥ MKA no p.n. Ne UA/19210/01/01: 3minm Bia 15.12.2022 nakas Ne 2268
POBOJMBCS AHAJI3:
MokasHuku | Bumoru H |  Pesynbratn
Onuc Bina abo mamxe Gina, ogHopiaHa, nopucta maca Binnosinae
30BHiWHIN BUrNAL po3unHy 1. Mpo3opicTe. Bignoeigae
lpo3opicTb posunHy mae Byt He Binblua, HiX y cTaHaapTHOI
cycnenail |
2. CryniHe sabapeneHHs. Bianosinae

CryniHb 3aGapeneHHs po3yuHy mae byti He Binble, Hix y
cTaHgapTHoro posyuHy B5

pH 90-115 10,6
|laeHTudikauis 1. Eaomenpasony. Biagnosigae sBumoram Bianosinae

2. Quuarpito egeTarty. Bianosinae sumoram Bignosinae
KinbkicHe BU3Ha4YeHHs (95,00 -105,00 %): 38,00 - 42,00 mr/chnakoH 41,19 mr/chnakoH
esomenpasony
KinekicHe BU3Ha4YeHHA (90,00 - 110,00 %): 0,90 - 1,10 mr/cpnakoH 0,99 mr/donakon
HaTpilo egeTary
MexaHiuHi BigcyTHiCTb BMAMMMWX YaCTUHOK Bianoeigae
BKINHOYEHHA/BUANMI YACTKK
MexaHiuHi YacTok 3 poamipom = 10 mMkm - He Ginble 6000 yacTok/cpnakoH Bianosinae
BKNIOYEHHA/HeBUAWMI YacTok 3 poamipom = 25 MKM - Ke Binblue 600 1acTok/hnakoH
YacTKu
Yac sigHoBneHHs po3dnHy He Ginblue 60 cek. Bignosinae
YnakoBka 3rigHo sumor MKH g Bignosinae
MapkysaHHs 3rigHo sBumor MKSH " " KD a Bianoeinae
SOP/G-5.10/D1 g i) Crop. 1i3 2




BUCHOBKH: Ceprudikar ananisy Ne 1713 gin 26.09.2023 nigteepikye, mo nepesipeHuii 3pasok npenapaty
E3OIMPOTEKT, niodinizat ans posuuny s in'exuii Tta indysii no 40 mr; no | ¢nakony B
KapToHHIH kopoOui, Ne cepii 3235004, supoOuuurso BEM lray Cax. e Tik. A.C., TypewyunHa
Bianosizac sumoram MKS a0 p.n. Ne UAf{‘}meIfﬂl aming Bia 15.12.2022 nakas Ne 2268 3a
HABe/IGHHMM BHILE MOKA3SHUKAMM. & =~ 0 b

' pm"a& MAPKTH
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x f
Ceprudikar ananizy He miansarae nopHomy abo qacmono%qy slmopeuulo oe3'mossony I_[I'l ‘LlenTpanbHa naboparopis 3
aHai3y SKOCTi NiKapChKMUX :mcdéua 1 Menmﬁbf npoaykuit

JimpexTop

Kineus ceprudikara ananizy No 1713 Bix 26.09.2023

SOP/G-5.10/D1 Crop. 2132
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CEPTU®UKAT AKOCTI TOTOBOI NPOAYKLIT

Hassa npogykry

(mo3yeaHHA, nikapcoKa dopma, po3mip i TUN YNaKOBKK)

E3OMPOTEKT, nioginizat gna posuuHy gna iH'ekuiii Ta ingysii,
no 40 mr y ¢pnakoHi; no 1 ¢pnakoHy B KapTOHHI Kopobui

[iroua pevoeurHa/ BMICT 4il040T pe40BMHM

Ezomenpason /40 mr

Kpaina BUpOBHUK TypeyumHa

Homep peecTpauiiiHOro noceig4eHHs UA/19210/01/01

Homep Ta poamip cepii 3235004 / 85714 dnakoHis
Date of manufacture / [lata sBupobHuMLTEa 12/04/2023

Expiry date / Tepmin npugatHocTi 03/2025

Hazsa, agpeca Ta Homep AiueH3ii BUpoBbHUYOI

BEM Inay CaH. e Tik. A.C., YepkesKkoit OpraHaiia CaHait bbosresi,

LinbHUUj Kapaaray Maxaneci, ®atix Bynbsapi Ne 38 Kanaxni / Tekipgak /
TypeyumHa
TR/0Y/2019/5-3

GMP ceptudikaT abo nocunaHHa Ha EudraGMP TR/GMP/2022/158

TECT / METOOAUKA

CMELUOIKALLIA

PE3YNIbTAT

Oonuc

Bina abo malixke 6ina ogHopigHa nopucTa maca

Bina ogHopigHa
nopmcra maca

30BHILLUHIN BUINAL, PO34UHY

- Mposopictb Mpo3opicTb po34MHYy Mae ByTH He BinbLU HixK Y Bianosigae
CTaHAapTHOI cycneHsii |

- CTyniTb 3ab6apeneHHn He Binblue, Hi}XK Y CTaHAAPTHOTO PO34uHY BS Bianosigae

BTpaTta npu BUCYLIYBaHHI He 6inbw 4,0 % 0,7%

pH 9,5-11,5 10,2

Yac BigHOBNEHHA He 6inbwe 60 cekyHA, 10 cekyHp,

OfHOpIAHICTb AO030BaHUX OAWUHWLb Bignosigae sumoram Ph. Eur., n. 2.9.40 Bignoeinae

laeHTUdiKauia (BHyTpiwHii meToa) (BEPX)

- Esomenpasony Bianosinae Bumoram Bignoeigae

- AuHaTpio epgeTaty Bignosigae Bumoram Bignoeigae

KRS SR H ESMS TSy 38,00 mr/dnakoH — 42,00 mr/dnakoH 40,83 mr/dnakoH
(95,00-105,00 %) 102,08%

KinbKicHe BU3Ha4yeHHA (BHyTpilWHiA meToa) 1 mr/dnakoH (0,90 — 1,10 mr/pnakoH) 0,99 mr/dnakoH

(BEPX ) HaTpilo eneTeaty (90,00-110,00 %) 99,00%

CynposigHi 4OMILKK BHYTpPILWHIN meTon,
- AOoMilKa A

- pomiwwKa C

- Jomiwka D

- pomilka 1

- JOMIWKa 2

- pomiwka E

- JOMIiWKa G

- byab-AKa HeBigOMA OOMILLKA

- CYMa [0MiLLOK

Makcumym 0,2 %
Makcumym 0,2 %
Makcumym 0,2 %
Makcumym 0,2 %
Makcumym 0,2 %
Makcumym 0,2 %
Makcumym 0,2 %
Makcumym 0,2 %
Makcumym 1,0 %

He BuABneHo
He BuasneHo
He BuasneHo
He BuasneHo
He BuasneHo
He BuasneHo
He BuasneHo
He BuasneHo
He BuasneHo

BUAMMI YaCTUHKK BiACYTHICTb BUOAMMMX YACTMHOK Bignoeigae
MexaHi4Hi BK/KOY eHHA YacToK po3mipom = 10 um He Binblue 6000 /dnakoH 176,00
HeBnaumi 4actkm YacTok po3mipom =25 um He Binbwe 600 /dnakoH 8,00
BakTepianbHi EHOOTOKCHHM Makcumym 4,166 MO/mr Bignoeigae
CTepubHICTb Mae ByTu cTepUABHUM Bianosigae

Format No Form No ®opma Ne:

FORM.QC.522-04/SOP.QC.004

Tarih Date [lata

25/03/2023

Page 1 of 2 / CtopiHka 13 2
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CEPTU®UKAT AKOCTI TOTOBOI NPOAYKLIT

Hassa npogykry
(mo3yeaHHA, nikapcoKa dopma, po3mip i TUN YNaKOBKK)

E3OMPOTEKT, nioginizat gna posuuHy gna iH'ekuiii Ta ingysii,
no 40 mr y ¢pnakoHi; no 1 ¢pnakoHy B KapTOHHI Kopobui

[iroua pevoeurHa/ BMICT 4il040T pe40BMHM

Ezomenpason /40 mr

Kpaina BUpOBHUK TypeyumHa

Homep peecTpauiiiHOro noceig4eHHs UA/19210/01/01

Homep Ta poamip cepii 3235004 / 85714 dnakoHis
Date of manufacture / [lata sBupobHuMLTEa 12/04/2023

Expiry date / Tepmin npugatHocTi 03/2025

Hazsa, agpeca Ta Homep AiueH3ii BUpoBbHUYOI
LinbHUUj

BEM Inay CaH. e Tik. A.C., YepkesKkoit OpraHaiia CaHait bbosresi,
Kapaaray Maxaneci, ®atix Bynbsapi Ne 38 Kanaxni / Tekipgak /
TypeyumHa

TR/0Y/2019/5-3

GMP ceptudikat abo nocunaHua Ha EudraGMP

TR/GMP/2022/158

Cepina Bignosigae sumoram MKA go PM Ne UA/19210/01/01.

Uum 8 nigTeepaKylo, W0 HasedeHa suule iHpopmalis € A0CToBipHOW i TodHow. LA cepia npoaykuii byna
BUTOTOBNEHa (BK/IKOYalOHMM YNakoBKY / MapKyBaHHA) i MpoBedeHWMIt KOHTPO/Ib AKOCTI Ha 3a3HayeHomy

BMPOOHUYOMY MaldgaHUYMKy Y NOBHIK BianosigHocTi Ao Bumor GMP, BCTaHOB/IEHUMMW MiCLLEBMM PEryIATOPHMM

OopraHom, a TakoX y BignosigHocTi 3i cneuundikauiero go Pl Ha npenapart. [poTokonun BMpobOHMLTBA, YNAKOBKMX

Ta aHanisiB 6ynu nepernaHyTi i BcTaHOBAEHO BigNOBiAHICTL BUMoram GMP

MigrotosneHo: | KOHTpoOAb AKOCTI MikpobionoriuHmia | MapaHTia AKoCTi Crartyc
3aTBepArKeHo: aHanis 3aTBepArKeHHA:
3aTeepaXKeHo
Kepieruk 8iddiny . .
i . KepieHUK i3
5 % g KoHmMposo Akocmi Emin Uinma3s ;
Alicine ledikni i " 3a6e3ne4eHHs akocmi 3aTBepKeHo
. 20moeoi NpodyKuyii Colikapym
Midnuc . ; KyHeym bockypm
Adem AKkim Midnuc ; ;
10/05/2023 . Midnuc O Bigxunexo
nidnuc 10/05/2023 22/05/2023
10/05/2023

Format No Form No ®opma Ne:

FORM.QC.522-04/SOP.QC.004

Tarih Date [lata

25/03/2023

Page 2 of 2 / CtopiHka 2 3 2
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of Product
(strength, dosage form, package size and type)

EZOPROTECT lyophilisate for solution of injection
and infusion, 40 mg in a vial; one vial in a cardboard
box

Active Substance / Potency

Esomeprazole / 40mg

Manufacturing Country Turkey

MA number UA/19210/01/01
Batch Number and Size 3235004 / 85714 vials
Date of Manufacture 12/04 /2023

Expiry Date 03 /2025

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38
Kapakli/ Tekirdag / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/IGMP/2022/158

TEST & METHOD SPECIFICATIONS RESULT
: i . Whitish, uniform,
Appearance White or whitish, uniform, porous cake porous cake
Appearance of Solution
Clarity Clear or not more opaque than reference Conforms
suspension |
Coloring Degree < Ref. Sol. BS Conforms
Loss In Mass During Drying Max. 4.0% 0.7 %
pH 9.5-11.5 10.2
Reconstitution Time Solution Max. 60 seconds 10 seconds
Uniformity of Dosage Units Conforms to EP.2.9.40 Conforms
Identification (In-house) (HPLC)
-Esomeprazole Conforms to test Conforms
-Disodium EDTA Conforms to test Conforms
2 38.00 mg/vial — 42.00 mg/vial 40.83 mg/vial

FABHY- FRQIOPIRIRS (95.00% - 105.00%) 102.08 %
Assay- (In-house) (HPLC) 1 mg/vial (0.90 — 1.10 mg/vial) 0.99 mg/vial
Disodium EDTA (90.00% - %110.00%) 99.0 %
Related Substances In-house
Impurity A Max. 0.2% Not detected
Impurity C Max. 0.2% Not detected
Impurity D Max. 0.2% Not detected
Impurity 1 Max. 0.2% Not detected
Impurity 2 Max. 0.2% Not detected
Impurity E Max. 0.2% Not detected
Impurity G Max. 0.2% Not detected
Unknown Impurity Max. 0.2% Not detected
Total Impurity Max. 1.0% Not detected
Visible Particles Visible particles should not exist Conforms

- : = 10 yum max 6000 particles/vial 176.00
Subvisible Particles = 25 um max 600 particles/vial 8.00
Bacterial Endotoxin Maks. 4.166 EU/mg Conforms
Sterility Should be sterile Conforms

1/2

Format No Form No :

FORM.QC.522-04/SOP.QC.004

Tarih Date 25/03/2023
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of Product
(strength, dosage form, package size and type)

EZOPROTECT lyophilisate for solution of injection
and infusion, 40 mg in a vial; one vial in a cardboard
box

Active Substance / Potency Esomeprazole / 40mg
Manufacturing Country Turkey

MA number UA/19210/01/01
Batch Number and Size 3235004 / 85714 vials
Date of Manufacture 12 /04 / 2023

Expiry Date 03 /2025

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38
Kapakli/ Tekirdag / Turkey

TR/UY/2019/5-3

GMP certificate or EudraGMP reference
numbers

TR/GMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/19210/01/01

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above-mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP) (Ne TR/GMP/2022/158 27/04/2022)

Prepared by: Quality Control Microbiology Quality Assurance | Status
p[] sl Gogiulr Approval by: It.)a'boratory Approval | Approval:
Y.  ineyt B0OZKL Rl(QApproved
Prod pliance BAecutve ( \Rejected

il

Date: loios12023 | Date: jo(nS! 20723 Date/ 2y ( a5 (102D
2/2
Format No Form No : FORM.QC.522-04/SOP.QC.004
Tarih Date 25/03/2023




JEPXJIKCIIYXBA YKPATHUA
JEPXKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hanii Ceitnuudoi, 3, 02099, Ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPIIOY 37079055

BUCHOBOK
Npo sAKiCTH BBE3eHOro B YKpaiHy JiKapchbKoro 3acoly
18.11.2024 Ne 61352/24/2611
E30IIPOTEKT

(vaitMeHyRanHa Nikapchkoro 3acofy 3riHo 3 peccTpallifiuM nocsiaqeHHsM)
nsogixizaT g posummy aas in'exuiit Ta indysiit mo 40 mr; mo 1 paakony B KapToHHil
KopoGui
(hopma BURYCKY, L03YBaHHS, BUA NaKyBaHHs Jikapcbkoro 3acoby)

Homep peectpauiifisoro rocsinuenns UA/19210/01/01 crpok aif peectpauiftnoro nocsinuenss 04.02.2027
Cepis sikapcskoro sacoby Ne 4235001 KinbKicTb BBescHoro Jikapeskoro sacoby 15000

Bupo6uuk BEM Inayu Can. e Tik. A.C., Typeuaunna

(nakiMenyBanHHs BUPOGHKMKA JIKAPCHLKOro 3ac0By, KpaiHa NOXOMKEHHS)

TOBAPUCTBO 3 OBMEXEHOJXO BIAITOBIIAJIBHICTIO
"BYCT ®APMA", igenr. xon: 44107410

(uafivenynaris Ta ko 32 CAPIIOY 1opuamurol ocobu aGo npissuuie, iM's, nio Garskosi disuunol
0cobu - nianpuemuy, 1 Micue IPOKUBAHES Ta peecTpaLiiiHni Homep 06ik0BOT KapTKU NJIATHHKA
nozarkin a6o cepis Ta HOMCP nacnoprTa)

BseseHo B Ykpainy

Iporoxon sisyanskoro konrpomo sin 11.11.2024 N 3912/2.

3a  pe3ynsTaTamMu  JIEPKABHOTG KOHTPOMO BCTAHOBJGHO; 110 sikapchkuit  3aciG  BBeseHo B Ykpainy 3
JOTPHMAHHSM BUMOr 33KOHOAABCTEA LIOAO 3a6e3neucHHs SKoCTi nixapcymacoﬁia.

 ACOBIE Ty
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JEPXIIKCIIYKBA YKPATHU
JEPKABHA CJYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ren, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo AKICTL BBE3EHOro B YKpaiHy jJikapcsKoro 3acody
18.11.2024 Ne 61348/24/2611
E30IIPOTEKT

(sadiMenynanns nikapebkoro 3acofy 3riaKo 3 peccrpauilinum noceinyensm)
aiodinizar aiast posunny s in'exuiit Ta indysiii no 40 mr y ¢guaxoni; no 1 guaxkony B
rapTonHiii Kopobui

(popma BUOYCKY, HO3YRAHHS, BHIL UIAKY BAHHS. IKapCHKOTO 3acoly)
Homep peecrpauiitnoro nocsinuenus UA/19210/01/01 erpox nif peectpauiiisoro nocsinuenns 04.02.2027
Cepis nixapcekoro saco6y Ne 4235001 Kinskicts Baesenoro sikapebkoro sacody 10000

Bupo6ink BEM Iau Can. se Tik. A.C., Typequnna

(naliMeryBanus BupobHMKa Nikapeskoro 3acolfy, KPaiHa NOXOMKEHHS)

Bieseno s.Ypaiity TOBAPUCTBO 3 OBMEXEHOIO BIANOBIIAJBHICTIO
"BYCT ®APMA?", inenr. con: 44107410

(nasimenynanns Ta ko 3a CJIPTIOY opwinunof ocobu abo npissuie, iM', no Gathkoni disuunol
ocoBu - nianpremus, 1T Micue npoxcusanis Ta peectpauiiinnit nomep 06iKOBOT KAPTKY NIATHIKA
nonarkis aGo-cepis Ta HOMEP nacnopra)

Iporoxon sisyansiore konrponio sin 28.10.2024 Ne 3694/6,

32 pesysibTaTAMH  ICPNKABHOTO KONTPORIO BCTAHOBACHO, WO Jikapchkuii 3aci6 esBeseHo B VkpaiHy 3

ACTPHMAHHSIM BIMOr 31KOHOAABCTBA LWONO 3abesneucnns akocTi nikapghKux 3acobip.

Miuxosna XOJIOJEHKO

{ninnue) (ininiany ta npissuule)




JIEPYKJIIKCIIYXBA YKPATHA
JHEPKABHA CJIYXKFBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo AIKiCTL BBE3EHOro B YKpainy JikapesKoro 3acody

18.11.2024 Ne 61341/24/26

E3OINPOTEKT

(naiiMenyBanng AiKapeLKoro 3acoby 3riiHo 3 peeCTpaifHuM MoCBIAYEHIsIM)
aiodinizar ans posumpy Qs in'exuiit Ta indysii o 40 mr; no 1 dgurakony B KapTonHi
KopoGui

{(hopMma BUITYCKY, RO3YBAHES, B NAKYBRHHS NiKAPCLKOro 32c00y)
Homep pecctpauifinoro nocsizuenns UA/19210/01/01 crpox aii peectpauiitnoro nocsinuenns 04.02.2027
Cepia nikapeskoro 3acoby Ne 4235001 Kinbkicts BBE3eHOrO Jikapcokoro sacoby 12000

BipoGuuk BEM Inau Can. se Tik. A.C., Typeyunna

(nalimenyBanHs BUpOGHIKa JikapebKoro 3acoly, kpaina [OXORMCHHA)

Bgeseiio B Ykpainy TOBAPUCTBO 3 OBMEKEHOIO BIMTOBIZAJBHICTIO
"BYCT ®APMA", ineur. won: 44107410

(Malimerysats Ta koA 3a EAPTIOY 1opuanunol ocobu abo npizsuiue, iM's, 110 barbrosi hisuunol
0COBH - nipnpuemus, i Micue NPOXUBAHHA Ta peecTpauiiunit HoMep 0GHKOBOT KapTKY NaTHUKS
monarkis abo cepis Ta BOMEp nacropTa)

Mportokon sisyanstoro kontpomio sin 24.09.2024 Ne 3260/5.
JlaboparopHuit aranis skocti nikapcekoro 3aco0y spifcHenui:

JUT "Uenrpansua naGoparopis 3 ananisy scocTi TikapChKux 3acob6iB i Meuunoi rpoxyKuii”
(m.Kuig, Byn. Kynpssceka 10r M. Kuis, sysn. Kyapssceka 8B Kuisceka o6nacts, ¢. Hosi ITerpisui,
ByJ1. Isana ®panka, 19)

(HaliMeHyBatHs T2 Micliesnaxoketns nafopatopil, wo nposesa naboparopsmii aHania akocTi)

BHCHOBOK LUOAO AKOCT] NikapekKoro 3acoGy, Bunakuit naboparopicro sin 15.1 1.2024 Ne 2243
PesynbraTi 1aBOpaTOPHOrO aHaNi3y AKOCTI AIKApChKOro 3aco0y 3a nepesipeHnMu NoKasHKamMH BixnmosigaoTh
BUMOTAM METOLIB KOHTPOMO AKOCTI (AHANITHHHO-HOPMATHBHOT nokyMeHTauir).

34 pesyAbTATAMM NEPWEBHOTO KOHTPOMO  BCTAHOBACHO, MO nikapcyfdi  3aci6 seeseno B YKpaiHy 3

AOTPpUMAHHAM OHOAABCTBA 1LONI0 3a0e3neYeHHs AKOCT

Muxona XOJIOJIEHKO

(iniuiamy Ta npispuue)




Hepoxasia cayxba Yrpainn
3 AHKAPCHEUX 3acobiB Ta KORTPOING 38
HAPKOTHKAMM
Adepmasne gianpucemerso "Uenrpasinia
aaboparopin 3 amanizy sikoeri rRapeLKrux
3acobin i mexmaol npogyvii’

State Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products”

Ypaina, 04053, mKuig, eyn Kydpsecuka 100

men.fhake (044) 272 57 98

web: www.clab.com.ua, e-rail:

10G. Kudryavska street, Kyiv, Ukraine, 04053
Tel/Fax +380 (44) 272 67 98

centrallah@clab.com.ua web: wwiv.clab.com.ua, e-mail: centraltab@clab,com.ua

Ceprudikar ananizy Ne 2243 sin 15.11.2024

Hassa spaswa:

Pecerpauniitniil vonmep:
Biipoduuk:

Homep cepil:

Micie sigbopy 3paska:
3aMOBHIK:
Cynposignilii AORYMenT:
ART gigbopy 3paika:
Crran spaska:

Hava orpusanus spasia
Mty sukonaunst podir:
Bt wourpoiato:

Micue nponeacuns
AlILHOCT:
H/L, Bianosinno 1o sikof

E30TNPOTEKT, njodinisar ang posduny ans inexuil 1a indy3iit no 40 mrino
(iakoHy 8 KapTOHBIH KOPOOILi

2133.24

BEM Lnau Can: se Tik. A.C., Typenunna

4235001

TOB "BYCT GAPMA™

Heépkanua cayuba YRpaHi 3 AIKapChKiN 3ac00is 14 KOHTPOIIO 30 HAPKOTHKANN
Jluer Ne 8138-002.0.1/002.3/2-24 1ia 30.09.2024 p.

Ne 8in 03.10.2024

3pa3oK B CTali NPIANTHOMY [UIS 1POBEACHHA BHUPOOYBEHS

09.10.2024

09.10.2024 - 15.11.2024

3 posnopamxennam Jlepaasnol cayxGi Yipainn 3 Aikapehix 3acodis 1a RoHTponio
3a naprorakamy ("IM", TTocranosa 902)

JUT «llenrpansia nabopatopis 3 ananizy skOCT JKapCoKUX 3ac00iB | MEANUIHOT
npoayKui»

MEKST o p.an Ne UA/19210/01/01; satian Bin 15.12,2022 wakas Ne 2268, 1mini

KinbriCHe BUIHAUGHHS
eaomenpasony

KinbkicHe BuaHauexsHa
Harpio egerary

MexaHivHi

BHIHOUE HHA/BIAMMI 9aCTKM
Mexaiuui
BKAIOYEHHAHEBUANMI
YECTKU

Hacgi 7

Kaghuwy Bumorn HI PesynbTati
C LT AAhHA I Bina abo maimke Bina, onHopiaKa, nopucTa maca 8§Anoaiaae
) HHRAR 1. MposopicTs. ‘ ‘ ) Bignosigae
Bl=0 g i posopicts posduHy Mae ByTi He Ginsuia, HX Y CTaHABPTHO!
gl i cycnenaii |
R 2. Crynib 3aBapsneHHs. Binnosigae
%\f /s Crynitb 3abapanexHs posuuty mag Gyt He Binblue; HXy
o A%y o AR IRTT CTAHAAPTHOIG po3unHy BS
oo g vt 904115 98
|peHTREE™ 1. Esomenpasony. Bignosinae sumoram Binnosinae
2. [lunatpio egeraty. Bianosigae sumoram Bignosinae

(95,00 -105,00 %): 38,00 - 42,00 mr/onaxoH 40,17 wmrichnakoH

{90.00 + 110,00 %): 0,80 - 1,10 mrfdpnakon 0,91 mridnaxkon

BifACY THICTL BAAUMUX HACTUHOK Bianosigae
Yacrok 3 poamipom = 10 mim - He Ginsuse 6000 vacrok/pnarkon Bignosigae
YacTok 3 posmipom = 25 mkm - He Ginbwe 600 YacTor/hnakoH

He Binbiue 60 cex. B?anoefnae
3riano sumor MKA B{mmapaﬁ
3riaHo sumor MKA Bianosinae

Mdinar ananisy N 2243 gin ’

HPOTEKT, ajodginizar ans podvngy amt IWEKUR T2 iHyaiit no 40 mo
‘, urilt kopobui, Ne cepil 42335001, : . el
brizae sumoran MK 10 pas Ne UA/192 1001201 sainn siz 15.12.2022 wakas No 2268, saanh

15.11.2024 niateepakye, wo nepesiperit pasox npenapary
no 1 taakouy B
gupodHnuTeo BEM Inaw Can. se Tis. A.C.. Typeuunna

Crop. 1132
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Kineiws ceprudirara avasnizy Ne 2243 sin 15.11.2024

Cvop. 2132
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Hassa npogykry

{a03ysanhs, nikapceka dpopma, PO3Mip i Tun ynakosku)

E30NPOTEKT, riodinizar gna PO34YMHY Ans it 'ekuiit Ta iHysiii,
no 40 mr y ¢pnakoni; no 1 bnaKkoHy B KapToHHiii Kopobui

KpaiHa Bupo6Huk
Homep peecrpauiitHoro NnocBiAYeHHs

Aitova pevosuna/ smict Aitoyol peyosuHy

Esomenpason 40 mr
Typeuunna
UA/19210/01/01

Homep 1a poamip cepil

Expiry date / Tepmin npuaartHocTi

Date of manufacture / Qata BUPOBHUUTBa

4235001 / 60000 ¢bnakoHis
13/04/2024
03/2026

AINbHUU]

HasBa, aapeca ta Homep niueHsii BUpo6HUYO;

BEM Inau CaH. e Tik. A.C., Yepkeskoii OpraHa#s Canali Beonresi,
Kapaaray Maxanzci, darix Bysbsapi Ne 38 Kanakni / Tekipgak /
TypeyunHa

TR/0Y/2019/5-6

] GMP ceprudikar abo NOCUNAHHsA Ha EudraGMP

| TR/GMP/2022/158

TECT / METOAUKA

V?nsu,mbmAu,m } FE3V/IbTAT

Onuc

3oBHiwWwHil BUINAL PO3UUHY
- Mposopicts

- Crynite 3a6apeieHns

NopUCTa maca

Bina ogHopigr a‘l

bina abo maiiwe 6ina CAHopiaHa nopucta maca I

Brparta npu BUCYLWIYBaHHI

Mposopicts PO34UHY Mae ByTu He Ginbl Hik y Bignosir,ae
CTaHAapTHOI cycnensii |
He binble, Hix y CTaHAaPTHOrO PosynHy B5 Bignosiaae
He 6intw 4,0 % 1,6%

| pH

9,5-11,5 10,6

Yac BigHosneHHs

OaHopiaHicTs po30saHmX OAVHUUb

laeHTudiKauin (BRyTpiw Hif metog) {BEPX)
- Esomenpaszony
- AuHatpito egerarty

Bianosigas sumoram

He Binble 60 CeKYHA, 3 cekyHa,
Bignosigae
Bianosizae

Bignosizae sumoram Bignosizae

KinbkicHe suaHauenHs esomenpasosy

Bianosigae sumoram ph. Eur.,, n. 2.9.40
41,22 mr/dnakoH

38,00 mr/dpnakoH — 42,00 mr/bnakoH !

(95,00-105,00 %) 103,05%
KinbkicHe BU3HaYeHHs (BHYTPIiWHi metoz) 1 mr/dnakon (0,90 - 1,10 mr/dbnakon) ’ 0.95 mr/daakon
(BEPX ) Hatpito efereary (90,00-1.0,00 %) 95,00%

CynposiaHi aomiwku BHyTpiwHii meTog
- loMiWKa A

Makcumym 0,2 % He suasaeHo

- Aomiwka C Makcumym 0,2 % -le sUABNEHO
= AoMiwKa D Makcumym 0,2 % e BuABNEHO
= Aomiuika 1 Makcumym 0,2 % He suasnetio
- AOMillKa 2 Makcumym 0,2 % He susisnero
- BomiwkKa E Makeumyw 0,2 % He sussne-o
- AomiwKa G Makcumyw 0,2 % He susaBne o
- 6yab-aKa Hesigoma AOMillKa Makcumym 0,2 % He sussneno
= CYMa A0oMilioK Makcumyan 1,0 % He suasneno
Buanmi yacturku BiscyTHicTb BUAMMMX yacTuHOK Bianosinae
MexaHivHi BK/tOYeHHA HacTok poamipom > 10 Hm +e 6inble 6000 /drakoH 686,00
Hesuaumi yactku Hacrok posmipom 2 25 KM He Binbwe 600 /draxon 53,33
bakrepianbHi eHpoToKeUHM Makcumy 3ignosigae
Iﬁ'epmnbmcm Mae Bignosinae

E)rmat No Form No dopma Ne: | FORM.QC.522-O4/SOP.QC.OOTI

| Tarih Date ata

| 25/03/2023

Page 1 of 2 / Cropinka 132



% em

CEPTUDUKAT AKOCTI FOTOBOI MPOAYKLUII

Hassa npoaykry
{(no3ysakHsaA, nikapcbka GopMa; PO3MIp I TUN YNaKoBKK)

E30NPOTEKT, niodinizar ana posunHy ana in'ekuiid Ta indysii,
no 40 mr y pnakoHni; no 1 pnakoHy B KapTOHHIK Kopobui

[itoua pevosuHa/ 8MICT 4iH0YOT peYoBUHU

Esomenpaszon / 40 mr

KpaiHa BupobHuK TypeyunHa

Homep peecTpaLitHoro Noceia4eHHs UA/19210/01/01

Homep Ta po3mip cepii 4235001 / 60000 dpnakoHiB
Date of manufacture / [lata sBupobHULTBa 13/04/2024

Expiry date / Tepmin npugaTHocTi 03/2026

Hasga, agpeca Ta Homep JileHsii BupobHuYoi
AinbHUUI

BEM lnau CaH. Be TiK. A.C., YepkesKolt OpraHaita CaHali bbonresi,
Kapaarau Maxaneci, ®atix Byabsapi Ne 38 Kanakni / Tekipaak /
TypeuunHa

TR/0Y/2019/5-6

GMP ceptudikat abo nocunarHa Ha EudraGMP

TR/GMP/2022/158

Cepis signosigae sumoram MKA ao PN Ne UA/19210/01/01.

LUum A miaTsepaxylo, WO HaseeHa Bulle iHpopmaliia € AOCTOBipHOW i TouyHol. La cepia npogyruii byna
BUrOTOBNEHA, BKNIOUYAIOUYM YNAaKOBKY/MapKyBaHHA | NPOBEAEHUN KOHTPO/b AKOCTI Ha 3a3HavyeHoMy BUPOGHUYOMY
MaliaHumMKy Y NoBHiM sBianosigHocTi 40 Bumor GMP, BcTaHOBAEHUMU MICLLEBUM PETYAATOPHUM OPraHOM, a TakoX Y

BianosigHocTi 3i cneumdikauielo fo PIM Ha npenapar. MpoTokoan BUPOBHULTBA, YNAKOBKK Ta aHanisis bynu
nepernaHyTi | BCTaHoBNEHO BignosigHicTts sumoram GMP (Ne TR/GMP/2022/158 27/04/2022)

Pemapku

Migrotosneno: |KoHTponb skocti | Mikpo6ionoriuHuii ananis | FapaHTia akocTi CraTtyc
3aTBepaKeHo: 3aTBEpAKEeHO 3aTBEPAKEHHA: M 3arsepaskeHo
O Bigxunexo
G o ; Midnuc
Alicinb ledikni | Mepse Cemecpi Ceda Kapakac Bypnicy Ypmekin
Nionuc nionuc Mionuc KepisHuk i3 306e3neqeHHA
29/05/2024 29/05/2024 29/05/2024 8idnoeidHocmi npooyKyir

29/05/2024

Format No Form No ®opma Ne:

FORM.QC.522-04/SOP.QC.004

Tarih Date [lata 25/03/2023

Page 2 of 2 / CropiHKka 23 2



CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of Product
(strength, dosage form, package size and type)

EZOPROTECT lyophilisate for solution of injection
and infusion, 40 mgq in a vial; one vial in a cardboard

box

Active Substance / Potency

Esomeprazole / 40mg

Manufacturing Country Turkey

MA number UA/18210/01/01
Batch Number and Size 4235001 /60.000 vials
Date of Manufacture 13/04 /2024

Expiry Date 0372026

Name, Address and License Number of

Manufacturing Site

Kapakli/ Tekirdag / Turkey

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38

TR/UY/2019/5-6
E‘ijvlr:bc;er;tiﬁcate or EudraG‘MP reference TRIGMP/2022/158
TEST & METHOD SPECIFICATIONS RESULT
Appearance White or whitish, uniform, porbus-cake ngct)irsohdsuggg;m,

Appearance of Solution

Clarity Clear or not more opaque than reference Conforms
suspension |

Coloring Degree < Ref. Sol. B5 Conforms

L.oss In Mass During Drying Max. 4.0% 1.6 %

pH 9.5-11.5 10.6

Reconstitution Time Of ,

Liyophilized Powder Max. 60 seconds 3 seconds

Uniformity of Dosage Units Conforms to EP.2.9.40 Conforms

Identification (HPLC)

-Esomeprazole Conforms to test Conforms

-Disodium EDTA Conforms to test Conforms

) 38.00 mg/vial — 42.00 mg/vial 41.22 mg/vial

Assay- Esomeprazole (HPLC) (95.00% - 105.00%) 103.05 %
—— 1 mgfvial (0.90 -~ 1.10 mg/vial) 0.95 mg/vial

Disodium EDTA Assay (HPLC) (90.00% - %110.00%) 95.00 %

Related Substances (HPLC)

Not detected

Impurity A Max. 0.2%
fmpurity C Max. 0.2% Not detected
mpurity D Max. 0.2% Not detected
Impurity 1 Max. 0.2% Not detected
impurity- 2 Max. 0.2% Not detected
Impurity E Max. 0.2% Not detected
Impurity G Max. 0.2% Not detected
Unknown Impurity Max. 0.2% Not detected
Total Impurity ; Max. 1.0% Not detected
Visible Particles - “isible particles should not exist Conforms

. ; 2 10 ym max 6000 particles/vial 686.00
Subvisible Particles > 25 ym max 600 particles/vial 53.33
Bacterial Endotoxin Maks. 4.166 EU/mg Conforms

Should be sterile Conforms

Sterility

Format No Form No :

FORM.QC.522-04/S0P.QC.004

Tarih Dale

25/03/2023
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Name of Product
(strength, dosage form, package size and type)

EZOPROTECT lyophilisate for solution of injection
and infusion, 40 mg in a vial; one vial in a cardboard
box

Active Substance / Potency

Esomeprazole / 40mg

Manufacturing Country Turkey

MA number UA/19210/01/01

Batch Number and Size 4235001 / 60.000 vials
Date of Manufacture 13/04/2024

Expiry Date 0372026

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne; 38
Kapakli/ Tekirdag / Turkey

TRIUY(2019/5-6

GMP certificate or EudraGMP reference
numbers ‘

TRIGMP/2022/158

The batch meets the requirements of QCM for MA Ne UA/19210/01/01

I hereby ‘certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above-mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP) (Ne TR/GMP/2022/158 27/04/2022)

Remarks
Prepared by Quality Control | Microbiology Quality Assurance Status
(function, full Approved by Laboratory Approved by l/é Aobroved
name, signature (function, full Approved by (function, full name, PP
date) name, signature (function, full name, signature date) B Rejected

date)

signature date)
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08.05. 24

Format No Form No :

| FORM.QC.522-04/SOP.QC.004 }J

Tarih Date

| 25/03/2023
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