L

AEPXKABHA CJIY)XFBA 3 JIIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoe. Hanii CeitauuHoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BHCHOBOK
Npo SAKICTH BBE3€HOro B YKpaiHy JikapcbKoro 3acofy

04.04.2024 Ne 17876/24/26

OMEIIPOTEKT

(HafimeHyBaHHA likapcekoro 3acoby 3riiHo 3 peecTpauifHUM MOCBITMCHHAM)
NMOPOMIOK VISl PO34UMHY JJis iH'exknii no 40 mr; 1 ¢prakon 3 mopomkoM B KoMILIekTi 3 1
AMITYJI0K0 3 PO3YHHHHKOM B AL

(popma Bunycky, n03yBaHHA, BHI NAKYBAHHA Jikapchkoro 3acoby)
Homep peectpauiiinoro noceiauenns UA/20042/01/01 ctpox nii peecrpauiitioro nocsiguenns 23.05.2028
Cepis nikapcbkoro 3acoby Ne 24C055 KinbkicTs BBe3eHOTO NikapcsKoro 3acoby 6284

BupoGHuk AHOAPM XEJIJIAC C.A., I'penist

(naiiMeHyBanHs BipoGHMKa nikapchkoro 3aco0y, Kpaila MoXoKeHHS)

BaeseHo B Vkpaily TOBAPHUCTBO 3 OBMEXXEHOIO BIAITIOBIAAJIBHICTHO
"BYCT ®APMA", inenr. xon: 44107410

(naiimenysanna Ta ko 3a €JIPTIOY opuanunoi ocoGu abo npissuule, iM'a, no Garekosi Qisuunol
ocobu - nianpuemus, i Miclie NPOXUBAHHS Ta peecTpanifuuit Homep 0021ik0BOT KAPTKH NIATHHKA
nozaTkis abo cepis Ta HOMEp nmacnopTa)

TpoTokoa Bisyansroro kontpomo sin 04.04.2024 Ne 1166/2.

3a pesynsTaTaMM JepKaBHOTO KOHTPONIO BCTAHOBIEHO, W0 Jikapchkud 3aci6 BBeleHO B Vkpainy 3
JAOTPHMAHHSAM BUMOr 3aKOHO/IaBCTBA 1OJIO 3a6e3neueHns AKOCTi Nikapghkux 3acobiB.

Muxona XOJIOJJEHKO

(nianuc) (iniuianu Ta npizsue)




—
ANFARM

-
JOKYMEHT
DP-D10-E01-A
ANEARM HELLAS S0 BupaHHAa: 06 3amiHroe: 05
Jarta sugaui: 10.09.2018 CropiHka. 131

CEPTU®IKAT BIAMNOBIAHOCTI TA BUNYCK rOTOBOI MPOAYKLII

HA3BA MPOAOYKTY: OMEMNPOTEKT

HA3BA MPOAYKTY BULK: Omenpazony Hatpito Mopolwok ana posdnHy and id'ekuiii no 40 mr/¢pnaxoH

KO NPOAYKTY BULK: ANF.04.0618

CEPIA NPOAYKTY BULK: 24B179

ON1A PUHKY : YKPATHA

HOMEP PEECTPAL|IMHOIO NOCBIAYEHHA: UA/20042/01/01

dapmak. Jlikapcbka dopma/Cuna aii: MopowoK Ta pO3UMHHUK 4S8 Ppo3unHY ana iH'ekuiit / 40 mr/pnakoH

Pozamip ynakoBku: ynakoeKa x1 ¢/1akoH + amn. 3 po3vymMHHUKOM 10 mn

[ata surotosnenHn: 02/2024 Homep cepii: 24C055

Kinbkicte : 6.284 ynak Tepmix npupaaTtHocTi : 10/2026

Po3uuHHWK: PosyuHHUK 817 OmenpomeKkm | BUpoBHULTBO, NaKyBaHHA Ta KOHTpoab AkocTi : AHOAPM XE//IAC C.A
Mop-k 8/pos-y 0nn iH'exuili no 40 mz/gn. | Anpeca: 61-i km HaujoHanbHoi goporu AdiHu-/amis, Cximatapi BioTis
Kog po34yuHHKMKa: — ANF.04.0739 32009, FPELLIA

Hamep cepil posunpimka; 231930 Homep niuensii Ha BupobHmuTeo: 0000000011/24/1

TepMiH NPUAATHOCTI PO34MHHMKA: 10/2026
KOHTPOIbHUN CMIUCOK
JOKYMEHT 3ANKCY CEPIT-NPOLEC BAPOEHULTBA
B MPOLIECI BUNMPOBYBAHHA
OOKYMEHT 3AMKUCY NAKYBAHHA — NPOLIEC NMAKYBAHHA
KOHTPO/1b YIAKOBKH
MPOEKTMBHICTb BUPOEHWMYOTI O MNMPOLIECY
OOKYMEHTU MIKPOBIOTIOTIYHKWX TA (ABO) BIOTOTNYHUX JOCNIAMEHD
OOKYMEHTW NPO KOHTPOJ1b AKOCTI
CEPTU®IKAT AHANIZY
KIHLEBMI NPOAYKT BIAMNOBIOAE NILEH3ITHA PEECTPALLIKO
niAg YAC BUrOTOBEHHA LIET MAPTIT HE BY/10 OCOB/IMBUX/3HAYHMX BIOXIAIB

ANESENENENENENENENEN

A1, Hkyenignucanmin . MoHoriy , YnosHoBaxeHa Ocoba AHO®APM XE/JIAC C.A, Lum 3acBigdyto, Wo:

a./ Lo cepito OMEMNPOTEKT MopoluoK ana po3uuHy gnsA iH'ekuii no 40 mr/¢nakoH 24C055 6y10 BUrOTOBNEHO, YNaKOBaHO
Ta NpoTecToBaHO BiAnosigHo Ao sumor GMP signosigHo Ao Bumor GMP EC ana nikapcbkux 3acobis i [akwo B EC] BignosiagHO
0O BWMMOT peecTpauiMHMX maTepianie KpaiHM npusHavyeHHa. [JOKymMeHTauif wWoao npouecy BUMPOBHWMUTBA, MaKyBaHHA Ta
TECTyBaHHA 3aBeplleHa, nepesipeHa Ta 3aTeepaMeHa. Yci BigxwneHHAa 6ynu pos3rnaHyTi Ta CxBajieHi BiANOBIAHO A0
BCTAHOB/IEHOT NpOLEeAypPU BiOXWAEHD, | OAHUX CYTTEBUX/KPUTUHYHKUX BiAXMNEHb BUABNEHO He Byno. Cepia npoaykuii Bignosigae
noropKeHUm cneundikadisam i moxe ByTn BUNyLLEHa B Npoaax

b./ Nig 4ac BMpo6HMUTBA Uiei NapTil He 6yN0 BENMKUX/CYTTEBUX BiAXUNEHb

Cepis npogykKuii Bignosigae norogeHin cneyndikauii i moxe 6yTy BunyLieHa B npogax

Dara 14/03/2024 MignucaHo:
NigrotosneHo: 3aTBepaMeHo:
Jnionuc/ /niénuc/neyvamxa/
€. Xpucoxy 0. MoHoriy
Bipain akocTi YnosHoBaXKeHa ocoba

AH®APM XEJI/IAC C.A

rONOBHWIA O®IC MICLLE BUPOBHULITBA: R&D LEHTP NOrCTUYHUA LEEHTP:

Byn. Auaitac, 4 Ta Byn. 61 KM HauioHanbHoI goporm Byn. Auaitac, 4 Ta Byn. 68-i KM HauioHansHoI goporu
Tpizixiac, Kidicia, Adinun-Namia, Tpisixiac, Kidicia, Aditn-Namia,

14564 Adinm, Mpeuia 32009 Cximatapi, Bioria, Ipeujia 14564 Adinm, Mpeuia 32009 Cximarapi, BioTia, [pevujia
T+30 210 683 1632 T+30 22620 58391 T+30 210683 1632 T+302262041250
info@anfarm.com info@anfarm.com info@anfarm.com info@anferm.com

anfarm.com anfarm.com



Mpoaykr: Omenpason 40 mr/¢nakoH, MopoLLOK ANA PO3YMHY ANA iH'EKLiN No

®opma DP-D10-E01

Bepcis: 05

CEPTUDIKAT AHANIZY

Cepia No: 24B179

Koposuii Homep: ANF.04.0618

[ata surotosneHHa: 02/2024

Bepcia KoHTpoato AKocTi: 05

[aTta snposageHHa: 25/11/2021

JopatkoBa iHbopmauis: -

CNELMPIKALYA
TECTH (srigHo DP-D10- AMFP-0032, METOAOM PE3YJ/IbTATHU
pea. 1, sig, 15.06.2020)
Mepep BigHOBNAEHHAM
Bina abo maiixe bina macay BisyanbHM I KOHTpOAb / BHyTP. meTos, . .
Onme bezbapesHomy dnaKkoHi DP-D10- AMFP-0032-3.1 Bianosiaae
I diraui A. YO metopg: MNosutmeHuia BHyTp. meTon DP-D10- AMFP-0032-3.2.1 MNo3nTMBHMIA
e B. TWX meToa: MNozntmeHMiA BHyTp. meTog DP-D10- AMFP-0032-3.2.2 MNo3uTMBHMIA
€EP 2512
<
Bopa = 40% DP-D10- AMFP-0032-3.3 22%
o : 42,5mr + 10% €d 2.9.5 217
AHOpiAHicTL Mack (38,3 — 46,8) mr DP-D10- AMFP-0032-3.4 i
KinbkicHe BMsHa4yeHHA 95,0-105,0% BEP{;(P?S::)F-).Ah;;;geoioij;.;29 97,9%
CynposigHi gomiwiku
* 4-rigpokcy gomilKa .
He 6 0,2% 0,07%
(RRT=0,25-0,30) FOMIEIE :
e [Nomiwka C He Ginbwe 0,10% N/D
* [Nomiwka D He 6inbwe 0,10% BEPX BHyTp. meTog, / €EP 2.2.29 0,03%
* [NomiwkaE He 6inbwe 0,10% DP-D10- AMFP-0032-3.6 0,01%
* N-metun gomiwka (RRT=1,5) He 6inbwe 0,2% BQL*
* byab-aka gomiwka He 6inbwe 0,2% BQL*
* Cyma gomiwiok He 6Ginbwe 1,0% 0,11%
T . C & Ph.Eur.2.6.1 C 5
€CT Ha CTepUNBHICTL TepUbHMIA DP-D10- AMFP-0032-3.7 TepPUIbHMIA
. . €EP2.6.14
bakTepiancHi eHBOTOKCUHM MeHwe 5,5 MO/mr Omenpaszony DP-D10- AMEP-0037-3.8 <5,5 MO/mr
Micna BigHOBNAEHHA
Mposopa besbapsHa abo BisyanbHMiA KOHTpOAb / BHyTp. meTos, ; :
Onme bnipo-xoBeTyBaTa piguHa 6e3 yacTUHOK DP-D10- AMFP-0032-3.10 Fianosinae
€D 223 Po3umHHMK:
pH Ll DP-D10- AMFP-0032-3.11 23J930: 7,8
Po3umHHMK:

Yac BigHOBNEHHA

He 6inbwe 30 cek.

BHyTp. meTog DP-D10- AMFP-0032-3.12

231930: 4 cek.

MexaHi4Hi BKNHOYEHHA:
YactuHkm 2 10 mrm

YacTuHKm 2 25 MKm

< 6000 yactvHOK /dpnakoH:

< 600 yacTuHoK/dnakoH:

€929.19
DP-D10- AMFP-0032-3.13

175
3

3aTBepAareHo v BiaxuneHo

*BDL — Huxeye mexi suasnerHa / Below Detection Limit

*BQL - Huxcue KinbkicHoi mexci / Below Quantifiable Limit

*N/A - He sacmocoeyemocsa / Not Applicable

*ND - He suasneHo / Not Detected
MigrotoeneHo: MIKANIC NANATEOA4OPY [ata: 14.03.2024
KepisHuk BA /mgnnuc/
3aTBepayKeHo: MAPINNEHA CTAMATIY [arta: 14.03.2024
Menepnep BA /mgnnuc/

i MOXXe OyTu BUNYyLLEHa B Npoaax




®opma DP-D10-E01

Bepcisa: 05
CEPTU®IKAT AHANI3Y
Npoaykr: PO3YUHHUK O/19 OMENPA30NY Cepia Ne: 23J930
40mr/¢dnakoH, NOPOLLOK ANA PO3UMHY ANA iH'eEKLiN
Koposuii Homep: ANF.04.0739 [aTta surotosneHHa: 11/2023
Bepcia KoHTpoAto akocTi: 04 JopatkoBa iHbopmauis: -

[ata snposageHHs: 18/06/2020

CNELUMDIKALIA
TECTH (sriaHo PTD) METOOM PE3Y/IbTATHU
CknaHa besbapeHa amnyna no 10 mn, wo
Onwmc MicTuTb Be3bapeHuit nposopuii poszunH ann BizyanbHWIA KOHTPO/ib Bignosinae
iH' exuin
pH 3,5-6,0 EP223 4,8
lMokasHMK 3anomMneHHA 1,3840 - 1,3890 EP22.6 1,3849
Obcar 10,0 - 10,5 mn BHyTp. meTog, 10,2 mn
BisyanbHuin KoHTpOnb Mpo3opuii, bes yacTuHOK BizyanbHWIA KOHTPO /b Bianosigae
d > 25 mkm He Binbwe 6000 yacT./amnyny 75
iyHi € 2.9.19
Mexsuibml meuenna d >25 mkm He 6inbwe 600 yacT./amnyny 0
Tect Ha cTepuabHicTE CrepunbHuia Ph.Eur.2.6.1 CrepunbHuia
bakTepiancHi eHAOTOKCUHM Menwe 0,094 MO/mr Makporony EP2.6.14 < 0,094 MO/mr
Mositpo/sogoHeNpoOHUKHICTD ; % ; ;
ifiRRRaFe o N WinbHwia yepes 600 cekyHg npu 160 mm pt BHyTp. meTogq, Bignosigae
3aTBepAareHo v BiaxuneHo
MigrotosneHo: MIKANIC NANATEO4OPY [ata: 29.11.2023
KepisHuk BA /mannuc/
3aTeepaXKeHo: MAPINNEHA CTAMATIY [ata: 29.11.2023
Menenep BA /mannuc/
AHPAPM XENMNAC C.A
rO/IOBHWIA OPIC MICLEE BUPOBHWULTBA: R&D LEHTP NOrICTUYHWIA LLEEHTP:
Byn. Auaitac, 4 Ta Byn. 61 KM HauioHanebHoI gopomm Byn. Auaitac, 4 Ta Byn. 68-i KM HauioHansHoI goporu
Tpisixiac, Kidicia, Adinu-Namia, Tpizixiac, Kidicia, AdiHu-Namia,
14564 Adinu, Mpeuia 32009 Cximatapi, Bioria, lpeujia 14564 Adinm, Mpeuia 32009 Cximarapi, Biotia, I'pevujia
T+30210 683 1632 T+30 22620 58391 T+30210 683 1632 T+3022620 41250
info@anfarm.com info@anfarm.com info@anfarm.com info@anferm.com

anfarm.com anfarm.com
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CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

PRODUCT NAME : OMEPROTECT

BULK PRODUCT NAME: Omeprazole Sodium Ps.Inj.Sol, 40mg/VIAL

CODE OF BULK PRODUCT: ANF.04.0618

LOT OF BULK PRODUCT: : 24B179

FOR THE MARKET OF : UKRAINE

MARKETING AUTHORIZATION NUMBER: UA/20042/01/01

Pharmac. Dosage Form /Strength: Powder and Solvent for Solution for Injection / 40mg/VIAL
Package size: BT x 1 VIAL + 1 AMP SOLVENT x 10ML

Manufacture Date: 02/2024 Batch No : 24C055

Quantity . 6.284 BT Exp.Date : 10/2026

Solvent:SolventforOmeprotect40mg/vial Manufacturing, Packaging And Q.C.Site : ANFARM HELLAS S.A.
Ps.Inj.Sol. Address : 61 Km. Nat. Rd. Athens-Lamia Schimatari Viotias
Code of Solvent: ANF.04.0739 32009, GREECE

Batch No of solvent: 23J930 Authorization number : 0000000011/24/1

Exp.Date of solvent: 10/2026

CHECKING LIST

BATCH RECORD DOCUMENT - MANUFACTURING PROCESS

IN PROCESS TESTS

PACKAGING RECORD DOCUMENT - PACKAGING PROCESS

PACKAGING CONTROL

YIELD OF THE PRODUCTION PROCESS

DOCUMENTS OF MICROBIOLOGICAL AND (OR) BIOLOGICAL TESTS

DOCUMENTS OF THE QUALITY CONTROL TESTS

CERTIFICATE OF ANALYSIS

FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE

SN ENEVENENENENENEEVEN

THERE WERE NO MAJORS / SIGNIFICANT DEVIATIONS DURING THE MANUFACTURING OF THIS BATCH |

|, the undersigned D. Monogiou, Qualified Person of ANFARM HELLAS S.A. hereby certify that :
a./This batch OMEPROTECT Ps.Inj.Sol. 40mg/VIAL 24C055 has been manufactured, packed and tested
under GMP conditions in accordance with EU GMP requirements for Medicinal Products and [when
within the EU] with the requirements of the Marketing Autharization of the destination country. The
documentation of the manufacturing and packaging process and testing is complete and has been
reviewed and approved. All deviations have been reviewed and approved in accordance with an
established deviation procedure and no Significant/Critical deviation was found. The Product batch
conforms to the agreed specifications and can be released for sale
b./There were no Major/Significant deviations during the manufacturing of this batch

The Product batch conforms to the agreed specifications and can be released for §_:a|e

Date o3 /202v . Signature: \
Prepared By: Approved By:
\ \\ - 'r.aJJ
E. Chrysochou " D.Monogiou//

QA Dept Qualified Person

HEAD OFFICES MANL EFACTU RING SET) R&D ( v I F IR LOGISTICS C ENTER

mfpaniam . com



Form pP-D10-E01

Version: 05

Product: OMEPRAZOLE 40mg/vial, ps. inj. sol

CERTIFICATE OF ANALYSIS

Lot No.: 24B179

Code No: ANF.04.0618

Man. Date: 02/2024

Additional info: -

QC version: 05
Issued date: 25/11/2021
SPECIFICATIONS
TESTS (According to DP-D10-AMFP- METHODS RESULTS
0032, v.01, dated 15/06/2020)
Before reconstitution
White to almost white cake in colourless | Visual control / In house method ,
Dascription vial DP-D10-AMFP-0032-3.1 Campies
In-house method
Identification a. UV method: Positive DP-D10-AMFP-0032-3.2.1 Positive
b. TLC method: Positive In-house method Positive
DP-D10-AMFP-0032-3.2.2
Ph. Eur. 26,12
Mivier el i DP-D10-AMFP-0032-3.3 Sl
Ph. Eur. 2.9.5
Uniformity of mass 425 mg+10% 41.7 mg
(38.3-46.8)mg DP-D10-AMFP-0032-3.4
HPLC in house method /
Assay o Ph. Eur. 2.2.29 97.9%
95.0% to 105.0% DP-D10-AMFP-0032-3.5
Impurities:
« 4-Hydroxy Impurity (RRT=0.25-0.30) NMT 0.2% 0.07%
¢ Impurity C NMT 0.10% ND
o Impurity D NMT 0.10% HPLC in house method 0.03%
e Impurity E NMT 0.10% Ph. Eur. 2.2.29 0.01%
¢ N-Methy! Impurity (RRT=1.5) NMT 0.2% DP-D10-AMFP-0032-3.6 BQL
e Any single unknown NMT 0.2% BQL
« Total impurities NMT 1.0% 0.11%
: Ph. Eur. 2.6.1
Sterility test Sterile DP-D10-AMFP-0032-3.7 Sterile
Ph, Eur. 2.6.14
Endotoxins Less than 5.5 EU/mg Omeprazole DP-D10-AMEP-0032-3.8 < 5.5 EU/mg
After reconstitution
. Clear colourless to pale yellowish liquid Visual control / In house method
Description free of particles DP-D10-AMFP-0032-3.10 Camplles
Ph. Eur. 2.2.3
pH 7.7-95 ity S Solvent: 23930 7.8
In-house method g ;
Reconstitution time NMT 30 sec DP-D10-AMFP-0032-3.12 Solvent: 23J930: 4 sec
Particulate contamination:
Particles 2 10 pm < 6000 part./container Ph. Eur. 2.9.19 175
Particles 2 25 um < 600 part/container DP-D10-AMFP-0032-3.13 3
7
[_Approved \/ [ Rejected
A2t “ﬁF‘(}EGRGﬂ Date: 14/03/2024
WISOR
Date: 14/03/2024
1/1
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:
4 Achaias Str & Trizinlas Str. Kifissia,, 61st km National Road 4 Achaias Str. & Trizinjas Str. Kifissia, G6Bth km National Road
14564 Athens, Greece Athens -Lamia, 14564 Athens, Greece Athens -Lamia,
32009 Schimatari, Viotia, Greece T+30 210 683 1632 32002 Schimatarl, Viotia, Greece
T+302 58301 info@anfarm.com T+ 3022650 41250
anfarm.com info&Eanfarm.com info@anfarm.com




Form bpP-D10-E01

Version: 05

CERTIFICATE OF ANALYSIS

Product: SOLVENT FOR OMEPRAZOLE
40mglvial, ps.inj.sol

Lot No.: 23J930

Code No: ANF.04.0739

Man. Date: 11/2023

QC version: 04
Issued date: 18/06/2020

Additional info: -

TESTS SPECIFICATIONS METHODS RESULTS
(According to PTD)

Description Glass colorless ampoule of 10 ml that contains Visgally ConniliEs

a colourless clear injection solution P
pH 3.5-6.0 Eur.Ph.2.2.3 4.8
Refractive index 1.3840-1.3890 Eur.Ph.2.2.6 1.3849
Volume 10.0-10.5 ml In house 10.2 ml
Visual control Clear, free of particles Visually Complies
Particulate matter d > 10 um not more than 6000 part./ampoule Eur Ph.2.9.19 75

d > 25 pm not more than 600 part./ampoule iy 0

Sterility test Sterile Eur.Ph.2.6.1 Sterile
Bacterial endotoxins Less than 0.094 EU/mg Macrogol Eur.Ph.2.6.14 < (0.094 EU/mg
Airiw.ater Ughtness T the olrect Tight after 600 sec at 160mm Hg In house Complies
container

F 4
[ Approved /

| Rejected

Prepared hym——
QC Supervi -

Approved by:
QC Manager

ANFARM HELLAS 5.A.

Date: 29/11/2023

Date: 29/11/2023

171

HEAD OFFICES:

4 Achaias Str & Trizinias Str. Kifissia,,

14564 Athens, Greece
T+30 210 683 1632
Info@anfarm.com
anfarm.com

MANUFACTURING SITE:
61st km Mational Road
Athens -Lamia,

32009 schimatari, Viotia, Greece

T+ 3022620 58391

info@anfarm.com

R&D CENTER:

4 Achaias Str. & Trizinias Str., Kifissia ,

14564 Athens, Greece
T+30 210 683 1632
info@anfarm.com

a

LOGISTICS CENTER:

68th km National Road

Athens -Lamia,

32009 Schimatari, Victia, Greece
T+ 302265041250



JAEPKABHA CJIYKBA 3 JITKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KH€EBI

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

B CHOBOK
Npo SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

01.01.2024 Ne 169/24/2611

E30IIPOTEKT

(mafiveHyBaHHS JTiKapCcHKOro 3aco0y 3TiHO 3 peecTPamiiiHIIM HOCBiTISHHIM)
Jiogimizar 1 po3dnHy A4 iH'exnin Ta indysin mo 40 Mr; mo 1 (prakoHy B KapTOHHIM
Kopoo i

(thopma BHIIyCcKy, 103yBaHHS, BII IAKYBaHHA JIiKapcEKOIO 3ac00y)
Howmep peecrpaniitaoro mocsimaerrs UA/19210/01/01 crpox aii peectpaniiiroro mocsimuenns 04.02.2027
Cepis mikapcekoro 3acoby Ne 3235009 KinpkicTs BBe3eHOTO JiKapchkoro 3acoby 10000

BupobHik BEM Imag Can. Be Tik. A.C., TypeuunHa

(HaiiMeHyBaHHS BIIPOOHIIKA TiKapCcEKOr0 3aco0y, KpaiHa MOX0DKeHHS)

Baesero B VKpaiHy TOBAPHUCTBO 3 OBMEXEHOIO BI/IIIOBITAJIBHICTIO
"BYCT ®APMA", ixent. xox: 44107410

(maiiMeHyBaHHA Ta ko] 3a €IPIIOV ropramrdHoi ocodn abo mpizeimie, iM'sa, o 6aTEKOBI (izIrHOL
ocoDII - MMpHeMII, il Micle IPOKIIBAHHSA Ta peecTpariiiHiii Homep 061iKOBOI KApTKII IIATHIKA
ToJAaTKIB abo cepis Ta HoMep Iaclopra)

IIpotokoa Bisyansroro kontpo.io Bix 01.01.2024 N 4210/1.

3a pe3ynpTaTaMH JIepKABHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIIKAapchKmil 3acid BBeeHO B YKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOJABCTBA 1010 3a0e3IeTeHHS IKOCTI JTIKapChKIIX 3aco0iB.

Hagansauk Muxkomna XOJIOJIEHKO

(mmocaioBa ocoda opraHy JiepKaBHOT0 KOHTPOIIIO) (minmmic) (iHimiam1 Ta mpi3BIIIE)

ML.IL



JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BIICHOBOK
NpO SIKICTh BBE€3€HOI0 B YKpaiHy JIIKapChbKOIo 3aco0y

01.01.2024 Ne 157/24/2611

E30IIPOTEKT

(maiiveHyBaHHS JTiKapCcHKOro 3aco0y 3TiHO 3 peecTPamiiiHIIM OCBiTISHHM)
Jiogimizar 1 po3unHy A4 iH'exknin Ta in@y3in mo 40 Mr; mo 1 prakoHy B KapTOHHIM
Kopoo i

(dopma BIITYCKY, 103yBAaHHS, BILI MAKYBaHHA JTIKapCEKOTO 3aco0y)

Howmep peecrpaniitroro mocsimgerrs UA/19210/01/01 crpok aii peectpaniitroro mocsimuenns 04.02.2027
Cepis mikapchkoro 3acoby Ne 3235009 KinbkicTs BBe3eHOro Iikapcbkoro sacoby 30000

Bupo6Hix BEM Iag Can. Be Tik. A.C., TypeuunHa

(HaiiMeHyBaHHS BIIPOOHIIKA TiKapCEKOIO 3ac00y, KpaiHa TOX0DKeHH”)

Beeseno B Ykpainy ToBapucTBo 3 06Me:keHO0I0 BimnoBinaabHicTIO "BYCT ®APMA",
izenT. xox: 44107410

(maitveHyBaHHA Ta KoJ 3a €IPIIOV ropmamrdHoi ocodn abo mpizenmie, iM'a, mo 6aTEKOBI (izIrHOL
ocoDH - MimpHeMII, ii Miclle IPOKIIBAHHA Ta peecTpalliiiHiii Homep o0IiKOBOI KapTKII IUIATHIIKA
ToJAaTKIB abo cepis Ta HOMep Iaclopra)

IIpotokoa Bisyaasroro konrpo.io Big 01.01.2024 N 4211/3.

3a pesympTaTaMI JIepKABHOTO KOHTPOI0 BCTAaHOBIEHO, IO JIKAapchKmil 3acid BBeeHo B YKpaiHy 3

JOTPHMAHHSAM BIMOT 3aKOHOJABCTBa 1010 3a0e3IeYeHHA AKOCTI TIKapCchKIX 3aco0iB.

HaganpHHUK Miukoaa XOJIOJEHKO

(mocazoBa ocoda opraHy Jep:KaBHOI'O KOHTPOIIFO) (minmic) (igimiam1 Ta mpi3BIIIE)

ML.IL



AEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOFBIB
TA KOHTPOJIKO 3A HAPKOTHKAMM y m. KHUEBI

npos. Hanii Ceitnuanoi, 3, 02099, ten. (044) 295-26-85
E-mail: dlIs.kyiv@dls.gov.ua, Kon €JIPITOY 37079055

BHUCHOBOK
Npo sIKicTh BBe3eHOro B Ykpainy Jiikapcbkoro 3acoby

13.12.2023 Ne 64631/23/26

E30MNPOTEKT

(HaliMeHyBaHHR NiKAPCLKOTO 3aC0By 3MiAHO 3 PEECTPALIHHKM MOCBIAYEHHAM)
Jioginizar ans po3umny s in'exuiii Ta indysiit mo 40 mr; no 1 paakony B KapTonmiii
KopoOui

(thopma BUMYCKY, 103yBAHHA, BHI NAKYBAHHS Nikapcbkoro 3acoby)
Homep peecrpauiiinoro nocsiauenns UA/19210/01/01 crpok aii peectpauitinoro nocsinuenns 04.02.2027
Cepis nikapcskoro 3acoby Ne 3235009 Kinskicts BBe3eHoro sikapeskoro 3acoby 1000

Bupo6uuk BEM Inay Can. Be Tik. A.C., Typeuuuna

(naiimeHyBanHs BupobHMKa nikapcekoro 3acoly, kpaiHa NOXOKEHHA)

Baeseno B Yipainy TOBAPHUCTBO 3 OBMEKEHOIO BIAITIOBIAAJIBHICTHO
"BYCT ®APMA", inenr. xon: 44107410

(nafimenysanHA Ta kol 3a €JIPIOY wopuauyHoi ocobu abo npissuuie, iM's, no Garukosi QizHanoi
0coby - nianpuemus, ii Micle NpoXHBAHHA Ta peecTpauilinnii Homep o6niKOBOT KAPTKM NAATHHKA
nozarkis abo cepis Ta HoMep nacrnopra)

MpoTokon Bisyansnoro koutpomo sin 22.11.2023 N 3692/1.
JlaboparopHuii aHai3 AKOCTi Nikapckkoro 3acoly 3aiHCHeHHil:

Jlep>xaBHa HayKOBO-ZOC/IIHA 1a00paTopis 3 KOHTPOJTIO SKOCTI JlikapcbKHX 3acobiB JlepxkaBHol
yctaHoBH "[HCTUTYT rpoMajckkoro 310poB's iM. O.M. Mapseesa HAMH VYkpaiun" (m.Kuis,
Bys.Ilonyapenka 50)

(HalMCcHYBAHHA Ta MiCLUE3HAXO0/KeHHA AabopaTopii, Wwo npopena nabopaTopHuii aHani3 AKOCTi)

BHCHOBOK 11010 AKOCTI Nikapchbkoro 3acoby, Bunanmii naGoparopieo sin 12.12.2023 Ne 2604
Pesynsrati na6opaTopHOro aHanisy AKOCTi Jikapchkoro 3acofy 3a nepesipeHHMH NoKa3HUKaMH BIANOBINAKOTH
BHMOTAM MCTOIB KOHTPOJIO AKOCTI (AHANI THYHO-HOPMaTHBHOT IOKYMEHTaLiT).

3aci6 BBeseHo B VYkpaiHy 3
3acobiB.

3a pesynsTaTaMH OEPKABHOrO KOHTPOMIO BCTAHOBIEHO, WO JiKapchbKu

Mukona XOJIOOJEHKO

(iniuianu Ta npissuue)




HAepxasHoi ycTaHOBM "IHCTUTYT rpOMafchbKoro 340poB's im. O.M.Map3aeesa
HauionansHol akagemii MeanuHux HayK YKpaiHu"

syn. MeTemana MNaana MonyGoTka (Monyapenka), 50, m.Kuis, 02094
Ten: +380 (44) 513-71-33; +380 (44) 292-14-17; cpakc: +380 (44) 292-14-21; E-mail. druglab@ukr.net

@ AepxaBHa HaykoBo-aocniaHa nabopaTopin 3 KOHTPONIO AKOCTI Nikapcbkux 3acobis

gE1eMa Npessanidpmosara BOOI sig 2201 2016 p.
AXDEAMTOBEHA HAUIOHANGHMM BIeHTCTEOM 3 Yrpaivy nignosiaHo Ao ensor ICTY EN ISONEC
1So ) 17%2552019(&!30:150 17025.2017, IDT; ISO/EC 17025:2017 IDT), Aectar npo axpeauTaio Na 20905 aia
02 2023p
5010 Yrpaini 3 NikBpCukMx 3acobia Ta P 3a Hap: , G npo

v
% o¥  avecrayio Ne 510 sig 08.06.2022 p.

YNPEENiHHRA AGNCTIO CepTndikosana Y
maworam [ICTY EN ISO 8001.2018, Cesm'cbim BWWIM Zlﬂm 13.07.2021 p.

Ynoa an-ta i yeHTp M P D AOpOa‘'A Yrpain® Ha NpOSeAsHHA
Goparop P ‘. nhmmx Gia, Wo Ha ¥
Cepmcblua'r aHanisy Ne 2604
Nep y wepea lutepreT: hitp/www.drugiab kiev.ua/sert

" 1d=18E42C14CC17
Big "12" rpyans 2023 p.

Hassa 3pa3ky: E3OMNPOTEKT, niodinizar 4na po34ynHy Ans iH'ekUid Ta iHdysiih no 40 mr; no 1
¢pnakoHy B KapTOHHIW Kopobui

Bupo6uuk: BEM Inau Can. e Tik. A.C., TypeyyunHa

Homep cepii: 3235009

Ha3sea Ta agpeca 3amoBHuka: [lepxasra cnyx6a YkpaiHu 3 nikapcbkux 3acobis Ta KOHTPOMIO 3a
HapkoTukamu, npocnekr Bepecreicbkuin, 120-A, M. Kuie, 03115

JNucr-HanpaenenHs: Ne 9346-002.0.1/002.3/2-23 Big 29.11.2023 p.

Micue Bin6opy 3pasky: TOBAPUCTBO 3 OBMEXXEHOK BIAMOBIJANBHICTIO "BYCT ®APMA"
[larta ogepxaHHa 3pa3ky: 04.12.2023 p. PeecTpauiiHuin Homep 3pa3ky: 2549
Hara BukoHaHHA pob6oru: 04.12.2023 - 12.12.2023 p.

Bua koHTponio: 3a posnopamxeHHam [epxnikcnyxbu (Moctanosa Ne 902)

HA, 3rinHo sikoi npoBoauTLECA aHaniz: MKA go p.n. Ne UA/19210/01/01

Ne
n/n

1 DOnuc

MokaaHuku Bumoru HO

2 [BOBHIWHIA BUrNAA PO3YUHY
- NpO30pICTb

- CTyniHb 3abapeneHHs

pH

jaeHTUgikauis

- e30Menpasony

- AMHaTpilo egerary

5 [KinbkicHe BU3Ha4YeHHs
3omenpasony

LW

erary
exaHiuHi BKMYeHHS
e guUOUMI Yacmxu
® HesuouMi YyacmKu
- > 10 MKM
- > 25 MKM
8 Mac BigHOBNEHHS PO34MHY
9 |Ynakoska

10 MapkysanHs

~

BucHoBOK: 3pa3ok npenapary E30
Mrno1¢naxoﬂyaxap1'orm A K
Typeuunna, Bignosigac BrM:

3aB. naboparopie C



‘\K/em

CEPTU®UKAT AKOCTI TOTOBOI NPOAYKLIT

Hassa npogykry

(mo3yeaHHA, nikapcoKa dopma, po3mip i TUN YNaKoOBKK)

E3ONMPOTEKT, nioginisat gna posuuHy gna iH'ekuiii Ta inpysii,
no 40 mr y ¢pnakoHi; no 1 ¢pnakoHy B KapTOHHI Kopobui

[iroua pevoeurHa/ BMIcT 4il040T pe4OBMHM

Ezomenpason /40 mr

KpaiHa BUpOBHUK TypeyumHa

Homep peecTpauiiiHOro Noceig4eHHs UA/19210/01/01

Homep Ta poamip cepii 3235009 / 87804 dnakoHis
Date of manufacture / [lata sBupobHuMLTEa 18/08/2023

Expiry date / Tepmin npugartHocTi 07/2025

Hazsa, agpeca Ta Homep niueH3ii BUpobHuYoi

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

LinbHUUI Kapaaray Maxaneci, ®artix Bynbsapi Ne 38 Kanaxni / Tekipgax /
TypeyumHa
TR/0Y/2019/5-3

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

TECT / METOAUKA

CMNELUOIKALLIA

PE3YNbTAT

Oonuc

Bina abo malixke 6ina ogHopigHa nopucTa maca

Bina ogHopigHa
nopmcra maca

30BHILLHIN BUINAL, PO34UHY

- Mpo3sopicTb Mpo3opicTb po34MHy Mae ByTH He BinbLU HixK Y Bignosigae
CTaHAapTHOI cycneHsii |

- CtyniTb 326apBieHHA He Binblue, HiX Yy CTaHAAPTHOTO PO34uHY BS Bignosigae

BTpaTta npu BUCYLIYBaHHI He 6inbw 4,0 % 1,4%

pH 9,5-11,5 10,5

Yac BigHOBAEHHA He 6inbwe 60 cekyHp, 4 cekyHp,

OfHOpPIAHICTE AO030BaHUX OAWMHWLL Bignosigae sumoram Ph. Eur., n. 2.9.40 Bignoeigae

laeHTUdiKauia (BHyTpiwHii meToa) (BEPX)

- Esomenpasony Bianosinae Bumoram Bignosigae

- AuHaTpito epgeTaty Bianosinae Bumoram Bignoeigae

KRS SR SH ES NSy 38,00 mr/dnakoH — 42,00 mr/dnakoH 39,32 mr/dnakoH
(95,00-105,00 %) 98,30%

KinbKicHe BU3Ha4yeHHA (BHyTpilWHIA meToa) 1 mr/dnakoH (0,90 — 1,10 mr/pnakoH) 0,98 mr/dnakoH

(BEPX ) HaTpilo eaeTeaty (90,00-110,00 %) 98,00%

CynpoBigHi 4OMiLWKK BHYTpIWHIN meTon,
- AoMilKa A

Makcumym 0,2 %

He BuasneHo

- pomiwka C Makcumym 0,2 % He BuasneHo
- fomiwka D Makcumym 0,2 % He BuasneHo
- pomiwka 1 Makcumym 0,2 % He BuasneHo
- JOMIlLKa 2 Makcumym 0,2 % He BuasneHo
- pomiwka E Makcumym 0,2 % He BuasneHo
- JOMIiWKa G Makcumym 0,2 % He BuasneHo
- by ab-AKa HeBigOMa OOMILLKA Makcumym 0,2 % 0,04 %

- CYMa AOMILLOK Makcumym 1,0 % 0,05 %
BUaMMI YacTUHKKM BiacyTHiCTb BUAMMMX YaCTMHOK Bignoeigae
MexaHi4Hi BKKOYEHHA YacToK po3mipom = 10 um He Ginblue 6000 /dnakoH 242,00
HeBnaumi 4acTkm YacTok po3mipom = 25 um He Binbwe 600 /dnaxkoH 8,00
BakTepianbHi EHAOTOKCHHM MaKkcumym 4,166 MO/mr Bignosigae
CTepubHICTb Mae ByTu cTeEpUIBHUM Bignosigae

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 YNaKoOBKK)

E3ONMPOTEKT, nioginisat gna posuuHy gna iH'ekuiii Ta inpysii,
no 40 mr y ¢pnakoHi; no 1 ¢pnakoHy B KapTOHHI Kopobui

[iroua pevoeurHa/ BMIcT 4il040T pe4OBMHM

Ezomenpason /40 mr

KpaiHa BUpOBHUK TypeyumHa

Homep peecTpauiiiHOro Noceig4eHHs UA/19210/01/01

Homep Ta poamip cepii 3235009 / 87804 dnakoHis
Date of manufacture / [lata sBupobHuMLTEa 18/08/2023

Expiry date / Tepmin npugartHocTi 07/2025

Hazsa, agpeca Ta Homep niueH3ii BUpobHuYoi
LinbHUUI

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

TR/0Y/2019/5-3

GMP ceptudikat abo nocunaHHa 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 To4HOl. LA cepia npoaykuii byna

BUTOTOBNEHa (BK/tOYalHMM ynakoBKy / MapKyBaHHA) i MpoBedeHWMIt KOHTPO/Ib AKOCTI Ha 3a3HayeHomy

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

OpraHom, a TakoX y BignosigHocTi 3i cneyundikauiero go PN Ha npenapart. [poToKoAn BUPODBHMLTBA, YNAKOBKMX

Ta aHanisis 6yan nepernaHyTi i BCTaHOBAEHO BigNoBigHICTL BUMoram GMP

Pemapkun

KOHMposo AKkocmi Emix WNinma3s

Alicinb ledikni

e | SRS | coi
29/09/2023 nidnuc 29/09/2023
29/09/2023

MigrotosneHo: | KOHTpoOb AKOCTI MikpobionoriuHmia | MapaHTia AKocTi Crartyc
3aTBepArHeHo: aHanis 3aTBepArKeHHA: 3aTBepareHo
3aTBepAKeHo O BiaxuneHo
KepieHuk 8iddin . .
P Y KepieHuK i3

3a6e3nedYeHHA AKOCMI
MexiHom Kapabrontom

Mfidnuc
29/09/2023

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 3235009 / 87804 vials
Date of Manufacture 18 /08 /2023

Expiry Date 07 / 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

i TR/GMP/2022/158
TEST & METHOD SPECIFICATIONS RESULT
» - ; 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% 1.4 %
pH 9.5-11.5 10.5
Reconstitution Time Of Max. 60 q 4 g
Liyophilized Powder ax. 60 seconds 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 39.32 mg/vial
Assay- Esomeprazole (HPLC) (95.00% - 105.00%) 98.30 %
g 1 mg/vial (0.90 = 1.10 mg/vial) 0.98 mgl/vial
Disodium EDTA Assay (HPLC) (90.00% - %110.00%) 98.00 %
Related Substances (HPLC)
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% 0.04 %
Total Impurity Max. 1.0% 0.05 %
Visible Particles Visible particles should not exist Conforms
- . 2 10 ym max 6000 particles/vial 242.00
Subvisible Particles 2 25 ym max 600 particles/vial 8.00
Bacterial Endotoxin Maks. 4.166 EU/mg Conforms
Sterility Should be sterile Conforms

Format No Form No :

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

Tarih Date

25/03/2023

1/2
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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 3235009 / 87804 vials
Date of Manufacture 18 /08 /2023

Expiry Date 07 / 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

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 G( A
name, signature | (function, full Approved by (function, full name, PP
date) name, signature (function, full name, signature date) O Rejected

date)

signature date)

%sd 6eOl

2508120723

2910912023

£mine YILMAZ SOYKURL'
Wikobiyolf Wi

29 a9 252/

Mdrmes YIS0

293023

Format No Form No :

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

Tarih Date 25/03/2023

2/2




JIEPXIJIIKCITYXBA YKPAIHU
JAEPKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hapnii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €PIIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acody
18.11.2024 Ne 61352/24/2611
E3O0IIPOTEKT

(HaiiMeHyBaHHA NikapChbKOro 3aco0y 3TiZHO 3 peecTpaliifHHM MOCBiAYEHHAM)
JiodinizaT ans pozumny A in'exuiil Ta indys3iii mo 40 mr; mo 1 ¢paxkony B KapToHHilH
Kopoomi

(dpopma BMIyCKY, 103yBaHHS, BHIl NAKyBaHHs JlikapChKoro 3acofy)
Homep peecrpauiiitoro nocsimuenns UA/19210/01/01 crpok aii peectpaniittoro nocsinuenns 04.02.2027
Cepis nikapcbkoro 3aco6y Ne 4235001 KinbkicTs BBe3eHoro nikapcskoro 3acoby 15000

Bupo6uuk BEM Inau Can. Be Tik. A.C., Typeyunna

(HaliMeHyBaHHA BHPOOHHKa Jikapcekoro 3aco0y, KpaiHa MOXODKEHH:)

Beacro 5 Vapaliy TOBAPHUCTBO 3 OBMEKEHOIO BIAIIOBIIAJTBHICTIO o

"BYCT ®APMA", inent. xon: 44107410

(saliMeHyBaHHs Ta koa 3a €JIPTIOY topuau4Hoi ocobu abo mpissuine, iM's, N0 GaTbKOBi izuuHol

0coGH - nianpHeMLs, 1T Miclie NPoKUBAHHA Ta peecTpalliiiuuii Homep 06/1iKOBOT KapTKH MJIaTHUKA
nonarkis aGo cepis Ta HOMEp Nacnopra)

IpoTokos BisyansHoro kontpomo sin 11.11.2024 Ne 3912/2.

3a pesysbTaTaMH JEPXKABHOrO KOHTPOJIKO BCTAHOBJICHO, IO nikapcekuii  3aci6 BBeseHOo B YKpaiHy 3
JOTPHMAHHAM BHMOT 3aKOHOJIABCTBA LIO0 3abe3nedeHHs AKOCTi MiKapchKy¥ 3acobib.

Mrixosna XOJIOJJEHKO - -

(mignmc) (iniuianu Ta Npi3BHLIE)




JEPXJIIKCJIYXXBA YKPATHA
AEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Npo SIKICTHL BBE3€HOro B YKpaiHy JiikapcbKoro 3aco0y

18.11.2024 Ne 61341/24/26

E3O0IIPOTEKT

(HafimenyBanna nikapcekoro 3acoly 3rinHo 3 peecTpauifiHHM NMOCBIIYEHHAM )
miodinizar ans po3unny Jas in'ekuiii Ta indysii no 40 mr; no 1 prakony B KapToHHIi
KopoOui

(popma BUITCKY, 03yBaHH, BUI NaKyBaHHA Jikapcekoro 3acoby)
Homep peectpauiitnoro nocsimuenns UA/19210/01/01 erpox aii peecrpauiiinoro nocsinuenns 04.02.2027
Cepis nikapcbkoro 3acoby Ne 4235001 Kinbkicts BBe3eHoro nikapcskoro 3aco6y 12000

Bupo6uuk BEM Inay Can. Be Tik. A.C., Typeuuuna

(HaliMeHyBaHHA BUPOOHHMKA NikapCcLKOro 3acoly, KpaiHa MOXOMKCHHA)

Bee3eHo B YkpaiHy TOBAPUCTBO 3 OBMEXEHOIO BIAITIOBIJAJIBHICTHO
"BYCT ®APMA", inenr. xvon: 44107410

(Halimenysanns Ta koa 3a EJIPTIOY opuan4Hoi ocobu abo npissuue, iM's, no 6atekosi dizuuHol
ocoGu - nianpuemus, 1T MicLie NPOXHBaHHA Ta peecTpauiiiHui HoMep o6NiKOBOT KapTKM NJIaTHHKA
noaarkie abo cepis Ta HOMEp nacrnopra)

Mporokon BisyansHoro koutpomo sia 24.09.2024 Ne 3260/5.
JlaGopartopHuii aHani3 AKoCTi Nikapcekoro 3acoby 3midcHeHwil:

HI1 "LlentpansHa naGopartopis 3 anaiizy sikocTi JikapchKux 3acobiB i MeIMYHOT MPOoAyKIii"
(m.Kuis, Byn. Kyapsasceka 10r M. Kuis, Byn. Kyapsisceka 8B Kuisceka obnacts, ¢. Hosi [lerpisui,
ByJ1. IBana ®@panka, 19)

(HaiiMeHyBaHHs Ta MicueanaxokeHHs naboparopii, wo nposena naGoparopHuii aHanis AKoOCTi)

BHCHOBOK L1010 AKOCTI Jikapckkoro 3aco6y, Bunanuit naGopatopieio six 15.11.2024 Ne 2243
PesynbTaTi 1aGopaTOpHOro aHanizy AKOCTI iKapchkoro 3acoby 3a nepeBipeHnMH NokasHukamyu BiANOBIAAIOTE
BMMOTaM METOJIiB KOHTPOMIO SKOCTi (aHaNiTHYHO-HOPMATHBHOI IOKYMEHTaiT).

3a pesynbTaTaMH NEpPKaBHOrO KOHTPOJNIO BCTAHOBJIEHO, WO Jikapcykhiii 3acid BBeseHo B VYkpaiHy 3

AOTPHMAHHAM pu BKHX 3aco0iB.

AKOHO/ABCTBA 1100 3a0e3neyeHHs AKOCTi Jjk

Muxkona XOJIOJJEHKO

(nianwmc) (iniuianu Ta npizsuuie)




Heprxasha cayxba Ykpainu
3 JliKapchKMX 3ac00iB Ta KOHTPOIO 3a
HAPKOTHKaMH

Aepxasne nianpuemerso "Uenarpasabua

aabopaTopis 3 anaxizy IKOCTI JikapebKHX
32¢c00iB i MeagnaHOl npoaykuii"

State Service of Ukraine on Medicines
and Drugs Control

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

Ykpaika, 04053, m.Kuia, syn.Kydpsascbka 100

men./thakc (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar ananizy Ne 2243 gin 15.11.2024

Haspa 3paska:

Peecrpauiiinnii nomep:
Bupobnuk:

Homep cepii:

Micue sinbopy 3paska:
3amMoBHHK:
CynpoBiaunii A0KyMeHT:
AKT Biabopy 3pa3ska:
Cran 3pa3ka:

Jara oTpumanns 3pa3ka:
JlaTn BUKOHAHHS pobiT:
Bua kourposo:

Micue nposeaenus
NiALHOCTI:

H/1, Bianosiaxo ao sikoi
NPOBOAHBCS AHATI3:

E3OMPOTEKT, niodinizat a1s posuusy s iH'ekuiii Ta indysiii no 40 mr; no |
dh1akoHy B KapTOHHII Kopodui

2133.24

BEM Inau Can. se Tik. A.C., Typeuyuna

4235001

TOB "BYCT ®APMA"

Jlepxaena cnyx6a YkpaiHu 3 1iKapcsKiX 3aco0iB Ta KOHTPOJIO 3@ HAPKOTHKAMM
Jlner Ne 8138-002.0.1/002.3/2-24 Bix 30.09.2024 p.

Ne Bin 03.10.2024

3pazok B cTaHi NpUAATHOMY /LIS NPOBEAEHHS BUNPOOYBaHb

09.10.2024

09.10.2024 - 15.11.2024

3a posnopskenHam JlepxasHol ciy:x0H Y kpainu 3 aikapchkux 3aco0iB Ta KOHTPOIIO
3a napkotukamu ("IM", IMocranosa 902)

JIIT «lLlentpanbHa 1adopaTopis 3 aHanisy AKOCTI NiKapCbKUX 3acobiB | MeanuHoi

MPOYKUITH

MKHA mo p.n. Ne UA/19210/01/01; 3minum Bia 15.12.2022 nakas Ne 2268, sminu

Bumoru HO, [ PeaynkTatu

bina abo mamxe 6ina, ogHopigHa, NnopucTa maca Bianosinae

4uHy 1. MNpo3opicTb. Bignoeigae
PO30PpiCTb po3unHYy Mae ByTn He BinsbLwa, HiX y cTaHgapTHoT
cycnensii |
2. CtyniHb 3abapeneHHs. Bianoeigae
CTyniHb 3aGapeneHHs po3unHy mae byti He Binblue, HiX y

cTaHAapTHOro poayvHy BS

90-115 9,6

1. Esomenpasony. Bianosinae sumoram Bignosinae

2. Amnatpito epetaty. Bianoeigae sumoram Bianosipae

KinekicHe BM3HaYeHHA
e3omMmenpasony
KinbkicHe BU3HaYEHHA
HaTpilo egeTary

(95,00 -105,00 %): 38,00 - 42,00 mr/dnakoH

(90,00 - 110,00 %): 0,90 - 1,10 mr/chnakoH

40,17 mr/cbnakoH

0,91 mr/cdbnakoH

MexaHivHi BigcyTHICTb BMAWMUX YACTUHOK Bignoeinae
BKMIOYEHHA/BUAWMI HACTKW

MexaHivHi YacTok 3 poamipom = 10 mMkm - He Ginbwe 6000 yacTok/cnakoH Bianosigae
BKIHOYEHHA/HEBUOUMI YacTok 3 poamipom = 25 MKM - He Binble 600 4acTok/nakoH

4YacTKu

Yac siagHoBNeHHs po34uHy He Binbe 60 cek. Bignosinae
Ynakoeka 3riaHo Bumor MKA Bignosinae
MapkyBaHHsa 3rigHo sumor MKA Bignoeinae
BUCHOBKH: Ceprudikar ananizy Ne 2243 sin 15.11.2024 niartsepaiye. wo nepesiperuii 3pasok npenapary

E30INPOTEKT, nioginisar ans posumny mns iW'ekuiit Ta indysid no 40 mr; no | duakony B
kapronniii kopoGui, Ne cepii 4235001, supoGuuurso BEM Inau Can. se Tik. A.C, T}-‘peuqﬁua
ianosizae sumoram MKS 1o p.n. Ne UA/19210/01/01; 3minm sia 15.12.2022 nakas No 2268, smiHu

SOP/G-5.10/D1

Crop. 1i32



yan MAPKIH
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"\K/em

CEPTU®UKAT AKOCTI TOTOBOI NPOAYKLIT

Hassa npogykry

(mo3yeaHHA, nikapcoKa dopma, po3mip i TUN YNaKoOBKK)

E3ONMPOTEKT, nioginisat gna posuuHy gna iH'ekuiii Ta inpysii,
no 40 mr y ¢pnakoHi; no 1 ¢pnakoHy B KapTOHHI Kopobui

[iroua pevoeurHa/ BMIcT 4il040T pe4OBMHM

Ezomenpason /40 mr

KpaiHa BUpOBHUK TypeyumHa

Homep peecTpauiiiHOro Noceig4eHHs UA/19210/01/01

Homep Ta poamip cepii 4235001 / 60000 ¢pnakoHis
Date of manufacture / [lata sBupobHuMLTEa 13/04/2024

Expiry date / Tepmin npugartHocTi 03/2026

Hazsa, agpeca Ta Homep niueH3ii BUpobHuYoi

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

LinbHUUI Kapaaray Maxaneci, ®artix Bynbsapi Ne 38 Kanaxni / Tekipgax /
TypeyumHa
TR/0Y/2019/5-6

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

TECT / METOAUKA

CMNELUOIKALLIA

PE3YNbTAT

Oonuc

Bina abo malixke 6ina ogHopigHa nopucTa maca

Bina ogHopigHa
nopmcra maca

30BHILLHIN BUINAL, PO34UHY

- Mpo3sopicTb Mpo3opicTb po34MHy Mae ByTH He BinbLU HixK Y Bignosigae
CTaHAapTHOI cycneHsii |

- CtyniTb 326apBieHHA He Binblue, HiX Yy CTaHAAPTHOTO PO34uHY BS Bignosigae

BTpaTta npu BUCYLIYBaHHI He 6inbw 4,0 % 1,6%

pH 9,5-11,5 10,6

Yac BigHOBAEHHA He 6inbwe 60 cekyHn, 3 ceKkyHp,

OfHOpPIAHICTE AO030BaHUX OAWMHWLL Bignosigae sumoram Ph. Eur., n. 2.9.40 Bignoeigae

laeHTUdiKauia (BHyTpiwHii meToa) (BEPX)

- Esomenpasony Bianosinae Bumoram Bignosigae

- AuHaTpito epgeTaty Bianosinae Bumoram Bignoeigae

KRS SR SH ES NSy 38,00 mr/dnakoH — 42,00 mr/dnakoH 41,22 mr/dnakoH
(95,00-105,00 %) 103,05%

KinbKicHe BU3Ha4yeHHA (BHyTpilWHIA meToa) 1 mr/dnakoH (0,90 — 1,10 mr/pnakoH) 0,95 mr/dnakoH

(BEPX ) HaTpilo eaeTeaty (90,00-110,00 %) 95,00%

CynpoBigHi 4OMiLWKK BHYTpIWHIN meTon,
- AoMilKa A

- pomiwka C

- fomiwka D

- pomiwka 1

- JOMIlLKa 2

- pomiwka E

- JOMIiWKa G

- by ab-AKa HeBigOMa OOMILLKA

- CYMa AOMILLOK

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 YacTUHKKM BiacyTHiCTb BUAMMMX YaCTMHOK Bignoeigae
MexaHi4Hi BKKOYEHHA YacToK po3mipom = 10 um He Ginblue 6000 /dnakoH 686,00
HeBnaumi 4acTkm YacTok po3mipom = 25 um He Binbwe 600 /dnaxkoH 53,33
BakTepianbHi EHAOTOKCHHM MaKkcumym 4,166 MO/mr Bignoeigae
CTepubHICTb Mae ByTu cTeEpUIBHUM Bionosigae

Format No Form No ®opma Ne:

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

Tarih Date [ata

25/03/2023

Page 1 of 2 / CtopiHka 13 2




"\k/em

CEPTU®UKAT AKOCTI TOTOBOI NPOAYKLIT

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

E3ONMPOTEKT, nioginisat gna posuuHy gna iH'ekuiii Ta inpysii,
no 40 mr y ¢pnakoHi; no 1 ¢pnakoHy B KapTOHHI Kopobui

[iroua pevoeurHa/ BMIcT 4il040T pe4OBMHM

Ezomenpason /40 mr

KpaiHa BUpOBHUK TypeyumHa

Homep peecTpauiiiHOro Noceig4eHHs UA/19210/01/01

Homep Ta poamip cepii 4235001 / 60000 ¢pnakoHis
Date of manufacture / [lata sBupobHuMLTEa 13/04/2024

Expiry date / Tepmin npugartHocTi 03/2026

Hazsa, agpeca Ta Homep niueH3ii BUpobHuYoi
LinbHUUI

BEM Inay CaH. ge Tik. A.C., YepkesKkoit OpraHaiia CaHait bbosresi,
Kapaaray Maxaneci, ®artix Bynbsapi Ne 38 Kanaxni / Tekipgax /
TypeyumHa

TR/0Y/2019/5-6

GMP ceptudikat abo nocunaHua Ha EudraGMP

TR/GMP/2022/158

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

Uum s nigTeepa)ylo, WO HaBegeHa Buue iHbopmauia € A0CToBipHOW i TodHow. LA cepis npoagykuii 6yna
BUrOTOB/IEHA, BK/MOYAOMKM YNaKoBKY/MapKyBaHHA i NMPOBEAEHWI KOHTPO/Ab AKOCTI Ha 3a3HadeHoMy BMPOBHWYOMY

MaliAaH4YMKy ¥ NOBHIN BignosigHocTi Ao Bumor GMP, BCTaHOBNEHMMM MICLEBMM PEryIsTOPHMM OpraHoM, a TaKoX Y
BignosigHocTi 3i cneuudikauieto go Pl Ha npenapat. lMpoToKonn BMpPOBHWUTBA, YNAaKOBKW Ta aHanisis byam
nepernaHyTi i BCTaHOBAEHO BiANoBigHicTb Bumoram GMP (Ne TR/GMP/2022/158 27/04/2022)

Pemapku

MigrotosneHo: |KoHTpoab AKOCTI

MikpobionoriyHuin aHanis

lapaHTia AKocTi Cratyc

3aTBepAarKeHo: 3aTeepareHo 3aTBepArKeHHA: 3aTBepaKeHo
[ BigxuneHo
.. o ) fiénuc
Alicine ledikni | Mepee Cemecpi Ceda Kapakac .
Bypdxcy Ypmekid
Midnuc nidnuc Midnuc KepisHuk i3 3a6e3neveHHs
29/05/2024 29/05/2024 29/05/2024 eidnoeidHocmi npodykyii

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 / 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

4235001 / 60.000 vials

Date of Manufacture

13 /04 /2024

Expiry Date

03 /2026

Name, Address and License Number of
Manufacturing Site

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi
Bolgesi, Karaagac Mahallesi, Fatih Bulvari N2: 38
Kapakli/ Tekirdag / Turkey

TR/UY/2019/5-6

GMP certificate or EudraGMP reference

b TR/GMP/2022/158
TEST & METHOD SPECIFICATIONS RESULT
. " . 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% 1.6 %
pH 9.5-11.5 10.6
Reconstitution Time Of Max. 60 q 3 q
Liyophilized Powder e S aenae soconce
Uniformity of Dosage Units Conforms to EP.2.9.40 Conforms
Identification (HPLC)
-Esomeprazole Conforms to test Conforms
-Disodium EDTA Conforms to test Conforms
i 38.00 mg/vial — 42.00 mg/vial 41.22 mgl/vial
Assay- Esomeprazole (HPLC) (95.00% - 105.00%) 103.05 %
R 1 mg/vial (0.90 — 1.10 mg/vial) 0.95 mg/vial
Disodium EDTA Assay (HPLC) (90.00% - %110.00%) 95.00 %
Related Substances (HPLC)
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
oy ’ 2 10 um max 6000 particles/vial 686.00
Subvisible Particles > 25 ym max 600 particles/vial 53.33
Bacterial Endotoxin Maks. 4.166 EU/mg Conforms
Sterility Should be sterile Conforms

Format No Form No :

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

Tarih Date 25/03/2023

172
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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 03 /2026

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/2019/5-6

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)

Remarks
Prepared by Quality Control | Microbiology Quality Assurance Status
(function, full Approved by Laboratory Approved by m Hnmron g
name, signature (function, full Approved by (function, full name, PR
date) name, signature (function, full name, signature date) B Rejected

date)

signature date)

ra

sl GEONU

Mot SE | e bowatp S ‘
/-/ | Ao/ uURTEKIN |
A~ /% Product Compkance Executie

2907 o i sapstoae | 280502

Format No Form No :

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

Tarih Date

25/03/2023

2/2




AEPKABHA CJIYKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitnnynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €ZIPTIOY 37079055

BUCHOBOK
Nnpo sIKICTh BBE3E€HOro B YKpaiHy JlikapcbKoro 3acody
07.03.2025 Ne 11817/25/26
E3O0INPOTEKT

(nafimMenyBanns nikapcbkoro 3acoby 3riZlHO 3 peecTpauiifiHuM MocBiA4EHIAM)
aiogiaizar aas pozunny aas in'exkuiit Ta indgysiii mo 40 mr y ¢paakoni; no 1 paakony B
KapToHHiil KopoOui

(popma BuMycKy, N03yBaHHA, B NaKyBaHHA Jikapcekoro 3acofy)
Homep peectpauitinoro nocsinuenns UA/19210/01/01 crpok nii peectpauitinoro nocsinuenns 04.02.2027
Cepisn nikapcekoro 3acoby Ne 4235002 KinbkicTs BBe3eHOro nikapcskoro 3acoty 8400

Bupo6uuk BEM Inau Can. Be Tik. A.C., Typeyunna

(HaliMeHy BaHHA BUpOOHMKA likapcbKoro 3acoly, KpalHa NOXOMKEHHS)

Bseseno B Ykpainy TosapuctTso 3 oomexenoro BianosinanasuicTio "BYCT ®APMA",
inent. kon: 44107410

(nafimenyBanns Ta kol 3a CJIPTIOY iopuanuHoi ocoGu abo npizsuue, iM'4, o 6aTeKoBi
(pizuunoi 0cobu - nianpuemis, 1T Micle NPoXHBAHHA Ta peecTpauiiinuil Homep obnikosol
KapTKW naatHuka noaatkis abo cepis Ta Homep nacrnopra)

MpoTokon BisyansHoro kontpomio sin 07.03.2025 Ne 726/01.10-25/31.

3a pesynsTaTaMH  AEpXKaBHONO KOHTPOMAK BCTAHOBNEHO, WIO Jikapckkuii 3aci® Beeseno B VYkpainy 3
NOTPHMAHHSM BHMOT 3aKOHOIABCTBA OO 3a0e3neueHHs AKOCTi pjkapchkux 3acobis.

R
U,jﬁ% Muxona XOJIOJJEHKO
Eo’ no) (nianuc) (ininianu Ta npissuine)
°2




Hepxaena cayx0a Ykpainu
3 NIKapCLKUX 3aC00iB Ta KOHTPOIIO 34
}[apKOTHKaMH

Hepxasue nianpuemerso "enTpaabna
naboparopist 3 aHaNi3y AKOCTI AIKAPCHLKHX
3ac00iB i MeanuHol npoaykuii"

State Service of Ukraine on Medicines
and Drugs Control

L=

GRS
0o

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

Ykpaina, 04053, m.Kuls, eyn.Kydpssceka 10

men./chakc (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar ananizy Ne 0067 Bin 23.01.2025

Hazea 3pa3ka:

Peectpauiiinnii nomep:
Bupoouuk:

Homep cepii:

Micue sinbopy 3pa3ka:
3aMOBHUK:
Cynposiaumnii 10KyMeHT:
AT BiaGopy 3paska:
Cran 3paska:

JaTa oTpumManis 3paska:
Hatn BuKonanust poGiT:
Bua xonrpomo:

Micue nposeaenns
AiSILHOCTI:

H/L. BianosiaHo 1o skoi
NPOBOANBCH AHAJIS:

E3OIMPOTEKT, nioginizar ana posunny wns in'ekuiit ta indysiii no 40 mr; no |
dnakoHy B KapTOHHIH KopodLi

2559.24

BEM Inau Can. Be Tik. A.C., TypeuunHa

4235002

TOB "BYCT ®APMA"

JlepxkasHa cnyxba Ykpainu 3 JikapcbKnx 3aco0ie T2 KOHTPOIO 338 HAPKOTHKAMH
Jluct Ne 10529-002.0.1/002.3/2-24 Bin 19.12.2024 p.

Ne Bin 20.12.2024

3pa3ok B CTaHi NPHAATHOMY /U1S NPOBE/IEHHS BUMPOOYBaHL

23.12.2024

23.12.2024 - 23.01.2025

3a posnopamennam JlepxasHol ciy:kOn Yrpalnu 3 ikapchkux 3aco6iB Ta KOHTPOJIKO
3a Hapkotukamu ("IM", TToctanosa 902)

JIT «llenTpanbHa nabopaTtopis 3 aHanisy AKocTi Jikapcbkux 3aco0iB i MeAnYHOT
NPOAYKUITH

MK 1o p.n. Ne UA/19210/01/01; 3aminm Big 15.12.2022 Hakas Ne 2268, 3Miuu

KinekicHe BnaHavyeHHs
e3omenpasony
KinbKicHe BU3HAYeHHA
HaTpio egeTary

(95,00 -105,00 %): 38,00 - 42,00 mr/chnakoH

(90,00 - 110,00 %): 0,90 - 1,10 mr/conakoH

MoKazHUKK | Bumoru HO | Peaynuratn
e Onme . Bina abo maixe Gina, ogHopigHa, nopucTa maca Bianoeinae
308HIWHIR BUrNSA PO3uuHy 1. MposopicTs. _ Biarosigae
f ‘7L bo i S po30picTb po3unHy mae ByTu He Ginbla, HiX Y CTaHhapTHOI
f S 2gons: @ R cycneHair |
Hu 5 ¢ N 2. CtyniHb 3aBapeneHHs. Bianosinae
A 4 CryniHb 3aBapeneHHs po3unHy mae GyTu He Ginbwe, HiX y
W ao s e N CTaHAAPTHOrO po3unHy B5
A s UL 4 9,0-11,5 10,7
R ? < IpenmdikaLiin 1, Esomenpasony. Bignosigae sumoram Bianosinae
e 2. lvHaTpito epeTaty. Bianosiaae Bumoram Bignoeiaae

40,06 mr/conakoH

0,92 mr/chnakoH

MexaHiqHi BiacyTHICTE BUAMMMX YECTUHOK Bignosinae
BKNIOMEHHA/BMAUMI HaCTKW

MexaHiqHi YacTok 3 po3mipom 2 10 mkm - He Binbwe 6000 yacTok/cnakoH Bianosigae
BKNIOMEHHA/HEBUAVMI YacTok 3 poamipom 2 25 MKM - He Binbwe 600 yacTok/dnakoH

HacTku

Yac sigHoBNeHHs po3unHy He Binble 60 cek. Bignosigae
Ynakoska 3rigHo Bumor MKH Bianosigae
MapkyBaHH#s 3rigHo Bumor MKHA Binnosinae
BUCHOBKH: Ceprudikar ananizy Ne 0067 sia 23.01.2025 niaTeep/pkye, U0 rnepesipeHuii 3pa3ok npenapary

E30IPOTEKT, niodinizat ans posuuny s iv'exuiii Ta indysiii no 40 mr; no | ¢pnakoHy B
KapToHHiil kopodui, Ne cepii 4235002, supobuuurso BEM Inay Can. se Tik. A.C., Typeuunna
pianosizac Bumoram MK no p.n. Ne UA/19210/01/01; 3minm Bia 15.12.2022 naka3 Ne 2268, sminu

SOP/G-5.10/D1

Crop. 1i3 2
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Kineus ceprudikara ananizy Ne 0067 sin 23.01.2025
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"\K/em

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 4235002 / 60 000 dnakoHie
Date of manufacture / [lata sBupobHuMLTEa 12/09/2024

Expiry date / Tepmin npugatHocTi 08/2026

Hazsa, agpeca Ta Homep niueH3ii BupobHuYoi

BEM Inay CaH. Be Tik. A.C., YepresKkoit OpraHaiiaz CaHait bbonresi,

LinbHUUj Kapaaray Maxaneci, ®atix Bynbsapi Ne 38 Kanaxni / Tekipgak /
TypeyumHa
TR/0Y/2019/5-6

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 % 2,30%

pH 9,5-11,5 10,5

Yac BigHOBNEHHA He 6inbwe 60 cekyHA, 13 cekyHpg,

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 40,31 mr/dnakoH
(95,00-105,00 %) 100,78%

KinbKicHe BU3Ha4yeHHA (BHyTpilWHiA meToa) 1 mr/dnakoH (0,90 — 1,10 mr/pnakoH) 0,97 mr/dnakoH

(BEPX ) HaTpilo eneTeaty (90,00-110,00 %) 97,00%

CynposigHi 4OMILKK BHYTpPILWHIN meTon,
- AOoMilKa A

Makcumym 0,2 %

He BuasneHo

- pomiwwKa C Makcumym 0,2 % He BuasneHo
- Jomiwka D Makcumym 0,2 % He BuasneHo
- pomilka 1 Makcumym 0,2 % 0,03%

- JOMIWKa 2 Makcumym 0,2 % He BuasneHo
- pomiwka E Makcumym 0,2 % He BuasneHo
- JOMIiWKa G Makcumym 0,2 % He BuasneHo
- byab-AKa HeBigOMA OOMILLKA Makcumym 0,2 % 0,04%

- CYMa [0MiLLOK Makcumym 1,0 % 0,10%
BUAMMI YaCTUHKK BiACYTHICTb BUOAMMMX YACTMHOK Bignoeigae
MexaHi4Hi BK/KOY eHHA YacToK po3mipom = 10 um He Binblue 6000 /dnakoH 153
HeBnaumi 4actkm YacTok po3mipom = 25 um He Ginbwe 600 /dnaxkoH 11
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




"\K/em

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 4235002 / 60 000 dnakoHie
Date of manufacture / [lata sBupobHuMLTEa 12/09/2024

Expiry date / Tepmin npugatHocTi 08/2026

Hazsa, agpeca Ta Homep niueH3ii BupobHuYoi
LinbHUUj

BEM Inay CaH. Be Tik. A.C., YepresKkoit OpraHaiiaz CaHait bbonresi,
Kapaaray Maxaneci, ®atix Bynbsapi Ne 38 Kanaxni / Tekipgak /
TypeyumHa

TR/0Y/2019/5-6

GMP ceptudikat abo nocunaHua Ha EudraGMP

TR/GMP/2022/158

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

Uum s nigTeepa)ytlo, WO HaBegeHa Buue iHdopmauia € A0CToBipHOW i TodHow. LA cepis npoagykuii 6yna
BUrOTOB/IEHA, BK/KOYAOMKM YNaKoBKY/MapKyBaHHA i MPoBEAEHWI KOHTPO/Ab AKOCTI Ha 3a3HadeHoMy BMPOBHWYOMY

MaliAaHYMKy ¥ NOBHIN BignosigHocTi Ao Bumor GMP, BCTaHOBNEHMMM MICLEBMM PEryISTOPHMM OpraHoM, a TaKoX Y
BignosigHocTi 3i cneuudikauieto go Pl Ha npenapat. lpoTokonn BMpPOBHWUTBA, YNAaKOBKW Ta aHanisis bBynm
nepernaHyTi i BCTaHOBNEHO BiANoBigHicTb Bumoram GMP (Ne TR/GMP/2022/158 27/04/2022)

Pemapkun

MigrotosneHo: |KoHTpoab AKOCTI

MikpobionoriyHuin aHanis

lapaHTia AKocTi Cratyc

Alicine Fedikni | Euem YPEP AV/IA

MikpobionoziyHuli aHaniz

3aTBepArKeHo: 3aTBeparKeHo 3aTBepArKeHHA: 3aTBepaKeHo
[ BigxuneHo
Ceda Kapakac fidnuc

Mexmem Kapabyaym

Midnuc nionuc nidmuc KepisHuk i3 3a6e3neyeHHs
06/11/2024 06/11/2024 gidnogidHocmi npodykyii
06/11/2024 06/11/2024

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




Aem

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 Turkiye
MA number UA/19210/01/01
Batch Number and Size 4235002 / 60.000 vials
Date of Manufacture 12 /09 /2024
Expiry Date 08 /2026

Name, Address and License Number of

VEM llac San. ve Tic. A.S.,Cerkezkoy Organize Sanayi

Manufacturing Site Bolgesi, Karaagac Mahallesi, Fatih Bulvari Ne: 38 Kapakli
/ Tekirdag / Turkiye ‘
TR/UY/2019/5-6
GMP certificate or EudraGMP reference TRIGMP/2022/158
numbers
TEST & METHOD SPECIFICATIONS RESULT
: . ; 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% 2.30%
pH 9.5-11.5 10.5
Reconstitution Time Of ;
Liyophilized Powder Max. 60 seconds 13 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 -
3 38.00 mg/vial - 42.00 mg/vial 40.31 mg/vial
ARy~ ERGIIRPERTOM (1FLG) (95.00% - 105.00%) ©100.78 %
1 mg/vial (0.90 — 1.10 mg/vial) 0.97 mglvial
Disodium EDTA Assay (HPLC) (90.00% - %110.00%) 97.00 %
Related Substances (HPLC)
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% 0.03%
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% 0.04%
Total Impurity Max. 1.0% 0.10%
Visible Particles Visible particles should not exist Conforms
: 2 10 um max 6000 particles/vial 153
Subvisibie Particles 2 25 ym max 600 particles/vial 11
Bacterial Endotoxin Max. 4.166 EU/mg Conforms
Sterility Should be sterile Conforms _

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

EZOPROTECT lyophilisate for solution of injection

Name of Product g X
(strength, dosage form, package size and type) ;g: infusion, 40 mg in a vial; one vial in a cardboard
Active Substance / Potency Esomeprazole / 40mg

Manufacturing Country Turkiye

MA number UA/19210/01/01

Batch Number and Size 4235002 / 60.000 vials

Date of Manufacture 12 /09 /2024

Expiry Date 08 /2026

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 / Turkiye

TR/UY/2019/5-6

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)

Remarks
Prepared by Quality Control | Microbiology Quality Assurance Status
(function, full Approved by Laboratory Approved by o w—
name, signature | (function, full Approved by (function, full name, Appr
date) name, signature | (function, full name, signature date) 52— Rejected
date) signature date) 2
r Seda KAR Ar(i\:} ,
Aasd =TT S —— o Mehmet KARABULUT
f/ %
06 =2y U po))
oblli] 200y 06/ ), o { L[)
Format No Form No : FORM.QC.522-04/SOP.QC.004
Tarih Date 25/03/2023

2/2



http://www.tcpdf.org

