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CBHUJETEJIBCTBO O COOTBFJCTBHH
TPEBOBAHUSIM I'OCYJIAPCTBEHHOM PET HCTPALIMU

Hacrosmum OO0 «Jlp. Peun’c Jlabopatopuc» YAOCTOBEpPSET, YTO
JICKApCTBEHHBIH NpenapaT 115 MeIHLHHCKOTO IPUMEHEHHUS :

Haumenoanue JII1: Ome3®

MHH: Omenpaszon

JlekapcTBennas ¢popma,  HOdHIM3aT 1IN NIPUTOTOBIICHHS PaCTBOpPa IS

(opma Bbimycka: UH(Y3ui, 40 MT - (IaKOHBI - MaYKy KapTOHHBIE

PV Ne, nara: JICP-004124/09 ot 26.05.2009 (ata
nepeodopmiennus 18.08.2023)

HJI, namenenne Ne: JICP-004124/09-180823 u3m 1.

IIpousBoautess, cTpana: Codapumexc-Uuayctpus Kumuka 3 dapmacyasTuka
C.A., Iloptyranus

AJlpec pou3BoCTBA: Av. das Industrias - Alto do Colaride, Cacem,
Agualva 2735-213, Portugal

Cepust Ne: 45323

Konuuectso: 49800 ynakoBok

Jlata usrotopnenus: 07.10.2024

Cpok rogHocTu: 31.10.2026

Koa OKII/12: 21.20.10.112

Kox TH BO/I: 3004900002

KonTtpakT Ne: DRL 03/2017 ot 07.02.2017

HuBoiic No; 9013478399 01 26.11.2024

COOTBCTCTBYET TPeOOBaHUSM, yCTAaHOBIEHHBIM IPH €TI0 roCy/1apCTBEHHOMH
perucTpanuy.

YOTHOMOYEHHBIH 110 KayecTBy IToakopeiToB A.A.
BBO3MMOH IPOJAYKIIUU
|

OnepaTtop 3710 000 "KoMnaHus "Tensop" ——

AOKYMEHT NOANMCAH 3NEKTPOHHOIA noanuceio
noAanucaHoO MoakopbiTos ApTéM AnekcaHaposuy 09.01.25 11:58 (MSK) CepTudukar 39E3E100E9B15880450B015685B3D255




CEPTUOUKAT AHANIM3A KOHEYHOTO

SOFARIMEX POLYKTA

s a4 FINISHED PRODUCT CERTIFICATE

IlpmxylcrI / Product:  Omes®, JAHOPHIM3AT /LISt NPHTOTOBIEHAS pacTBopa ans undysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Aava npoussoactsa / Manufacture date: 07/10/2024 ITpoussoncreennas cepus / Batch No: 45323
Cpox roanoctu /Expire date: 31/ 10/2026 O6wem cepun/ Batch Quantity: 49800
IpoussoncTeennan auuensns No / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHAJIN3 NPOBEAEH B COOTBETCTBHY ¢ HJI Mo / Analysis performed in accordance with ND Ne:
HCP—004]24/09-180823, u3M. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Hara noaysenns/ Reception date: Mpotokon anannsa Ne / Analitical protocol N° SRAS-7Y4EHA. 10
HCIILITAHUSUTESTS CHEUM®UKALMH/SPECIFICATIONS PE3YJIbTATBI/RESULTS
1. Description / Onncauune White or off white lyophilized spongy cake or

its parts, or as a powder / Besblii win noyrs | Complies / Cootsercrayer
Geaiit inodmansar B Buae nopucTOI Macch!
WIIH €C YaCTeH, WK B BHAE NOPOLLKA,

I
2. Description of solution / Onncanne
pactsopa |

-Clarity /npospaunocrs Solution should be clear or the opalescence of Complies / CooTsetcTayer
' the solution must not exceed the opalescence
of the reference solution I. / Pactsop nonxen
ObiTe  MpoO3payHeiM  Wwin OnaseCLEHILHA
pacTeopa He JIO/KHA NpeBLILIATS
OnaTecLeHUHIO ITANOHHOrO pacTsopa I.
0.0021
- Absorbance / noraowenne The optical density of the solution should be
not more than 0.30. / OnTHueckas MIOTHOCTS

| pacTBopa nomkHa OuiTh He Gonee 0,30,

3. Identification / Ioaaunnocts The retention time of the major peak on the

' chromatogram of the test solution should
correspond to the retention time of the major
peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ Bpems ynepxuBaHHA OCHOBHOIO nuxa Ha
XpoMatorpamMme  HCMBITYEMOr0  pacTsopa
NOJDKHO COOTBETCTBOBATD BPEMEHH
YOCPKHBAHHA ~ OCHOBHOIO  [MKa  Ha
XpOMAaTorpaMMe  pacTBOpa  CTaHAapTHOrO
obpasua oMenpasona (paznen
«Konnvectsennoe onpenenetine») Positive / [TonoxuTens b

. The UV - spectrum of the major peak on the
' chromatogram of the test solution should
correspond to the UV- spectrum of the major
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). /
Y®-cnekrp OCHOBHOrO MHKa Ha
XpOMaTOrpaMMe  MCMbITYEMOrO  pacTBopa
AOIDKEH  cooTBeTCTBOBaTh  Yd-cniekTpy
OCHOBHOTO  NMKa  Ha  XpoMaTorpamme
PacTBOpa CTanapTHOro ofpasua omenpasona
(pasnen «Konuuectsennoe onpenenenmes).

1/3 NARE-8CEGAK.13



CEPTUDUKAT AHANIM3A KOHEYHOIO

SOFAWMEX NPOAYKTA

A AL EINISHED PRODUCT CERTIFICATE

Ipoayxr / Product: Omes®, anoduiamsar s NpHrOTOBJICHHS pacTBoOpa 1 HHYy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Aara npoussoacrsa / Manufacture date: 07/10/2024 IMpoussoacTeennan cepun / Batch No: 45323
Cpox roanoctu /Expire date: 31/10/2026 OGbem cepun/ Batch Quantity: 49800
Mpoussoncreennan anuensus Ne / Mifg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

ANann3 NpoBeeH B COOTBETCTBHM ¢ HJI Na / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, usm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nonyuyenns/ Reception date: Iporokon anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HCNBITAHUSI/TESTS CNEUHO®HKALUU/SPECIFICATIONS PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeanss 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.54
Macea coaepxumoro guiakouna 44,19Mr £ 5% (42,0mr — 46,4mr) ’
5. pH of the solution / pH pacrsopa 10.0-11.0/ 10,0 - 11,0. 10.9
6. Water/ Bopa Not more than 6.0% / He Gonee 6,0 % 2.6%
7. Particular matter / Mexannveckue | Visible particles / Bumnmele yacTHup:
BIJIOYEHHS According to requirements /
_ B cootBeTcTBHH ¢ TpeGoBaHHAMH. Absent / Otcyrctsyer
! Subvisible particles / Hepuanmsie yactumi:
‘ = 10um particles — not more than 6000/ vial / 38
HacTHULI pasMepom > 10 MKM - He Gonee 6000
Ha (1akoH;
> 25pm particles — not more than 600/vial / 0
HacTHUbI pasMepoM > 25 MKM - He Gonee 600
Ha nakoH
8. Related substances / Poacreennbie
npumecn |
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity E /npumecs E; Not more than 0.3%/ He Gonee 0,3%: ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He Gonee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. ND
CAMHHYHAS HEMAECHTH(DHUMPOBAHHAS
npuMecs, |
Total impurities / ND
Cymma npumeceii Not more than 1.5% / He Gonee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
baktepuanbubie 3u10TOKCHHBI Gonee 5,83 ED/mr omenpazona. <5.83
10. Sterility /|CrepuasnocTts The product should be sterile / INpenapar .
' 107KeH ObITh CTCPHABHBIM. Sterile / CrepuibHbiit
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OnnopoanocTs no3nposanns than 15.0/ lies /
[Mokasarens npuemiaemocth (AV) noaxken Complies / Cootaerctayer
ObITE He Gonee 15,0,
12. Assay / Koamuectennoe From 93% to 105% of the label amount of
onpenejienune omeprazole (37.2 mg to 42.0 mg
Ci7H1sN305S (omeprazole) in vial). / Ot 93
% 00 105 % 0T HOMHHATLHOTO ConepKaHMsA 418
omenpasona (or 37,2 Mr go 42,0 Mr
C17H19N10sS (omenpason) so gnakone).
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CEPTUOUKAT AHAZTU3A KOHEYHOIO

SOFARIMEX POAYKTA

ARG Ebminoy FINISHED PRODUCT CERTIFICATE

|
IIpoaykr / Product: Omes®, JHOQHIH3AT JJIS IPHIOTOBJICHHS pacTBopa nas uHdy3nii 40
mr / Omez, lyophilized powder for infusion 40 mg

Mata npoussoacrsa / Manufacture date: 07/10/2024 IponssoacTeennas cepusi / Batch Ne: 45323
Cpox roaHocT /Expire date: 31/10/2026 OGbem cepun/ Batch Quantity: 49800
TMpoussoacTeennas nnuensus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

ANa/n3 nposeaeH B cooTseTcTBIN ¢ HJL Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, usm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jlata noaysenus/ Reception date: ITpotokon anannsa Ne / Analitical protocol N° SRAS-7Y4EHA. 10
HCITBITAHUA/TESTS CNEIM®UKALIMH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Package / Ynakoska The product is filled in a clear transparent

glass vial type 1 (Ph. Eur) closed with
chlorobutyl stopper and sealed with an
aluminium flip-off seal with plastic cap. Each
vial is packed into a carton package along with
; patient information leaflet. / Ilpenapar Bo
. (nakone u3 GecUBETHOrO NPO3PaYHOro cTekIa
mana I (Ph.  Eur),  ykynopenmsiii
x0pByTHNOBOI npobkoit, obxarbiii
ANOMHUHHCBBIM KOJMa4 KoM c
MPeI0XPAHHTENILHON ITaCTHKOBOMH KPBILIKO.
Kaxawiit ¢uakon BMecTe ¢ MHCTpykumeii no
! NPUMEHEHHIO NOMELIEH B NAYKy KAPTOHHYIO.

Complies / Cootserctayer

14. Labeling / Mapkuposka According to ND / B cootserctauu ¢ HJ]

15. Storage conditions / Xpanenne Protected from light below 25°C. /
B 3aiMLIeHHOM 0T cBeTa MecTe npH TeMNeparype He Bbilue 25°C.

16. Shelf life / Cpox roanocts 2 years / 2 rona
|
Pesynbrarsl ananuzos: & Pewenne OTK:
Analytical results: ( " Quality Assurance Decision:
Jlara / Date : JHara / Date :
" MUUo s 3[io ZO%
Ha!la.anm; naboparopuu / Laboratory Manager Orsercteenoe nuuo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
OTta cepun Oblla NPOH3BEEHA 110 JEHCTBYIOUIEH JOKYMEHTALMH M B COOTBETCTBHM C Tpebosanuamn GMP.

APl namei(INN) / ADC (MHH): Omeprazole / Omenpason
API manufacturer batch number /

Homep cepun nponssoanrens ADC: 10050F58/400001

FP Manufacturer API Batch number / 24020114

Homep cepun cyGeranumnn nponssoaurens IV1d:

API Manufactured by & country / Esteve Quimica S.A., Spain /
[Iponssoanrens ADC, crpana: Octese Kumuka C.A., Mcnauus
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