CEPTUDUKAT AHANIM3A KOHEYHOTO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A. FINISHED PRODUCT CERTIFICATE

IIpoaykt / Product: Ome3®, ino¢uIn3aT AJisi IPUTrOTOBJIEHHS PacTBOpa A nHGy3nii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoacrtea / Manufacture date: 11/2025 IMpou3zsoactTeeHHas cepusi / Batch Ne: 56281
Cpox rogHoctu /Expire date: 11/2027 O6nem cepuu/ Batch Quantity: 49 080
[MpouseoacTeennaa auuenszus Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Ananns nposeseH B coorBeTcTBHU ¢ H/ Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, n3m. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nony4dennsi/ Reception date: Mpotokon anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.10 |
!
HNCNBbITAHUSI/TESTS CNEUUOUKALUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / Bensiit unu noutu | Complies / CooTBeTcTBYET
6enbiit tuodunuMsar B BUAE MOPUCTON MAcChl
WM €e yacTel, UM B BUIE NOPOLIKA.

2. Description of solution / Onucanue
pacTBopa

-Clarity /npo3pauHocTh Solution should be clear or the opalescence of Complies / CooTBeTCTBYET
the solution must not exceed the opalescence
of the reference solution I. / PacTBop nomxeH
OblTb  MpO3payHbIM WKW OMNajiecLeHUMs
pacTBOpa He JOMKHA npeBbILAaTh
| OANECUEHLMIO ITAIOHHOTO pacTeopa I.

I | 0.0056
The optical density of the solution should be |

not more than 0.30. / OnTuyeckas njiIoTHOCTD |

pacTBopa g0/kHa ObITh He Oonee 0,30.

- Absorbance / nornomeHnue

|3. Identification / [ToayinHHOCTD 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 yiepXWBaHUS OCHOBHOTO MHKa Ha
XpoMaTorpamMme  MCIBITYEMOrO  pacTBopa

JOJKHO COOTBETCTBOBATH BpeMeHU
YAEPHKUBAHUS  OCHOBHOTO nuKka ~ Ha
XpoMaTorpaMMe pacTBopa  CTAHAAPTHOro
obpazua omMenpasofa (paznen

«KonuuecTBeHHOE onpeaeneHue»)
Positive / [TogoxutenbHbli
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"). /
V®d-cnekrp OCHOBHOTO nvka Ha
XpoMaTorpaMMe  UCHBITYEMOro  pacTBoOpa
IOJIKEH  COOTBETCTBOBATbL Y D-CrEKTPY
OCHOBHOTO  MHKa Ha  XpoMmartorpamme
pacTBOpa CTaHAapTHOro 00pasLa omenpasoa
(paznen «KonuuecTBeHHOE OMpeneaeHNE).
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CEPTUOUKAT AHA/IM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product: Owme3®, mnodunusar 151 NPUroOTOBJICHHS PACTBOPA 11 MH(py3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoactea / Manufacture date: 06/2025 IMpouszBoacTBeHHas cepusi / Batch Ne: 55722
Cpok ronHoctu /Expire date: 06/2027 O0bem cepuu/ Batch Quantity: 49 080
IMpouseoncreennan auuensusi Noe/ Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHanus npoeedeH B cooTBeTcTBUM ¢ H/I Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, n3am. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

' Hata noayuennsi/ Reception date: I Mpotokon anann3sa Ne / Analitical protocol N° SRAS-7Y4EHA. 10
1
HUCTNIBITAHUA/TESTS CNEUUOUKALIMHU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
4. Average fill weight / Cpennss 44.19mg = 5% (from 42.0mg to 46.4mg) / 4570
macca cogepKumoro gaakoHa 44 19mr = 5% (42,0mr — 46,4Mmr) )
5. pH of the solution / pH pacteopa 10.0 - 11.0/ 10,0 - 11,0. 10.8
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 2.9%,
7. Particular matter / Mexanuueckne | Visible particles / Buaumblie yacTuupi:
BKJIIOUEHUS According to requirements /
B coorBeTcTBUM € TpeOOBaHUAMH. Absent / OTcyTeTByeT
Subvisible particles / Hepuaumble qactuus:
> 10pum particles — not more than 6000/ vial / 61
yacTULb! pazMepoM > 10 MkM - He Bonee 6000
Ha (nakoH;
. > 25um particles — not more than 600/vial /
' 4acTULbI pa3MepoM > 25 MKM - He Gonee 600 0
f | Ha dakoH |
[ 8. Related substances / PoacTeenHnbie | '
npuMecH ND
- impurity D /mpumecs D; Not more than 0.3%/ He 6onee 0,3%;
- impurity E /npumecs E; Not more than 0.3%/ He Gonee 0,3%; OI(\)HQDO/
- impurity 1/ npumecs 1; Not more than 1.0 %/ He 6onee 1,0 %; e
- impurity 2 / npumMecs 2; Not more than 0.5%/ He 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. ND
€NMHUYHAS HeUIeHTUDMLUpOBaHHAs
AIpUMECH
Total impurities / 0.09%
Cymma npumeceit Not more than 1.5% / He 6onee 1,5%. e
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakTepuanbHbie JHAOTOKCHHbBI Bonee 5,83 ED/Mr omenpazona. <5.83
10. Sterility / CrepunbHocTh The product should be sterile / [Ipenapat . .
JOJKEH ObITb CTEPUIILHBIM. Sterile / CTepubHbif
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH 103UPOBAHUS than 15.0/ .
[Nokazarens npuemnemocTu (AV) nomkeH Complies / CooTgercTayeT
ObITh He Oonee 15,0.
12. Assay / KonnuectBeHHoE From 93% to 105% of the label amount of
onpenejeHue omeprazole (37.2 mg to 42.0 mg
C17H19N30sS (omeprazole) in vial). / Ot 93
% no 105 % oT HOMHUHANBHOIO COAEPKAHUA 41.6
omernpazona (ot 37,2 mr no 42,0 mr
C17HoN30;S (omenpason) Bo dnakone).
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CEPTUDUKAT AHANM3A KOHEYHOTO

SOFARIMEX NPOAVKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. FINISHED PRODUCT CERTIFICATE

ITpoaykT / Product:  Ome3®, tuoduamnsar 11 npuroToBieHdsi pacTBopa 1 nHy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoactea / Manufacture date: 06/2025 [MpouseoacTeenHasi cepus / Batch Ne: 55722
Cpok rogHoctu /Expire date: 06/2027 O0Gwem cepun/ Batch Quantity: 49 080
IMpoussoacTeenHast auueHsna Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHaJiu3 nposeneH B cootrseTcTBuH ¢ HJL Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Hata nonyuenus/ Reception date: Mpotokon ananu3za Ne / Analitical protocol N° SRAS-7Y4EHA. 10
[
HUCTIBITAHUA/TESTS CI'lELlll/l(Dl/lKA[Il/lM/SPECIFICATIONS PE3YJIbTATBI/RESULTS
13. Package / Ynakoeka The product is filled in a clear transparent

glass vial type I (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. / [Ipenapar BO
¢naxoHe U3 GecUBETHOMO NPO3PayHOro CTeKIa
tima I (Ph.  Eur),  ykynopeHHbl#
xnopbyTHnoBoit npoOKoH, o0xarblit
| asroMuHMEBBIM KOJTIauKkom c
MPELOXPAHUTENILHON IM1aCTUKOBOH KPbILLKOMH.
Kaxnabiit gakoH BMecTe ¢ MHCTpYKLHEH ro
NPUMEHEHHIO TOMELIEH B MaYKy KAPTOHHYIO.

Complies / CooTseTcTBYyET

14. Labeling / Mapknposka According to ND / B cootBeTcTeuun ¢ HJT
| I
[ 15. Storage conditions / Xpaneuue Protected from light below 25°C. /
B 3aluMileHHOM OT CBETa MECTE NpH Temmeparype He Bbille 25°C.
16. Shelf life / Cpok roaHocTH 2 years / 2 rona /

Pesynnratel anan H@ J
Analytical results: /4 }Q‘Euz _
Hata / Date : f
15l

Hauanshuk Aadoparopuu / Laboratory Manager OteetcTBeHHOE Muuo / Qualified Person

o L/LAN(- PewieHue OTK:
p Quality Assurance Decigion:

ved .
Hata / Date : < /’Z / Joai

This batch was manufactured in reference to the dossier in force and according to GMP.
Ota cepus Oblia NPOU3BEIEHA M0 NeHCTBYIOLEH NOKYMEHTALMH W B COOTBETCTBUM ¢ Tpedosannsamu GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpason

API manufacturer batch number /

- 4
Homep cepuu npounsBoautens A®C: ity

FP Manufacturer API Batch number /

Homep cepun cyberanuuun npoussoaurens IJId: ety
API Manufactured by & country / Esteve Quimica S.A., Spain /
[Mpouspoantens A®C, cTpaHa: Octere Kumuka C.A., Mcnanus
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