CEPTUDUKAT AHANTM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. FINISHED PROD UCT CERTIF ICATE

Mpoayxr / Product:  Omes®, ino(HINIAT /LIS IPHIOTOBJIEHHS] PACTBOPA /18 HHY3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoacrea / Manufacture date: 07/10/2024 IMpousBoacTBeHHas cepus / Batch Ne: 45324
Cpok roanoctn /Expire date: 31/10/2026 Ob6wem cepun/ Batch Quantity: 49920
IlpoussoacTeennas auueHsusi Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Ananus nposenen B cootsetcTBuu ¢ HJ{ Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3mM. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Hata nony4enus/ Reception date: IpoTtokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCNBITAHUA/TESTS CHELUH®HKALMH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder / Beastii unu noutu | Complies / CootBeTcTBYET
Oenblii TMOUIN3AT B BUIE NOPHCTOH Macchl
WM €€ 4acTel, WIH B BHJIE TIOPOLIIKA.

2. Description of solution / Onucanue
pacTBopa

-Clarity /npo3pauHocts Solution should be clear or the opalescence of Complies / CooTBeTCTBYET
the solution must not exceed the opalescence
of the reference solution 1. / PactBop momxen
ObITe  NpO3pauHBIM WM OManecleHLHs
pacTBOpa He JOJDKHA TIPEBBILIAT
OMaJieCLEHIMI0 ITANTOHHOTO pacTBopa 1.
0.0017
- Absorbance / norsiomenue The optical density of the solution should be
not more than 0.30. / OnTH4eckas MIOTHOCTh
pacTeopa nomkHa 6b1Th He Gonee 0,30.

3. Identification / MoaMHHOCTD 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 yaep:KMBaHHA OCHOBHOIO MHUKA Ha
XpoMatorpaMMe  HCMBITYeMOrO  pacTBOpa
TOJIKHO COOTBETCTBOBATH BPEMEHH
YIEpKUBAHHA  OCHOBHOrO  MHKA  Ha
XpOMaTorpaMMe pacTBOpa CTaHIapPTHOTO
obpasua omMenpasona (pa3gmen
«KonnyecTBeHHOE ONMpeneneHHey) Poisitive / Tloncireniiit

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®-cnektp OCHOBHOTO nuKa Ha
XpOMAaTorpaMMe  HCIBITYEMOr0  pacTBoOpa
HO/KEH ~ COOTBETCTBOBaTb Y D-crekTpy
OCHOBHOI'O ITHKa Ha XpoMaTtorpamMmme
pacTBOpa CTaHJapTHOro obpaslia oMenpasona
(paznen «KonuiyecTBeHHOE OMpeAeieHHUEN ).
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CEPTU®UKAT AHAJIU3A KOHEYHOTO

SOFARIMEX POLYKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A FINISHED PRODUCT CERTIFICATE

IMpoaykr / Product:  Omes®, nunopuinsat AJ1s NPUIOTOBJIEHHS PACTBOPA 1151 unysnii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jlata nponssoacTsa / Manufacture date: 07/10/2024 IIpoussoncTeenHas cepusi / Batch Ne: 45324
Cpox roanoctu /Expire date: 31/10/2026 O6nbem cepun/ Batch Quantity: 49920
MpoussoacTBennas anuensus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Auanu3 nposeaen B cootBercTBun ¢ 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

Hara nonyuenus/ Reception date: Mporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA. 10
UCIBITAHUA/TESTS CHELIU®PUKALMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeauss 44.19mg + 5% (from 42.0mg to 46.4mg) / 4527
macca coaep:kumoro guiaKkoHa 44, 19mr £ 5% (42,0Mr — 46,4Mr) )
5. pH of the solution / pH pactsopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Bona Not more than 6.0% / He Gonee 6,0 % 2.7%
7. Particular matter / Mexanu4eckue | Visible particles / Bunimble 4acTHUBL:
BK/TI0YEHHS According to requirements /
B c00TBeTCTBHH € TpeOOBaHHAMH. Absent / OTcyTcTBYET
Subvisible particles / HeBuaumble YaCTHIIBL:
> 10um particles — not more than 6000/ vial /
yacTHIIB! pasmepom > 10 MkM - He Gonee 6000 -
Ha (UIaKoH;
> 25um particles — not more than 600/vial /
YacTULLI pasMepoM > 25 MkM - He Gonee 600 -
Ha (nakoH
8. Related substances / PoacTBeHHbIE
npHMecH
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%; ND
- impurity E /mpumecs E; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity 1/ npumecs 1, Not more than 1.0 %/ He onee 1,0 %o, ND
- impurity 2 / mpumecs 2; Not more than 0.5%/ He 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. ND
elMHHYHAs HEWIEHTH(ULIMPOBaHHASA
npUMech
Total impurities / ND
Cymma npumecei Not more than 1.5% / He 6onee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakTepuaabHble JHI0TOKCHHBI oonee 5,83 E3/Mr omenpasona. <5.83
10. Sterility / CTepuabHOCTb The product should be sterile / [Ipemapar )
JIOJKEH OBITh CTEPHIILHBIM. Sterile / CtepuibHblit
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH 103HPOBAHHSA than 15.0/ .
TNokasatesnb npuemieMocTH (AV) 1omKeH Complies / CooTseTcTByCT
ObITh He Oonee 15,0.
12. Assay / KonnuecTBeHHOe From 93% to 105% of the label amount of
onpegeseHHe omeprazole (37.2 mg to 42.0 mg
C17H9N303S (omeprazole) in vial). / Ot 93
% mo 105 % OT HOMHHANIBHOTO COAEPXKAHHA 41.7
omenpazona (ot 37,2 mr g0 42,0 Mr
C17H19N3038S (omenpazon) Bo ¢urakoHe).

2/3 NARE-8CEGAK.13




CEPTUPUKAT AHATM3A KOHEYHOTO

SOFA&WMEX MPOAYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A FINISHED PRODUCT CERTIFICATE

[Ipoaykr / Product:  Ome3®, 1HOGHIN3AT 1JIs1 IPHTOTOBJIEHHS pacTBopa 1A HHdy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoaerBa / Manufacture date: 07/10/2024 IlpousBoacTeenHas cepus / Batch Ne: 45324
Cpok roanoctu /Expire date: 31/10/2026 Oo6nem cepun/ Batch Quantity: 49920
ITpoussoacTeenHas auueH3us Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Ananus nposeaeH B coorsercTBHH ¢ HII 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

Jata nonyuenus/ Reception date: IIporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCIBITAHHUSI/TESTS CIIEUH®UKALUHWH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS

13. Package / ¥nakoeka The product is filled in a clear transparent
glass wvial 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. / Ilpenapar Bo
(nakoHe W3 OECLIBETHOIO MPO3pPavHOro CTeKIa
tina I (Ph.  Eur),  yKynopeHHsIH
XJIOpOYTHIIOBOIH npoOkoit, o0KaThIi
ANOMUHHEBBIM KOJITIAYKOM c
[IPEIOXPAHUTENBHOH TIACTUKOBOH KpPbILIKOH.
Kaxnslit (akoH BMecTe ¢ MHCTpPYKLUMeil 1o
MPHMEHEHHIO TTOMELLEH B MUKy KapTOHHYIO,

Complies / CooTBeTCTBYET

14. Labeling / Mapkuposka According to ND / B coorBetcTBuH ¢ HJJ

15. Storage conditions / XpaHeHue Protected from light below 25°C. /
B 3aluuieHHOM OT cBeTa MecTe MpH TeMneparype He Boiiie 25°C,

16. Shelf life / Cpok roanocTn

2 years / 2 roma /
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Pesynbratsl aHanuzos:
Analytical results:
Hara/ Date :

Hauansnuk naboparopuu / Laboratory Manager

Pemenune OTK:
Quality Assurance Decision:

Jarta / Date : < | ///(] / ij y

OteetcTBeHHOE KLU0 / Qualified Person

¢<//}/ lovsd

This batch was manufactured in reference to the dossier in force and according to GMP.
Ora cepus OblIa NpOH3Be/icHa MO JIeHCTBYOMIEH TOKYMEHTAlHH H B COOTBETCTBHH ¢ TpeboBanusaMu GMP.

API name (INN) / A®@C (MHH):

Omeprazole / Omenpazon

API manufacturer batch number /
Homep cepuun npoussoaurtens AOC:

10030P58/400001

FP Manufacturer API Batch number /
Homep cepun cybetaHunu npouspoauTens [J1M:

24020114

API Manufactured by & country /
Ipouseoautesis A®C, cTpana:

Esteve Quimica S.A., Spain /
Dctee Kumuka C.A., McnaHus
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