CEPTUDUKAT AHAJTM3A KOHEYHOIO

SOFARIMEX POAYKIA

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

IIpoaykr / Product:  Ome3®, quoduansat 1Jisi IPUrOTOBJIEHHA PAcTBOpa M HHPYy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara nponssoactea / Manufacture date: 10/2024 ITpousBoacTBenHas cepus / Batch Ne: 45351
Cpok roasoctn /Expire date: 10/2026 O6Bem cepun/ Batch Quantity: 49920
ITpousBoacTBeHHas aunensusi Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanus npoBefeH B cooTBeTcTBUH ¢ HII No / 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

JlaTta nony4ennsi/ Reception date: INpotokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HCIIBITAHHUS/TESTS CIIEHU®UKALIMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / Benbii unu nourn | Complies / CooTseTcTryeT
Oenblii THOGMIN3AT B BUAE MOPHUCTOH MAaCChl
WM €€ 4acTeH, WM B BUAE NOPOLIKA.

2. Description of solution / Onucanne
pacTeopa

-Clarity /npospauHocTh Solution should be clear or the opalescence of | Complies / CootsercTayeT
the solution must not exceed the opalescence
of the reference solution 1. / PacTBop momkeH
ObITh MPO3pa4YHBIM HIM  ONAJICCLEHUHUS
pacTBopa He JOJKHA NpEBBIIIAT
ONANECLEHLHIO ATAJIOHHOTO pacTBopa L.
0.0001
- Absorbance / mornomenue The optical density of the solution should be
not more than 0.30. / OnTuyeckas IOTHOCTh
pacTeopa nomxkHa 6eiTh He Gonee 0,30.

3. Identification / [ToannHHOCTL 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 yIepXHBaHHS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe  HCHBITYEMOTO — pacTBOpa
JOJI’KHO COOTBETCTBOBAThH BpPEMEHH
YOEpXKHBaHUS  OCHOBHOrO  IHMKa  Ha
XpoMarorpaMMe pacTBopa CTaHAapTHOIO
obpasua oMenpasona (pazmen
«KonuiecTBeHHOE onpenencHue») Positive / TTon0KHTENBHbII

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"). /
YO-cnektp OCHOBHOTO nuKa Ha
XpoMaTrorpaMMe  HCHOBITYEMOIO  pacTBOpa
JODKEH  COOTBETCTBOBATL Y D-CHEKTPY
OCHOBHOTO IIMKa Ha  XpomaTrorpaMmme
pacTBopa cTaHOapTHOTO oOpa3la oMenpasosa
(pazmen «KonuyecTBEHHOE ONIpEIEIEHHE).
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUOUKAT AHAZTU3A KOHEYHOTO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

Ipoaykt / Product:

Omes®, THoduIM3aT 115 IPUTOTOBJICHHA pacTBoOpa it HHY3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

JaTa npoussoacTsa / Manufacture date: 10/2024
Cpox roguoct /Expire date: 10/2026

IlpounseoacTBenHas cepusi / Batch Ne: 45351

O6bem cepun/ Batch Quantity: 49920
IpoussoncTeenHas auuensus Ne / Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Auanus nposeaeH B coorsercTeuu ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, m3m. Nel ot 13,11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nonyyenusi/ Reception date:

MpoTokon ananu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10

UCTIBITAHUS/TESTS CNELUUOPUKAIIUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS

4. Average fill weight / Cpennsasi 44.19mg + 5% (from 42.0mg to 46.4mg) / 44.95
Macca cogepKUMOoro (pJiakoHa 44,19Mr + 5% (42,0Mr — 46,4Mr) )
5. pH of the solution / pH pacrsopa 10.0 - 11.0/ 10,0 - 11,0. 10.5
6. Water/ Boaa Not more than 6.0% / He Gomnee 6,0 % 4.2%
7. Particular matter / Mexannueckune | Visible particles / BUnuMble 4acTALBL:
BKJTHOYEHHSHA According to requirements /

B cooTBeTcTBHU C TPeOOBAHUAMM. Absent / OTCyTCTBYST

Subvisible particles / HeBunuMble 4aCTULIBL:

> 10um particles — not more than 6000/ vial /

qacTvipl pasmepoM > 10 MxM - He Bonee 6000 =2

Ha uakoH;

> 25um particles — not more than 600/vial /

4acTHLBI pasMepoM > 25 MkM - He 6onee 600 2

Ha (nakoH
8. Related substances / PoncTBeHHbIE
npuMecH
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity E /upumecs E; Not more than 0.3%/ He 6onee 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 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. ND

eIMHUYHAs HEUIEHTUPUIMPOBaHHAsA
NpHMECh

Total impurities / ND
Cymma npumeceit Not more than 1.5% / He Gonee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

BaKTep"aJ’leble IHAOTOKCHHEI

Gonee 5,83 ED/mr oMenpasona.

10. Sterility / CtepunbHoCTB

The product should be sterile / ITpenapat
JomKeH ObITh CTEPHIIBHBIM.

Sterile / CrepuibHbLi

11. Uniformity of dosage units /
OnHOpOAHOCTH A03UPOBAHUSA

Acceptance value (AV) should be not more
than 15.0 /

TMoxkasarenb npuemieMocTd (AV) H0IKEH
OwITh He Oosiee 15,0.

Complies / CooTBETCTBYET

12. Assay / KonuuecTBeHHOe
onpenesieHue

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H9N303S (omeprazole) in vial). / Ot 93
% 1o 105 % oT HOMUHAJILHOTO COAEPKAHUS
omMenpazona (ot 37,2 Mr mo 42,0 mr
C17H1sN303S (omenpason) Bo (iakoHe).

41.2
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CEPTUPUKAT AHAJIU3A KOHEYHOIO

SOFARIMEX QPO/YRIA

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A. FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product:  Omes®, nuopuin3aT A NPUroTOBJICHHUS PpacTBoOpPa 1St HHy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npon3BoacTea / Manufacture date: 10/2024 IpouszsoncTeeHHas cepus / Batch Ne: 45351
Cpok roanoctu /Expire date: 10/2026 O06nem cepun/ Batch Quantity: 49920
IpoussoncTeennast uuen3us Ne / Mfg, License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanu3 npoBefieH B cooTsetcTBHM ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3m. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

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

HUCTIBITAHUA/TESTS CHELU®UKALUHA/SPECIFICATIONS | PE3YJILTATBI/RESULTS

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. / Ilpenapar Bo
(akoHe U3 6ECLIBETHOTO MPO3pauyHOro CTEKNa
tima I (Ph.  Eur),  yKynopeHHBIH
XJIopOyTHIOBOH npo6xoii, o0xaTthli
ATOMUHUEBBIM KOJINauyKoM c
NpeoXPAHUTENILHOM IACTUKOBOM KPBILIKOMA.
Kaxapiii ¢aakoH BMeCTe ¢ MHCTPYKUHUEH 1O
NPUMEHEHUIO IOMELIEH B Na4Ky KApTOHHYIO.

13. Package / YnakoBka

Complies / CooTtBeTcTBYET

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

15. Storage conditions / XpaHeHue Protected from light below 25°C. /
B 3ampieHHOM OT CBETA MECTe NPH TeMIieparype He Beiuie 25°C.

16. Shelf life / Cpok rognocTn 2 years / 2 rona

Pe3ynbTaThl aHaJIHW30B: Pewenue OTK: W{l’wda(ﬂ
Analytical results: ) {9{ Quality Assurance Decision:

Jlara / Date : P i . Jata / Date : 2% / L / 2()‘2,
"( OteerctBeHHoe HLo / Qualified Person

Hauanssuk naboparopuu / Laborafory Manager

This batch was manufactured in reference to the dossier in force and according to GMP.
DTa cepus Oblia NPOU3BEACHA 1O ACHCTBYIOUIEH TOKYMEHTALMK U B COOTBETCTBUH C Tpebosanusamu GMP.

API name (INN) / A®C (MHH): Omeprazole / Omenpasosn
API manufacturer batch number / 10030P58/400001
Homep cepun nponssoantens AOC:

FP Manufacturer API Batch number / 24020114

Homep cepuu cy0cTanumnu nponspoautes LJID:

API Manufactured by & country /
TMpoussoautens AD®C, cTpaHa:

Esteve Quimica S.A., Spain /
AcrteBe Kumunka C.A., Hcnanus
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