CEPTUPUKAT AHAZTU3A KOHEYHOIO

SOFARIMEX MPOAYKTA

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

IIpoaykt / Product:  Ome3®, nuodpuianzaT 1j8 NPATOTOBJIEHHS pacTBopa A8 uHgy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoacTea / Manufacture date: 10/2024 IlpousBoacTBeHHasi cepusi / Batch Ne: 45350
Cpok roanocru /Expire date: 10/2026 O6nem cepun/ Batch Quantity: 49800
IpouspogcTeenHas auuensusa Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHajn3 nposedeH B cooTBereTBHY ¢ HJI Ne/ Analysis performed in accordance with ND No:
JICP-004124/09-180823, u3sm. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jarta nonyuyenus/ Reception date: Ilpotokon ananu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCOBITAHUSA/TESTS CNEUUDOUKAIUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onncanne White or off white lyophilized spongy cake or

its parts, or as a powder / Benpiit unu noytn | Complies / CootsercTyet
Oenblif NMOGUIM3AT B BUAE NOPUCTONH MACcCh
UITY ee 4acTeil, UK B BUAC NOPOLUKA.

2. Description of solution / Onucanue
pacTBopa

-Clarity /npospauHocTh Solution should be clear or the opalescence of | - Complies / CootsetcTyert
the solution must not exceed the opalescence
of the reference solution I. / PacTBop nomxen
ObITb  MPO3pPaYHLIM WM  ONANECLEHLMS
pacTBopa He JOJDKHA fpeBbILIaTh
ornaJlecLIEHLIMIO 3TAJIOHHOro pacTsopa I
0.0027
- Absorbance / nornoueHue The optical density of the solution should be
not more than 0.30. / OnTuueckas MIOTHOCTh
pacTBopa Jo/KHa ObITh He Gonee 0,30.

3. Identification / IloaninHHOCTH 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 ynepkuBaHHs OCHOBHOTO NHKa Ha
XpOMaTorpaMMe  HCIBITYEMOro  pacTBopa
HOOJKHO COOTBETCTBOBATh BpEMEHH
YAEPKUBAHUS  OCHOBHOTO nuKka  Ha
XpoMmarorpaMMe pacTBopa  CTaHIapTHOTrO
obpasua oMenpasoJja (pazpmen
«KonuuectBeHHOE onpenenenue») Positive Lo EEEEG

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®-cnextp OCHOBHOTO nuka Ha
XpoMarorpaMme  HCILITYEMOrO  pacTBopa
JIOJKEH  COOTBETCTBOBaTh Y ®D-CHeKTpy
OCHOBHOTO TNHKa Ha  XpoMmarorpamme
pacTBopa ctaHaapTHOro obpasua oMenpasoina
(paznen «KonudecTBeHHOE ONpeaesieHuey).
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

CEPTU®UKAT AHANNN3A KOHEYHOTO

NPOAYKTA
FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product:

Ome3®, mnoduinzar J/1sl IPUTOTOBJICHUS PACTBOPA 1A HHy3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jarta nponseoactea / Manufacture date: 10/2024
10/2026

Cpoxk roanoctu /Expire date:

IpouseoacTeennas cepusi / Batch Ne: 45350

O6nbem cepuu/ Batch Quantity: 50040
ITpon3soacTBeHHast uueH3usi Ne / Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Ananus nposeaeH B coorsercTBuu ¢ HJ 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

Hara nonyuenus/ Reception date:

[poroxon ananuza Ne/ Analitical protocol N° SRAS-7Y4EHA. 10

UCIIBITAHUSA/TESTS CIHIEUOUKALHUHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS

4. Average fill weight / Cpeansis 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.07
mMacca coaepKuMoro ¢piakoHa 44,19mr + 5% (42,0mr — 46,4Mr) '
5. pH of the solution / pH pacrtsopa 10.0-11.0/10,0 - 11,0. 10.7
6. Water/ Bona Not more than 6.0% / He 6onee 6,0 % 4.2%
7. Particular matter / Mexanndeckne | Visible particles / Buanmbie 4acTULbL:
BKJIIOUEHHH According to requirements /

B coorBeTcTBHU C TPEOOBAHUSIMH. LS A

Subvisible particles / HeBunumbie yacTuupl:

> 10um particles — not more than 6000/ vial / 146

yacTuLbl pazMepoM > 10 MkM - He 6onee 6000

Ha ¢nakoH;

> 25um particles — not more than 600/vial / 4

4acTHLBI pa3MepoM > 25 MkM - He bonee 600

Ha ¢nakoH
8. Related substances / PoncTBenHbIe
npumMecH
- impurity D /mpumecs D; Not more than 0.3%/ He 6onee 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 6onee 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%. <LD

€NUHMYHAs HeuIeHTuhULMpOBaHHas
IpHMECDH

Total impurities / <LD
CymmMa npumecei Not more than 1.5% / He 6onee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He T

EaKTepnaanble JHAOTOKCHHBI

Gonee 5,83 EO/Mr omenpasona.

10. Sterility / CrepuabHocTs

The product should be sterile / [Tpenapar
LOJDKEH ObITH CTEPHIILHBIM.

Sterile / CtepunbHblii

11. Uniformity of dosage units /
OnHOpPOAHOCTH 103U POBAHMUSI

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

[Noka3zarens npueMiaeMocTd (AV) nomKeH
ObITh He Gonee 15,0.

Complies / CooTBeTCTBYET

12. Assay / KonnuecTBeHHOE
onpenaeaeHHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19N30sS (omeprazole) in vial). / Ot 93
% 1o 105 % OT HOMHUHANBHOTO COMEPXKaHUA
oMenpaszona (ot 37,2 mr 10 42,0 Mr
C17H19N30:S (omenpason) BoO (riakoHe).

41.0
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CEPTUOUKAT AHA/TM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

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

Ipoaykt / Product: Ome3®, mmodpuanu3zat 1j18 NpUroTOBJIEHHS PACTBOPA NI HHPY3Rii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata nponseoacta / Manufacture date: 10/2024 TpoussoncTeeHHnas cepusi / Batch Ne: 45350
Cpok rogsoct /Expire date: 10/2026 O0bem cepun/ Batch Quantity: 50040
IlpounssoacTeenHasn auuensns Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHayn3 npogeedeH B coorseTcTBUM ¢ H/I 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

Jara nonyuyeuusi/ Reception date: Ilporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCTIBITAHUSA/TESTS CNNEUUDOUKAUNH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Package / YnakoBka 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
¢nakoHe U3 OECLBETHOrO NPO3PAYHOro CTEKIA
tuma I (Ph.  Eur), ykynopeHHbIH
xJIopOyTUIIOBOM npoOKoi, obxatbIit
AIOMHUHHEBBIM KONIMIa4KOM c
NIPEIOXPAHUTENILHOM MIaCTUKOBOW KPBILIKOM.
Kaxxnbiit dnakoH BMecTe ¢ MHCTpyKLUeil no
MPUMEHEHHUIO [TIOMELIEH B NauKy KapTOHHYIO.

Complies / CooTBeTCTBYET

14. Labeling / Mapxuposka According to ND / B coorsetctBuu ¢ HJJ,
15. Storage conditions / Xpanenmne Protected from light below 25°C. /

B 3aIuIEeHHOM OT CBETAa MECTe NpH TeMIIeparype He Bbile 25°C.
16. Shelf life / Cpok rognocrn 2 years / 2 rona

Pe3ynbsTarsl aHANHU30B: ' 2. 6@ Pewenne OTK:
Analytical results Quality Assurance Decision: Lo
Jlara / Date : __Q'( Hata/Date: ) 2 / f /%

| =
Hauanbuuk nadoparopuu / La anager OrsetcTBeHHOE nHLo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Ota cepust Obl1a NPOU3BEICHA MO AeHCTBYIOIIEH JOKYMEHTALMU U B COOTBETCTBUM ¢ TpeGoBaHusaiMu GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400001
Homep cepuu npouseoautesi ADC:
FP Manufacturer API Batch number /

24020114
Homep cepun cy6etanuun npouseoaurens IJid:
API Manufactured by & country / Esteve Quimica S.A., Spain /
Ipousroautens A®C, crpana: OcteBe Kumuka C.A., Mcnanus
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