SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUDUKAT AHAJIN3A KOHEHHOIO

MPOAYKTA
FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:

Omes®, mmopuansar 11t NPUroTOBJICHHS PACTBOPA A1 HHy3mii 40

mr / Omez, lyophilized powder for infusion 40 mg

JlaTta nponseoactea / Manufacture date: 01/07/2024
Cpoxk roanoctn /Expire date: 31/07/2026

IIpoussoacreennas auuensus Ne / Mfg, License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

AHaJiu3 nposefeH B coorBeTcTBHK ¢ 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

Ilpon3BoacTeeHHast cepusi / Batch Ne:
O6bem cepuu/ Batch Quantity: 49800

44959

Jata nonyyennsi/ Reception date:

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

HUCNIBITAHUSI/TESTS CNEIMPOUKALUMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeausis 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.90
Macea cogepskuMoro akoHa 44,19mr £ 5% (42,0Mr — 46,4mr) )
5. pH of the solution / pH pactsopa 10.0 - 11.0/ 10,0 - 11,0. 10.8
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 3.7%
7. Particular matter / Mexannyueckue | Visible particles / BUOMMBbIE 4aCTHLBI:
BKJIIOYEHUS According to requirements /
B cooTBeTCcTBUM € TpeOOBAHHAMHU. Absent / OTeyTeteyer
Subvisible particles / HesuarmMbie yacTuiipbl:
> 10pm particles — not more than 6000/ vial /
4acTULBL pazMepoM > 10 MkM - He Gonee 6000 206
Ha (IakoH;
> 25um particles — not more than 600/vial / 3
4acTHLbI pasMepoM > 25 MkM - He 6onee 600
Ha ¢akoH
8. Related substances / PoacTBeHHbIE
npumecu
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%; 0.06
- impurity E /npumecs E; Not more than 0.3%/ He Gonee 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%; <QL
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. <QL
€IVHMYHAs HeUIEHTUULMPOBAHHASN
MpHMECh
Total impurities / 0.06
Cymma npumeceit Not more than 1.5% / He 6onee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

BakTepualibHbIe 3HAOTOKCHHBI

Oonee 5,83 ED/mMr omenpasona.

10. Sterility / CrepunbHocTh

The product should be sterile / ITpenapar
JOJKEH OBbITh CTEPUIILHBIM.

Sterile / CtepuinbHblIit

11. Uniformity of dosage units /
OnHOpoaHOCTb A03UPOBAHNS

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

[NTokazarens npuemiaemoctu (AV) I0/KeH
6bITh He Honee 15,0.

Complies / CooTBeTcTRYET

12. Assay / KosinuecTBeHHO€
onpeaeaeHue

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19N303S (omeprazole) in vial). / Ot 93
% 10 105 % oT HOMUHATBLHOTO CONEPKAHMS
omemnpazona (ot 37,2 mr go 42,0 mr
C17H19N303S (omenpazon) Bo duiakoHe).
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CEPTUPUKAT AHAJTM3A KOHEYHOTO

SOFARIMEX NPOAYKTA

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

IIpoaykr / Product: Ome3®, mnoduan3ar aJisi NPUToTOBJIeHUs pacTBopa Aasa uHbysnii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta npounseoactea / Manufacture date: 01/07/2024 [MpounseoacTBennas cepusi / Batch Ne: 44959
Cpok roanoctn /Expire date: 31/07/2026 O6wem cepun/ Batch Quantity: 49800
TpousBoacTeennas nnuensus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHauus nposeaeH B coorBercTBuU ¢ HJ[ No / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, nam. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nony4enus/ Reception date: IMpoTokon ananusa Ne/ Analitical protocol N° SRAS-7Y4EHA. 10
HUCIIBITAHUSA/TESTS CHNEUUDPUKAIINMHU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / benslif unM NOYTH Complies / CootseTcTByeT
Oenblit 1ModunM3aT B BUAE MOPUCTOM MacChl
WITK ee yacTeil, WK B BUAE NOPOLUKA.

2. Description of solution / Onucanue
pacTBopa

-Clarity /npo3paunocTh Solution should be clear or the opalescence of |  Complies / Cootserctayer
the solution must not exceed the opalescence
of the reference solution L. / PacTBop nomxeH
ObITb  MpPO3pauHbIM  WIM  ONANECUEHLHMA
pacTBopa He JOJKHA fIpeBbILIaTh
onaiecUeHUHIO 3TalOHHOro pacTsopa L.
0.0039
- Absorbance / norsioweHue The optical density of the solution should be
not more than 0.30. / OnTHyeckas MI0THOCTb
pacTtropa aofkHa ObITh He 6oree 0,30.

3. Identification / IToasinHHOCTH 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").
/ BpeMmsi yaepXuBaHHS OCHOBHOIO Nuka Ha
KpoMaTorpaMMme  HCMHbITYEMOTrO  pacTBopa
JOKHO COOTBETCTBOBATH BpEMEHU
yOEpKUBEHMS OCHOBHOTO nuKa Ha
XpoOMaTorpaMMe pacTBOpa  CTaHA2PTHOIo
obpasua oMernpasoa (paznen
«KonnuecTBeHHOE OnpeneneH1e») Positive / TToNOKUTENLHbI

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
XpOMaTorpaMMe  HCIILITYEMOro  pacTBopa
NOJDKEH  COOTBETCTBOBaThL Y D-CEKTpY
OCHOBHOTO  MNMKa Ha  XpOMaTorpamme
pacTeopa cTaHAapTHOro odpasua omenpasofa
(paznen «KonuuecTBeHHOE OMPECICHHEY).
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CEPTUPUKAT AHAJTM3A KOHEYHOTO

SOFARIMEX NPOAYKTA

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

Ipoayxr / Product:  Ome3®, 1nodpuau3aT 1/ NIPUTOTOBJIEHHN PACTBOPA Mist HHGy3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara nponssoactea / Manufacture date: 01/07/2024 Mpon3BoncTeenHas cepusi / Batch Ne: 44959
Cpok roanoctu /Expire date: 31/07/2026 O6bem cepuun/ Batch Quantity: 49800
[IpoussoacTeeHHast snuen3ust Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Anajius nposeaeH B cooTeeTcTBUU ¢ HJI 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

Jata noayuennsi/ Reception date: IMpoTokon ananusza Ne / Analitical protocol N° SRAS-7Y4EHA. 10
UCINBITAHUSI/TESTS CNEUHPHKALMNU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Package / Ynakoska 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
dnakoHe 13 GECLBETHOro NPO3PaYHOro CTEKIA
tina I (Ph.  Eur),  ykynopeuHbii
XJ10pOYTUIOBOM npo6Koii, o0xaTblit
ANFOMHUHUEBbBIM KOJIIIaYKOM c
NpEeNOXPaHUTENIbHON NTaCTHKOBOM KPbILUIKOH.
Kaxzpiit dnakoH BMecTe ¢ UHCTpyKuuel 1no
NPUMEHEHUIO MOMELIEH B NMaYKy KapTOHHYIO.

Complies / COOTBETCTBYET

14. Labeling / Mapkupoeka According to ND / B cootBetcTBum ¢ HJ[
15. Storage conditions / Xpaueune Protected from light below 25°C. /

B 3auMIIEHHOM OT CBETa MECTE pU TeMneparype He Bbile 25°C.
16. Shelf life / Cpok roanoctn 2 years / 2 rona

. 1
PesynsTaThl aHANW30B: %/}_‘ vU‘tu—GC Pemeyue OTK: . Arp \JL&L

Analytical results Quality Assurance Decision:
Hara / Date : M) \ Hara / Date :

HavanbHuk nabopartopuu / Labo@nager Jl L—/‘./L/\,‘\ OteeTcTBeHHOE UL / Qualified Person VQ/&

This batch was manufactured in reference to the dossier in force and according to GMP.
Orta cepust ObuU1a NPOH3BEIEHA O AeHCTBYIOLIEH JOKYMEHTALIMN H B COOTBETCTBUM ¢ Tpebosanuamy GMP,

API name (INN) / A®GC (MHH): Omeprazole / OMemnpasosn
API manufacturer batch number / 10030P58/400001
Homep cepum npoussogurens ADC:
FP Manufacturer API Batch number /

24020114
Howmep cepuu cyGcTanuun npouspoautens [JId:
API Manufactured by & country / Esteve Quimica S.A., Spain /
IMpouzsoaurtens A®C, cTpana: Ocree Kumnka C.A., Mcnanus
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