CEPTUDUKAT AHATM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

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

IIponyxr / Product:  Omes®, imoduamu3ar 1is NIPATrOTOBIEHHUS pacTBopa s uHpy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoncTea / Manufacture date: 06/2025 IIponseoacTBeHHast cepus / Batch Ne: 55723
Cpox rogHoctu /Expire date: 06/2027 O6nbem cepuu/ Batch Quantity: 50 040
IMpouseoacTeeHnas Juuensuna Ne / Mfg, License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHanu3 npoBeaeH B coorseTcTBHn ¢ 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 nonyuyenuns/ Reception date: Tlpotokon ananun3a Ne / Analitical protocol N° SRAS-7Y4EHA.10
HCIIBITAHUSI/TESTS CIIEHUPUKAIIMH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucaume White or off white lyophilized spongy cake or

its parts, or as a powder / Benviiit wnu moutn | Complies / CootBeTcTayeT
Oenbiii TMOQUIM3AT B BUAE TMOPUCTON MacChl
WM ee YacTel, WM B BUIE NMOPOLIKa.

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 1. / Pacteop nomxkeH
ObITb  MPO3pPayHBIM MIM  ONaJieCLEHLUs
pacTBOpa He JOJDKHA NpeBbILLIATD
OMaJIECLIEHLIMIO 3TaJIOHHOTO pacTBopa L.
0.0046
- Absorbance / nornoumenue The optical density of the solution should be
not more than 0.30. / OnTuyeckas NJIOTHOCTh
pacTtBopa JomkHa ObiTh He Gonee 0,30.

3. Identification / IogjnHHOCTL 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 ynepuBaHus OCHOBHOTO MHKa Ha
XpOMaTorpaMMe HCHBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATD BpEMEHH
YAEPKUBAHHUS  OCHOBHOTO nMka  Ha
XpoMaTorpaMme pacTBopa CTaHAApTHOTO
obpasua oMerpasosa (pazmen
«KonuiecrseHHOe orpeaeneHue»)

Positive / [TonoxuTenbHbIH
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®-cnextp OCHOBHOTO nuka Ha
XpoMaTrorpaMMe HMCOBITYEMOro  pacTBOpa
JOJDKEH  COOTBETCTBOBATE Y D-cnekTpy
OCHOBHOTO IHKa Ha  XpoMmaTorpaMme
pacTBopa cCTaHAapTHOro o6paslia oMenpaszona
(pasnen «Konu4ecTBEHHOE ONpeAeIIeHUe»).
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACRUTICA, SA.

CEPTU®UKAT AHAIM3A KOHEYHOMO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:

Ome3®, anoduau3aT ISl IPUTOTOBJICHHS pacTBOpa [LTi undysnii 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npoussoacTea / Manufacture date: 06/2025
Cpox rogHoctu /Expire date: 06/2027

JICP-004124/09-180823, u3m. Nel ot 13.11

T1pou3BOACTBEHHAs CepHs / Batch Ne: 55723

OGwem cepun/ Batch Quantity: 50 040
ITpou3BoaCTBeHHAs JiMueH3us Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09
Anaan3 nposenen B coorsercTuy ¢ HJL Ne / Analysis performed in accordance with ND Ne:

2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nosyyenus/ Reception date:

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

NCHOBITAHUSA/TESTS CNELN®UKALIMHW/SPECIFICATIONS PE3VYJbTATBI/RESULTS
4. Average fill weight / Cpenusist 44.19mg £ 5% (from 42.0mg to 46.4mg) / 4531
macca cojiep:kumoro guiakoHa 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/ Boaa Not more than 6.0% / He Gonee 6,0 % 3.3%
7. Particular matter / Mexannueckue | Visible particles / Buaumbie 4acTiibl:
BKJIKOYCHHS According to requirements /
B cOOTBETCTBUM C TPeOOBAHUAMH. Absent / OTCyTCTBYCT
Subvisible particles / HeBuanMbie HaCTHLbL:
> 10pm particles — not more than 6000/ vial / 20
qacTHLbl pasmepom > 10 Mkm - He bonee 6000
Ha (UIaKOH;
> 25um particles — not more than 600/vial /
yacTHLL pasMepoM > 25 MkM - He Gonee 600 1
Ha (nakoH
8. Related substances / PoacTBeHHBIE
npumecu <1Q
- impurity D /mpumecs D; Not more than 0.3%/ He Gonee 0,3%;
- impurity E /npumecs E; Not more than 0.3%/ He Gonee 0,3%; NDO
- impurity 1/ mpumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; 0.08%
- impurity 2 / npuMecs 2; Not more than 0.5%/ He Gonee 0,5%; D)
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. Ll
eMHIYBadA HeMISHTH(HUIMPOBaHHAA
NpUMECh
Total impurities / 0.08%
CymmMa npumecei Not more than 1.5% / He Gonee 1,5%. R
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.93

BaKTepuaanble JHAOTOKCHHBI

6onee 5,83 EQ/Mr oMmenpasona.

10. Sterility / CTepuiabHOCTb

The product should be sterile / IIpenapar
JOJDKEH ObITH CTEPUIBHBIM.

Sterile / CtepiibHbli

11. Uniformity of dosage units /
OnHOPOAHOCTL 103HPOBAHUS

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

[Mokasarens npueMieMocTd (AV) HOMKeH
6bITh HE Gonee 15,0.

Complies / CoOTBETCTBYET

12. Assay / KonuuecTeeHHOE
onpepeieHHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H9N303S (omeprazole) in vial). / Ot 93
% 10 105 % OT HOMHUHAIILHOTO COJIepXKaHUA
omenpasona (ot 37,2 mr o 42,0 Mr
C17H19N30;3S (omenpazoit) Bo (hr1aKkoHe).

41.8
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CEPTU®UKAT AHAJIU3A KOHEYHOTO

MNPOAOYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

OMmes®, 1MoPUaN3aT A/ NPUrOTOBJICHHUS PACTBOPA I uHy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Ipoaykt / Product:

JlaTa nponspoactsa / Manufacture date: 06/2025 Tpou3sBoacTeeHHas cepus / Batch Ne: 55723
Cpox roanoctn /Expire date: 06/2027 OGbem cepun/ Batch Quantity: 50 040
IIpoussoacTeeHnas aunensusn Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Ananus nposenen B coorBercTBum ¢ HI{ 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 nonyueuns/ Reception date: MMpoTokosn anasusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCTIBITAHUSA/TESTS CNELU@PUKALIMN/SPECIFICATIONS PE3YJLTATBI/RESULTS

The product is filled in a clear transparent
glass vial type 1 (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. / Ilpemapar BO

13. Package / YnakoBka

(bHaKOHe 13 0€CLIBETHOIO MPO3pPavHOro CTEKIa

Complies / CooTBeTCTBYET

tuna 1 (Ph. Eur),  yKynopeHHbIH
xJopOyTUNOBOK npobxoi, obxatel i
AJIFOMUHHEBBIM KOJIIauyKOM c

NpeA0XPaHUTENLHOMN M1ACTHKOBOM KPbILIKOH.
Kaxaplit gnakoH BMecTe ¢ MHCTPYKLMEi 1o
DPUMEHCHHIO TIOMELIEH B Na4Ky KApTOHHYIO.

14. Labeling / MapkupoBka

According to ND / B coorsercTsuy ¢ HJI

15. Storage conditions / XpaHeHue

Protected from light below 25°C. /

16. Shelf life / Cpok rogHocTH

Pe3yJ'lI:TaTI>I aHaJIn30B!

Analytical results: P“Wf{é’i-/
Hara / Date : \ <V L
UL
S~

Hauanehuk nabopatopuu / Labora(lery_Man

B 3aliMiIeHHOM OT CBETAa MECTE PH TeMrepaType He BbIIIC 25°C.
Pewenne OTK:

2 years / 2 roaa
Wwﬁz&/
Quality Assurance Decision:
JMata / Date : Zh/oj?_ ij (-—

|
OrsercTrentoe nuuo / Qualified Person %j

This batch was manufactured in reference to the dossier in force and according to GMP.
Jta cepus ObLia NPOM3BEIEHa MO AEHCTBYIOLIEH NOKYMEHTALUNN 1 B cooTBeTcTBUH ¢ TpeboBanuaMu GMP,

API name (INN) / A©@C (MHH):

Omeprazole / Omenpason

API manufacturer batch number /
Homep cepun npoussoautens APC:

10030-P58/400002

FP Manufacturer API Batch number /
Homep cepuH cyOCcTaHLUIMH NPOM3BOANTEIS IJ1D:

24110287

API Manufactured by & country /
Ipouseoautens ADC, crpana:

Esteve Quimica S.A., Spain/
Actese Kumuxka C.A., Mcnanus
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