CEPTUDUKAT AHAJIM3A KOHEYHOTO

SOFARIMEX NPOLYKTA

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

Ipoaykt / Product: ~ Omes®, anoduanzat Ajist MPUTOTOBICHU pacrBopa aas undysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npousBoicTBa / Manufacture date: 06/2025 TIpousBoacTeeHnas cepusi / Batch Ne: 55722
Cpoxk roguoctu /Expire date: 06/2027 O6bem cepun/ Batch Quantity: 49 080
IponseoncTeennas auuensus Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Ananus nposegen B coorsercTBuy ¢ HIL Ne/ Analysis performed in accordance with ND No:

| JICP-004124/09-180823, n3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jlata nonydenus/ Reception date: Mporokos anaausa Ne / Analitical protocol N°SRAS-7Y4EHA.10
HUCHOBITAHUSI/TESTS CIHELUPUKALUUA/SPECIFICATIONS PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpenussn 44.19mg + 5% (from 42.0mg to 46.4mg) / 4638
macca COfepRUMOro (pIaKoHa 44.19Mr + 5% (42,0mr —46,4Mr) )
5. pH of the solution / pH pacTBopa 10.0 - 11.0/ 10,0 - 11,0. 10.6
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 4.9%
7. Particular matter / Mexanuyeckue | Visible particles / Buaumble 4aCTHIIbL:
BKJIIOUEHHS According to requirements /
B cooTBETCTBUH C TPEOOBAHUAMH. Absent / OTcyTCTBYCT
Subvisible particles / HeBunumbie 4aCTHLBL:
> 10pm particles — not more than 6000/ vial / 211
yacTHLBI pasMepoM > 10 MkM - He Gonee 6000
Ha (IaKkoH;
> 25um particles — not more than 600/vial /
4acTULIbl pa3MepoM > 25 MkM - He Gonee 600 0
Ha ¢rakoH
8. Related substances / PoacTeeHHbIE
npumMecu ND
- impurity D /mpumece D; Not more than 0.3%/ He 6onee 0,3%;
- impurity E /mpumecs E; Not more than 0.3%/ He 6osee 0,3%; P
- impurity 1/ npumecs 1; Not more than 1.0 %/ He 6onee 1,0 %; Py
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; e
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. K
eIUHMYHAsA HeNJCHTHOULIUPOBAHHAA
IpUMECD
Total impurities /
CymMa npumeceit Not more than 1.5% / He 6onee 1,5%. ND
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakTtepuanbHble 3HA0TOKCUHBI oonee 5,83 ED3/Mr omenpasona. <5.83
10. Sterility / CTepniabHoCTb The product should be sterile / [Tpenapat .
JOJKEH ObITh CTEPWIBHBIM. Sterile / CrepuibHblil
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OAHOpPOAHOCTb NO3MPOBAHMS than 15.0/ .
[okasaTens npuemneMocTu (AV) J0JbKeH Complies / CooTseTcTBYCT
6bIThL He Oosee 15,0.
12. Assay / KontnuecTBenHoe From 93% to 105% of the label amount of
onpeaeieHne omeprazole (37.2 mg to 42.0 mg
C17H19N303S (omeprazole) in vial). / Ot 93
% 10 105 % OT HOMUHAIBHOTO COIEPKaHUs 41.5
omenpasoina (ot 37,2 Mr 10 42,0 mr
C17H19N30;3S (omenpazon) Bo GriakoHe).
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CEPTUDUKAT AHAJTM3A KOHEYHHOIO

SOFARIMEX MPOAYKTA

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

IIpoayxr / Product:  Ome3®, quoduansaT Ajds IPUTOTOBJIEHHSA PAcTBOpa 1A HHpy3uit 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata npoussoacTea / Manufacture date: 06/2025 IMpoussoacTeeHHasn cepus / Batch Ne: 55722
Cpoxk roguoctu /Expire date: 06/2027 O6nem cepuu/ Batch Quantity: 49 080
MpoussoacTBennas junensus Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Awuanus nposeaed B cooTBercTBun ¢ HJ Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, n3mM. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nonyuyenusi/ Reception date: IMpoTtokos anannsa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIILITAHUSA/TESTS CNEUHUPHUKALMUHU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
1. Description / Onucanune White or off white lyophilized spongy cake or

its parts, or as a powder / Bensiit unn noutn | Complies / CooTBeTcTBYeT
Oenblit T1oGUNIKU3AT B BUAE MOPUCTON MACCHI
WJIN €€ YacTel, WK B BIJE NOpOLLKa.

2. Description of solution / Onucanue
pacTBOpa

-Clarity /mpo3pa4yHocTh Solution should be clear or the opalescence of | Complies / CooTBeTcTBYET
the solution must not exceed the opalescence
of the reference solution I. / Pactsop nomxeH
ObITE  MPO3payHbiM MM ONANECLEHLHUSA
pacTBopa He JOJDKHA IPEBbILIATh
OnasiecUeHLIMI0 3TaJIOHHOro pacTeopa I.
0.0036
- Absorbance / nornowenue The optical density of the solution should be
not more than 0.30. / OnTH4eckas NIOTHOCTb
pacrtBopa gomkHa ObiTh He Gonee 0,30.

3. Identification / [ToanuHHOCTH 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").
/ Bpemsi ynepxuBaHWs OCHOBHOTO MUKa Ha
XpoMaTorpaMMe  MCILITYEMOro  pacTopa

JOJIKCHO COOTBETCTBOBATD BPECMEHH
YOEPXXMNBaHUS ~ OCHOBHOIO nyKka  Ha
XpoMmaTtorpaMMe  pacTBopa CTaHAApPTHOro
obpazua omenpasona (paznen

«KonuuecTBeHHOE OTIpeIeNICHHEY)
Positive / [TonoxuTtenbHblii
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 OCHOBHOTI0 nMKa Ha
XpoMaTorpaMMe  HUCIIbITYEMOro  pacTBopa
JOMKEH  COOTBETCTBOBaTH Y D-cnekTpy
OCHOBHOr0  myka Ha  XpomMaTorpamme
pacTBOpa CTaHAAPTHOTO 00pa3lia OMENpa3oa
(pazmen «KojanuecTBeHHOE ONpPeaeICHUER).
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CEPTUDUKAT AHATM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A. FINIS}IED PRODUCT CERTIFICATE

Ipoaykt/ Product: Ome3®, muo¢uian3at AJi NIPATOTOBJIEHA pPacTBOPa L1 ungysnii 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTta nponspoicTBa / Manufacture date: 06/2025 IpoussoacTeeHHas cepus / Batch Ne: 55722
Cpok ronHoctn /Expire date: 06/2027 O6bem cepun/ Batch Quantity: 49 080
MpouseoacTeennas auuensus Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHanus nposeaen B coorBetcTBuu ¢ 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

JlaTta noayqenusi/ Reception date: TMpoTokon auanusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCHBITAHUS/TESTS CIIELIU®UKALIMU/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. / Ilpemapar Bo
¢nakoHe 13 6eCLIBETHOrO NpO3paiHOro CTEKNa
tuna I (Ph. FEur), yKyNOpeHHbIH
xnopOyTunoBom npobxoii, obxaTsIi
MOMUHUEBBIM KOJITIa4KOM c
TPeIOXPaHUTENbHOM MTACTUKOBOM KPBILIKOH.
Kaxppiit (nakon BMecTe ¢ MHCTPYKIMeH 1o
NPYMEHEHHEO TIOMELIEH B NaYKy KapTOHHYIO.

Complies / CooTBETCTBYET

14. Labeling / MapkupoBka According to ND / B coorserctsnu ¢ HJ{

15. Storage conditions / Xpanenne Protected from light below 25°C. /
B 3alliIIEHHOM OT CBETa MECTe NPH Temieparype He Boiuwe 25°C.

16. Shelf life / Cpok roanocTH 2 years / 2 roaa
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This batch was manufactured in reference to the dossier in force and according to GMP.
rta cepya ObLIA NPOM3BEAEHA M0 AEHCTBYIONIEH N0KYMEHTALWY M B COOTBCTCTBHU C tpebosanuamu GMP.

API name (INN) / A®C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400002
Homep cepun npouspoantens AOC:

FP Manufacturer API Batch number / 24110287

Homep cepun cyocTanumn npoussoantens [J1D:

API Manufactured by & country / Esteve Quimica S.A., Spain /
Ipouseoputens A®C, crpana: Screpe Kumuka C.A., Ucnanns
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