CEPTUOUNKAT AHANTM3A KOHEHHOIO

SOFARIMEX NPOAYKTA

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

Ipoaykr / Product: Ome3®, nnoduau3aT QJisi IPUTOTOBJIEHHUS PACTBOPa M HHy3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta nponseoactea / Manufacture date: 10/2024 ITpom3BoncreenHast cepusi / Batch Ne: 45352
Cpoxk roanoctu /Expire date: 10/2026 O6bem cepun/ Batch Quantity: 49680
[MpouspoacTeenHan auueHsns Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Ananus nposegex B coorBeTcTBHH ¢ HJI Ne/ Analysis performed in accordance with ND No:
JICP-004124/09-180823, u3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jarta nonyueHusi/ Reception date: ITpotokon aHanu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCTIBITAHUS/TESTS CINEUUDPUKALIMHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / Benblit unu nouyru | Complies / CooTreTcTRYeET
Oenblii nModuIU3aT B BUAE MOPUCTON MACCh
UK ee YacTeid, Ui B BUJIE MOPOLIKA.

2. Description of solution / Onucanne
pacTBopa

-Clarity /npo3pauHocTsb Solution should be clear or the opalescence of | Complies / CootsercTayeT
the solution must not exceed the opalescence
of the reference solution 1. / Pacteop nomxkeH
ObITh  MpO3paiHbIM MWIM  ONANEeCLEeHLHS
pacTeopa He JOJDKHA MpeBbLIILIATE
OMnaJleCLEHHIO 3TaIOHHOTO pacTeopa 1.
0.0017
- Absorbance / nornomexnne The optical density of the solution should be
not more than 0.30. / OnTudeckas IOTHOCTH
pacTBopa AomkHa ObITb He Oonee 0,30.

3. Identification / ITognunHOCTL 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 yzaepxHBaHWST OCHOBHOIO MUKa Ha
XpOMaTOrpaMMe  UCIBITYEMOr0  pacTBopa
JIOJKHO COOTBETCTBOBATh BpEMEHHU
YAEPMKUBAHUSI OCHOBHOTO nuka Ha
XpoMarorpaMMe  pacTBopa CTaHIapTHOTO
obpazua oMenpasona (paznen
«KonnuecTreHHOE ONpeAeICHIEY) Positive / TIonoKUTENbHBIH

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®-cniekp OCHOBHOTO nuKa Ha
XpoMarorpaMme  HCIbITYEMOr0  pacTBOpa
JNOKEH  COOTBETCTBOBaTh Y D-CHEKTpY
OCHOBHOTO  IMKa HAa  XpOMarorpamme
pacTBOpa cTaHAapTHOro ofpasua omMenpasonia
(paznen «KonuuecTBEHHOE OMPENEICHUEY).
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- CEPTU®UKAT AHAJIM3A KOHEYHOIO

SOFARIMEX TPO/IYKTA

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

IIpoaykr / Product: Ome3®, nuodunanzar 1jis IPUrOTOBJIEHHS pacTBopa Aaa uHysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta npouseoacrea / Manufacture date: 10/2024 [TpousBoncTBeHHast cepusi / Batch Ne: 45352
Cpok roaHoctu /Expire date: 10/2026 O6bem cepun/ Batch Quantity: 50040
IponseoacTeennasn Jjunenzus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AnaJjus npoBegeH B cooTBeTcTBuH ¢ HJ Ne / Analysis performed in accordance with ND No:
JICP-004124/09-180823, uzm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nony4yennsn/ Reception date: ITpoTokona ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCTIBITAHUSI/TESTS CNEUUOUKALIUNU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeauss 44.19mg + 5% (from 42.0mg to 46.4mg) / 4593
Macca coaepxumoro gJlakoHa 44.19mr £ 5% (42,0mr — 46,4mr) )
5. pH of the solution / pH pactBopa 10.0-11.0/ 10,0 - 11,0. 10.9
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 3.99,
7. Particular matter / Mexanuueckne | Visible particles / Buaumble 4acTHLIBL:
BKJIIOYEHMA According to requirements /
B coorBeTcTBHY € TPEOOBAHUAMH. AlbECnORCy TerRyer
Subvisible particles / HeBuauMbie 4acTUIIBL:
> 10um particles — not more than 6000/ vial /
qacTHLLI pasMepoM > 10 MkM - He Oonee 6000 el
Ha ¢nakoH;
> 25um particles — not more than 600/vial /
4acTHULI pasMepoM > 25 MkM - He Gonee 600 1
Ha dnakoH
8. Related substances / PoacTBenHbie
npumMecH
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%; ND
- 1mpurity E /mpumecs E; Not more than 0.3%/ He 6osee 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%. 0.08%
€NUHUYHAsA HeMAeHTHOHLIMPOBaHHAS
NpUMech
Total impurities / 0.08%
CymmMa npumeceit Not more than 1.5% / He 6onee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
baxTepHanbHble IHAOTOKCHHBI Gonee 5,83 E3/Mr omenpazona. <5.83
10. Sterility / CrepunbsHocTh The product should be sterile / [Ipenapar ]
JOMKEH ObITh CTEPUIILHBIM. Sterile / CrepuibHbiii
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OaHopoaHOCTH 103UPOBAHUS than 15.0 / .
[Toxasarens npuemsieMocTu (AV) 10MHKEH Complies / CooteeTcTByeT
ObIThL He Oonee 15,0.
12. Assay / KosimuecrBennoe From 93% to 105% of the label amount of
onpeaesieHHe omeprazole (37.2 mg to 42.0 mg
C17H19N30sS (omeprazole) in vial). / Ot 93
% 10 105 % oT HOMUHANBHOTO CONEPXKAHUA 41.6
omernpasona (ot 37,2 mr ao 42,0 mr
C17H19N303S (omenpasoun) Bo (uakoHe).
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CEPTU®UKAT AHAJTIU3A KOHEYHOTO

SOFA?TMEX NPOAYKTA

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

IIpoayxrt / Product: Ome3®, inodpuan3ar Aisi MPHTOTOBJEHNS pacTBopa N1 nHysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata nponssoactea / Manufacture date: 10/2024 ITpouseoacTeenHas cepusi / Batch No: 45352
Cpok roanoctu /Expire date: 10/2026 Ob6bem cepuu/ Batch Quantity: 50040
[TpoussoncTBennas nuuensusa Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Ananus nposeaeH B cooTBercTBuu ¢ HJI 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

Jarta nonyuyennsi/ Reception date: MpoTtoxon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCIBITAHUSA/TESTS CNNEUUOUKALHUU/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. / Ilpenapar Bo
¢akoHe 13 6eCLIBETHOTO MPO3pavHOro CTeka
tuna I (Ph. Eur), yKkynopeHHbIi
XJ1I0pOyTUIIOBOI npoOKoii, obxarsiit
AIOM UHHUEBBIM KOJIMay KoM c
MPENOXPAHUTEITLHOM MIIACTUKOBOM KPBILUKOH.
Kaxnbiii ¢rakoH BMECTE ¢ MHCTPYyKUUeit no
NPUMEHEHHIO MOMEILIEH B MAYKY KAPTOHHYIO.

Complies / CooTBeTcTBYET

14. Labeling / MapkupoBka According to ND / B coorBercteuu ¢ HJJ,
15. Storage conditions / Xpaneunue Protected from light below 25°C. /

B 3alyile HHOM OT CBETa MECTE NP TeMIeparype He Bbie 25°C.
16. Shelf life / Cpok roanocTn 2 years / 2 rona

PesyneTaThl aHATH308:
Analytical results:
Hara / Date :

Pewenne OTK: é‘f J"Q Gp
V,i()( Quality Assurance Decision: /]/LO =3 1
(' ( Jata / Date : M}& : L"KZL)

OrteetctBenHoe nuio / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Ota cepus Oblila Npou3BEeHa 10 ACHCTBYIOLICH TOKYMEHTALMM W B COOTBETCTBYH ¢ TpeOoBaHusMn GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpazon
API manufacturer batch number / 10030P58/400001
Homep cepuu npouseogurtens AQC:
FP Manufacturer API Batch number /

24020114
Homep cepuu cybcTtanuumn npouseonutens [JId:
API Manufactured by & country / Esteve Quimica S.A., Spain /
Ilpoussoaurens A®C, cTpana: Octese Kumuka C.A., Mcnanus
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