CEPTUDUKAT AHANTU3A KOHEYHOIO

SOFARIMEX MPOAYKTA

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

IIpoaykr / Product: Ome3®, nuopuim3aT JJIsi NIPUTOTOBJIEHHS pacTBoOpa Nis nHQy3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata nponsBoacrTea / Manufacture date: 10/2024 IMpounsBoacreenHas cepus / Batch Ne: 45325
Cpok rogHoctu /Expire date: 10/2026 O6bem cepun/ Batch Quantity: 50040
IlponsBoacTeenHasn auuensust Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHajus nposeaeH B cooTBeTcTBHH ¢ 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

Jara nony4yenus/ Reception date: ITporokon anasausa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIIBITAHUS/TESTS CHEIUOUKALUNHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucauue White or off white lyophilized spongy cake or

its parts, or as a powder / Benbtii unu nouru | Complies / CootseTcTByeT
Genplii T1oQUNM3aT B BUAE MOPHCTONH Macchl
WITY €€ yacTei, Wi B BUIE TOPOLLKA.

2. Description of solution / Onucanue
pacTBopa

-Clarity /npo3spa4HocTb Solution should be clear or the opalescence of |  Complies / CootsercTayer
the solution must not exceed the opalescence
of the reference solution I. / PactBop nomxeH
ObITh MPO3PaYHbIM MIM  OMaJieCLeHLHA
pacTBopa He JOJDKHA MPEBBIILIATH
ONaJIECLEHLHIO 3TAJIOHHOTO pacTBopa L.
0.0024
- Absorbance / noryioleHue The optical density of the solution should be
not more than 0.30. / OnTuueckas MIOTHOCTb
pacTBopa JoJbkHa ObITh He Gonee 0,30.

3. Identification / IlopinHHOCTL 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").
/ BpeMms ynepxuBaHUA OCHOBHOTO INHKa Ha
XpoMarorpaMme HCOBITYEMOrO  pacTBOpa
JOJDKHO COOTBETCTBOBATb BpPEMEHH
YOSPXXUBAHMS  OCHOBHOTO nMKa  Ha
XpoMarorpaMMe pacTBOpa CTaHAApTHOTO
obpasua oMernpa3zona (pazgen
«KonmyecTBeHHOE OMpeesiCHUE)) Positive / TTonoxHTe b b1

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 OCHOBHOTI'O NUKa Ha
XpoMaTorpaMMe  MCIBITYEMOI'O  pacTBOpa
JOJDKEH  COOTBETCTBOBaTh Y ®-crekTpy
OCHOBHOTO TNHKa Ha  XpoMaTorpamme
pacTBopa ctaHJapTHOro o6pasla oMerpasona
(pazgen «Konm4ecTBEHHOE ONIPENEIICHUEY).
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SOFARIMEX

WNDUSTRIA QUIMICA F FARMACEUTICA, S.A.

CEPTUOUKAT AHATM3A KOHEYHOTO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product:

Ome3®, tHodHIN3AT AJIsi IPUTOTOBJIEHHS PAacTBOpa i HHy3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

JlaTta npouseoacTea / Manufacture date: 10/2024
Cpoxk roadoctu /Expire date: 10/2026

IpoussoacTeeHHast cepusi / Batch Ne: 45325

O6bem cepun/ Batch Quantity: 50040
TponsboacTeennas nvuensns Ne/ Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Anains npoBeaeH B cootseTcTBuM ¢ 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 nonyyennsi/ Reception date:

Ipotoxon ananusa Ne / Analitical pretocol N° SRAS-7Y4EHA.10

HUCIIBITAHUSA/TESTS CHELUUPHUKAIIMH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeansa 44.19mg = 5% (from 42.0mg to 46.4mg) / 4521
mMacca coaepaRUMoro ¢iaxona 44,19mr £ 5% (42,0Mr — 46,4Mr) )
5. pH of the solution / pH pacTtsopa 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 / Mexannuecxue | Visible particles / Bunumble yacTuimL:
BKJTIOYEHUSI According to requirements / Absent / OTcyTeTByer

B ¢0OTBETCTBUH C TPeOOBAHUAMHM.
Subvisible particles / HeBunuMple 4aCTHLIBI:
> 10um particles — not more than 6000/ vial /

yacTUIE! pasMepoM > 10 MkM - He 6onee 6000 el
Ha (akoH;
> 25um particles — not more than 600/vial / 1
4aCTHIIEI pa3MepoM > 25 MkM - He Goree 600
Ha ¢akoH
8. Related substances / PoncTBeHHbIe
npuMecH
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%; ND
- impurity E /npumecs E; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / npuMecs 2; Not more than 0.5%/ He Gonee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. ND
eIMHAYHAA HeMIeHTH(ULUPOBaHHAS
MpUMECh
Total impurities / ND
CymMma 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

BaKTepuaanble 3HAOTOKCHHBI

6onee 5,83 EJ/Mr omenpasona.

10. Sterility / CTepuabHOCTE

The product should be sterile / ITpenapar
JOJDKEH ObITh CTEPUITBHBIM.

Sterile / CrepuibHbIii

11. Uniformity of dosage units /
OxHOpPOAHOCTH J03MPOBAHMS

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

IMoxasatenp npueMieMocTy {AV) HOTKEH
6bITL He Honee 15,0.

Complies / CooTBETCTBYET

12. Assay / KonuyecTBeHHOe
onpeaeieHHe

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 HOMHHAJILHOTO COAEPXKaHUSA
omernpasona (ot 37,2 mr 10 42,0 Mr
C17H19N303S (omenpason) Bo ¢rakoHe).
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CEPTUPUKAT AHANTU3A KOHEHHOTO

SOFARIMEX NPOAYKTA

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

IIpoaykr / Product: Ome3®, muoduinsat Ajisi IPATOTOBJICHUs PAacTBOPa Aist HHY3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta uponssoactea / Manufacture date: 10/2024 IpousBoacTeeHHas cepus / Batch Ne: 45325
Cpok rogHoctu /Expire date: 10/2026 O61em cepun/ Batch Quantity: 50040
TIpouseoncreennast qunensus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Auanu3 nposejeH B cooTseTcTBHM ¢ HJ| Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, m3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nosydennsi/ Reception date: Iporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HNCIIBITAHUS/TESTS CHHEHUO®UKAIIUHU/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 GeCLBETHOTO MPO3PaYHOro CTEKIa
tama I (Ph.  Eur),  yKynopeHHsI#
XJIopOYTHII0BOH npoGxofi, o0>xaThlii
AJIIOMUHUEBBIM KOJ{IauKOM c
NpeIoXPaHUTENILHON MIACTUKOBOH KPBILIKOH,
Kaxcapiit ¢priakoH BMECTe € MHCTPYKUMEH MO
NPUMEHEHHIO TOMELICH B NMauKy KapTOHHYIO.

Complies / CoOTBETCTBYET

14. Labeling / MapkupoBka According to ND / B coorsercrBuu ¢ HJI

15. Storage conditions / Xpanenue Protected from light below 25°C. /
B 3aluiieHHOM OT CBETa MeCTe IpH Temmeparype He Boiute 25°C,

16. Shelf life / Cpok roaHoctH 2 years / 2 rona /

-7

Jlata / Date : Jata / Date : 2 /tl /Z;Z 7

HauasipHuk adopatopnu / Laﬁatory Manager Orteerctennoe auno / Qualified Person

Pe3ynbraThl aHaIU30B: Pemenne OTK: Z
Analytical results: M Ve i ) Quality Assurance [Jecision: ﬁ‘! f)Zﬁ/ y;

This batch was manufactured in reference to the dossier in force and according to GMP.
JTa cepis GbUIa MPOU3BE/CHA 10 IeficTBYIOLIEH JOKYMEHTALH U B COOTBETCTBUH C TpeBOBaHUAMMU GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400001
Homep cepun npousBogurtens APC:
FP Manufacturer API Batch number /

24020114
Homep cepnu cyGeTannun npouspoautess IJId:
API Manufactured by & country / Esteve Quimica S.A., Spain /
Mpouseogutens APC, cTpaHa: Dctese Kumuka C.A., Ucnanus
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