- CEPTUDOUKAT AHAJIVBA
SOFARIMEX KOHEYHOTO [TPOJTYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A, FINISHED PRODUCT CERTIFI Q ATE

IIpoaykr / Product: Ome3®, muoduim3aT AJisi IPHTOTOBJIEHHS PACTBOPA A5 uHPY3uit 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata npoussoacta / Manufacture date: 07-2021 IIponspoacTeenHas cepusi / Batch Ne; 11084
Cpox rognoctu /Expire date: 07-2023 O0bem cepuu/ Batch Quantity: 37.218 UN

Aunanus nposeaen B coorseTcTBHM ¢ HJI Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /u3m.Ne 1 ot 16.01.2020)

Jata nonyqenus: / Reception date: 26/07/2021 IIporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
NCIIBITAHUSI/TESTS CIHEMHPUKALIUH/SPECIFICATIONS | PE3VJBLTATBI/RESULTS
1. Description / Onucanue White to off white lyophilized spongy cake or | Complies/CooTseTcTBYyeT

its parts or as a powder / Besbiit unu noutu
Oenbli TMOQUITH3AT B BUIE OJHOPOIHON
HOPUCTOH JIeNEIKK UK €€ YacTeil uiu B
BUAE MOPOLIKA.,

2. Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pacTeopa opalescent as reference solution I / Pacrsop B cooTBeTCTBHH ¢
-clarity /npo3pauHocTb LOMKEH ObITD Npo3payvyHbIM WIH onucaHueM
onagecUeHUUs - pacTBOpa  HE  A0JbKHA
NpEBBIIATL  OMAICCUEHIUIO  3TAJOHHOIO
pacTBopa l.

-absorption / nornoLueHye Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTHUecKas MIOTHOCTH PaCTBOpPa — He

Gosee 0,30 npu anuue BoMHbL 440 HM

0.0025

3. Identification /[ToanurHOCTS The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
peak of omeprazole on the chromatogram of
the standard solution / Bpems yaepsxupanus
OCHOBHOTO MMKa Ha XpoMaTrorpaMmme
UCTIBITYEMOrO PacTBOPa A0JIKHO
COOTBETCTBOBATH BPEMECHHU yEPKUBAHMS
TIHKa OMENpa3oJia Ha XpOMaTorpaMmme
CTaHOAPTHOTO PacTBOpPa

Complies/CootBeTcTBYET

4. Average weight of the vial content/ | 44.19 mg + 5% 45.18 mg/mr
CpelHAs Macca COAePKUMOTO between 42.0 mg and 46.4 mg/
(pnaxoHa 44.19 mr + 5%
Ot 42,0 Mr 10 46,4 mMr
5. pH of the solution / Between 10.0 and 11.0/ 10.5
pH pactBopa Ot 10,0 10 11,0
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CEPTUOHUKAT AHAJIU3A

SOFABﬁi’MEX KOHEYHOI'O [1POJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, SA. FINISHED PRODUCT (,‘FR TIFI(LA;E

IIpoayxr / Product: Ome3®, 1uoduausaT Aisi OPUrOTOBJICHUS PACTBOPA A5 HHY3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

HaTa npoussoacrea / Manufacture date: 07-2021 IlpousBoacTBeHHast cepusi / Batch Ne: 11084

Cpox rogHoctu /Expire date: 07-2023 O0Bbem cepun/ Batch Quantity: 37.218 UN
Ananu3 nposenen B coorsetcTBun ¢ HI Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /u3m.Ne 1 ot 16.01.2020)

JaTa noay4denns: / Reception date: 26/07/2021 HpoToxoen ananuza Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCTIBITAHUS/TESTS CIHEIUPUKALINU/SPECIFICATIONS | PE3YJBTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He Gonee 6.0% 2.0%
7. Particular matter / MexaHnueckue | Visible particles Bunumble yacTuup: Absent/OTcyTCTBYIOT
BKITIOUEHHS According to requirements / B COOTBETCTBUH
¢ TpeboBaHUAMU
Subvisible particles/ HeBugumMbie 4aCTHILIBL: 110
> 10 microns NMT 6000 particles per
container/ YacTur pasmepom 2 10 MKM - He
6osaee 6000 Ha durakoH.
>25microns NMT 600 particles per 2
container/ YacTuu pasmepoM = 25 MKM - He
6onee 600 Ha (nakoH.
8. Related impurities / [TocTopoHHue
npuMecu
- impurity D /npumecu [ Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /mpumecu E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecu 1 Not more than 1.0 %/ He 6onee 1,0 % 0.06%
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6onee 0,5% Not Detected
- Any other impurity / Equnuunoit | Not more than 0.2%/ He Gosnee 0,2% < Detection Limit
HEUAESHTUUIUPOBAHHOM
TIpUMECH
Total impurities / Cymmsl npumeceit | Not more than 1.5%/ He Gonee 1,5% 0.06%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
bakTepuanbHble SJHAOTOKCHHEL 6onee 5,83 ED/Mr omenpazona
10. Sterility / CrepunbHOCTS Product should be sterile / IIpenapaT noyxeH Sterile/CrepunpHblit
OBITH CTEPUILHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CooTBeTCTBYET
ORHOPOOHOCTH JO3UPOBAHUA than 15.0/ IToka3sarens npuemiemocty (AV)
Jo/xeH ObiTh He 6onee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 41.3 mg/mr
KonuuectBeHHOE onpeneacHue from the label amount of omeprazole
omenpaszofa (between 37.2mg to 42.0mg) / He menee 93
% u He 6osee 105 % OT 3aABIEHHOTrO
Konn4ecTBa oMenpasosna (ot 37,2 mr oo 42,0
MT)
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- CEPTHUOUKAT AHAJIU3A
SOFAWMEX KOHEYHOI'O [TPOJIYKTA

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

T[pOIiyKT / Product: Ome3®, muodpuau3ar st NpUroToBJICHHS pacnﬁopa i uHpyY3Hi 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Hata nponssoactea / Manufacture date: 07-2021 [IponsBoacTBeHHast cepus / Batch Ne: 11084
Cpok roanoctn /Expire date: 07-2023 O6bem cepun/ Batch Quantity: 37.218 UN

Ananu3s nposegen B coorsercTBuu ¢ HJ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

JaTa noayuenns: / Reception date: 26/07/2021 IIporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCIIBITAHHUA/TESTS CIIEHUOUKALIVU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
13. Yrakoska/ Package Ipemapar Bo ¢nakone u3z 6GecuserHoro | Complies/CooTBeTCTBYET

npospautoro crekna tuma I (Eur. Ph.),
YKYTIOPEHHBIH  XnopOyTHIOBOH  TpoOKOi,
00>KaTblli  ATIOMHUHUEBBIM  KOJMAYKOM ¢
MpEIOXPaHUTEIBHON IIJIACTUKOBOM
KpeIIKOH. Kaxneilt  ¢nmakon BMmecte ¢
VHCTPYKLHEH N0 MPUMEHEHMIO MOMEUlEH B
na4ky kaproHHyo./ The product is filled in a
clear transparent glass vial type I (Eur. Ph.)
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 package insert.

14. Labeling / Mapkuposxka: B coorsercreuu ¢ HJI/ According to ND

| 15. Yenosns XpaHeHns / Storage B 3ammnineHHoOM oT cBeTa mecTe npu TemnepéType He Bbie 25°C./ In place
conditions: protected from light below 25°C.
16. Cpok rogtoctn / Shelf life: 2 ropa/ 2 years

'HABJIFOJEHUS / REMARKS: e

/

574)7 ;
PeaybTaTh! aHAnKM30B; ‘ Pemenne OTK: J /.’ -
Analytical results: .2 }"f\z\»{ 15-{ Qualily Assurance Decision: ,"\/J 2V s
Hara/ Date : p , Jlara / Date : o / / ; {
Alca| 0L 2700} bo2y
Hawanenuk saGoparopun / Labc rumrf Manager
\\_-_-’__'__..

OtserctBennoe o / Qualified Person Gongala Felicio

This batch has been manufactured in reference to the dossier in force and according to GMP,
‘OTa cepus Obinta pouMsBeeHa 110 eicTBYIOMIEi JOKYMEHTALMM U B COOTBETCTBMU C TpeOORAHUAMY cGMP..
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