CEPTHOUKAT AHAJIU3A

SOij"TMEx KOHEYHOI'O [TPOJIYKTA

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

'llllp;ayKT / Product: Ome3®, numodunzat 115t NPUroTOBJIeHHs! pacTBoOpa A uHDy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoacrea / Manufacture date: 06-2021 IpounspoacTBenHas cepusi / Batch Ne: 10904
Cpok rogHoctu /Expire date: 06-2023 O61bem cepun/ Batch Quantity: 12.127 UN

AHanus nposeaeH B coorsercTBun ¢ HJ{ 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 noayuenun: / Reception date: 22/06/2021 HpoToxon ananaunsa Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCIIBITAHUSI/TESTS CHNELM®UKALIMHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS |
1. Description / Onucanue White to off white lyophilized spongy cake or Complies/COOTBeTCTByeT—

its parts or as a powder / Besbiit unu no4tu
Genbli THOQUIH3AT B BUIE OXHOPOLHOM
NOPHCTOM NENEIUKH UK €€ JacTell UIiu B
BHJIC MOPOILKA.

2. Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pacTsopa opalescent as reference solution I / Pacteop B cootBeTcTBUM €
-clarity /mpo3payHocTsb JOJKEH OBITH NpO3payHbIM wiu OIUCaHUEM
OMaJecUeHUMs  pPacTBOpa He  JOJDKHA
NPEBLIMIATh  ONANCCLEHLIUIO  STAJOHHOrO
pacTtBopa L.

-absorption / nornoueHne Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTydeckas INIOTHOCTEL PacTBOPa — He

6onee 0,30 npu 1kHe BOHBI 440 HM

0.0002

3. Identification /IToumaBOCTD 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 ynepxusanus
OCHOBHOTO NWKa Ha XpoMaTorpaMme
UCTIBITYEMOIO PacTBOPa A0JKHO
COOTBETCTBOBATh BPEMEHH YACPKUBAHMS
NMKa OMENpas3oiia Ha XpoMaTorpamme
CTAHJAPTHOTO PacTBOpa

Complies/CooTsetcTByeT

4. Average weight of the vial content / | 44.19 mg + 5% 46.34 mg/mr
CpeaHsas Macca COOePIKUMOro between 42.0 mg and 46.4 mg/
¢naxoHa 44.19 mr'+ 5%
Ot1 42,0 Mr 0o 46,4 mr
5. pH of the solution / Between 10.0 and 11.0/ 10.7
pH pactsopa 0O110,0 10 11,0
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e CEPTUDUKAT AHAJIM3A
SOFARIMEX KOHEYHOT'O ITIPOYKTA

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

IIpoaykr / Product: Ome3®, nuoduanszar ajs NpUroToBJIEHHS PACTBOPA A1 HHPy3uil 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jdata npoussoacrea / Manufacture date: 06-2021 ITpousBoacTBenHas cepus / Batch Ne: 10904
Cpoxk roanoctn /Expire date: 06-2023 O6bem cepuu/ Batch Quantity: 12.127 UN

Anaus nposeneH B coorBeTcTBuU ¢ HII 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 nonyuenus: / Reception date: 22/06/2021 IIpoTokon ananusza Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCTILITAHUSI/TESTS CIIEHNDPUKAIUN/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 2.7%
7. Particular matter / Mexanuueckue Visible particles Buaumbte qactuupl: Absent/OTcyTCTBYIOT
BKJTIOUEHUSI According to requirements / B COOTBETCTBUH
¢ TpeboBaHUAMU
Subvisible particles/ HeBunyrmele qacTHlpL: 46
> 10 microns NMT 6000 particles per
container/ YacTun pasmepom = 10 MkM - He
6onee 6000 Ha (makoH.
> 25 microns NMT 600 particles per 0
container/ YacTul pasMepoM = 25 MKM - He
6onee 600 Ha ¢akoH.
8. Related impurities / [ToctopoHHue
IPUMECH
- impurity D /mpumecn /] Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /mpumecu E Nol more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecwu 1 Not more than 1.0 %/ He 6onee 1,0 % 0.08%
- impurity 2 / npumecu 2 Not more than 0.5%/ He Gonee 0,5% Not Detected
- Any other impurity / Enuauunoit | Not more than 0.2%/ He Gonee 0,2% Not Detected
HeHCHTHOULIUPOBAHHON
TpUMecH
Total impurities / Cymmsl ipumeceii | Not more than 1.5%/ He Gonee 1,5% 0.08%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
bakteprnanbHble 9HAOTOKCHHBI 6onee 5,83 E3/mMr omemnpasona
10. Sterility / CTepuibHOCTD Product should be sterile / [Ipenapat nomken Sterile/CrepunbHbtii
OBITh CTEPUIBHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CooTBeTcTBYeT
OIHOPOOHOCTD AO3UPOBAHUS than 15.0/ [Toxa3arens mpuemieMocTu (AV)
JpomxkeH ObITh He 6osee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 40.4 mg/mr
Konuuectsennoe onpenenetxue from the label amount of omeprazole
oMeIpasona (between 37.2mg to 42.0mg) / He meHee 93
% u He 6onee 105 % oT 3a4BJIECHHOTO
KosmiecTBa oMenpasona (ot 37,2 mr go 42,0
MT)
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P CEPTUDUKAT AHAJIU3A
SDFAﬁiM EX KOHEYHOT'O IMPOJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. FINISHED PRODUCT CERTIFIC A_TE

poaykr / Product: Ome3®, nuodunusar 4jis NpUroToBJIeHUs pacTBopa AJs nHpy3ui 40 )
mr / Omez, lyophilized powder for infusion 40 mg

Hara nponseoacrea / Manufacture date: 06-2021 IIpoussoacTBeHHas cepusi / Batch Ne: 10904
Cpok rognocru /Expire date: 06-2023 O6wsem cepun/ Batch Quantity: 12.127 UN

Ananu3s nposeaeH B coorBeTcTBUU ¢ HJ 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)

Jarta noayuyenns: / Reception date: 22/06/2021 IMporoxon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
NCIBITAHUA/TESTS CIHHEIUOUKAUUN/SPECIFICATIONS | PE3YJBTATBI/RESULTS
13. Vnakoska/ Package Mpenapar B0 ¢akoHe u3 OecusetrHoro| Complies/CooTBeTCTBYET

npo3paunoro crekna tuna 1 (Eur. Ph.),
YKYNOpeHHBIH  XxJopOyTHI0BOM mNpobKoil,
00kaTblii aTIOMHHMEBLIM  KOJIMTAYKOM C
nperoXpaHUTeNbHO I I1/1aCTHKOBO
xpelkoi. Kaxapiit ¢unakoH BMecte ¢
MHCTPYKLMEH 1O NMPUMEHEHWIO TOMELIEH B
nauky kaptouuyio./ 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 / Mapkuposka: B cootBetctBun ¢ HI/ According to ND

15. Ycnosus xpaHeHus / Storage B zamuineHHOM 0T cBeTa MecTe TipH TeMrepaType He Boime 25°C./ In place
conditions: protected from light below 25°C.

16. Cpox rogaoctu / Shelf life: 2 ropal 2 years

HABJIIOJEHWSA / REMARKS: i

: A
Pe3ynbraTsl aHATU30B; f Pewenne OTK: Aﬁ/ 5 '_g C-‘k
Analytical results: , Quality Assurance Decision;
Hara/ Date : jr‘(){ o /7( 24 A ‘/( Mara / Date : i}(ﬁ 2«02
LA

Havaasunk nadopatopuu / Lahn |l()|'v M anage

Otrercrrennoe nuio / Qualified Person Vera Freire ‘Q )

This batch has been manufactured in reterence to the dossier in force and according to GMP
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