SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

CEPTUOUKAT AHAJIM3A
KOHEYHOI'O IMPOJIYKTA

FINISHED PRODUCT CERTIFICATE

Ipoayxr / Product: Ome3®, tnodpuin3at A8 NPHTrOTOBJIECHHS pACTEOPA s magysuit 40
mr / Omez, lyophilized powder for infusion 40 mg

Jlara npoussoacrsa / Manufacture date: 07-2021
Cpoxk roauoctn /Expire date: 07-2023

151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

NpoussoacreenHas cepus / Batch Ne: 11088
O6bem cepun/ Batch Quantity: 36.493 UN
Ananus nposenen B coorsercrBum ¢ HJ{ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-

“Jara noay4enns: / Reception date: 03/08/2021

TipoTokon anaansa Ne / Analitical protocol N° SRAS-7Y4EHA.9 ]

~ UCHBITAHHS/TESTS

1. Description / Onucanve

2. Description of solution / Onucanue
pacrtBopa
-clarity /mpo3paqHocTh

-absorption / morjoieH1e

3, Identification /[ToJIMHHOCTE

4, Average weight of the vial content /
cpeaHsis Macca COAEPIKUMOro
¢nakoHa

5, pH of the solution /
pH pactsopa

CNELUMOUKALIMU/SPECIFICATIONS

PE3VJIbTATBI/RESULTS |

White to off white lyophilized spongy cake or
its parts or as a powder / besiblii WM IOYTH
Genblit TMOQUIIM3AT B BIJE OAHOPOAHOM
TOPUCTOM JIEMEIIKH MK €€ YaCTeH Hilu B
BHJ€ TIOPOLLKA.

Solution should be transparent or as
opalescent as reference solution I / PacTsop
JIOMKEH OBITh NpO3pauHEIM Unu
onalecUeHLHs  pacTBopa  He  JIOJDKHA
TNpeBbILIATh  ONAIECHEHLMIO  ITAIOHHOrO
pacteopa 1.

Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTryeckas MIOTHOCTb PacTBOpa — He
6onee 0,30 npu anuHe BosHbl 440 HM

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 yaepxHuBaHUsA
OCHOBHOT'O [THKa Ha XpOMaTorpamMmme
HCIBITYEMOTO PacTBOPa J0JHKHO
COOTBETCTBOBATh BPEMEHH YAEPKHBAHUS
MKa OMeNpa3ojia Ha XpoMaTorpaMmme
CTaHJapTHOTO PacTBOpa

4419 mg + 5%

between 42.0 mg and 46.4 mg/
44.19 Mr + 5%

Ot 42,0 mr o 46,4 Mr

Between 10.0 and 11.0/
Or 10,0 no 11,0

Complies/CooTBETCTBYET

Complies as prescribed/
B COOTBETCTBUMU C
OnUcaHueM

0.0047

Complies/CoOTBETCTBYET

46.10 mg/mr

10.1

113
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- CEPTUO®UKAT AHAJIU3A
SOFAﬁMEx KOHEYHOT'O MPOJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A H_NISHED PRODUCT CERTIFIC ATE
L

Ipoayxr / Product: Ome3®, THOPUIU3AT JUIs MPHIOTOBJICHHS paarl’:&i;é' iih_sl_;;i&)ymﬁ 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npoussoacTea / Manufacture date: 07-2021 TpousBoacTBeHHas cepus / Batch Ne: 11088
Cpoxk roanoctu /Expire date: 07-2023 O6wem cepun/ Batch Quantity: 36.493 UN
AHanu3 nposeaex B coorBercTBHu ¢ HI Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /m3m.Ne 1 ot 16.01.2020)

Jara rmlzl—ly;ieuuﬂ: / Reception date: 03/08/2021 Mpotokon anaan3za Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCTIbITAHUSI/TESTS CHELNM®UKALIMH/SPECIFICATIONS PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 3.4%
7. Particular matter / Mexanuyeckue Visible particles Buaumbie 4acTHLIbL: Absent/OTCYTCTBYIOT
BKJIIOUEHHS According to requirements / B COOTBETCTBHH
¢ Tpe0OBaHUAMH
Subvisible particles/ HeBunnmble 4aCTHLIbI: 139

> 10 microns NMT 6000 particles per
container/ YacTui pasmepoM 2 10 MkM - He
6osnee 6000 Ha (rakoH.
>25microns NMT 600 particles per 5
container/ YacTuil pasmepom 2 25 MKM - HE
6osiee 600 Ha diakoH.

8. Related impurities / [TocTopoHHue

npvMecH
- impurity D /npumecn [{ Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /npumecu E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecu 1 Not more than 1.0 %/ He Gonee 1,0 % < Quantification Limit
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6onee 0,5% Not Detected
- Any other impurity / Eaunnytoit | Not more than 0.2%/ He 6onee 0,2% 0.06%
HeuaeHTHHULIMPOBAHHOM
npUMecH
Total impurities / Cymmbr npumeceit | Not more than 1.5%/ He 6onee 1,5% 0.06%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
BakTepHalbHble SHAOTOKCHHBI 6onee 5,83 ED/Mr oMmenpasona
10. Sterility / CTepwibHOCTb Product should be sterile / [Tpenapat L0/KEH Sterile/CrepunbHbli
ObITh CTEPHIILHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CooTBeTCTBYET
OHOPOJHOCTh A03MPOBAHMA than 15.0/ Tlokasareny npuemueMocTH (AV)
HoskeH 6bITh He Gonee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 40.5 mg/mMr
KosmuecTBeHHOE OnpeesieHue from the label amount of omeprazole
omenpasofa (between 37.2mg to 42.0mg) / He menee 93

% u He 6osiee 105 % OT 3asBJICHHOTO
KonuuecTBa omenpasouna (oT 37,2 Mr 10 42,0
M)
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CEPTU®UKAT AHAJIU3A
SOFAﬁM EX KOHEUYHOT'O MPOJYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, SA. FINISHED PRODUCT CERTIFIC. ATE

Ilpdnylc"r / Product: OM03®,AJIHO¢HJIH33T st npnromnnéfniﬂ pacTBopa A5 HHy3Hit 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoacrea / Manufacture date: 07-2021 MpoussoacTeennas cepusi / Batch Ne: 11088
Cpok roasocru /Expire date: 07-2023 O6nem cepun/ Batch Quantity: 36.493 UN
AHaau3 nposeaen B cootBercTeuu ¢ HI Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /u3m.Ne 1 o1 16.01.2020)

JaTa nosyuenusi: / Reception date: 03/08/2021 Mpotokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCTIBITAHUSA/TESTS | COELM®UKALMU/SPECIFICATIONS | PE3YJI bTATBI/RESULTS |
13. Ynakoeka/ Package | Tlpemapar Bo dnaxone u3 OGecuserroro | Complies/CooTBeTCTBYET

npospauHoro crekna THma I (Eur. Ph),
YKYNOpeHHbIH  XJ0pOyTHIOBOH  Npo6KOH,
00XaThlli ATOMHUHHUEBBIM  KOJIMAYKOM C
Npef0XPaHUTENbHOM [NaCTUKOBOM
kpbilikoil, Kaxppii  ¢nakon BmecTe ¢
MHCTPYKLHMEH MO NMPUMEHEHHIO TOMELIEH B
nauky kaptonuyio./ The product is filled in a
clear transparent glass vial type 1 (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 / MapkupoBka: B coorserctsun ¢ HJl/ According to ND
15. Yenosus xpaHeHus / Storage B 3aluyIIEHHOM OT CBETa MecTe NpH Temnepatype He Bote 25°C./ In place
conditions: protected from light below 25°C.
16. Cpox roguocty / Shelf life: 2 ropa/ 2 years
HABJIKOIEHUA / REMARKS: :
PesynbTarsl aHaIM30B:  / Peienne OTK: A ] } Ol
Analytical results: { .‘{m w2 (X ; Quality Assurance Decision: ’ U P / " /1 Z/
Jlata / Date : iq\ 'u;"{ ) A 1 ‘| Mara / Date : ' 7 -'/ =R i

’ S V| ( ALY
Hauaneunk naGopatopun / Laboratory Manager 10 C L (" | Orsercreennoe uno / Qualificd Person Vera Freire

This batch has been manufactured iu reference (o the dossier in foree and according o GMP.
Dra cepusa Gbia npon3Be/eHa Mo ieiicrByIouei IOKYMEHTALMI 1 B COOTBETCTBHH C tpebosannsamit cGMP,
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