o CEPTUDUKAT AHAJIABA
SOFARIMEX KOHEYHOI'O [TPOJIYKTA

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

IIpogykr / Product: Ome3®, nnodpuimsat Aj1si IPUTOTOBJIEHUA pacTBOpa st uHysuii 40 )
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoactsa / Manufacture date: 07-2021 IIpousBoacTBennas cepusi / Batch Ne: 11050
Cpoxk rognocTn /Expire date: 07-2023 O6bem cepun/ Batch Quantity: 37.136 UN

Aunanus npoeefeH B cooTBeTcTBUY ¢ HI 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)

_EaTa nonyuenus: / Reception date: 23/07/2021 [IpoTokon anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.9
HNCIIBITAHUSI/TESTS CIHEUUPHKALOUN/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Oniucanue White to off white lyophilized spongy cake or ComplieS/COOTBeTETByeT

its parts or as a powder / BenbIit uin moutu
Oesblif THOGUNK3AT B BUAE OAHOPOLHOM
[IOPUCTOH JICMIEIUKY WIIM €€ YacTel UM B
BUJE MOPOLIKA.

2. Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pacTtsopa opalescent as reference solution I / Pactsop B cooTeTcTBHH C
-clarity /mpo3pauHoCTh JOJKEH OBITH NpO3pavHbIM UM OIHCaHHUEM
OMaJIECLEHLMs  pacTBopa  He  JOJDKHA
NPEBBILIATL  OMANECUEHIMIO  3TAJIOHHOIO
pactBopa I.

-absorption / nornoueHue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTnyeckas MWIOTHOCTL PACTBOPA — HE
6onee 0,30 mpu ajrHe BoHBI 440 UM

0.0023

3. Identification /[ToaMHHOCTD 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 ynepxnBanus
OCHOBHOTO MMKa Ha XpOMAaTorpaMme
MCIBITYEMOr0o pacTBOpa JOJDKHO
COOTBETCTBOBATh BPEMEHHU YAEPKHBAHUS
[MKa OMeMNpa3oJia Ha XpoMaTorpaMmMe
CTaHJapTHOrO pacTBopa

Complies/CooTBeTCTBYET

4. Average weight of the vial content / | 44.19 mg + 5% 45.30 mg/mMr
CpelHss Macca COLCPIKUMOTO between 42.0 mg and 46.4 mg/
(axoHa 44,19 Mr+ 5%
Ot 42,0 Mr 10 46,4 Mr
5. pH of the solution / Between 10.0 and 11.0/ 10.3
pH pacTtBopa Ot 10,0 10 11,0
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o CEPTUDUKAT AHAJIU3A
SOFARIMEX KOHEUYHOI'O [TPOJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A, FINISHED PRODUCT CERTIFIC A’LE

IIpoaykr / Product: Ome3®, JIl/lO(l)uJ]l/l;aT IJ1 IPUTOTOBJIEHUSI pacTBopa s nudy3ui 40 |
mr / Omez, lyophilized powder for infusion 40 mg

HaTta npousBoacrea / Manufacture date: 07-2021 [pousBoacreenHasn cepusi / Batch Ne: 11050
Cpok roanoctn /Expire date: 07-2023 O0nem cepuun/ Batch Quantity: 37.136 UN
Ananus npoBegeH B cooTBeTcTBUH ¢ HI No/ 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)

Jara nosyuenusi: / Reception date: 23/07/2021 Iporoxoen ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCIIBITAHUA/TESTS CIIEHHUO®UKAIINU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 2.5%
7. Particular matter / Mexanuueckue Visible particles Bugumbie uacTyLib: Absent/OTCYTCTBYIOT
BKJTIOUEHUS According to requirements / B COOTBETCTBUU
¢ TpeGoBaHUSIMH
Subvisible particles/ Hesuanmsie yacTuLb: 109
> 10 microns NMT 6000 particles per
container/ YacTtui pasmepom = 10 MM - He
6osee 6000 Ha (aaxoH.
>25microns NMT 600 particles per 1
container/ Yactun pazmepoM 2 25 MKM - He
Gonee 600 Ha drakoH.
8. Related impurities / [TocTopoHHuUe
[puMecu
- impurity D /mpumecn [], Not more than 0.3%/ He 6oxnee 0,3% Not Detected
- impurity E /npumecu E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecn 1 Not more than 1.0 %/ He Gonee 1,0 % 0.06%
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6onee 0,5% Not Detected
- Any other impurity / Eaurmanoii | Not more than 0.2%/ He 6onee 0,2% < Detection Limit
HEUJIEHTHHULUPOBAHHOH
NpUMeECH
Total impurities / CymMbl 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
bakTeprajbHbIE SHIOTOKCUHbL 6onee 5,83 ED/Mr omenpasona
10. Sterility / CtepunsHOCTb Product should be sterile / [Ipenapat nomkeH Sterile/CrepunbHblit
ObITb CTEPHUIIBHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CootseTcTByeT
OAHOPOJHOCTh 1O3UPOBAHUA than 15.0/ [Toxa3zatens npuemsiemoctu (AV)
JojpkeH ObiTh He 6onee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 41.1 mg/mr
KonuuecTBeHHOE OIpeaeNieHue from the label amount of omeprazole
OMeIpasona (between 37.2mg to 42.0mg) / He menee 93
% u He 6onee 105 % OT 3agBAECHHOTO
Konu4ecTBa omenpaszona (ot 37,2 mr 10 42,0
MT)

213 NARE-8CEGAK.10



CEPTUD®UKAT AHAJIU3A
SOFAﬁFM EX KOHEUYHOI'O IMPOJIYKTA

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

IIpoaykt / Product: Ome3®, muodniau3aT Ajisi MPUTOTOBJIEHHSI PACTBOPa A5 mul)y:s;n?l 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoacTsa / Manufacture date: 07-2021 IIpouseoacTeenHas cepus / Batch Ne: 11050
Cpok ropiioctu /Expire date: 07-2023 Oo6nem cepuu/ Batch Quantity: 37.136 UN
AHann3 nposeaeH B cootsercTBuM ¢ HJI 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 nonyqenusn: / Reception date: 23/07/2021 IIpotokona anasusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
' NCIIBITAHUA/TESTS CIHEHMOUKALINHU/SPECIFICATIONS PE3YJIbTATBI/RESULTS
13. ¥nakoska/ Package [Tpenapatr BO ¢akoHe n3 OGecLBETHOTO Complies/COOTBeTCTByéT N

npo3pauHoro crekna Ttuna [ (Eur. Ph.),
YKYMOpPEHHbIA  XJOpOyTWN0BOH  OpoOKOH,
o0>kaTblii  aTIOMHUHMEBBIM  KOJIIAYKOM  C
NPEeAOXPAHUTENbHO MJ1aCTHKOBOH
kpbinkoHd. Kaxnpiii  ¢makon Bmecte ¢
UHCTPYKUMe! N0 NpUMEHEeHWIO MOMELIEH B
nmayky kapToHHy./ 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 cootsercriy ¢ HII/ According to ND
15. YcnoBus xpaHeHus / Storage B 3alUllIEeHHOM OT CBETa MeCTe IpU TeMIiepaType He Boiine 25°C./ In place
conditions: protected from light below 25°C.
16. Cpox rogHoctu / Shelf life: 2 ropa/ 2 years
2
HABJIIOAEHUS / REMARKS: /"

. ' ;
Pe3ynbTaThl aHATHM30B: i S Pewenue OTK: l ¥ 7
Analytical results: A f/) e, e @ Quality Assurance éfisiu i /"/ﬁfﬁ’l/fj
ata/ Date : _f Tl . + ata / Date ; -~ / :
& A3 /C[/ U ram A Bl § o2 / J
Hauansuuic siaboparopun / Laboratdey Munag&‘d "Y‘C/z" VA Orperersentoe muio / Qualified Person Gongalo Felicio

This batch has been manufactured in reference to the dossier in force and according to GMP,
Ora cepus Obli1a npousBeneHa Mo AciicTayloueli J0KYMEHTALUNH U B COOTBETCTBUU ¢ TpeGosannsmn cGMP.
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