(e CEPTUDUKAT AHAJIM3A
SOFAﬁMEx KOHEYHOI'O ITPOJIYKTA

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

IIpoayxr / Product: Omes®, mnoduausaTt AJIs NPUTOTOBIEHMS pacTBoOpa 1ist udysui 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta npoussoacrsa / Manufacture date: 06-2021 IpouseoacTeennas cepus / Batch Ne: 10878
Cpok roanoctu /Expire date: 06-2023 O61bem cepun/ Batch Quantity: 36.830UN

Ananni nposefeH B coorBercTBuu ¢ H/[ 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 nonyudenusi: / Reception date: 14/06/2021 Ilporokoa ananuza Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCIIBITAHUA/TESTS CINIENU®UKALHUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onrcanue White to off white lyophilized spongy cake or| Complies / CooTseTcTBYET

its parts or as a powder / Benblit viut mo4TH
Oesblii THOPUIM3AT B BUAE OAHOPOAHOM
TIOPHMCTOM JIETICIUKY WITH €€ YacTeH MK B
BHJE MOPOLIKA,

2. Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pacTBopa opalescent as reference solution I / Pactsop B cooTseTcTRUM C
-clarity /ripo3pauHocThb JOJIKEH ObITH Npo3pauHbIM unu ONUCaHUEM

ONMajeCUEeHUNsT  pacTBOpa  He  JOJDKHA
MPEBBIIATL  ONAIECUCHLMIO  3TaJlOHHOrO
pacTtBopa L.

-absorption / mornoiueHue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTHyeckas MIOTHOCTL PacTBOPa — HE
Sosiee 0,30 npu auHe BOsHBI 440 HM

0.0020

3. Identification /ITofyITMHHOCTB 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
OCHOBHOT0 NUKA HA XpOMAaTOrpaMmMe
HCILITYEMOTO pacTBOpa JO0KHO
COOTBETCTBOBATH BPEMEHH Y AePKUBAHUSI
IIMKa OMeMNpa3oia Ha XpoMarorpaMMe
CTaHIapTHOrO pacTBopa

Complies / CooTBeTCTBYET

4. Average weight of the vial content / | 44.19 mg + 5% 46.14 mg/mr
CPeAHsAs Macca COACPIKIMOI0 between 42.0 mg and 46.4 mg/
¢dnaxoHa 44.19 mr 4 5%
Ot 42,0 MT 10 46,4 MT
5. pH of the solution / Between 10.0 and 11.0/ 10.8
pH pactsopa Ot 10,0 mo 11,0
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e CEPTH®OUKAT AHAJIV3A
SOFARIMEX KOHEYHOI'O ITPOJIYKTA

INQUSTRIA QUIMICA E FARMACELTICA, 5.A. FINISHED PRODUCT CERTIFICATE

_I_IR}lyKT / Product: Ome3®, quopHaIu3aT AN NPUTOTOBJIEHHS pacTBopa A1 HHPY3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

JaTa npoussoactea / Manufacture date: 06-2021 IpousBoacTBeHHas cepusi / Batch Ne: 10878
Cpox roanoctn /Expire date: 06-2023 O6bem cepun/ Batch Quantity: 36.830UN
AmnaJius nposened B coorsercTBuu ¢ HI Neo/ 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 nonyuenns: / Reception date: 14/06/2021 Iporokos ananusa Ne / Analitical protocol N° SRAS-7Y4EHA .9
HUCIIBITAHUS/TESTS CIHHEHU®UKALIUMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He Goxnee 6.0% 2.5%
7. Particular matter / Mexanmdeckue | Visible particles Bugumbie 9acTuIp!: Absent / OTcyTCTBYIOT
BKJIFOYEHHSA According to requirements / B COOTBETCTBIU
¢ TpebOBaHUAMI
Subvisible particles/ HeBuaUMBbIC YaCTHIIEI: 99
> 10 microns NMT 6000 particles per
container/ YacTyi pasmepom = 10 MM - He 5
6oxee 6000 Ha dakoH.
> 25 microns NMT 600 particles per
container/ YacTun pasmepom = 25 MKM - He
Gonee 600 Ha drakoH.
8. Related impurities / [TocTroponane
NpHMECH
- impurity D /mpumecnu ] Not more than 0.3%/ He 6onee 0,3% < Quantification Limit
- impurity E /npumecu E Not more than 0.3%/ He Gonee 0,3% Not Detected
- impurity 1/ mpuMmecH 1 Not more than 1.0 %/ He 6onee 1,0 % < Quantification Limit
- impurity 2 / mpumecu 2 Not more than 0.5%/ He 6omnee 0,5% Not Detected
- Any other impurity / Enurnunoit | Not more than 0.2%/ He 6onee 0,2% < Quantification Limit
HeUJSHTHUINPOBAHHOM
IpIMeCcH
Total impurities / Cymmbl ipumeceii | Not more than 1.5%/ He 6omnee 1,5% < Quantification Limit
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
BakrepnanbHble 9HAOTOKCHHBI 6onee 5,83 ED/Mr oMenpazora
10. Sterility / CrepunbHoCTb Product should be sterile / [Ipenapat nomken Sterile / CrepunbHblit
OBITh CTEPUITHLHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies / CoOTBETCTBYET
OOHOPOAHOCTE AO3UPOBAHUS than 15.0/ TToxa3arens npueMiIeMocTH (AV)
ZoToKeH ObITh He Gonee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 40.7 mg/mr
KonudecTBeHHOE onpeneeHne from the label amount of omeprazole
OMeTIpasoa (between 37.2mg to 42.0mg) / He menee 93
% u He 6onee 105 % oT 3asBIEHHOTO
KouyecTBa oMemnpasona (ot 37,2 mr o 42,0
M)
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CEPTUOUKAT AHAJIV3A
SOFARIMEX KOHEUYHOIO MTPOJTYKTA

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

.HPOJ]yKT / Product: Ome3®, nuopuauzaT JJIsl HPUTCOTOBJIEHUS PACTBOPA A HHPY3Hit 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoactsa / Manufacture date: 06-2021 IIpousBoacTBeHHas cepus / Batch Ne: 10878
Cpoxk roanoctu /Expire date: 06-2023 O6mnem cepun/ Batch Quantity: 36.830UN
Amnanus nposeaen B coorserctBuM ¢ HJ[ N/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /n3m.Ne 1 ot 16.01.2020)

JaTa nony4denusi: / Reception date: 14/06/2021 i IIporoxon ananusza Ne / Analitical protocol N° SRAS-7Y4EHA.9
NCIIBITAHUSI/TESTS CIIEHAOHNKAIDWUHW/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. YnakoBka/ Package [Ipenapar Bo ¢nakone wu3 GecusetHoro | Complies/ CooTBeTcTBYET

npospauHoro crexkna tuna I (Eur. Ph.),
YKYNOpeHHbII  x10opOyTunoBoit mpobKoi,
00XaTblil aJIOMHHHMEBBIM  KOJIIaukoM ¢
IPENOXPaHUTEIbHON [UIaCTUKOBOU
kpbinikod. Kaxppilt duakoH BmecTe ¢
WHCTPYKUHUEH 110 NPUMEHEHHIO MOMELIEH B
nayky kaproHHyro./ 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 / Mapxupoexa: B cootserctBuu ¢ HI/ According to ND

15. YcnoBust XpaHeHus / S_torage B 3amuIneHHOM OT CBeTa MECTe HpU TeMIepaType He Bhille 25°C./ In place
conditions: protected from light below 25°C.

16. CpOK_I‘OD,HOCTl/[/ Shelf life: 2 ropa/ 2 years -

HABJIIOJEHHWS / REMARKS:

N J I 4
Py nTarsl aHAIN308; _4{;];},]“ i £ Pewenue OTK: }\,f AOJR (l\

Analytical results: Quality Assurance Decision:

Jlata / Date : : M/(J" /r’?’v-’)l/ ..Jm

Jara/ Dute . IRV | M 2ot )
HavanbHuk naboparopuu / Laboratory-Manager -¥/{,L.\/{ OrsercraenHoe nuuo / Qualified Person Vera Freire

L

This batch has been manufactured in reference to the dossier in force and according to GMP.
Ota cepust 6p1a Npon3BeieHa Mo felicTBYIOIEH JAOKYMEHTAIIMH B B COOTBETCTBHH ¢ Tpefosanusimu cGMP.
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