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CBUIETEJILCTBO O COOTBETCTBHH
TPEEOBAHMSIM I'OCYIAPCTBEHHOM PETUCTPALIA

Hacrosmum 000 «]Ip. Pepma’c Jlaboparopucy yAOCTOBEPAET, TT0
NeKapCTBEHHEIH Ipenapar Ajid MeHIHHCKOTO NPHMEHCHHA:

Haumenoeanue JIII:
MHH:

Jlexapcmeenras popma,
¢opma evinycxa:

PY Ne, oama:

. HII, usmenenue Ne:

IIpoussodumeny, cmpara:

Aodpec npouzeoocmsa:

Cepusa Ne:
Konuvecmeso:

Jlama uzzomoenenun:
Cpox 200nH0cmu:

Koo OKIIJ[2:
Koo TH B3J:
' Koumparm Ne:

Hhneotic Ne:

YIoMHOMOYSHHBIH 110 KAYECTBY

BBO3AMOH IPOAYKITUH

Ome3®
Owmenpazon

yuodrIM3aT JUIL NPUrOTOBICHHA pacTBOpa At
unby3ui, 40 Mr (¢raxom) x 1 (1a9Ka KapTOHHas)
JICP-004124/09 01.26.05.2009 (nara sameHsr PY
15.11.2017)

JICP-004124/09-151117 u3m. 1

Codapumekc — Muycrpus Kimvuxa 3
®apmacyatuka, C.A., [Topryramus

Av. Das Industrias — Alto do Colaride, Cacem,
2735-213, Portugal

10553

37187 ynakoBox
04.2021

04.2023

21.20.10.112

3004900002

DRL 03/2017 ot 07.02.2017
185031062 ot 15.06.2021




=T CEPTHAOUKAT AHATTV3A

[ GFAWMEX KOHEYHOI'O NPOJYKTA
NDUJSTRIA uui;fra EFARMACEUTICA, SA

FINISHED PRODUCT CERTIFICATE

Hponyxr/ Product: Omea®, muohniansaT aus OpuroToBiesus pactsopa ans uadysnit 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussonersa / Manufacture date: 04-2021 MponssoacTBeunadn cepun / Batch Nb: 10553
Cpox roonocru /Expire date: 04-2023 Q6uem cepunr/ Batch Quantity: 37.187UN

Ananns nposenen B cooTeerersun ¢ HI N/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne | from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

Hata nonysenns: / Reception date: 19/04/2021 ITporoxon anamuaa Ne/ Analitical protocel N° SRAS-7Y4EHA9
HCIIBITAHHSA/TESTS CITEHUONKAITMH/SPECIFICATIONS | PERYJABTATBI/RESULTS
1. Description / OnKcanuc White to off white lyophilized spongy cake or | Complies / CooTrercreyer

its parts or as a powder / Benntit #IH NOYTH
Oenelit AKOUIHZAT B BHIIE OAHOPOTHON
DOPHCTON NETEIKH WIK e YacTCl MK B
BHIE NOPOLIKA.

2. Description of solution / Onncaine | Solution  should be transparent or as| Complies as prescribed/
pacTsopa opalescent as reference solution I / Pactsop B cooTeTeTBHY €
-clarity /npospaunocTts JAOIACH ObITh TpO3pavHbEIM HIIH OnMcaHueM
onanecneRlWs  pacTRopa He  JOIKHA
IIPEBLIILIATE onanecleHluio IJTANOHHOIO
pactsopa [,

-absorption / mornowexue Optical density of the solution — not more
than MT 0.30 at wavclength 440 nm.
/OnTryccxan NNOTHOCTh PACTROPA — He
Gonee 0,30 mpu anitHe BOMHL! 440 HM

0.0078

3. Identification /FloanHHBOCTE The retention ttme 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 solvtion / Bpems yaepxuBauus
OCHOBHOTO NHKa HAa XpOMATOrpaMMe
HCNLITYEMOIO pacrnopa HOJLKHO
COOTBETCTBOBATE BPCMCHH YAEPKHBAHUA
NyKa OMENpa3onia Ha XPOMATorpaMme
CTANRAPTHONO PACTBOPA

Complies / Cootseretayer

4. Average weight of the vial content/ (44.19 mg + 5% 45.72 mg/mr
CPenHAA MAcCa COAEPHKHMOTO between 42.0 tng and 46.4 mg/
dnaxona 44,19 mr + 5%
Ot 42,0 Mr 10 46,4 MT
5. pH of the solution / Between 10.0 and 11.0/ 10.1
pH pactropa Ot 10,0 10 11,0
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CEPTUOUKAT AHATIHM3A
KOHEYHOI'O NPOAYKTA

FINISHED PRODUCT CERTIFICATE

|
SOFARIMEX

INDUSTRLA QUIMICA € FARMACFUTICS, SA

Tpoayxr / Product: Omes®, anodnan3aT Kiast NPHroTOBICHHA PACTBOPA A1 undyanii 40
mr / Omez, lyophilized powder for infusion 40 mg

[ara npon3poacrea / Manufacture date: 04-2021 Ipoussoacrscuuas cepun / Batch Ne: 10553
Cpoxk roanocti /Explre date: 04-2023 Obnem cepun/ Batch Quantity: 37.187UN

Auanns nposegen B coorsererehs ¢ HI No/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 {(amend Ne 1 from 16.01.2020 /3. Ne 1 or 16.01.2020)

Jata noayuenus: / Reception date: 19/04/202] Ipotoxon anaansa Na/ Analitical protocal N°SRAS-7Y4EHA.9 '

HCTILITAHUWS/TESTS CHEIUPHKALUH/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
6. Water/ Boaa NMT 6.0% / He Gonee 6.0% 1.6%
7. Particular matter / Mexaunveckne | Visible particles Bunumuie vactuusn: Absent / OTCYTCTBYIOT
BK/IIOYEHHS According to requirements / B COOTBETCTBHU
¢ Tpe6oBaHHAMH
Subvisible particles/ Hesumumble YacTHILbL: 314
> 10 microns NMT 6000 particles per
container/ YacTHy pasMepoM 2 10 MM - He 6
Gonee 6000 Ha dnaxoH.
>25microns NMT 600 particles per
container/ YacTun pamepoM & 25 MKM - He
Gonee 600 na praxon.
8. Related impurities / [ocToponnne
pHMECH
impurity D /mpumecu [ Not more than 0.3%/ He 6onee 0,3% Not Detected
impurity E fupumec E Not more than 0.3%/ He Gonee 0,3% < Limit Quantification
impurity 1/ npumecy | Not more than 1.0 %/ He Gonee 1,0 % Not Detected
impurity 2 / npumecy 2 Not more than 0,5%/ He 6onee 0,5% Not Detected

- Any other impurity / EanritnoRt | Not more than 0.2%/ He Gonee 0,2%
HeuneHTUGUIHpoBaHHON
npHMEcH

Total impurities / Cymatsl npumeceit

< Limit Quantification
Not more than 1.5%/ He Gonee 1,5%

< Limit Quantification

9. Bacterial Endotoxins /
BaxkTepHanbHLIe JHIOTORCHIEI

Not more than 5.83 EU/mg of omeprazole/He
Gonee 5,83 ED/Mr omenpasona

<5.83 EU/mg

10. Sterility / CrepunbHocTs Product should be sterile / [Ipenapar pomien

OBITL CTEPHIIBHLIN

Sterile / Crepunbabl i

11. Uniformity of dosage units /
OnHOPOIROCT AO3IHPOBAHHA

Acceptance value (AV) should be not more
than 15.0/ Mokasarens npsemiteMocty (AV)
IosxeH OpITE He Gosice 15.0

Complies / CooTseTCTBYET

12, Assay of omeprazole /
KonuuecTBeHKOE ONpEIeREHHE
oMenpasona

Not less than 93% and not more than 105%
from the label amount of omeprazole
(between 37.2mg to 42,0mg) / He menee 93
% u ne Gonee 105 % OT 3aABNEHHOrO
xonuuecTaa omenpasona (ot 37,2 mr no 42,0
Mr)

40.7 mg/mr
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P CEPTUIOUKAT AHATIV3A
SOFARIMEX KOHEYHOLO MPOIYKTA

ARSI ANAE MIMASARA K4, FINISHED PRODUCT CERTIFICATE

'ﬁponym‘f Product: Ome3®, nsoHAMSAT I8 NPUrOTOBJIEHAS PACTBOPA ANA MHY3Hil 40 |

mr / Omez, lyophilized powder for infusion 40 mg

Hara upoussoacrsa / Manufacture date: 04-2021 [TpoussoacTaeHHas cepun / Batch Ne: 10553
Cpok rognoctn /Expire date:  04-2023 O6bem cepun/ Batch Quantity: 37.187UN
Ananns nposeaen 8 coorsetcTaii ¢ HI N/ 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)

Nata noayvyeunn: / Reception date: 10/04/2021 Tlpotokon anamuin Ne / Analitical protocol N°SRAS-7Y4EHA.D
MUCIBITAHWS/TESTS CHENM®HUKAIUN/SPECIFICATIONS | PE3YJBTATBI/RESULTS
13. Vnaxosxa/ Package Mpenapat Bo ¢naxoHe u3 Gecusernoro| Complies/CooToetotByeT

npospaunoro crexna tana I (Eur. Phl),
yxynopernslit  xnopbyrunosoit nmpobkoh,
ofaThiii  AMIOMMHHEBLIM KONMAYKOM C
NPEOXPANHTENBHOH MNZCTHKOBOI
xppiwkoft, Kampwll  ¢aakoH mmecte ©
MHCTPYKUKEH 1O NPUMEHEHHIO NOMELEH B
nayky kapToHry10./ The product is filled in a
clear transparent glass vial type I (Eur. Ph.)
closed with chlorobuty! stopper and scaled
with an aluminium flip-off seal with plastic
cap. Each vial is packed into a carfon
package along with package insert.

14. Labeling / Mapkuposka: B cootseretins ¢ HI According to ND

15, Yenosua xpaneHus / Storage B 3alnullleHHOM OT CBETA MECTE NpH TeMnepaType He Beite 25°C./ In place
conditions: protected from light below 25°C.

16, Cpok ronuoctu / Shelf life: 2 ropaf 2 years

HABJIIOIEHUSA / REMARKS: 7

Py /ITaTLl QUAOR; A,[{ I ol il Pewenpe OTIC: y

Analyticol results: ¥ R Quality Assurance Dgciston: ﬂ’s/r’

JPearea/ Date ﬁ}{’l \‘ls’{ 9{93( J C Jara/ Date : } .,’/ﬂ / 'Zﬂ(/l
'm'lg:.r/fé (LA

Hauansuuk naGopotopun / Laboratorv Orscrerpernoe iuuo / Qualified Person Gongalo Felicio

This batch has been manufactured in reference to the dossier in foree and according to GMP,

Tra cepia GLna npoH3BEAEHa IO AclicTyrouielt 40KyMEITALII i B COOTBETCTBHM C TpChona UM it cGMP.
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