o CEPTUDUKAT AHAJIM3A
SOFAﬁ?M EX KOHEYHOI'O TTPOJIYKTA

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

Ilpoaykr / Product: Ome3®, uodunuzaT AJisi IPUrOTOBJIEHHS PpacTBOpa Ajast undysui 40
mr / Omez, lyophilized powder for infusion 40 mg

JaTta npousBoacrea / Manufacture date: 06-2021 IlpousBoacTBennas cepusi / Batch Ne: 10908
Cpox roasnocru /Expire date: 06-2023 O6bem cepun/ Batch Quantity: 36.717UN
Ananus nposeaen B cooTBeTcTBiu ¢ HI Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 or 16.01.2020)

‘)l_aTa noayueHnsi: / Reception date: 17/06/2021 Ilporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
HNCIHBbITAHUA/TESTS CHEIMADUKALUH/SPECIFICATIONS | PE3YJBTATBI/RESULTS
1. Description / OnucaHne White to off white lyophilized spongy cake or | Complies/CooTseTcTBYET

its parts or as a powder / Besibiit Witk mouTtH
6enbIil 1MOMUNM3AT B BUZE OJHOPOAHOMN
MOPUCTON JIENEILKH UKW €€ YacTeil UIu B
BUJIC MOPOLIKA.

2, Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pacTeopa opalescent as reference solution I / PacTtsop B cooTBeTCTBHU ¢
-clarity /mipo3pausocTh JOJKEH OBITH pO3pavHbIM WIH OMUCAHUEM
OTAJIECUCHINS  pacTBOpa  He  JOJDKHA
NPEBBILIATh  ONAIECUEHIMIO  3TAIOHHOTO
pactsopa I,

-absorption / mornoieHue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTiyeckas WIOTHOCTh PACTBOPA — HE
6osiee 0,30 npu anvne BosHs! 440 HM

0.0016

3. Identification /TToANTUHHOCTE 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 yaepxupanus
OCHOBHOT'O MHKa Ha XpOMaToOrpaMme
MCIBITYEMOIO PacTBOpa AOJIKHO
COOTBETCTBOBATh BPEMEHU yAEPXKUBAHUS
TNIMKa OMENpa3oJia Ha XpoMaTorpaMme
CTaHJapTHOrO pacTBopa

Complies/CooTBeTcTBYET

4. Average weight of the vial content/ | 44.19 mg + 5% 45.80 mg/mr
CPElHss Macca COAePIKUMOTO between 42.0 mg and 46.4 mg/
(bnaxkona 44.19 mMr + 5%
Ot 42,0 Mr 10 46,4 Mr
5. pH of the solution / Between 10,0 and 11.0/ 10.6
pH pactBopa Ot 10,0 10 11,0
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i CEPTUOUKAT AHAJIU3A
SOFARIMEX KOHEYHOI'O IMPOJIYKTA

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

IIpoaykr / Product: Ome3®, miopuausar AJ1si IPUIOTOBJIEHHS PACTBOPA A undy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Harta npoussoacraa / Manufacture date: 06-2021 IIponssoacTBennas cepusi / Batch Ne: 10908

Cpox roaHoctn /Expire date: 06-2023 O0bem cepun/ Batch Quantity: 36.717UN
AHasu3 npoBegeH B cooTBeTcTBUM ¢ HJI Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /uam.Ne 1 ot 16.01.2020)

JaTa nonyydeHust: / Reception date: 17/06/2021 l'Ipo-ronc(;.u ananu3a Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCNbITAHUSI/TESTS CIHENUOUKALNUU/SPECIFICATIONS | PE3YJLTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 2.8%
7. Particular matter / Mexanuueckue Visible particles Bunumble uactuupt: Absent/OTcyTCTBYIOT
BKJTIOUEHUS According to requirements / B COOTBETCTBUH
¢ TpeboBaHUAMHU
Subvisible particles/ HeBuanumble 4acTHLIbL: 478
> 10 microns NMT 6000 particles per
container/ YacTui pasmepoM = 10 MkM - He
6onee 6000 Ha dakoH.
>25microns NMT 600 particles per 5
container/ YacTu pasMepoM = 25 MKM - He
6osiee 600 Ha dutakoH.
8. Related impurities / ITocTopoHHuMe
TIPUMECH
- impurity D /mpumecu I Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /npumecn E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecu 1 Not more than 1.0 %/ He 6onee 1,0 % 0.09%
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6onee 0,5% Not Detected
- Any other impurity / Exvnuunoit | Not more than 0.2%/ He 6onee 0,2% Not Detected
HEUASHTUDULIMPOBAHHOI
npuMecH
Total impurities / Cymmbl npumeceit | Not more than 1.5%/ He Gosee 1,5% 0.09%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
bakrepranbHbie 3HIOTOKCHHBI Gonee 5,83 EB/Mr omenpazona
10. Sterility / CrepunbHOCTh Product should be sterile / [Tpenapat gomkex Sterile/CrepunbHbIif
OBITh CTEPUITLHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CootBeTcTBYeT
OnHOPOIHOCTD A03UPOBAHUS than 15.0/ ITokxazaTens npuemieMocTtu (AV)
JoJken ObITh He Gonee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 40.1 mg/mr
KommiecTBeHHOE onpepeenre from the label amount of omeprazole
omerpa3osia (between 37.2mg to 42.0mg) / He meHee 93
% u ne 6onee 105 % oT 3asBIEHHOrO
KonMuecTsa omenpasona (ot 37,2 mr no 42,0
MT)
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CEPTUOUKAT AHAJIN3A

§0FAW§7MEX KOHEYHOI'O MPOJAYKTA

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

ipOLlyKT/ Product: Ome3®, iuoduausart a/isi NPAroOTOBJIEHHS pacTBopa AJst uHPy3uit 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata nponssoacrea / Manufacture date: 06-2021 [MpoussoacTeenHas cepus / Batch Ne: 10908
Cpok rognoctu /Expire date: 06-2023 O06wem cepun/ Batch Quantity: 36.717UN

Ananus nposeaen B coorsetcTBun ¢ HJ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /uzm.Ne 1 o1 16.01.2020)

Jara noayuennsi: / Reception date: 17/06/2021 ITpoTokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
' UCTIBITAHUS/TESTS CIIEHUO®UKALMW/SPECIFICATIONS | PE3YJBbTATBI/RESULTS
13. Ynakoska/ Package [penmapat Bo duakoHe u3 OGecusetHoro | Complies/CooTBeTcTBYET

npospaunoro crekna tuna I (Eur. Ph.),
YKYNOpPEHHBIH  XNOpOyTHIIOBOH MpOOKO¥,
00XKaThli  @IIOMHUHUEBBIM  KONMAYKOM ¢
MPEAOXPAHUTENLHOM MJIaCTHKOBOM
kpbimikoi. Kaxnsiii  ¢nakon Bmecre ¢
WHCTPYKLUMEH IO MPUMEHEHHIO MOMEUIEH B
nauky kaproHuyto./ 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.

1_4._Labeling / MapkupoBka: B coorsercrauu ¢ HI/ According to ND
15. Venosus XpaHeHns / Storage | B 3aummenrom ot caeta mecte npu temrepatype He Boiiie 25°C./ In place
conditions: protected from light below 25°C.
16. sz)K ropHocT / Shelf life: 2 ropa/ 2 years
HABJIIOJEHMSI / REMARKS: > 3
7 3 /
PesynbTaTsl aHANu30B: 4 [ | . | Penenne OTK: \{ /V B c/’
Analytical results: /II(,LI L.w\fﬁr’/( /" | Quality Assurance Decision: ' f‘F (7
D . o - | { 3 o 7, |
Jara / Date DU {fﬁ'flld"t’f(. / Ilata / Date : ) {/a y/z, 2.) |
HauassHuk naboparopun / Lalmrut(ﬁ M_g_@gur} g ‘.ﬂ,ﬂ{.-b-l Orsereraentoe jimito / Qualified Person Gongalo Felicio

This batch has been manufactured in reference to the dossier in force and according to GMP,
Ora cepus Oblia nponsBenena 110 aelicTaylonieii JokyMeHTaluin ¥ B COOTBETCTBHM ¢ TpeGosanuamu cGMP,
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