» CEPTHOUKAT AHAJIA3A
SOFA‘ﬁFM EX KOHEUYHOI'O [MTPOJIVKTA

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

IIpoaykr / Product: Ome3®, nuodpuansat 115t NPUroTOBJIEHMs PACTBOPA AJis HHPY3HiT 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jara npoussoactsa / Manufacture date: 06-2021 IIponssoacrBennas cepusi / Batch Ne: 10903
Cpox rogHoctH /Expire date: 06-2023 O6bem cepuu/ Batch Quantity: 11.857UN

Ananus nposeaen B cooTBercTBHu ¢ HJI No/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /uzm.Ne 1 ot 16.01.2020)

Jara nonyvenunn: / Reception date: 19/06/2021 IpoTokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCIBITAHUSI/TESTS CIIEHHUOUKALIUHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White to off white lyophilized spongy cake or | Complies/CooTtsetcTBYeT

its parts or as a powder / Besilii unm nouTtn
Oenblit nHoduIU3aT B BUAE OJHOPOLHOM
MOPUCTOM JNienenIkn UM ee yacTeil unu B
BUJIE NIOPOILLKA,

2. Description of solution / Onucanne | Solution should be transparent or as Complies as prescribed/
pacTeopa opalescent as reference solution I / Pactsop B cooTtsetcTBUU ¢
-clarity /mpo3pauHoCTh NOJDKEH Ob1TH Npo3payHbIM W OMHCaHHEM
OMaJeCUCHUHUs  PacTBOpa  HE  JOJKHA
TPEBLIIATL  OMAJECLUEHUMIO  STAJOHHOrO
pacTtBopa I.

-absorption / nornoeHue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTHYecKas INOTHOCTE PACTBOPA — HE
6onee 0,30 mpu junHe BoNHEI 440 HM

0.0005

3. Identification /[TomUHBOCTE 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 ynepxupanus
OCHOBHOTO MMKA Ha XPOMATOrpaMMe
HCTBITYEMOTO PACTBOPA A0DKHO
COOTBETCTBOBATh BPEMEHU YAEPKNBAHHSA
NKMKa OMENpa3oia Ha XpoMaTorpaMmme
CTaHAAPTHOTO pacTBopa

Complies/CoorBeTCTBYET

4. Average weighl of the vial content/ | 44.19 mg + 5% 46.02 mg/mr
CpeaHss Macca COAESPKIMOI0 between 42.0 mg and 46.4 mg/
dumakona 44.19 mMr + 5%

Ot 42,0 Mr 50 46,4 Mr

5. pH of the solution / Between 10.0 and 11.0/ 10.7
pH pactsopa 0110,0 oo 11,0
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CEPTHUOUKAT AHAJIU3A

LY OFAﬁM EX KOHEYHOI'O TTPOJIYKTA

INDUSTRIA QUINICA E FARMACEUTICA, S.A, FINISHED PRODUCT CERIIFICATE

ITpoaykr / Product: Ome3®, muopuanzar ans HpHFOTOBﬂel;HS; paCTBopa_ZIJI; uH(py3nii 40
mr / Omez, lyophilized powder for infusion 40 mg

JaTta npousBoacrea / Manufacture date: 06-2021 IIponszsoacTBenHas cepusi / Batch Ne: 10903
Cpox roasoctu /Expire date: 06-2023 O0nem cepun/ Batch Quantity: 11.857UN

Auanius nposeaeH B coorseTcTBUM ¢ 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)

Jata nonyuenus: / Reception date: 19/06/2021 IpoToxosa ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCTIBITAHUSI/TESTS CIEINHOUKANUW/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He Gonee 6.0% 1.7%
7. Particular matter / Mexanudeckue | Visible particles Buaumble yactuipt: Absent/OTCyTCTBYIOT
BKITIOUEHUS According to requirements / B COOTBETCTBUH
¢ TpeboBaHMAMHU
Subvisible particles/ HeBuayuMble YacTHIEL: 268
> 10 microns NMT 6000 particles per
container/ Yactur pazmepom 2 10 MM - He
6onee 6000 Ha dakoH.
>25 microns NMT 600 particles per 1
container/ HYacTur| pasmepom = 25 MKM - He
6onee 600 Ha dnakoH.
8. Related impurities / [locToponHue
npuMecu
- 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/ npumecn 1 Not more than 1.0 %/ He 6onee 1,0 % 0.07%
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6omee 0,5% Not Detected
- Any other impurity / Enunnunoit | Not more than 0.2%/ He 6osee 0,2% Not Detected
HeUAEHTUGULUPOBAaHHO I
npuMecu
Total impurities / Cymms! npumeceit | Not more than 1.5%/ He Gonee 1,5% 0.07%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
BakrepuanbHble SHAOTOKCHHEI 6ouee 5,83 ED/Mr omenpazomna
10. Sterility / CrepuibHOCTE Product should be sterile / IIpenapat gomkcH Sterile/CTepHITBHEIH
OBITH CTEPHIBHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CooTBeTCTBYET
ORHOPOAHOCTb NO3UPOBAHUS than 15.0/ IToka3arens npuemsiemoctu (AV)
JoskeH ObITh He 6onee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 39.7 mg/mr
KonnvecTBeHHOE ONpEaEeCHHUE from the label amount of omeprazole
omenpasosa (between 37.2mg to 42.0mg) / He menee 93
% u He 6onee 105 % oT 3a9BIEHHOTO
KosdectBa omenpasoina (ot 37,2 mr go 42,0
MT)
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o CEPTUOUKAT AHAJIVBA
SOFARIMEX KOHEUHOTO [TPOJIYKTA

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

IIpogykr / Product: Ome3®, mnoduan3aT JUist HIPUTOTOBJIEHNUST PACTBOPA A HHY3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara npoussoacrsa / Manufacture date: 06-2021 [TpousBoacTeenHast cepus / Batch Ne: 10903
Cpox ropnoctu /Expire date: 06-2023 O6bem cepuu/ Batch Quantity: 11.857UN

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

JaTa noayuenusn: / Reception date: 19/06/2021 IIpoTokos anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCIBITAHUS/TESTS CIIENUOHUKAIDUN/SPECIFICATIONS | PE3YJBTATBI/RESULTS
'13. Yraxoska/ Package Ilpenapatr Bo ¢makoHe wm3 GecuseTHoro | Complies/CooTBeTCTBYET

npospaydHoro crexna tuna [ (Eur. Ph.),
YKYMOPEHHBIH XJIOpOyTHIIOBOH NPOOKOH,
O0XATBIH  aMOMMHUEBBIM  KOJMAYKOM ¢
NpeJoXpaHUTeIbHON IJIaCTHKOBOIA
kpeimikod. Kaxneli ¢nakoH Bmecre c
HHCTPYKUMEH N0 TPHMEHEHHIO TOMCIIEH B
navky kapToHHy!0./ 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 / MapxkupoBska: B cootserctBun ¢ HJ/ According to ND ]
15. Ycnosus xpanenus / Storage B 3auiniueHHOM OT cBeTa MecTe Nipu TemmnepaType He Beime 25°C./ In place—
conditions: protected from light below 25°C.

16. Cpox roaHocty / Shelf life: 2 ropa/ 2 years B
HABJIOJAEHWS /| REMARKS:

A
Pe3ynbTaTh! aHaNH30B: ,{/ R d Pewmenne OTK: de)vg{
Analytical results: AN £ Quality Assurance Decision: = Q 3)/ o4
Hara/Date : 2 18%] :

o)
o ﬂ z ‘\K Hata / Date : )(Z)_D!
N
Havanpnuk naGoparopu / Lahnré::y Mapager J~— AAAN) | Orserersennoe suno / Qualified Person chFt‘eire

This batch has been manufactured in reference to the dossier in force and according to GMP,
Orta cepust Obliia Nponssesiena 1o AeHcTBYIONIE JOKYMEHTAILIMH ¥ B COOTBETCTBUH ¢ TpeGosatusmu cGMP.
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