CEPTUPUKAT AHANTMIA KOHEYHOTO

5@?@1” EX MPOAYKTA

INDUSTRIA GUIMITCA £ FARMACUTICA, 5.0, FINISHED PRODUCT CERTIFICATE

Ilpoaykr / Product:  Ome3®, muoduamsar LIS NPErOTORJCHMS pacTBopa s uugysuit 40
mr / Omez, lyophilized powder for infusion 40 mg

JaTta npomzsopcrea / Manufacture date; 04/03/2024 Hpousroacreennan cepus / Batch Ne: 44336
Cpox rogHecrn /Expire date: 31/03/2026 Ob6bem cepun/ Batch Quantity: 49560
Ilpoussoncreennan nunenzus No/ Mfyg, License No: F027/001/2019

Homep PY / MA number; JICP-004124/09

Ananus nposeaen B coorreTeTBHM ¢ HI Ne / Analysis performed in accerdance with ND No:
JICP-004124/09-180823, u3m. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Aata noayueuns/ Reception date: IMporokon anaansza No/ Analitical protocol N° SRAS-7Y4EHA. 10
HCTIBITAHUS/TESTS CNEUHOHKAITMH/SPECIFICATIONS | PE3YJBTATBI/RESULTS
1. Deseription / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder / Bensiit unn moutw | Complies / Cootsercrayer
Genbiit NHOMUAN3AT B BHAE MOPHCTOI MAcChl
WK ee vacTeil, MK B BHAE NOpowKa,

2. Description of selution / Onncanne
pacTBOpa

-Clarity /npospaunocTs Solution should be clear or the opalescence of | Complies / Coorsercrayer
the solution must not exceed the opalescence
of the reference solution 1. / PacTeOp normxen
ObITe  MPO3padHbIM  WNH  ON&TeCUEHIHS
pacTBopa He AOIKHA IPEBLILIATS
OftaNecUeHUMIO 3TANOHHOTO pacTaopa 1,
0.0585
- Absorbance / rornowexHue The optical density of the solution should be
not more than 0.30. / Ontuveckas TWIOTHOCTS
pacTBopa pomkHa OuiTh He Gonee 0,30,

3. Identification / TTognunnOCTL The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
peak on the chromatogram of omeprazole
reference standard solution (section "Assay”).
/ Bpems yiepXHMBaHMA OCHOBHOIO MNHKa Ha
XpomarorpaMme  MCTIBITYEMOTO  pacTBopa
[OJTAHO COOTBETCTBOBATh BPeMEHH
YASPHMUBAHHA ~ OCHOBHOIO THKa Ha
XpoMarorpaMme  pacTBOpa  CTaHIapTHOO
obpazia oMenpasosa (paznen
«KonuuecTBeHHOS ONpeaeneHHen) Positive / TTonokHTENbHLIH

The UV - spectrum of the major peak on the
chromatogram of the test solution should
correspond to the UV- spectrum of the major
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). /
YVd-crierp OCHOBHOFO THKE Ha
XpOMATOrpaMMe  HCIBITYSMOFO  PacTBOpa
fojnkes  coortBercrsoBare Y d-cnexTpy
OCHOBHOI'O  lMKa  Ha  Xpomarorpamme
pacTBopa cTanjapTHoro oGpasua oMenpasona
(paznen «KonnuecTeeHHOE ONpeRensHHe»),
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SOF:

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

CEPTUDUKAT AHASIN3A KOHEYHOTO
MPOLAYKTA

FINISHED PRODUCT CERTIFICATE

Hpopyxr / Product:

Ome3®, AuoduAn3aT AN IPHUTOTOBICHHS PACTBOPA IS HHGY3nii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jara npomssoaersa / Manufacture date: 04/03/2024
Cpoxk rognoctn /Expire date:  31/03/2026

[poussoactTaennas Jauuensus Ne/ Mig. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

AHanu3 nposeen B cooTeercTau ¢ HI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, usm. Nel o1 13.11,2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Tipoussoncreennasn cepust / Batch No: 44336
O6bem cepur/ Batch Quantity: 49560

Jara noayuenusn/ Reception date:

Tiporokosn anaau3sa Ne/ Analitical protocol N°SRAS-TY4EHA.10

HUCTIBITAHWUA/TESTS COEHU®HKALMH/SPECIFICATIONS PE3YJALTATBI/RESULTS
4. Average fill weight / Cpeausnn 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.71
Macea cosepXEMoro Gpaaxkoua 44,19Mmr = 5% (42,0mr — 46,4mr) )
5. pH of the selutien / pH pacrsopa 10.0 - 11.0/ 10,0 - 11,0, 10.8
6. Water/ Bona Not more than 6.0% / He Gonee 6,0 % 36
7. Particular matter / Mexannueckue | Visible particles / BUaiMble 4acTHLbL
BRJIIOMEHUS According to requirements /
B cooTeTcTRMM ¢ TpeGoBaHUAMM. Absent / OtcyTeTByeT
Subvisible particles / HeBuakMBIe HACTHLBL
> 10pm particles ~ not more than 6000/ vial /
yacTMLL pasmepom = 10 Mk - ue Oonee 6000 98
Ha (rakom;
> 25um particles - not more than 600/vial / 4
yacTULB pasMepoM > 25 Mxm - He Gonee 600
ua duiakxo
8. Related substances / PoacTeenssie
npHMecH
- impurity D /fupumecs D; Not more than 0.3%/ He 6onee 0,3%; 0.09
- impurity E /mpuMecs E; Not more than 0.3%/ He 6onee 0,3%; <LQ
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / npumeck 2; Not more than 0.5%/ He 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He Sonee (,2%. ND
eAMHHMuHAN HenIeHTHQHIMpPOBaHHA
FIPUMECH
Total impurities / 0.09
CymMma npumeced Not more than 1.5% / He 6onee 1,5%.
9, Bacterial endotexins / Not more than 5.83 EU/mg of omeprazole / He <5.83

BaKTEpHEJ'lebIe SHAOTOKCHHEL

Bonee 5,83 EB/Mr omenpasona.

10, Sterility / Ctepnasnocts

The product should be sterile / [Tpenapat
LOJDKEH ObITh CTEPHITBHBIM.

Sterile / CrepuasHbif

11, Uniformity of dosage units /
OxHOpOIHOCTL AOZHPOBAHNS

Acceptance value (AV) should be not more
than 15.0/

[Nokazarens npHeMneMocTd (AV) fomKen
GoiTh He Gonee 15,0,

Complies / CooTBeTCTBYET

12, Assay / Konnuectrennoe
onpeeeHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg

C19H 9N3018 (omeprazole) in vial). / Ot 93
% po 105 % OT HOMHHATBHOTO COAEPKAHNA
omenpazona {or 37,2 Mr 20 42,0 mr
C17H19N3(s8 (oMenpazon) Bo duakoHe).

40.0
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CEPTUOUKAT AHATM3A KOHEYHOFO

§@F§W VEX NPOLYKTA

INDUSTRIA QUIICA ¥ FARMACEUTICA, 5.0, FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:  Ome3®, nuodmmmsart JIsl HPHFOTOBJICHUH PACTBOPA /X1 uHdy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoacrea / Manufacture date: 04/03/2024 IpoussoacTaennas cepus / Batch Ne: 44336
Cpox rognoctit /Expire date: 31/03/2026 O6nem cepun/ Batch Quantity: 49560
MpoussogcrsenHas auuensan Ne/ Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Anasmgs nposeaes B cootaercraun ¢ HJ Ne/ Analysis performed in accordance with ND No:
JICP-004124/09-180823, nam. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nonyyenus/ Reception date: IMpoTokoa anasmusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HCOBITAHMA/TESTS CIEINOUKALIMHW/SPECIFICATIONS | PE3YJIBTATBI/RESULTS

The product is filled in a clear transparent
glass vial type I (Ph. Eur) 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
patient information leaflet. / Tlpenapar Bo
dnaxore 3 HecLiBETHOIO APO3PATHOrC CTEKIA
mna 1 (Ph.  Fur), yxynopeHHbIH
XstopOyTHI0BROH rpofxoit, ofmarsii
ANFOMHHNEBBIM KOMTIA9KOM c
NpesoXpaBMTeNbHON M1aCTHKOBOH KPbILLKOH.
Kascneiii uiakoH BMECTE ¢ MHCTpYKUMeH no
MPHMEHEHHIO OMEUIEH B AYKY KAPTOHHYIO.

13, Package / ¥YnakoBka

Complies / CooTneTcTByET

14. Labeling / MapkupoBka According to ND / B cooreercTeum ¢ HJJ

15. Storage conditions / Xpanenue Protected from light below 25°C. /
B 3alMILEHHOM OT CBETA MECTE IPH TeMepatype He Boiine 25°C.

16. Shelf life / Cpor roanocTs 2 years/ 2 roga

”\//

PesyabTarbt anamiso Xl( \j /&/k/< Pewenue OTK: T
Quality Assurance [detision: #olse c

Analytical results:
Jara / Date : ﬁf/ VVM*) CQ Hara/ Date :
0 & /@z

Oe { O { 7,(/‘?/(/(
Hauanbruk raboparopuu / Laboratory Manager Orsetcreensoe nuuo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Jra cepus OblIa POU3BECHE 10 eHCTRYIOIIEH IOKYMEHTALMY H B COOTBETCTBHN C tpebopannsmu GMP,

API name (INN) / AOC (MHH): Omeprazole / Omenpason

API manufacturer batch number /

1000008701
Homep cepun npoussoaurens AQC: 1350 8

FP Manufacturer API Batch number /
23070306
Homep cepun cyGeTannuy nponssoautens [J1d:

API Manufactured by & country /
[Epoussoantent ADC, erpaHal

Esteve Quimica S.A., Spain /
Acrere Kumuka C.A., Henarus
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