' CEPTUDHKAT AHASTU3A KOHEYHOTO

SOFA nEX NPOAYKTA

INDUSTRIA QUIMICA £ FARMACRUTICA, S.A FINISHED PRODUCT CERTIFICATE

G

IIpoaykr / Product:  Omes®, nuoduiansar JJist NPUrOTOBIEHUS PACTBOPA Jis HH(pY3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta nponspoacrea / Manufacture date: 27/02/2024 ITpoussoacreennas cepua / Batch No: 44311
Cpox roaHoeru /Expire date: 28/02/2026 Odnem cepun/ Batch Quantity: 49920
{lpon3sogeraennas auuensua Ne/ Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Anaaus nposenes B cootserereru ¢ HJI Mo/ Analysis performed in accordance with ND No:
JICP-004124/09-180823, m3m. Nel or 13.11.2023 /JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nonyuenns/ Reception date: [IpoToken anannsa Ne/ Analitical protocol N° SRAS-7Y4EHA. 10
HCHOBITAHUSI/TESTS CNIEHHOHKALRHU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / Beaniit unu noutu | Complies / Coorsetcrayer
Desblil AHOMUANIAT B BHIES TOPHCTOH Macchl
WAH €€ HaCTeH, WM B BHAE NOPOLLIKA.

2. Description of solution / Quucanne
pacrsopa

-Clarity fnpospaunocts Solution should be clear or the opalescence of | Complies / Cootsetcrayer
the solution must not exceed the opalescence
of the reference solution 1. / Pactsop pomxeH
ObITH  DPO3PAUHBIM  MAH  ONANECUESHLHS
pacTRopa e AomKHa IPeBLILATH
ONARECUSHLIMIO ITAROHHOTO pacTeopa I
0.0042
- Absorbance / uornowesnue The optical density of the solution should be
not more than 0.30. / OnTHYeckas NAOTHOCTE
pacTeopa nomicHa 0nITh He Oonee 0,30

3. Identification / IMogsuunocTs 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™).
/ Bpemsa yaep:#BaHUs OCHOBHOIG IHKA Ha
XPOMATOTpaMMe  HMCTIHITYEMOTO  PacTeopa
AOITKHO COOTBETCTEOBATH BPEMEHU
VIOCPAKHMBAHUA  OCHOBHOTO  MMKa  Ha
XKpOMATOTpaMMe  pacTBopa  CTAHOAPTHOTO
odpasna oMernpazoa (pasaen
«KONM4eCTBEHHOE OMPENCASHHEN) Positive / Tof0MUTENbHbBI

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"). /
Y®-cnexrp OCHOBHOIO TNHKa Ha
XpOMATOrpaMme  MCMAITYEMOre  pacTBopa
AQIDKeH  cooTsetcTBoBaTh  Yd-cnexTpy
OCHOBHOFO  fiHKa Ha  XpPOMAaTOoTpaMme
pacTeOpa cTanzaprHoro ofpasua oMenpasona
{pasmen «KonuuecTBEHHOE OTIPEASASHUER),
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INDUSTREA QUEMICA E FARMACEUTICA, S.A.

CEPTUDUKAT AHASIU3A KOHEHHOIQ
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

ITpoxyxr / Product:

OMmes®, muodguan3aT J08 NPHIOTOBJCHHA pacTaopa 1 nudysuii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jara nponssogctsa / Manufacture date: 27/02/2024
Cpox roanoct /Expire date:  28/02/2026

TMponssogcreennan muuensis N / Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Anass nposeaen B coorsercrsun ¢ HJ Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, uam. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Hponspoacrsensan cepusi / Batch M: 44311
O6bem cepun/ Batch Quantity: 49920

Jara noayuenus/ Reception date:

MpoToxon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA. 10

UCNBLITAHUA/TESTS CNEUNPHUKALNU/SPECIFICATIONS | PE3YJbTATBI/RESULTS

4. Average fill weight / Cpepnns 44,19mg + 5% (from 42.0mg to 46.4mg) / 4571
Maeea coaepmruMoro paakona 44,19mr = 5% (42,0Mr - 46,4Mr) '
5. pH of the solution / pH pacrsopa 10.0 - 11.0/ 13,0 - 11,0. 10.8
6. Water/ Boaa Not more than 6.0% / He Gonee 6,0 % 37
7. Particular matter / Mexannydecwkne | Visible particles / Bunumbie qactuust:
BKJIIOUEHUA According to requirements /

B COOTBETCTBHH € TPeOOBAHMAMH. Absent / OTcyTeTByeT

Subvisible particles / Heps#anmpie 4acTuibl:

> 10um particles — not more than 6000/ vial /

yacTHLB pasmepoM > 10 Mk - ue Gonee 6000 81

Ha quiaKoH;

> 25um particles —~ not more than 600/vial /

YACTHIBL pasMepoM > 25 MxM - ne Gonee 600 3

Ha (praKoH
8. Related substances / PogcTeentbie
EpuMecH
- impurity D /npusecs D; Not more than 0.3%/ He 6onee 0,3%; <LQ
- impurity E /npusecs E; Not more than 0.3%/ He Gonee 0,3%; ND
- impurity 1/ npumecs |, Not more than 1.0 %/ He donee 1,0 %; ND
- impurity 2 / npsmecs 2; Not more than 0.5%/ He donee 0,5%,; ND
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. 0.06

e/lMHHIHAS] HeMASHTHDHUHPOBAHHAsL
IPUMECH

Total impurities / 0.06
Cymma npumeceit Not more than 1.5% / He Gonree 1,5%.
9, Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

ba KTepHAJIbHLIE JHAOTOKCHHLI

Gonee 5,83 E3/mr omenpazona.

10. Sterility / CTeprabnocTs

The product should be sterile / Ilpenapar
AOMKEH BBITh CTEPUBHBEM,

Sterile / CrepunbHeIi

11. Uniformity of dosage units /
QaHOPOAHOCTE RO3HPOBAHHA

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

Noxazarens npuemneMocTd (AV) 10MmKEH
65iTh e Donee 15,0

Complies / CooTBeTCTBYET

12. Assay / KoanuecTrennoe
onpejenenne

From 93% to 105% of the label amount of
omeprazole (37.2 mg 10 42.0mg
C17H19N3048 (omeprazole) in vial). / Or 93
% no 105 % oT HOMHHANBLHOTO COACPKAHNA
omenpasona (o 37,2 Mr o 42,0 mr
Ci7H1oN3058 (oMenpazon) so (rakone).

41.2
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CEPTUOUKAT AHAM3A KOHEYHOIO
POAYKTA
FINISHED PRODUCT CERTIFICATE

%
SOFAR

INOUSTRIA QUIMICA F FARMACEUTICE, 5.8,

Mpoaykr / Product:  Omes®, moduunsar 2151 OPUroTORIENHS PACTBOPA /s uHy3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

HAara npoussoacrea / Manufacture date: 27/02/2024 MpoussoacTeennan cepusn / Batch Ne: 44311
Cpow rogsocti /Expire date: 28/02/2026 O6wem cepun/ Batch Quantity: 49920
flpoussoacrecunan nuuensust Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Anaans nposesen B coorpeTeTBuu ¢ HI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, uam. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt, 13.11.2023

Hara nosydenus/ Reception date: TEporoxon anannsza Ne / Analitical protocol N° SRAS-7Y4EHA.10
HCTIBITAHUA/TESTS CTIELIUOUKAHUU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
13. Package / Yonaxosxa 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. / [lpenapar Bo
(rakoHe M3 GECLBETHOO NPO3PALHONO CTEKNA
mvna | (Ph.  Eur), yxynopeHHsi#
xn0opGy THIOBOH ApobKoi, ofkarslit
ATIOMHHHEBbIM KOITEAYKOM c
NPEOXPAHUTENEHOH MNACTHKOBOH KPBILKOH.
Kaxcauiit (rakoH BMeCTe ¢ MHCTPYKUHEH MO
IIPHMEHEHHIO TIOMETHEH B NAUKy KapTOHHYIO.

Complies / CooTReTcTBYET

14. Labeling / Mapunponxa According to ND/ B cootercranu ¢ HJJ
15, Sterage conditions / Xpaneuue Protected from light below 25°C. /

B saiuyineHHOM OT CBETA MecTe NpH TeMIiepatype He eatine 25°C,
16. Shelf life / Cpok roanocTa 2 years /2 rofa

v

Analytical results: Quality Assurance Dggision: ///’f/w’v’ e
ara / Date : ara / Date : .
J'I ’11 o C A)}(’. //L )(’ ((/

Pe3yiibTarsl auaﬁnsosé M /(/LMJ\A Pewenne OTK:
oc )o(,[ 24

Havansuuk naGoparopun / Laboratory Manager OreTcTrenHoe nuuo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Dta cepus GbUla NpoM3ee/icHa N0 JeHCTBYIONIEH AOKYMEHTALMH M B COOTBETCTBHH © TpefosanHuaMy GMP.

API name (INN) / A®C (MHH): : Omeprazole / Omenpason
API manufacturer batch number / 13501000008701
Homep cepun aponzsonurens AQC:
FP Manufacturer API Batch number /

23070306
Homep cepuu cyberasuun nponssoguteas [JId:
APl Manufactured by & country / Esteve Quimica S.A., Spain /
{Iponssoanrens A®C, cTpauna; Dereee Kumuka C.A., Henmanus
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