CEPTUPUKAT AHATM3A KOHEYHOTO

SOFARIMEX NPOYKTA

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

IIpoaykT / Product:  Ome3®, iHOGHIN3AT AJIM IPHIOTOBJICHHS pacTBOpa AJIs1 HHpY3Hi,
40 mr / Omez, lyophilized powder for infusion 40 mg

Jara npoussoactea / Manufacture date: 01/2026 IlponsBoncTBeHHas cepusi / Batch Ne: 66391
Cpok rognoctn /Expire date: 01/2028 Oobem cepun/ Batch Quantity: 48764
AHaJIH3 npoBefieH B cooTBeTcTBHH ¢ HJL: /

Analysis performed in accordance with ND: JI[1-Ne(009938)-(PI'-RU)-240425

Labeling and artworks approved: / MapkupoBka n MaKkeTbl yTBep#aeHbl: 24.04.2025

JaTa nony4enusi/ Reception date: ITpoToxon anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIIBITAHUSI/TESTS CIIEHUDOUKALTUHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder. / Benblii WM MoYTH .
Oenblif THOQUIK3AT B BUIIE TOPHCTOH Macchl Complies / CooTsetcTByeT
WJIM €€ YacTeM, WM B BUJE MOPOILIKa.

2. Description of solution / Onucanue
pacTBOpa

-Clarity /npo3pauHocTs Solution should be clear or the opalescence of Complies / CooTBeTCTBYET
the solution must not exceed the opalescence
of the reference solution I. / PacTBop nomien
ObITb  TIPO3pauyHbIM  WIH  OManecLEeHIHA
pacTBOpa He JIOJDKHA NpeBbILIATH
onaJieclieHLHI0 3TaJIoHHOTO pacTeopa 1.
0.0071
- Absorbance / mornoieHue The optical density of the solution should be
not more than 0.30. / OnTHueckas MIOTHOCTb
pacTBOpa nomkHa ObiTe He Oonee 0,30.

3. Identification / IToxiHHHOCTH The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
HPLC/ BOXKX peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ Bpemsi yIepKMBaHMs OCHOBHOIO MHKa Ha
XPOMAaTOrpaMMe  UCILITYEMOIO  pacTBopa
TIOIKHO COOTBETCTBOBATh BpEMEeHHU
YAECPKUBAHUS OCHOBHOIO rH1Ka Ha | Positive / TTonokuTeNbHBII
XpoMarorpaMMe — pacTBOpa  CTaHJapTHOrO
oOpasua omernpasona (paznen
«KonnuecTBeHHOE ONIpENEIEHHE)

The UV - spectrum of the major peak on the
HPLC (DAD)* / BKX(IMJI)* chromatogram of the test solution shm.}ld
correspond to the UV- spectrum of the major | pgsitive / [lonoxuTenbHbIE
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). / Y-
CHEKTp OCHOBHOTO INHKAa HAa XpoMaTorpamme
HCTIBITYEMOI 0 pacTBopa JOKEH
COOTBETCTBOBaTh Y ®d-CHEKTPY OCHOBHOIO
nUKa  Ha  XpoMaTorpaMMe  pacTBopa
crangapTHoro ofpa3sua omenpasona (pasgen
«KonuyecTBeHHOE ONpeeneHHE).
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUOUKAT AHAZIU3A KOHEYHOTO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

Ipoaykr / Product:

OMe3®, THo(HIH3AT /151 IPUIOTOBJIEHHS pacTBopa 1t uHby3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoacrea / Manufacture date: 01/2026
Cpoxk roasoctn /Expire date: 01/2028

AHa/iu3 npoeeeH B coorBercTBHH ¢ HJL: /
Analysis performed in accordance with ND: JITT-Ne(009938)-(PT-RU)-240425
Labeling and artworks approved: / MapkupOBKa H MaKeThl yTBeps/aeHbl: 24.04.2025

INpoussoacTeeHHas cepus / Batch Ne: 66391

Oo6bem cepun/ Batch Quantity: 48764

Hata nony4yenusi/ Reception date:

MpoTtokon anaausza Ne / Analitical protocol N° SRAS-7Y4EHA.10

HCIIBITAHUSI/TESTS CHELUOUKAITUU/SPECIFICATIONS | PE3YJBTATBI/RESULTS
4. Average weight of the vial content* |44.19mg + 5% (from 42.0mg to 46.4mg) /
/ CpeaHsisi Macca COAepRUMOro 44,19mr + 5% (42,0Mr — 46,4Mr) 45.73 mg
dbaakona*
5. pH of the solution / pH pacteopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Bona Not more than 6.0% / He 6onee 6,0 % 250,
7. Particular matter / Mexanuueckne | Visible particles / Buaumble 4acTHIIBL:
BKJIOUYEeHHS According to requirements /
B cootBeTcTBUM ¢ TpeOOBAaHHAMH. Absent / Orcyrersyer
Subvisible particles / HeBuaumMble YaCTHULIbI:
> 10pum particles — not more than 6000/ vial
/ yacTuLbl pazmMepom > 10 MKM - He Gonee 169
6000 Ha ¢nakoH;
> 25um particles — not more than 600/vial /
YaCTHIBI pa3MepoM > 25 MkM - He Gonee 600 7
Ha (nakoH
8. Related substances / PoacTBeHHble
npUMecH ND
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%;
- impurity E /mpumecs E; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; <LQ
- impurity 2 / npumecs 2; Not more than 0.5%/ He Gonee 0,5%; h
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. ND
eIMHUYHAS HeWIeHTH(HLIUPOBAHHAA
npUMech
Total impurities / Not more than 1.5% / He 6onee 1,5%.
Cymma npumeceit <AL06%
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakTepHabLHbIE YHAOTOKCHHBI <5.83 EU/mg

Bonee 5,83 ED/mr omenpasona.

10. Sterility / CtepuiibHOCTD

The product should be sterile / IIpenapar
J0J1KeH OBITh CTEPHIIBHBIM.,

Sterile / CtepuibHblii

11. Uniformity of dosage units /
OnHOpOAHOCTH A03HPOBAHHA

Acceptance value (AV) should be not more
than 15.0 / [Tokasatens npueMneMocTh (AV)
noikeH ObiTh He Gonee 15,0.

Complies / COOTBETCTBYET

12. Assay / KonuuecTBeHHOE
onpeaesieHHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 420 mg
Ci7H9N3038 (omeprazole) in vial). /

Or 93% mno 105% oOT HOMHUHAJIBHOTO
cojiepxkanus omenpasona (ot 37,2 mr o 42,0
mr C17H1oN303S (oMenpa3zon) Bo ¢rakone).

41.9 mg
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CEPTUDUKAT AHANN3A KOHEYHOIO

MPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

Ilpoaykr / Product:  OMe3®, 1HOGHIU3AT AJIS IPUTOTOBJIEHUS pacTBOpa iA MHpYy3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jlata npou3Boactea / Manufacture date: 01/2026
Cpox ronHoctn /Expire date: 01/2028

AHaJIH3 NpoBeeH B cooTBeTcTBHH ¢ HJL: /
Analysis performed in accordance with ND: JIIT1-Ne(009938)-(PI"-RU)-240425
Labeling and artworks approved: / MapkupoBka u MaKeThl yTBepxaensl; 24.04.2025

IMpousBoncTeennas cepus / Batch Ne: 66391
O6nem cepun/ Batch Quantity: 48764

Jata noayuenusi/ Reception date: ITpoTokon ananusa Ne/ Analitical protocol N° SRAS-7Y4EHA.10

HUCIIBITAHUA/TESTS CHNEHUOHKALIHUHU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS

13. Package description / Onucanue
YNaKOBKH

The product is filled in a clear transparent
glass vial type 1 (Ph. Eur) closed with
chlorobutyl stopper and sealed with an
aluminum flip-off seal with plastic cap. Each
vial is packed into a carton package along with
patient information leaflet. / Tlpenapar Bo

(uarone w3 decusernoro npospaunoro crexia | Complies / CooTBeTCTBYET

THna [ (Ph. Eur.). YKYNOPEHHbII
XJIOpOY THI0BOH NpodKoit, 00KATBI i
AJNOMHHHEBBIM KOJITTA4KOM c

NPEI0XPAHHTENBLHON NNACTHKOBOH KPbILIKOH.
Kanabiii uiakoH BMecTe © MHCTPYKLHEH 110
MPUMEHEHHIO MOMELLEH B NAYKY KAPTOHHYIO.

In accordance with section 1.3.2 of Module 1
of the registration dossier. / B cooTBeTcTBHY €
paznenom 1.3.2. Moayas | perucTpanionnoro
JIOCKE.

14. Labeling / MapkupoBka

Complies / CooTBeTcTBYET

In place protected from light, below 25°C. / B 3auumeHHOM OT cBeTa MecTe
NpH TeMmeparype He Boiuie 25°C.

15. Storage conditions / YcioBus
XpaHeHHs!

16. Shelf-life (storage) / Cpok
TOHOCTH (CPOK XpaHeHHs)

2 years / 2 rona

* Tests are not performed during stability studies. Company guarantees product quality for these parameters.
/' * Henolmanus ne npogodsmcesi npu uzydenuu cmabunsHocmu npenapama. Komnanus zapanmupyem
Kayecmao nPOOYKYUY o SMuUM RAPAMEMPAam.

API name / HaumenoBanne ADC: Omeprazole / Omenpaszon

INN / MHH: Omeprazole / Omenpason

API manufacturer batch number /

Homep cepuu npoussoauteis ADC: 10030-P58/400004

FP Manufacturer API Batch number /
Homep cepuu cydcTanuuu npouspoaurtens [JID:

25060117

API Manufactured by & country /
IMpoussoautenns A®C, cTpana:

Esteve Quimica S.A., Spain / Dcrese Kumuka
C.A., Ucnanus

Name, address, authorization No. for FP manufacturing site /
Control site / Release site /

HaunmeHoBaHHe, aapec, THLEH3USA 15

HpOHCiBOI[CTBeHHBH mjaomaaka / H.rlmuamca KOHTpOJIs
kadecTsa / Ilomanka Beinycka

Sofarimex - Industria Quimica e Farmacéutica,
S.A., Portugal, Av. Das Industrias - Alto do
Colaride, Cacem, 2735-213, Portugal (License
N.°: F027/001/2024) / Codapumekc - Muayctpus
Kumuka 3 @apmacystuka, C.A., [Toptyranus,
AB. pmac Hunyctpuac - Aneto ne Konapune,
Kacem, 2735-213, [Ilopryramus (JluueH3us
Ne F027/001/2024)
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- CEPTUOUKAT AHANIM3A KOHEYHOTO
SOFARIMEX NPOAYKTA

FINISHED PRODUCT CERTIFICATE

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of produc
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (F027/001/2024 of 2024-02-02) and requirements to the
medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3aKI0ueHHe O COOTBETCTBHM: «HacTOSIMM s NOATBEPXKIAl0, YTO MPHBEICHHAs Bbllue HHpOpPMAlMs HAB/IACTCS
JOCTOBEpPHOI1 M TouHOl. DTa cepys NPOAYKIMH NPOM3Be/IeHA (BKIIOUAA YIIAKOBKY (MapKMpOBKY) H KOHTPOJIb KauecTBa) He
BHIIIEYKA3aHHOH MNPOM3BOJACTBEHHOH IUI0WANKE (m1omaaKkax) B TOJHOM COOTBETCTBHM ¢ TpeGoBanuamu Ilpasun
HaanexalleH NMPOM3BOACTBEHHOH MPAKTUKM EBPasHACKOro 3KOHOMHYECKOIO COHO3A (F027/001/2024 of 2024-02-02) v
Tpe6OBaHUAMM KOHTPOJIS KayeCTBa JICKAPCTBEHHBIX CPEACTB, a TakKe B COOTBETCTBHH CO crielH(hHKaLHAMH,
coZepKAIMMUCA B PErMCTPALIOHHOM JOChE CTPaHbl-MMIOpTepa. 3amucH N0 MNPOM3BOACTBY, YNAKOBKE M aHAIN3)
TNpPOBEpEHbl, H YCTAHOBICHO HX COOTBETCTBME TPEOOBAHMAM IMpapun Hammexalleil NPOHU3BOACTBEHHOH IpPaKTHKE
EBpazuiickoro 3kKOHOMHUECKOTO COKO3a».

Pe3yibTaThl aHATH30B: /ﬁ/%) }'\( P Pewenue OTK: - j
Analytical results: 5/) / i Quality Assurance Decision: ‘ ,.g_gab{z(\
Jlara / Date : l 1031 202 o

L=

Jata / Date : - /(/S/ 22s
f_

P
HavansHuk nabopatopuu / i@boratory Ma'nagg"r%{‘vuwk OrteetcTBeHHoe nuuo / Qualified Person
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