f‘Q\) LABORATORIOS LICONSA, S.A.
‘(\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
NS 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

(w HE r’ﬂ @ Phone: +34 949 34 97 00
7 : Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbi KuweyHopacTBopumble 20 Mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72403 Nata npoussogctea 12.2022 Fopex po 11.2024
TEST /| TECT REQUIREMENT / CNIELAPUKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNMUCAHUE TBepable xenaTuHoBble Karncyrbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKOW CUHEro LiBeTa U KOprycom
6ernoro LBeTa, cofepxalyume cpepuyeckue
rpaHyrbl oT 6ernoro o noytu 6emnoro ¢
XenToBaTbIM OTTEHKOM LiBETa.
UNIFORMITY OF DOSAGE UNITS (AV) AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules should not

be more than 15.0 % and the content of

omeprazole in not a single capsule

should be outside 0.75M-1.25M.
OOQHOPOOHOCTb O3UPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe ansa 10 kancyn, 9,1

[OIMKHO 6bITb He Gonee 15,0 %.

3HayeHue AV, paccuutaHHoe ans 30 kancyn,

[OMKHO GbITh He 6onee 15,0 % 1 copepxaHue

omMenpasona HY B OAHON Kancyne He JOMKHO

BbIXOAUTb 3a npepensi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC) The retention time of the main peak
in the chromatogram of test solution
should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).
NOANUHHOCTb (B3XX) Bpems yaepvMBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nu1Ka Ha XxpomaTorpamme UCHbITYeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU YAepXMBaHUsi OCHOBHOIO Nuka
Ha XpomarorpamMme CTaHAapTHOro pacTeopa
(pasapen «KonuyecTBeHHOE onpepaeneHue»).

Approval date (dd.mm.yyyy)/nata ogo6perus (aa.mm.rrrr): 02.02.2023 {{:LZ =

(Signature & Date) Quality Assurance/(Mognucb/aaTa) obecneveHuskadecTsa:

Release by/Buinywero Deputy Qualified Person/: /[

(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez / “\/OOZ 01.23

Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp. 1/5
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg

nrPoaykT OMES3 kancynbl kMwevyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72403 farta npoussopcrea 12.2022 Fonen go 11.2024

TEST /| TECT REQUIREMENT / CNELWU®UKALINA RESULT / PE3YINbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOJTMHHOCTbL B3XX (DAD petektop)

UV absorbance spectrum of the main peak
recorded in the chromatography of test
solution should comply with UV
absorbance spectrum of the main peak
recorded in the chromatography of
standard solution ("Assay" section).
Y®-cnekTp normnowieHus OCHOBHOrO MuKa,
CHATBIN NpU XpomaTtorpadupoBaHuu
UCMbITYEMOro pacTBopa, AomKeH
coOTBeTCTBOBaTh Y®-CreKTpy NornoueHus
OCHOBHOIO MU1Ka, CHATOMY pu
XpomaTtorpatupoBaHuu CTaHBaPTHOro
pactBopa (pa3nen «KonuuecreseHHoe

Conforms / CooTBeTCcTBYET

onpepneneHue)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,0 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJIMYECTBEHHOE ONMPEQENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro copepXxaHus 99,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMPEOENEHUE
MF/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna

19,8 mg/cap / MI/KAMCYNA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHUE (KucnotHas ctapus) He 6onee 10 % oT 3asBneHHOro coaepxaHust 1%
C17H19N303S (omenpa3ona)
yepe3s 120 MuH

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHUE (ByepHas ctagus) He meHee 80 % (Q) oT 3asBneHHOro 97 %
copepxaHus C17H19N303S (omenpa3ona)
yepe3 30 MUH.

RELATED SUBSTANCES

POACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/gata onobpeHus (ag.mm.rrrr): 02.02.2023

(Signature & Date) Quality Assurance/(lMoanuck/naTa) obecnedeHusikadecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzélez

Manufacturing Site/MpoussoacTeeHHas nnouwaaka: Laboratorios Liconsa, S.A.
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”"\"\) LABORATORIOS LICONSA, S.A.

.(\\-,j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E mC Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPogyKT OMES3 kancynbl kuwevyHopacTBopumbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72403 Oara npoussogctea 12.2022  Topen no 11.2024
TEST / TECT REQUIREMENT / CNELUPUKALINA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6ornee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMobas eguHuyHan He 6onee 0,2 % <0,1 %
HenaeHTUULUpPOBaHHAs NPUMeChH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBetcTBUM ¢ HI. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temneparype He Bblwwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHoOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata onobpeHus (oa.mm.rrrr): 02.02.2023 (4\——
= ;/Z Cf\z. Z g

(Signature & Date) Quality Assurance/(Moanuck/aaTta) obecrneveHusikadecTsa: ——iC

Release by/Bbinywero Deputy Qualified Person/: /

Signature & Date)/(Mognucs/nata) Macarena Gonzalez A\ p N B
(Sig )(Moanucs/nara) or.ov. >

Manufacturing Site/MpounasoacTeeHHas nnotwaaka: Laboratorios Liconsa, S.A. / Page/ctp. 3 /5



’;\\) LABORATORIOS LICONSA, S.A.
I(\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
R 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

(z% H E H’T‘n @ Phone: +34 949 34 97 00
g Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAITUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl kMwevyHopacTBopuMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC72403 Marta npoussoactea 12.2022 Fopen no 11.2024

TEST/ TECT REQUIREMENT / CIIELIU®PUKALINA RESULT / PE3YJIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leaflet in a
carton.
5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton.
10 or 14 capsules in PVC-PE-PVDC/AI
blister.
1,2, 3,5,6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.
1,2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep 13 Conforms / CooTBeTCcTBYET*"
anoMuHueBon gonbru
Mo 2 unu 20 6nucTtepoB no 5 kancyn BMecTe
C MHCTPYKUUEN No NpUMEHEHUI0 B NaykKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepor no 6 kancyn BmecTe
C UHCTPYKLUEl MO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe C UHCTPYKLUen no
npyYMeHeHUIo B NaYvKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBBIN bniucTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrtepor no
10 kancyn BMecTe C MHCTPYKUUEN no
NPUMeHeHUI0 B NayKy KAPTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe C UHCTPYKLUen no
NpPUMeHeHUIo B Nayky KapTOHHYIO.

Analysis performed according ND
1Mn-006953-180122

AHanu3s npoBegeH no HA:
IMn-006953-180122

Approval date (dd.mm.yyyy)/aata ofgobpenus (oa.mm.rrrr): 02.02.2023 —
(Signature & Date) Quality Assurance/(lMognuck/aaTa) obecrneveHuska4yecTsa: (ff ,2,(7(27 2
Release by/Buinyiwero Deputy Qualified Person/: ¢ )
(Signature & Date)/(Mopnuck/nara) Macarena Gonzélez 10 s
/ Cor.en>

Manufacturing Site/[MpoussoacteeHHas nnowazgka: Laboratorios Liconsa, S.A.  / Page/ctp. 4 /5



Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH EI I I@ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

f\“\) LABORATORIOS LICONSA, S.A.
\/

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbi kuwevHopacTeopumMmbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC72403 Oata npouseogcrea 12.2022 Fopen oo 11.2024

TEST / TECT REQUIREMENT / CMIELIMPUKALIAA RESULT / PE3YNBbTAT

Notes / HabnopeHUs
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 karicyn B 6nuctep U3 antoMyHUeBon onbru.
Mo 5 6nucTepoB o 6 karncyrn BMecTe ¢ UHCTPYKLUe Mo npuMeHeHUIo B Navky KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata ogobpeHus (aa.mm.rrrr): 02.02.2023 )
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHusaKkavecTsa: A = )
Release by/Bbinywero Deputy Qualified Person/: ——eSLLS
(Signature & Date)/(Moanuck/narta) Macarena Gonzéalez / )
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Manufacturing Site/Mpou3sBofcTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



”,“'Q\) LABORATORIOS LICONSA, S.A.

l(\g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

= Y a aVa i
CHEMO Fax: 134 94920 60 37

PaspelieHue Ha BbiNMyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuiueyHopacTBopuMbie 20 Mr

PRODUCT

komd : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPUA : LC72403 [lata npoussogctea : 12/2022

BATCH MANUFACTURING DATE

Fonen mo : 11/2024 Pasmep cepum : 332.208 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum s nogTBepxaalo, YTo AaHHas UHGOPMaLUs sIBIISieTCs [OCTOBEPHON U TOUHOI. [laHHas napTus NpoayKTa
6bina npousseneHa, BKIOYasl ynakoBKy/MapKUpPOBKY U KOHTPOIb KauecTBa, Ha yKka3aHHOM HUXe yyacTke (y4acTKax)

B NMOMIHOM COOTBETCTBUM ¢ TpeboBaHuaMU GMP mMecTHOro perynupytoliero opraHa, crieludpukaymsiMu B paspelneHun
Ha MapKeTUHI CTPaHLI-MMNOPTepa U TeXHUYECKUMU COrnalleHUsIMU, KOTOPbie MOTYT GbITk 3aKrnioUeHbl, Unu annom
cneundpukauum npoaykra ana UccnenyemMbix nekapcTBeHHbLIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanuay napTuu 6binu NpoBepeHsl U MPU3HaHbI COOTBETCTRYIOLWUMYU TPEe6OBaHUAM
GMP.

MapTus 6bIna npousseaeHa B Nla6oparopuoc fNukoHca SA., a Tam, rae NPUMEHMMO MUKpoBuonoruyeckoe
uccrenoBaHue,
OoHo npoBoauTcs B llabopaTtopun dueBapHe SA.

| hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the below mentioned site (s) in full compliance with the GMP requirements of the
local Regulatory Authority, with the specifications in the Marketing Authorization of the importing country and with technical
agreements that might be in place or product specification file for Investigational Medicinal Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The batch has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

Moanuck v gata/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JTukoHca GMP / LICONSA GMP Number: ES/085HVI/19



