LABORATORIOS LICONSA, S.A.

7))
fﬂn\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OI mm _ -O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nroayKT OME3 kancynbl KuweyHopacTteopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC75656 Narta npouseoactea 05.2023  Togex oo 04.2025
TEST / TECT REQUIREMENT / CNELU®PUKALIUA RESULT / PE3YNLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TeepAble WenaTUHOBLIe Kancynkl pasmepa N°4, Conforms / CooTBeTCTBYET
€ KpbllWeYKoi cUHero LiBeTa U Kopnycom
6enoro LBeeTa, cogepxalyue cepuyeckue
rpaHynbl ot Genoro go noytu 6enoro ¢
HenToBaTkIM 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.
OQHOPOOHOCTEL O31POBAHUA (AV) 3HauveHue AV, paccuutanHoe ansa 10 kancyn, 4,8

noniHo BkITk He Gonee 15,0 %.

3HaveHue AV, paccyutaHHoe ansa 30 kancyn,

nonxHo 6uITh He Gonee 15,0 % U copepianue

OMEenpa3sona HU B OJHON Kancyne He AOMKHO

BbIXOAWTL 3a npegens: 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).

NMOANMUHHOCTDb (B3XX) Bpemsa yAepXUBaHUA OCHOBHOIO Conforms / CooTReTcTBYET

nu1Ka Ha XpoMmaTtorpamMmme UcnbITYeMoro
pacTBopa QOMKXHO COOTBETCTBOBATh
BpemMeHu yAepXUBaHUA OCHOBHOrO NUKa

Ha XpomaTorpaMmMe CTaHOapTHOro pacTeopa
(paspen «KonuuyectBeHHOe onpeneneHue»).

Approval date (dd.mm.yyyy)/nata ogo6peHua (oa.mm.rrrr): 14.09.2023 ! .

(Signature & Date) Quality Assurance/(Moanuck/pata) cGecnedeHuskavecTsa: \\ o9 “,,_N. 3

Release by/Buinyweno Deputy Qualified Person/: d , Q W
k

(Signature & Date)/{Mopanvce/aata) Macarena Gonzélez ,, ) \ 3
Manufacturing Site/MponaroacTeeHHas nnowagka: Laboratorios Liconsa, S.A. \ \(c_
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOoOYKT OME3 kancynbl KuwevyHopacTBopuMble 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC75656 DNara npoussoactea 05.2023 Fopen no 04.2025

TEST /| TECT REQUIREMENT / CNELIM®PUKALIASA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD aetektop)

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®-cneKkTp nornoleHUs 0CHOBHOIO NUKa, Conforms / CooTBeTCTBYET
CHATLIN NpU XpomarorpadMpoBaHum
MCMBLITYEMOro pacTBopa, A0MKeH
COOTBETCTBOBaTL Y®-CNeKTpy NornoweHus
OCHOBHOIO NWUKa, CHATOMY NpK
XpomaTorpapupoBaHUu CTaHAAPTHOrO
pacTteopa (pasaen «KonuyectBeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPEAENEHUE

95,0 - 105,0 % oT 3aAaBNEHHOro cofepxaHua 98,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPENENEHUE
MI/KANCYNA

19.0 mgl/capsule to 21.0 mg/capsule
O71 19,0 mr/kancyna no 21,0 mr/kancyna 19,7 mglcap | MITKATCYINA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas cTtagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOTO cofepKaHuA 2%
C17H19N303S (omenpa3sona)

yepes 120 MyH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHan cTtagus)

not less than 80 % (Q) of label claim of

C17H19N303S {omeprazole) in 30 min.

He meHee 80 % (Q) oT 3aABneHHoOro 101 %
cogepxaHua C17H19N303S (omenpasona)

yepea 30 MUH.

RELATED SUBSTANCES
POACTBEHHbLIE NMPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpasona Kap6okcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

n
Approval date (dd.mm.yyyy)/narta opnobpenus (ag.mm.rrrr): 14.09.2023 51 \\ 1 04913 ﬂ//PV
7 £ $ ’

(Signature & Date) Quality Assurance/(Mognuct/aarta) obecneyeHuskavecTsa:
Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/pata) Macarena Gonzalez

Manufacturing Site/MpouseoacTeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

NnPOAYKT OMES3 kancynbl KuweyHopacTBopumble 20 Mr

CODE
Koa 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC75656 Nata npoussoactea 05.2023 lNonen no 04.2025
TEST / TECT REQUIREMENT / CNELUA®UKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 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
TMo6an eauHUIHASA He 6onee 0,2 % <0,1 %
HeuaeHTUdhMUMPOBaHHAA NPUMECh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He Gonee 2,0 % 0,1%

LABELING According to ND

MAPKWUPOBKA B cooTtBeTcTEUM ¢ HA. Conforms | CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemMneparype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHocCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata ogo6penus (aa.mm.rrrr): 14.09.2023
(Signature & Date) Quality Assurance/(lMoanuck/naTa) obecnedeHusKadecTea:
Release by/Bbinywero Deputy Qualified Person/:

2

(Signature & Date)/(Mopnuce/garta) Macarena Gonzalez
Manufacturing Site/MpouasoacTeeHHan nnowaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O _l_ m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

7)) LABORATORIOS LICONSA, S.A.
1

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OME3 kancynbl KALWe4yHopacTBOpuUMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC75656 Nata nponssoactea 05.2023 Foaex go 04.2025

TEST / TECT REQUIREMENT / CNELM®UKALINA 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 6nucTep 1z Conforms / CooTBeTCTBYET*
anoMUHUeBOW donbru
Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C UHCTPYKLUWEN NO MPUMEHEHUIO B NaYKy
KapTOHHYI.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C UHCTPYKUMEN NO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 1,2, 4, 8 unu 14 6nucrepoB no 7
Kancyn BMecTe C UHCTpYKUUel no
NpUMeHeHUH B NaYKy KAPTOHHYHO.
Mo 10 unu 14 kancyn 8 NBX-N3-NBOX/
AnoMuHUeBbIl 6nuvcTep.
Mo 1, 2, 3, 5, 6, 9 unu 10 6nucTtepoB no
10 Kancyn BMecTe C MHCTPYKUMel no
NPUMEHEHUID B NavKy KAPTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ MHCTPYKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND

nn-006953-180122

Ananua npoBegeH no HO: .
1n-006953-180122 1

Approval date (dd.mm.yyyy)/nata onobpeHus (on.mMm.rrrr): 14.09.2023 ﬂ\\ 4 R i

(Signature & Date) Quality Assurance/(loanucb/aaTa) obecneyeHuskavecTsa: 160125 % \~.. P U ﬂ\
Release by/Buinywero Deputy Qualified Person/: j N \.m\ﬂ

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez ) 4 \/. Cﬁ v

Manufacturing Site/lponasoacTeeHHan nnowapka: Laboratorios Liconsa, S.A. Pagelctp.4/5




Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

xﬂ//y LABORATORIOS LICONSA, S.A.
f\

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OIm_ m _O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPogyKT OME3 kancynbl KulleyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC75656 DNara npouseopctea 05.2023 lonen no 04.2025

TEST / TECT REQUIREMENT / CMIELUA®UKALIAA RESULT / PE3YNIBTAT

Notes [ HabnogeHUn
**g capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 Karicyn B 6nvcTep U2 anoMUHUEBON donbri.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKUMel Mo NpUMeHeHUIo B NaYKy KapToHHYLo.

Approval date (dd.mm.yyyy)Y/nata onobpenus (aa.mm.rrrr): 14.09.2023 \Nz \
(Signature & Date) Quality Assurance/(Moanuck/gata) oGecneyeHusikadecTsa: \ \ o
Release by/Buinyiwero Deputy Qualified Person/. \
(Signature & Date)/(Moanuck/nara) Macarena Gonzalez

Manufacturing Site/lMpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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NK/.\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O_l_m_ _ _O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelieHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KMlleYyHopacTBopuUmMble 20 mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM-006953
CEPUA : LC75656 Data npouseogctea : 05/2023

BATCH MANUFACTURING DATE

Fonen no : 04/2025 Pasmep cepuu * 348.328 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoswumm st noaTEEpKAal0, 4TO AaHHasA HGopMaLUs ABNAETCA AOCTOBEPHOI U TOYHOI. [laHHan napTuA NpoaykTa
6LINa npouaBeAeHa, BKNIoYas YNakoBKY/MapKMpPORKY U KOHTPOMNL KauecTBa, Ha YKa3aHHOM HUXe y4acTKe (yyacTkax)
B NONHOM COOTBETCTBUU ¢ TpeBoBaHUAMU GMP MecTHOro perynupytollero opraHa, cneyuduxkayuamMmu B pasperieHum
Ha MapKeTUHT CTPaHLI-MMIMOPTepa U TEXHUYECKUMU COrnalleHU MU, KOTOpLIe MOryT OkITh 3aKnIOYeHb!, UNU (ainom
cneuudpukauuu npoaykra ans MccnegyemMbix nekapcTBeHHLIX CPeacTB.

3anucu no o6paboTke, yNakoBKe U aHanuay napTuu 6k1ny NPoBepeHbl U NPU3HaHb! COOTBETCTRYIOWMMY TPeGOBaHUAM
GMP.

MapTus 6Lina npoussegexa B llaGoparopuoc JiukoHca SA., a Tam, rae NpUMEHUMO MUKpoBuonoruyeckoe
uccnegoBaHue,
oHo npoeoAauTcA B lNa6oparopuu JuesapHe 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 Labaratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

Mognuck u aara / Signature&Date: Macarena Gonzéle;
! Deputy Qualified Person

PerucrpauuoHHoe yaoctoBepeHue / Manufacturing Auth

ization: 3414E
Homep Nukoxca GMP / LICONSA GMP Number: ES/08 ¥




