7 ) LABORATORIOS LICONSA, S.A.
g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E m 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
nPoaykKT OMES3 kancynbl Kuwe4yHopacTBopumsle 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUS LC76100 Data npoussoactea 06.2023  Togen no 05.2025
TEST / TECT REQUIREMENT / CNELUU®UKALUAA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAele XenaTuHoOBbIe Kancynkl pasmepa N°4, Conforms / CooTBeTcTBYET
[+ Kphll.ue‘-IKOﬁ CUHero uBeTa u Kopnycom
6enoro UBeTa, cofepxallue chepuyeckue
rpaHynsl ot 6enoro Ao no4tu 6enoro ¢
MenToBaTkIM 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.
OOHOPOOHOCTbL AO3UPOBAHUA (AV) 3HauveHue AV, paccyutaHHoe ansa 10 kancyn, 4.8

AomkHo 6bITk He Gonee 15,0 %.

3HayeHue AV, paccyuTaHHoe ans 30 kancyn,

AOMKHO 6bITk He Bonee 15,0 % u cogepxaHue

omenpazona H4 B OHOW Kancyne He AOMKHO

BbIX0oAWTk 2a npegensi 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).
NOONUHHOCTL (B3XX) Bpems yaepXMBaHuUsi OCHOBHOTO Conforms /| CooTBeTcTBYeET
Nnuka Ha XxpoMaTorpaMmMe UCNbLITYEMOro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUsl OCHOBHOTO NUKa
Ha XpoMarorpaMMe CTaHOApPTHOro pacTeopa
(pasgen «KonuyectBeHHOe onpegeneHuer).

Approval date (dd.mm.yyyy)/naTta ogobpeHus (og.mm.rrrr): 29.07.2023 _;K_:)*«-—f?(,f 2%
(Signature & Date) Quality Assurance/(lMognuck/gaTta) obecneveHuaxkadyecTsa: ( = ==
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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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl KuweyHopacTBopuMbie 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76100 Oata npouseoncrea 06.2023  Tlogewn no 05.2025

TEST /| TECT REQUIREMENT / CNEUA®UKALIAA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTL B3XX (DAD getekrop)

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 nornolweHuss OCHOBHOIO NUKa, Conforms / CooTBeTcTBYET
CHATBLIA NPU XpomaTorpadupoBaHuu
WUCMBITYEMOro pacTBopa, AOMKeH
COOTBeTCTBOBaThL Y®-crneKkTpy NornoLweHus
OCHOBHOTO MWKa, CHATOMY Npu
XpomaTtorpathupoBaHUU cTaHOApPTHOTO
pacTeopa (pazgen «KonuyecteeHHOe
onpepeneHue»)

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 2.2%

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE ONPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asBneHHOro coaepxaHusn 99,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / MITKAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTtHas cTtagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % ot 3aABneHHOro coaepxaHus 2%
C17H19N303S (omenpasona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3aaBneHHoro 99 %
copepxanua C17H19N303S (omenpazona)

Yyepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpa3sona Kapbokcunar

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

Approval date (dd.mm.yyyy)/nara ogobpeHus (oa.mm.rrrr): 29.07.2023 < { 252 q
(Signature & Date) Quality Assurance/{[Toanuce/garta) obecneveHusikadecTsa e )

Release by/Brinywero Deputy Qualified Person/:
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,’:—Q\) LABORATORIOS LICONSA, S.A.
(2

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl Kuwe4HopacTtBopumbie 20 mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76100 Dara npouseoactea 06.2023  Togen go 05.2025
TEST / TECT REQUIREMENT / CNEUU®WUKALIUA RESULT / PE3VYIILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumecs G He Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMban eguHUYHaRA He 6onee 0,2 % <0,1 %

HeMﬂeHTHd}MHHpOBaHHaﬂ npuMechb

TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He Gonee 2,0 % 0,1 %
LABELING According to ND
MAPKWPOBKA B cooTtBercTBUM C HIL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TeMnepartype He Bhiwe 25 °C.
SHELF-LIFE 2 years
CPOK rolHOCTHU 2 ropa.
i e
Approval date (dd.mm.yyyy)/aata ogobpenus (ag.Mm.rerr): 29.07.2023 (o -1 S\OA 23
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Release by/Beinywe+o Deputy Qualified Person/: l

(Signature & Date)/(Moanuce/nara) Macarena Gonzélez './ Y g\ .04 ,Z'S

Manufacturing Site/lpovasoacreenHas nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 3/5



(:‘:‘\\) LABORATORIOS LICONSA, S.A.
(K') Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
it 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH EI E !O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl Kuwe4yHopacTBopUMble 20 Mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC76100 Oarta npoussonctea 06.2023 Topgen o 05.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIUA

RESULT / PE3YIIbTAT

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-PVDCJ/AI
blister.
1,2,3,5, 6,9 or10 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 U3
anlMuHueBol chonbru
Mo 2 unu 20 6nuctepos no 5 Kancyn EMecTte
C UHCTPYKUMEN MO NPUMEHEHUIO B NAaYKy
KapTOHHYH.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C MHCTPYKUMEN No NPUMEHEHUIO B MaYKy
KapTOHHYO.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTPYKUUel no
NpUMeHeHUI0 B MaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AnioMuUHUeBLIl BAUcTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepor no
10 kancyn BMecTe ¢ UHCTPYKLUUWeNl no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1,2, 3,4unu 7 6nucrepoe no 14
Karncyn BMecTe ¢ UHCTPYKLUUeil no
NpUMeHeHUIO B MaYKy KapTOHHYIO.

Conforms / CooTBeTCcTBYET**

Analysis performed according ND
Nnn-006953-180122

AHanua nposegeH no HA:
nn-006953-180122

S S
Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 28.07.2023 * :-:\‘ D
(Signature & Date) Quality Assurance/(MNognuce/naTta) obecneyeHuakadecTea: e~
Release by/Buinyweno Deputy Qualified Person/: {
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’:\) LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUA3A

PRODUCT OMEZ capsules enteric-coated 20mg
MPOOYKT OMES3 kancynbi kKuwe4yHopacTBopuUMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76100 Oara npouzeoactea 06.2023 Nopen no 05.2025

TEST / TECT REQUIREMENT / CNEUMDPUKALIUA RESULT / PE3YNLTAT

Notes / HabnogeHusn
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6NUcTep U3 anOMUHUEBOMW (DONBIA.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKLIMeA Mo NpUMeHeHUIo B Nayky KapTOHHYH.,

Approval date (dd.mm.yyyy)/aarta ogobpenus (ag.mm.rrrr): 29.07.2023 ( _:"’f 21 a-+ ZJ
(Signature & Date) Quality Assurance/(lNognuce/gata) obecneveHunakadecTsa; “---—_\"'

Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuce/nara) Macarena Gonzalez VJ ’%! Lq 'Z ')

Manufacturing Site/lpouaeoacTeeHHan nnowagka: Laboratorios Liconsa, SA. '
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