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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPoaYKT OME3 kancynbl kuweyHopacTBopumbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC76196 fara npouseonctea 06.2023  Topen no 05.2025
TEST/ TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YJIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TeepAble XenaTUHOBbLIE Kancyrbl paaMmepa N°4, Conforms / CooTBeTCTBYET

€ KpbllleyKoil CUHero LBeTa U Kopnycom
Genoro UBeTa, cogepxallue cdepuyeckue

rpaHynbi ot Genoro A0 No4THn Genoro ¢

XenToBaTbIM OTTEHKOM LBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

AV calculated for 30 capsules should not
bhe more than 15.0 % and the content of
omeprazole in not a single capsule
should be outside 0.75M-1.25M.

OAHOPOAHOCTb OO3UPOBAHUA (AV)

3HaueHue AV, paccuuTadHoe ansa 10 kancyn,

9,2

LOM¥HO 6bITh He Gonee 15,0 %.
3Hauenue AV, paccuuTtadHoe ansa 30 kancyn,
OOomKHO 6LITh He 6onee 15,0 % 1 cogepxaHue

omMenpa3onaHu B O.DIO_N Kancyne He DONKHO

BbIX0AUTL 3a npepens! 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).

NOAMUHHOCTh (B3XX)

Bpems yAepHUBaHUA OCHOBHOFO

Conforms / CooTBeTCcTBYET

nKKa Ha XpomaTorpamMmmMe UCNbITYeMoro

pacTeopa QOMKHO COOTBETCTBOBATb

BpeMeHU yaepXuBaHUA OCHOBHOro nuka

Ha XpomaTorpamme CTaHAApTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpeneneHuen).

Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrr): 28.07.2023
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) obecneveHyskavecTaa:
Release by/BuinyweHo Deputy Qualified Person/: x

(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez /
Manufacturing Site/lpow3soacTeerHan 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
CEPTUOUKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaYKT OME3 kancynbl KuwevyHopacTtBopumbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76196 Data npouzsogctea 06.2023 Mopen no 05.2025

TEST /[ TECT REQUIREMENT / CNELM®UKALIAA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANMUHHOCTL 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 nornolieHUsi OCHOBHOro NUKa,
CHATHIA NpyY XpoMaTtorpaduposaHuu
UCNLITYEMOro pacTBopa, JOMmKeH
cooTEBeTcTBOBaTL Y®-cnekTpy nornoweHus
OCHOBHOTO NUKa, CHATOMY Npu
XpomartorpagupoBaH1Mn CTaHAAPTHOIO
pactBopa (paszgen «KonuuecTeeHHoe
onpegeneHue»)

Conforms / CooTReTCcTBYET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asBneHHOro cogepxaHus 102,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEOENEHUE
MF/KANCYNA

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

20,5 mglcap / M[/KATCYIA

DISSOLUTION ACID STAGE

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

PACTBOPEHMUE (KucnoTHas cragus) He Gonee 10 % oT 3asiBNeHHOro coaepwaHus 0%
C17H19N303S (omenpa3zona)
Yyepes 120 MuH

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

PACTBOPEHUE (BytepHnan cragus) He meHee 80 % (Q) oT 3anBneHHoro 97 %
copgepxaHua C17H19N303S (omenpasona)
Yyepes 30 MUH.

RELATED SUBSTANCES

POOCTBEHHLIE MPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3sona kapGokcunar He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata onobpenus (oa.MM.rrrr): 28.07.2023
(Signature & Date) Quality Assurance/([oanvce/paTa) ommommsmxsuxm;\wﬂmm_
Release by/Buinywero Deputy Qualified Person/: /!

Noe 1%

(Signature & Date)/(lMognuck/aara) Macarena Gonzélez \ [ &0 U1
Manufacturing Site/MpouasopcTeeHHan nnowapka: 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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPoayKT OMES3 kancynbl Kuwe4yHopacTeBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC76196 Nara npouseoactea 06.2023  Topen no 05.2025
TEST /| TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mo6as eguHUYHaRA He 6onee 0,2 % <0,1%
HeuaeHTUUUUPOBaHHasA NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBUM ¢ HA. Conforms / CooTreTcTBRYET
STORAGE Below 25 °C

XPAHEHUWE Mpu Temnepatype He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOK rOgHOCTHU 2ropa.

m\..v_h 50,0 7
] n\. ) )

Approval date (dd.mm.yyyy)/nara ono6peHus (aa.mm.rrrr): 28.07.2023
(Signature & Date) Quality Assurance/([Mognuck/nara) oBecnevenusikdliecTea;

Release by/Brinyweno Deputy Qualified Person/:
(Signature & Date)/(Mopnuce/nara) Macarena Gonzalez

\ 730112

Manufacturing Site/lpouarogcTeeHHan nnowagka: Laboratorios _.._mo:mm. S.A.
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) LABORATORIOS LICONSA, S.A.
/k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

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

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC76196 DNara npoussoactea 06.2023 Fopex oo 05.2025

TEST / TECT REQUIREMENT / CITELUN®UKALIAA RESULT / PE3YINILTAT

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 U3 Conforms / CooTBeTCTBYeT**
anoMUHUEBOU honbru
Mo 2 unu 20 Bnuctepos no 5 Kancyn BMecTe
C MHCTPYKUUWE Mo NPUMEHeHUI0 B Nayky
KapTOHHYO.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C UHCTPYKUMEH NO NPUMEHEHUIO B Nayky
KapTOHHY!O.
Mo1, 2, 4,8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTpYKLMel no
NpUMeHeHUIo B NavKy KapTOHHYH.
Mo 10 unu 14 kancyn e NBX-N3-NBOX/
AnoMUHUeBLIH GnucTep.
MNo1, 2, 3,5, 6,9unu 10 6nrucrepor no
10 Kancyn BMecTe C MHCTPYKLUMWel no
NPUMEHEHUIO B NavKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKLUUeii no
NpMMeHeHUI0 B NaYvKy KapTOHHYIO,

Analysis performed according ND

Inn-006953-180122

AHanuz npoeeaeH no HI: .
nn-006953-180122

7

Approval date (dd.mm.yyyy)/nara onobpenus (oa.mMm.rrrr): 28.07.2023 g/
(Signature & Date) Quality Assurance/(Mognuck/aara) ommn_._mr_m:smzm;moqmm_
Release by/BuinyweHo Deputy Qualified Person/: \\ . 5

(Signature & Date)/(Moanuce/nata) Macarena Gonzélez Vi /\\w o 2 qu Lo
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w\//w LABORATORIOS LICONSA, S.A.
A k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIUA3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl kMwe4yHopacTBOpUMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76196 Oara npouzsopgctea 06.2023  Togen oo 05.2025

TEST / TECT REQUIREMENT / CNELUM®UKALUA RESULT / PE3YIILTAT

Notes / HabnogeHus
**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 aNOMUHUEBOM onbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLMEN Mo NPUMeHeHMIo B NavKy KapTOHHYIa,

Approval date (dd.mm.yyyy)/nata ofobpeHus (aa.mm.rrrr): 28.07.2023 v L
(Signature & Date) Quality Assurance/(lMognucs/aara) obecnedeHusikayectsa:
Release by/BuinyweHo Deputy Qualified Person/: ).\\_y . "7
(Signature & Date)/(Mopgnuck/para) Macarena Gonzalez | w m.FJ m P
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