fﬁ\\) LABORATORIOS LICONSA, S.A.

/4 Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OMES3 kancynbl KuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71020 [ata npoussoactea 10.2022  Topen no 09.2024
TEST /| TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTuHoBbIe Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpblLLIeYyKol CUHEro LiBeTa U Koprnycom
6ernoro uBeTa, coaepxaliue cepuyeckue
rpaHynbl oT 6enoro Ao noyTtu 6enoro ¢
enToBaTbIM 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.
OJHOPOOHOCTb JO3UPOBAHUA (AV) 3HayeHue AV, paccuutaHHoe ans 10 kancyn, 3,4

AOMKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,

[OMKHO GbITb He 6onee 15,0 % u cogepxaHue

oMernpa3sorna HU B OAHOI Kancyrne He AOMKHO

BbLIXOAUTHb 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).
MNOANTMHHOCTb (B3XX) Bpems yaepXuBaHUsi OCHOBHOIoO Conforms / CooTBeTCTBYET
nuKa Ha XxpomaTtorpamMmmMe UcCnbITyeMoro
pacTBopa [OMKXHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOrO Nuka
Ha XpomaTtorpamme cTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOe onpefeneHue»).
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Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

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

(,"\\) LABORATORIOS LICONSA, S.A.
st

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykKT OME3 kancynbl Kuwe4yHopacTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71020 Oata npouseoactea 10.2022  Topen no 09.2024

TEST /| TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YNbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANUHHOCTbL B3XX (DAD petekTop) Y®-cnekTp normnoieHuss OCHOBHOro Nuka, Conforms / CooTBeTCTBYET
CHATLIA Npu xpomarorpadupoBaHuu
UCMbITYeMOro pacTBopa, AOMKeH
COOTBeTCTBOBaThL Y®P-cnieKTpy NnornoweHus
OCHOBHOrO NUKa, CHATOMY Nnpu
XpomarorpadupoBaHuu CTaHAAPTHOTO
pactBopa (pasgen «KonuyecteeHHoe

onpeaenexHne)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 22%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWYECTBEHHOE OMPEAENEHUE 95,0 - 105,0 % oT 3asiBMEeHHOro coaepXaHus 99,5 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / MI/KATICYIA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctagus) He 6onee 10 % oT 3aABNEeHHOro cofepxaHus 1%
C17H19N303S (omenpa3ona)
yepe3 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas cragus) He meHee 80 % (Q) ot 3asBneHHOro 98 %
coaepxanusi C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES

POACTBEHHbLIE NMPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kapbokcunar He 6onee 1,0 % <0,1 %
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("\\) LABORATORIOS LICONSA, S.A.
&;f Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancynbl kuwe4vHopacTBopuMble 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71020 Nata npouseoactea 10.2022  Topen no 09.2024
TEST / TECT REQUIREMENT / CNELUU®PUKALUA 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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eauHUYHan He Gonee 0,2 % <0,1%
HeupeHTUULUpOBaHHasA NpUMech
TOTAL IMPURITIES not more than 2.0 %
CymMa npumecen He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKUPOBKA B cootBeTcTBUM ¢ H. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE MNpu TeMnepaType He Bbiwwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.
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("\\) LABORATORIOS LICONSA, S.A.
(\\// Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

C H E 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
nPodyKT OMES3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC71020 Oara npouseoactea 10.2022  Topen no 09.2024

TEST/ TECT REQUIREMENT / CMELIU®UKALIUA 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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep 13 Conforms / CooTBeTCcTBYeT**
anoMuUHUeBOI donbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C MHCTPYKUUE No NPUMEHEHUI0 B NavKy
KapTOHHYIO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C MHCTPYKLUUEIA NO NMPUMEHEHUIO B NaYKy
KapTOHHYH0.
Mo 1, 2, 4, 8 unu 14 6nucrepor no 7
Kancyn BMecTe C UHCTpYKLUel no
npUMeHeHUI0 B NavKy KapTOHHYHO.
Mo 10 unu 14 kancyn B MBX-N3-NBAX/
AnoMUHUEBbLIN 6nucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe C UHCTPYKLUel no
nNpYMeHEHUI0 B NavKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karcyn BMecTe C UHCTpYKuuei no
npyYMeHeHUIo B NavKy KapTOHHYHO.

Analysis performed according ND
Jrn-006953-180122

AHanus npoBsegeH no HA:
J1M-006953-180122
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(f«'\\) LABORATORIOS LICONSA, S.A.
:\J Avda Miralcampo 7. Polig Ind. de Miralcampo
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C H E mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPooyKT OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71020 Narta npoussoactea 10.2022 Fopen no 09.2024

TEST / TECT REQUIREMENT / CMELU®UKALIUA RESULT / PE3YNbTAT

Notes / HabnrogeHus
** § 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 anloMUHMeBOW honbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLUEN No NpUMeHeHUIo B Navky KapTOHHYto.
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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 mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICADO DE CONFORMIDAD
CERTIFICATE OF COMPLIANCE

PRODUCTO : OME3 Kancynbl Kuwe4yHopacTBopumbie 20 Mr

PRODUCT

cODIGO : 231903 Market : Russia

CODE MA NUMBER : J1M-006953

LOTE : LC71020 FECHA DE FABRICACION : 10/2022
BATCH MANUFACTURING DATE

FECHA DE CADUCIDAD : 09/2024 CANTIDAD : 347.904 UN
EXPIRY DATE AMOUNT

OMEZ capsules enteric-coated 20mg

Por la presente se certifica que la informacién aportada es real y precisa. El lote de producto ha sido
fabricado, incluidas las fases de acondicionamiento/etiquetado y andlisis en el/los lugar/es abajo
indicadol/s en conformidad con los requerimientos GMP/NCF vigentes por las autoridades regulatorias
locales, de acuerdo a la autorizacién de comercializacién del pais importador o a las especificaciones
de Producto en Investigacién Médica.

Los registros de los procesos de fabricacién, acondicionamiento y analisis han sido revisados y se
encuentran en conformidad con la normativa GMP/NCF.

El lote ha sido fabricado en Laboratorios Liconsa, SA y cuando el ensayo de microbiologia aplique,
éste es realizado en el Laboratorio Echevarne, 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 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, where microbiological test is applicable
it is performed at Laboratorio Echevarne, SA.

\?LB 7 24 Pk

Firma y fecha / Signature&Date: Macarena Gonzalez
Director Técnico Suplente / Deputy Qualified Person

Manufacturing Authorization: 3414E
LICONSA GMP Number: ES/085HVI/19



