{

N’

G\-\) LABORATORIOS LICONSA, S.A.

\J Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

CH E rﬂ Q 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 kancyrnbl kuweyHopacTtBopuUMble 20 mr

CODE
Kkon 231903

BATCH Manufacturing Date:

CEPUA LC67961 Oara npouseopctea 05.2022

Expire Date:

Nopen no 04.2024

TEST / TECT REQUIREMENT / CMELIU®PUKALINA

RESULT / PE3YIIbTAT

APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical

granules.

OMNMUCAHUE TBepAble XenaTuHoBble Kancynbl pa3mMepa N°4,

C KpbILLeYKol CUHero LBeTa U Koprnycom
6enoro LBeTa, cofepxalyve cpepuieckme
rpaHynbl oT 6ernoro [0 noyTu 6ernoro c

XKenrtoBaTtbIM OTTEHKOM LiBeTa.

Conforms / CooTBeTCTBYET

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.

OOHOPOOHOCTb AO3UPOBAHUS (AV) 3HaueHue AV, paccuutaHHoe gns 10 kancyn,

[OMKHO ObITb He 6onee 15,0 %.

3HauveHue AV, paccuutaHHoe gns 30 kancyn,
LomkHo 6bITh He 6onee 15,0 % u coaepxaHue
omMernpasorna Hu B OQHOM Karncyrne He [OMKHO
BbIXoAUTb 3a npegens! 0,75M-1,25M.

7,6

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).

NOANTMHHOCTb (B3XXX) Bpemsi yaepXuBaHUsi O0CHOBHOIo
nu1Ka Ha xpomartorpaMmMe UCMbITYeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh

BpeMeHU yAepX1MBaHUsl OCHOBHOIO NUKa
Ha XpomaTorpaMme CTaHA@pPTHOro pacTeopa
(pa3pen «KonuuecTBeHHOe onpeaerieHue»).

Conforms / CooTBeTCTBYET

'r",:./: X2 /N2 )
) HI0CL.

Approval date (dd.mm.yyyy)/nata ogo6peHus (aa.mm.rrrr): 07.10.2022

(Signature & Date) Quality Assurance/(Moanuck/nata) obecneyeHusikayecTsa:

Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Cristina Benedicto Ibaiiez N
Manufacturing Site/lNpou3ssoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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
CEPTUOPUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES kancynbl kuweuHopacTBopuMbie 20 mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC67961 Hara npoussoncrea 05.2022 Fopex oo 04.2024

TEST / TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTbL 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®-criekTp normnoileHUsi OCHOBHOrIO MnuKa, Conforms / CooTBeTCTBYeET
CHATBIW NpU XpomaTorpadrposaHuu
UCMbITYEMOro pacTBopa, JOJHKeH
COOTBeTCTBOBaTL Y®-CrNeKTpy nornoweHus
OCHOBHOFO NUKa, CHATOMY Npu
XpomartorpadgrpoBaHUM CTaHOAPTHOrO
pacTtBopa (pasgen «KonuuecteeHHoe

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

KONMYECTBEHHOE OMPEAENEHUE

95,0 - 105,0 % oT 3asBneHHOro cogepXaHus 100,3 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE ONPEAENEHUE
Mr/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,1 mg/cap | M[/KATCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % ot 3asiBneHHOro cogepxaHus 2%
C17H19N303S (omenpazona)

Yyepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHWUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asiBneHHoro 96 %
conepxanua C17H19N303S (omenpasorna)

Yyepe3s 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/narta ono6peHus (aa.mm.rrrr): 07.10.2022
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(Signature & Date) Quality Assurance/(Mognuck/naTa) obecnedeHuskadecTsa:

Release by/Brinywero Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/pata) Cristina Benedicto Ibafiez e
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CHEMO

LABORATORIOS LICONSA, S.A.

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
CEPTUOPUKAT AHATU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPOAYKT OMES3 kancynbl kuweyHopacTtBopuMbie 20 Mr

CODE
Koq, 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC67961 DHara npouseopctea 05.2022 Fopen no 04.2024
TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6ornee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INo6as eguHUYHas He 6onee 0,2 % <0,1 %
HeupeHTU(ULUPOBaAHHAs NMPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUU ¢ H]. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK TOOHOCTHU 2 ropa.
g
S mMN77
SHF 02

Approval date (dd.mm.yyyy)/nata ogo6penus (ag.mm.rrrr): 07.10.2022
(Signature & Date) Quality Assurance/(lMognuck/aaTa) obecneyeHusikadecTsa:

Release by/BuinywieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuce/garta) Cristina Benedicto Ibaiiez

Manufacturing Site/lMpov3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

7))
(v Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIUA3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl kuweyHopacTtBopumMble 20 Mr

CODE
Kon, 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC67961 Dara npousesopcrtea 05.2022 Fopen no 04.2024

TEST/ TECT REQUIREMENT / CNELIM®UKALIUA

RESULT / PE3YNIbTAT

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 6nucTep U3
antoMuUHUeBoW donbru
Mo 2 unu 20 6nucTtepoB no 5 kancyn BmecTe
C UHCTPYKLUUEN MO NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C UHCTPYKLUEN Mo NPpUMeHEHUI0 B MaYKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nucrepos no 7
Karcyn BMecTe C UHCTPYKLME No
NPUMeEHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMUHUEBLIV 6nucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe ¢ MHCTPYKUUeu no
NPUMEHEHUIO B NAYKy KapTOHHYH.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe C UHCTPYKLuel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Conforms / CooTBeTCcTBYET **

Analysis performed according ND
J1Nn-006953-180122
AHanu3s npoeepeH no HA:
In-006953-180122 C "'/'7,‘ e / )
Q/F (1 / {
) / 3 J L

Approval date (dd.mm.yyyy)/aata ogo6perus (oa.Mm.rrrr): 07.10.2022
(Signature & Date) Quality Assurance/(Mognuck/aata) obecrneveHuskadecrsa:
Release by/BrinyiieHo Deputy Qualified Person/:

5 e\ .
(Signature & Date)/(lMognuck/nata) Cristina Benedicto Ibafiez Ll Wl o
Manufacturing Site/lMpon3soacTBeHHas nnowaaka: Laboratorios Liconsa, S.A.
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Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

CH El ' .O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

’\\) LABORATORIOS LICONSA, S.A.
 § k—)

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykKT OMES kancyrnbl kuwe4yHopacTBopUMble 20 Mr

CODE

Kon, 231903

BATCH Manufacturing Date: Expire Date:

CEPU4 LC67961 Dara npoussogcrea 05.2022 lopen pno 04.2024

TEST / TECT REQUIREMENT / CMELU®UKALINA RESULT / PE3YIIbTAT

Notes / HaGnogeHus
**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 antOMUHUEBOM (ornbIu.
Mo 5 6niucTepoB no 6 Karncyn BMecTe ¢ UHCTPYKLIUEl Mo NPUMeHeHUIo B NavKy KapToOHHYHO

/ /’/,/ . INP7
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Approval date (dd.mm.yyyy)/nata ogo6perust (ag.mm.rrrr): 07.10.2022

(Signature & Date) Quality Assurance/(Moanucs/aarta) ob6ecneyeHusikadecTsa:

Release by/Beinyuiero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/paata) Cristina Benedicto Ibafiez Ll B EC:ET~J P O3 A0 ey

Manufacturing Site/MpoussoacTeeHHas nrowaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



f\"‘?\) LABORATORIOS LICONSA, S.A.

‘(\\, Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
. . 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
((\ H F’ E \H g\)) Phone: +34 949 34 97 00
v I e § vt Fax: +34 949 26 68 37

Pa3spelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbi KuwevyHopacTBopumMble 20 Mr

PRODUCT

Kop: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC67961 Jara npoussogctea : 05/2022

BATCH MANUFACTURING DATE

Fogen go : 04/2024 Pasmep cepun : 343.528 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswuwm st noaTBepxaalo, 4To AaHHasi MH(OPMAaLMs SIBMSIETCS JOCTOBEPHON U TOUHOIA. [laHHasi napTusi NpofyKTa
6b1na npouseeeHa, BKNIOYas YnakoBKy/MapKupoBKy 1 KOHTPOIb Ka4ecTBa, Ha YKa3aHHOM HUKe y4acTke (Y4acTKax)

B MOJIHOM COOTBETCTBUM € TpeboBaHUAMU GMP MecTHOro perynupyoLiero oprata, crieuudpukauusMmu B paspelueHum
Ha MapKeTUHI CTPaHbI-MMNOPTEpa U TeXHUYECKUMU CornalleHUsIMU, KOTopble MOryT GbITh 3aKroYeHbl, Unu dainom
cneuudmkauum npoaykra ans Mccrnenyembix nNeKapcTBeHHLIX CPeacTB.

3anucu no o6paboTke, ynakoBKe U aHaN13y NapTUX Gbinu NPOBEPeHbI U NPU3HaHbI COOTBETCTRYIOWMMU TPEGOBAHUSM
GMP.

MapTus 6b1na npouseeneHa B JlaGopatopuoc fMukoHca SA., a Tam, rae NPUMEHUMO MUKPOGUONOrMYeckoe

uccriefoBaHue,
OHo npoeoauTcs B JlTabopaTopuu dueBapHe SA.

I 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.

PRt — —n OY\D> w0

Moanuck u para / Signature&Date: Cristina Benedicto Ibafiez
I Deputy Qualified Person

PervctpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep fukoHca GMP / LICONSA GMP Number: ES/085HVI/19



