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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OME3 kancyrnbl KulieyHopacTtsopumbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC84198 Nara npouseoactea 06.2024 Fopen no 05.2026

TEST /| TECT REQUIREMENT / CNEUU®UKALIUA RESULT / PE3YIIbTAT
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 NO3UPOBAHUA (AV) 3HauveHue AV, paccuuTtaHHoe ans 10 kancyn, 4,8

[OMKHO 6bITh He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe ansa 30 kancyn,

[OIMKHO 6LITh He Gonee 15,0 % 1 copepxaHue

oMenpa3sona HU B OIHOI Karncyre He [OMKHO

BbIXOAUTHL 3a npegenbi 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).
MOANUHHOCTb (B3XX) BpeMs yaepxuBaHUsi 0CHOBHOrO Conform
nuKa Ha XpomaTorpamme UCNbLITYyemMoro
pacTBoOpa AOMKHO COOTBETCTBOBATbL
BpeMeHU yaepXuUBaHUA OCHOBHOTO NuKa
Ha XpoMaTtorpaMme CTaHAapTHOro pacTeopa
(pasgen «KonuuecTBeHHOe onpeaeneHue»).

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).

NOANMMHHOCTbL B3XX (DAD peTekTtop) Y®-cneKkTp normnoleHUsi OCHOBHOrO Nuka, Conform
CHSITbIN NpU XpoMaTorpadupoBaHuu
UCMbITYeMOro pacTBopa, AOMmMKeH
cooTBeTCcTBOBaTh Y®P-crneKTpy nornoijeHus
OCHOBHOTO MNUKa, CHATOMY Npu
xpomaTorpadpoBaHuU CTaHAAPTHOro
pactBopa (pasaen «KonuyecrtseHHoe

onpeperneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
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"\\) LABORATORIOS LICONSA, S.A.
K\a Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl KuweyHopacTBopumMble 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84198 Mara npouseoactea 06.2024  Topen no 05.2026
TEST / TECT REQUIREMENT / CNELIUPUKALINA RESULT / PE3YIIbTAT
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMMYECTBEHHOE OMNPEAENEHUE 95,0 - 105,0 % OT 3asBNeHHOro coaepxaHus 99,5 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOJIMMECTBEHHOE OMPEOEJIEHUE Ot 19,0 mr/kancyna po 21,0 mr/kancyna 19,9 mr/kan
MI/KAMCYNA
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE OMNPEQENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna Conform
MI/KAMCYIA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctagus) He Gonee 10 % oT 3aABMNeHHOro coaepXaHusi 1%
C17H19N303S (omenpa3ona)
yepe3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cTanus) He meHee 80 % (Q) ot 3asiBneHHOro 98 %

copepxanus C17H19N303S (omenpasona)
yepes 30 MUH.

RELATED SUBSTANCES

POOCTBEHHbLIE MPUMECHU Conform
OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %
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 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %

IMPURITY

IMo6an eauHuUYHan He 6onee 0,2 % <0,1 %

HenaeHTU(UUUPOBaHHANA NPpUMeCh

TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,0 %
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("\\) LABORATORIOS LICONSA, S.A.
\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES kancynbl Kuwe4yHopacTtBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84198 Dara npousBonctea 06.2024 FopeH no 05.2026
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT
LABELING According to ND
MAPKUPOBKA B cooTtBetcTBUM ¢ H. Conform
STORAGE Below 25 °C
XPAHEHUE MNpu Temnepatype He Bbiwe 25 °C. Conform
SHELF-LIFE 2 years
CPOK FOOHOCTHU 2 ropa. Conform
N 10N )\
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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 AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NnPOAYKT OMES kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903

BATCH
CEPUA  LC84198

Manufacturing Date:
Nara npoussoactea 06.2024

Expire Date:
Mopex no 05.2026

TEST / TECT

REQUIREMENT / CNELIM®UKALIUA

RESULT / PE3YINIbTAT

PACKAGE

YIMAKOBKA

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.

Mo 5, 6 unu 7 kancyn B 6nucrtep u3
anoMuHueBow conbru

Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKUUel No NPUMEHEHUIO B MauKy
KapTOHHYI0.

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C UHCTPYKLUUei No NPUMEHEHUIO B MayKy
KapTOHHY!IO.

Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe C MHCTpYKUuen no
NpUMeHeHUIo B NaYKy KapTOHHYIO.

Mo 10 unu 14 kancyn B NMBX-M3-NBOX/
AntomMuHUeBbIN GnucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepoB no
10 kancyn BMecTe C MHCTPYKLUUei no
NPUMEHEeHUI0 B NayKy KapTOHHYHO.

Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Karcyn BMecTe ¢ UHCTpyKuuel no
NPUMEHeHUIo B NayYKy KapTOHHYHO.

Conform

Analysis performed according ND
JN-006953-180122

AHanu3s npoBepeH no HA:
1Mn-006953-180122

7 7) /
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’\\) LABORATORIOS LICONSA, S.A.
g 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
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PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl KuwievyHopacTBopumMbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC84198 DNata npouseogctea : 06/2024
BATCH MANUFACTURING DATE

Fopen no : 05/2026 Pasmep cepum : 186.912 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiuum 51 nogTBEpXAalo, YTO AaHHasi UH(opMaLMs SIBMsIeTCS JOCTOBEPHON U TOUHOM. [laHHas napTus NpoaykTa
6bina npousBefeHa, BKIovas ynakoBKY/MapKUPOBKY U KOHTPOSb KauecTBa, Ha yKasaHHOM HUXe yJyacTke (yyacTkax)

B NOMTHOM COOTBETCTBUU ¢ Tpe6GoBaHUsiMUM GMP MecTHOro perynupyioLlero opraHa, cneyudukauusiMm B paspeLueHum
Ha MapKeTUHI CTPaHbI-UMMIopTepa U TeXHUYECKUMU COrmnalleHUsIMU, KOTOPble MOTYT GbITh 3aKMKO4YeHbl, UNKu ainom
creyudukauum npoaykra ans UccnegyeMbix nekapcTBeHHbIX CPeacTB.

3anucu no o6paboTKe, ynakoBKe U aHaANU3y NapTuu 6bINU NPOBEpPeHbI U NPU3HaHbI COOTBETCTBYIOLWUMU TPpe6oBaHUAM
GMP.

MapTusi 6b1na npousBeaeHa B llaboparopuoc INukoHca SA., a Tam, rae NPUMeHUMO MUKpobuonoruyeckoe
uccrnenoBaHue,
OoHo npoBoauTcs B llabopaTopuu dueBapHe 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 Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

Moanuck u para / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpaunorHoe ygocroeepenue / Manufacturing Authorization: 3414E
HoMmep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



