("\\) LABORATORIOS LICONSA, S.A.
\\J/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KMlle4yHopacTBOopuUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC84848 Oata npouseoactea 07.2024 Monen no 06.2026
TEST / TECT REQUIREMENT / CMELUU®PUKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE TBepAble xenaTUHOBLIE Kancyrnbl pa3mepa N°4, Conforms / CooTBeTCcTBYET
C KpbILLEYKOW CUHEro LiBeTa U KOpnycom
Genoro uBeTa, coaepxaiyue cepuyeckue
rpaHyrnbl 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.
OQHOPOOHOCTb JO3UPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn, 11,3

[OIMKHO 6bITb He G6ornee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ans 30 kancyn,

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

oMernpasora HU B OAHOW Karncyne He AOMKHO

BbIXxoAguTb 3a 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).
NOANMUHHOCTb (B3XX) Bpems yaepxvBaHUs OCHOBHOIoO Conforms / CooTBeTCTBYET
nuKa Ha XpoMaTorpammMe UcCrbITyemMoro
pacTBopa AOMKHO COOTBETCTBOBaTh
BpeMeHU yaepXvWBaHUA OCHOBHOFO MnuKa
Ha XpomaTorpaMmMe cTaHAapTHOro pacteopa
(pasgen «KonuuyecteeHHOe onpeaeneHue»).
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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 OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl KuweyHopacTBOpUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC84848 Data npouseogctea 07.2024  Topen no 06.2026

TEST /| TECT REQUIREMENT / CMIELU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb 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®-cneKkTp normnoLieHusi OCHOBHOIO NUKa, Conforms / CooTBeTCcTBYET
CHAITbIV NpU XpomaTtorpadupoBaHuun
UCMbITYEeMOro pacTBopa, [OMKeH
cooTBeTCTBOBaThL Y®-CreKTpy nornoljeHus
OCHOBHOFO NUKa, CHATOMY Npu
XpomaTtorpacupoBaHuM cTaHAAPTHOIO
pactBopa (pa3gen «KonuyectBeHHoe

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

KONMWYECTBEHHOE ONPEQENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cogepxaHusi 102,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMPEQOENEHUE
Mr/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,4 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asaBNeHHOro cofepxaHus 0%
C17H19N303S (omenpaszona)

Yyepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTtagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHoOro 103 %
cogepxaHus C17H19N303S (omenpa3sona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBLIE MNPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %
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(Signature & Date) Quality Assurance/(Iognucb/narta) obecnevyeHusikadecTsa: [
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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

(,’\\) LABORATORIOS LICONSA, S.A.
\/

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuwe4yHopacTtBopuMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84848 Oara npouseoactea 07.2024  Topen no 06.2026
TEST / TECT REQUIREMENT / CNEUU®UKALIAA RESULT / PE3SYINIbTAT
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
IMo6as eauHUYHan He 6onee 0,2 % <0,1 %

HeuAeHTUULMpPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKUPOBKA B cootBeTcTBUM ¢ HA. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbile 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
Phone: +34 949 34 97 00

CHEMO

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OMES3 kancynbl KuwevyHopacTtesopumMbie 20 Mr

CODE
Kon 231903

BATCH
CEPUA

Manufacturing Date:
[ara npousBoacTBa

LC84848 07.2024

Expire Date:
Fonen no 06.2026

TEST /| TECT REQUIREMENT / CNELIU®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-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 6nucrep u3
antoMuHueBon dronbru

YMNAKOBKA

Mo 2 unu 20 6nuctepoB no 5 kancyn BMmecTe
C UHCTpYKLUUElN No NPUMEHEHUIO B NaYKy
KapTOHHY!0.

Mo 5 unu 10 6nuctepoB no 6 kancyn BmecTe
C MHCTPYKUUel No NpMMeHeHUI0 B MavKy
KapTOHHY!O.

Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7

Karncyn BMecTe C UHCTpyKUuueit no
NpPUMeHeHUIo B NaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NMBOX/
AntoMUHUEBbLIN 6nucTep.

Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no

10 Kancyn BMecTe C UHCTPYKLUel No
NPUMEHEHUI0 B NayYKy KapTOHHYHO.

Mo 1, 2, 3,4 unu 7 6nucrepos no 14

Kancysn BMecTe C UHCTPYKLUel no
NPYMeHeHUI0 B Na4Ky KapTOHHY!O.

Conforms / CooTBeTCTBYET

Analysis performed according ND
1n-006953-180122

AHanus npoeepeH no HA:
11n-006953-180122
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LABORATORIOS LICONSA, S.A.

\\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

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
CEPTUPUKAT AHAITU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl KuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84848 Dara npouseoactea 07.2024 Fopen no 06.2026
TEST / TECT REQUIREMENT / CMTELLU®UKALIUA RESULT / PE3YIIbTAT
Notes / HabntopeHus
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 anlOMUHUEBOM (PONbLIu.
Mo 5 6nucTepos no 6 kancyn BMecTe ¢ MHCTPYKLUUEl Mo NPUMeHEHUI0 B Nayky KapTOHHYHO.
Y-
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7)) LABORATORIOS LICONSA, S.A.
K\J/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuwe4yHopacTBopUMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC84848 Data npoussoactea : 07/2024
BATCH MANUFACTURING DATE

Fonex no : 06/2026 Pasmep cepuu : 292.608 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToawum s nogTBepxAalo, YTo AaHHas UHGopMaLUs SIBNSIeTCS AOCTOBEPHOI U TOYHOM. [laHHasi napTus NpPoayKTa
6bina npousseAeHa, BKNIOYas ynakoBKY/MapKMPOBKY U KOHTPOIb KauyecTBa, Ha yKasaHHOM HUXe yJacTke (yyacTkax)

B MOMTHOM COOTBETCTBUM € TpeGoBaHusiMu GMP MecTHOro perynupylollero opraHa, creuudgukaumsiMu B paspeLueHnm
Ha MapKeTUHT CTPaHbI-UMNopTepa U TeXHUYECKUMU COrmnalleHUsIMU, KOTOpbie MOryT GbiTh 3aKioveHbl, Unu gainom
cneuudmkauuu npoagykTa ans Uccnegyembix nekapcTBEHHLIX CPeAcTs.

3anucu no obpaboTke, ynakoBke U aHanu3y napTum 61U NpoBepeHbl U MPU3HaHbl COOTBETCTBYHOLWMMY TPe6oBaHUAM
GMP.

MNapTus 661na npousBeaeHa B JlabopaTopuoc NlukoHca SA., a Tam, rae NPMMEHMMO MUKPOBUONOruyeckoe
uccnepoBaHue,
oHo nposoautcs B llabopaTopuu 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.
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Moanuck u parta / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpauuoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



