,”\\) LABORATORIOS LICONSA, S.A.
(\\g Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
(*/ b EH} ! [] 'I!" }\( )\ Phone: +34 949 34 97 00
Al A Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4vHopacTeopumbie 40 mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPU4A LC90554 Oata npoussoactea 12.2024  Tropen po 11.2026
TEST/ TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No. 3 with white
cap and grey body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble enaTMHoOBbLIe Kancynbl pasmepa Ne 3, Conforms / CooTBeTCcTBYET
C KpbllleyKkol 6ernoro LiBeTa U Koprycom
ceporo LiBeTa, cofepxalive cgepuyeckue
rpaHysbl OT 6enoro fio o4ty 6enoro ¢
enToBaTbIM OTTEHKOM L|BeTa.
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 [JO3UPOBAHUSA (AV) 3HaueHue AV, paccuuTtaHHoe ana 10 kancyn, 4,3

[OMKHO 6bITh He Gonee 15,0 %.

3HauveHue AV, paccuuTanHoe ans 30 kancyn,

NOMKHO 6bITh He 6onee 15,0 % u cogepxaHue

omMenpa3soria H1 B OQHON Kancyrne He [OMKHO

BbIX0AWUTb 3a npepensi 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).
NOoANMUHHOCTb (B3XX) Bpems yaepxuBaHUs 0CHOBHOIO Conforms / CooTBeTcTBYET
nuKa Ha XpomaTorpamme McnbiTyeMoro
pacTBopa AOMKHO COOTBETCTBOBaTh
BpeMeHU yaepX1BaHUs OCHOBHOIO NUKa
Ha XpoMaTtorpaMme CTaHAapTHOro pacTeopa
(pa3nen «KonuyectBeHHOe onpeaeneHue»).

Approval date (dd.mm.yyyy)/aaTta opobpeHus (aa.MM.rrrr):

(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneyeHusikadecTaa:
Release by/Bbinywwero Deputy Qualified Person/: .
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez (/\ ( \
Manufacturing Site/MpoussoacTeerHas nnowaaka: Laboratorios Liconsa, S.A. lp,) ﬁ (/( & L-oY 45
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NPoAYKT OMES3 kancyrnbl kuwe4yHopacTBopuMbie 40 Mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC90554 [ata npouseoactea 12.2024  lopen po 11.2026

TEST / TECT REQUIREMENT / CHELU®UKALIUA RESULT / PE3YNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANIMHHOCTbL B3XX (DAD netekTop)

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 nornoweHUsi OCHOBHOIO NUKa, Conforms / CooTBeTCcTBYET
CHSITbIN NpU XpomaTtorpadupoBaHuu
UCNbITYyeMOro pacTeopa, AOImKeH
cooTBeTcTBOBaTh Y®-CrneKTpy nornoweHus
OCHOBHOTO MUKa, CHATOMY Mnpu
XpomartorpadgupoBaHuu CTaHAAPTHOTO
pactBopa (pa3pen «KonuuyectBeHHoe

onpefeneHuey)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,5%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPEAENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cofepxaHusi 99,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE OMPEOENEHUE
MI/KAMCYNA

38.0 mgl/capsule to 42.0 mg/capsule
Or 38,0 mr/kancyna no 42,0 mr/kancyna 39,9 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % OT 3asiBNEHHOro coaepxaHus 0%
C17H19N303S (omenpasona) Yepes 120 MuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cTtapus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3anaBrNeHHOro 95 %
conepxaHnus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHbLIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kapbokcunar

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

Approval date (dd.mm.yyyy)/nata onobpeHus (fn.Mm.ITrr):

(Signature & Date) Quality Assurance/(Moanuck/aara) obecneveHusikadectsa:
Release by/Buinyuiero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aara) Macarena Gonzalez

Manufacturing Site/Mpou3ssofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nrPoaykT OME3 kancynbl KuweyHopacTBopumMmblie 40 Mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC90554 Data npoussopactea 12.2024  Topen go 11.2026
TEST / TECT REQUIREMENT / CNHELUU®PUKALINA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeckb 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
IMo6asn eauHuyHas He 6onee 0,2 % 0,1 %
HeuAeHTUULUPOBaHHas NpUMecCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUYU € HL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata onobpeHus (A0.MM.rrrr):

(Signature & Date) Quality Assurance/(lMognucs/aarta) obecneyeHuskavecTsa:

Release by/BoinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/pnata) Macarena Gonzalez
Manufacturing Site/lNpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.

e 21068
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

"CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOOQYKT OMES3 kancynbl kuwe4yHopactBopumble 40 mr

CODE

kon 237303

BATCH

CEPUS LC90554

Manufacturing Date:
Nara npoussoactea 12.2024

Expire Date:
Fopen no 11.2026

TEST/TECT

REQUIREMENT / CMELUU®UKALIUA

RESULT / PE3YNIbTAT

PACKAGE
foil blister.

5, 6 or 7 capsules in an aluminum

2 or 20 blisters of 5 capsules each and
a patient information leafletin 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 6nucrep U3

Conforms / CooTBeTCTBYET

anioMuHueBol onbru
Mo 2 unu 20 6nuctepos no 5 Kancyn BMecTe
C MHCTPYKLMEN Mo NPUMEHEHUIO B NaYKy

KapTOHHYI0.

Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C MHCTpYKUUel No NpUMeHeHUI0 B NaYKy

KapTOHHYIO.

Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karicyn BMecTe ¢ UHCTpyKuuel no
NMPUMEHEHUIO B NaYKy KapTOHHYIO.

Mo 10 unu 14 kancyn B NBX-NM3-NBAX/
AnioMuHUeBbIN 6nuctep.

Mo 1, 2, 3, 5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C UHCTPYKLUUeli no
npuYMeHeHUIo B NayYKy KapTOHHYIO.

Mo 1, 2, 3, 4 unu 7 6nuctepoB no 14
Kancyn BMecTe ¢ UHCTpyKLueii no
NPUMEHEHMI0 B NaYKy KapTOHHYIO.

Analysis performed according
NDJIM-N2(005063)-(Pr-RU)-080824
Ananua nposegeH no H:
J1M-Ne(005063)-(Pr-RU)-080824

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.MM.ITrr):

(Signature & Date) Quality Assurance/(Moanuck/aata) o6ecneveHusikadecTsa:

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(lMoanuck/nata) Macarena Gonzélez

Manufacturing Site/MpoussoacTeeHHas nnouwagka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOOYKT OMES kancyrnbl Kuwe4yHopactsopumMblie 40 mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC90554 DNata npoussopgctea 12.2024  Tlopen no 11.2026

TEST/ TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YINIbTAT

Notes / HabnrogeHus
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 anNntOMUHUEBON (hONbIU.

Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKLIMEl NO NPUMeHeHUI0 B NavKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/nata ogobpeHus (o4.MM.ITrr):

(Signature & Date) Quality Assurance/(lNognucs/nata) obecneyeHuskayecTsa:
Release by/BeinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aata) Macarena Gonzélez

Manufacturing Site/lMpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.

AL 210428
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f‘\)) LABORATORIOS LICONSA, S.A.

K(\\_, Avda. Miralcampo 7, Pol. Ind. Miralcampo,

) Azuqueca de Henares, Guadalajara, 19200, Espaiia
( c:E ii i‘ 'li 1 M Y Phone: +34 949 34 97 00

s Rl 8 INS Fax: +34 949 26 68 37

PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NPOAQYKT : OMES3 kancynbl kKuwe4yHopactesopumMble 40 mr

PRODUCT

Kop : 237303

CODE Homep MA / MA NUMBER : JIM-NO(005063)-(PI'-RU)
CEPU4 : LC90554 Nata npoussoactea : 12/2024

BATCH MANUFACTURING DATE

logen go : 11/2026 Paamep cepun : 86.976 UN

EXPIRY DATE BATCH SIZE

HacTosimm s noaTBepXaalo, 4To AaHHasi uHopMaLusA SIBNsieTCA AOCTOBEPHON 1 TOYHON. [laHHas napTus npoAykTa
6bina NnpousBeeHa, BKMIOYasl yNakoBKY/MapKUpOBKY U KOHTPOMNb KayecTBa, Ha yka3aHHOM HUKe yJacTke (y4acTkax)
B MONHOM COOTBETCTBUM ¢ TpeboBaHusimu GMP MecTHOro perynupyioliero opraHa, cneuugukauusiMum B paspelueHnm
Ha MapKeTUHT CTPaHbI-UMMOPTepa U TEXHUYECKUMU COrMalleHUsIMU, KOTOPbIe MOTYT GbITh 3aKMioUeHbl, Unu gaiirom
cneuudukauuu npoaykra ansa MccneayeMeix nekapcTBeHHbIX CPEACTB.

3anucu no o6paboTke, ynakoBKe U aHanM3y NapTum Gbiny NPoBepeHbl U NPU3HaHbI COOTBETCTBYHOLUMMU TPeGoBaHUSAM
GMP.

MapTus 6bina npousseaeHa B Nlaboparopuoc JukoHca SA., a TaM, rae NpUMeHUMO MUKpobuornoruyeckoe
vccnenoBaHue,
oHo npoBoauTcs B JflabopaTtopuu 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.

f{} NMQ LhoM 25
Moanuck u garta / Signature&Date: Macarena Gonzélez

| Deputy Qualified Person

PeructpauuonHoe yaocroBepenue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



