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 AHAIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC90843 Oata npousroactea 03.2025 Fopen no 02.2027
TEST / TECT REQUIREMENT / CTIELlU®UKALIAA RESULT / PE3YNLTAT
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 Kancynbl pasMmepa N°4, Conform / CooTBeTCcTBYET

C KpbILIeYKoil CUHero LBeTa U KopnycoMm
6enoro LBeTa, coAepxallyue cpepuieckue
rpaHy”nbl oT 6enoro Ao no4tu 6enoro c
erToBaThIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

O[JHOPOOQHOCTb OO3UPOBAHMUA (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.

3HauyeHue AV, paccuutaHHoe ans 10 kancyn, 7.9
AOMKHO BbITh He 6ornee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ana 30 kancyn,
AOMKHO 6bITh He 6onee 15,0 % u coaepxaHue
oMenpa3ona HU B OHOM Kancyre He AOMKHO
BbIXOAUTH 3a npeaensi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANMUHHOCTDL (B3XX)

Bpewms yaepXvuBaHUA 0CHOBHOro

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).

Conform / CooTBeTCTBYET

nukKa Ha xpomaTorpamme UCNbITyeMoro
pacTBopa AOMKHO COOTBETCTROBAThL
BpeMeHU yaepXUBaHUsi OCHOBHOrO NuKa

Ha XpoMaTorpaMme CTaH4apTHOro pacTeopa
(pa3pen «KonuuectseHHOe onpefeneHue»).
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Approval date (dd.mm.yyyy)/naTta ogobpenus (aa.mMm.rrrr)y” | 280 54

(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneyeHusikadecTsa:

Release by/Bbinywierno Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/aata) Macarena Gonzalez

Manufacturing Site/lpouaBoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CHEMO

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
CEPTU®UKAT AHAIIU3A

PRoDUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl kuwe4yHopacTBopUMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC90843 Oata npoussoactea 03.2025 FopeH no 02.2027

TEST/ TECT REQUIREMENT / CNELIM®UKALIASA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTb 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 nornoweHUs oCHOBHOrO Nuka, Conform / CooTBeTCcTBYET
CHATbLIN NpU XpoMaTorpadupoBaHUmn
MCNbLITYyeMoro pacteopa, AomkeH
COOTBeTCTBOBaTh Y®-crekTpy nornoLeHus
OCHOBHOIO NKKa, CHATOMY Npu
XpomaTorpagupoBaHuu cTaHAapPTHOroO
pacTtBopa (pa3gen «KonuyectseHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He G6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUMYECTBEHHOE ONPEAENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cofepXXaHus 98,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEAENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOro cofepxaHus 8%
C17H19N303S (omMenpa3sona)

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTtagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asiBneHHOro 92 %
copepxaHua C17H19N303S (omenpa3zona)

Yyepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapbokcunar

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

Approval date (dd.mm.yyyy)/nata ogobpeHnus (a4.MMm.rrrr): ((/\’f( J Qe
(Signature & Date) Quality Assurance/(lMoanucs/nara) oBecrieyeHiskajecTsa;

Release by/Beinywerno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez
Manufacturing Site/[MponaBogcTeeHHasa nnowaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaykt OMES3 kancynbl kyiweyHopacTBOpUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC90843 Dara npoussoacrea 03.2025 FopeH no 02.2027
TEST / TECT REQUIREMENT / CNIELIMU®UKALINA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeckb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Iob6as eauHu4Has He 6onee 0,2 % <0,1 %
HeuaeHTUdMLMPOBaHHas NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%
TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g
(TAMC)
O6Lee Yucno aapobHbIX He 6onee 1000 KOE/r <10 CFU/r
MUKpPOOPraHU3MoB
TOTAL COMBINED YEASTS/MOULDS NMT 1042 CFU/g
COUNT(TYMC)
O6l1Lee YUCHO APOXOKEBLIX U NeCHeBbIX He 6onee 100 KOE/r <10 CFU/Ir

rpuboB

Escherichia coli
Escherichia coli

Absencelg
OtcytctBue B1r1

Conform / CooTBeTCTBYeT

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBMM c H]. Conform / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbile 25 °C. -

SHELF-LIFE 2 years

CPOKIOOHOCTHU 2 ropa. -

S
Approval date (dd.mm.yyyy)/aata ogobpeHus (aa.MMm.rrrr): /‘/f“ 28
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(Signature & Date)/(lMoanuck/aaTta) Macarena Gonzalez
Manufacturing Site/lNponaBoacTeeHHan nnolwaaka: Laboratorios Liconsa, S.A.
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(Signature & Date) Quality Assurance/(INoanuce/aaTa) oBecneyerusikadecsa:
Release by/BrinyweHo Deputy Qualified Person/:
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»"—q\) LABORATORIOS LICONSA, S.A.
k,) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl kMweyHopacTtBopuMble 20 Mr

CODE ’

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC90843 Oarta npousesoactea 03.2025 Fopen no 02.2027

TEST / TECT REQUIREMENT / CNELADUKALIUA RESULT / PE3YINIbTAT
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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2, 3,5, 6,9 or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conform / CooTBeTCcTBYET

anMuHUeBom ponbru.

Mo 2 unu 20 6nuctepor no 5 kancyn BMecTe

C UHCTpYKLUUel No MeAULIUHCKOMY NpUMeHEeHUo

B NayKy KapTOHHYIO C KOHTpONeM nepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe

C UHCTPYKLUMeii No MeULIMHCKOMY NPUMEHEHMIO

B NayKy KapTOHHYIO C KOHTponeM NnepBoro

BCKpbITUA (nepdopauus).

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

Karcyn BMecTe ¢ MHCTpYKLUeli no

MeOULMHCKOMY NMpUMeHEHUIO B NayKy

KapTOHHY0 C KOHTPONeM MepBOro BCKPbITUSA

(nepdopauus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBOX/

AnoMUHUeEBbI BnucTep.

Mo1,2,3,5,6,9 unu 10 6nucrepos no

10 1 no

Approval date (dd.mm.yyyy)/aata onobpeHus (M,MM.ITFF%‘ '/,(7\‘0 578
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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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OME3 kancyrnbl kuwevyHopacTBopUMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC90843 Oata npouseoactea 03.2025 Fonen go 02.2027

TEST / TECT REQUIREMENT / CNIELUMOUKALINA RESULT / PE3YNIbTAT

MeAULMHCKOMY NPUMEHEHUI0 B NauKy
KapTOHHYIO C KOHTPONEeM NepBOro BCKPbLITUSA
(nepdropanus).

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

Karncyn BMecTe ¢ UHCTPYKUUeN no
MeAULMHCKOMY NpUMeHeHUIo B Nayky
KapTOHHYIO C KOHTpONeM NepBoro BCKPbITUSA
(nepchopauus).

Mo 2 6nuctepa no 15 kancyn BmecTe ¢
MHCTPYKLUE No MeAULIMHCKOMY NpUMeHeHUIo B
nayKy KapTOHHYIO.

Analysis performed according ND
IN-Ne(005063)-(Pr-RU)-080824
Ananus npoBegeH no H
JMN-Ne(005063)-(Pr-RU)-080824

Notes / HabnogeHus
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 DONbLIU.

Mo 5 6nucTepoB no 6 karncyn BMecTe ¢ UHCTPYKLMei No NpUMeHeHUIo B NaYKy KapTOHHYO.

Approval date (dd.mm.yyyy)/aata ogobpeHus (AA.MM.ITrT): / 1
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(Signature & Date) Quality Assurance/(Moanucs/nata) oﬁecnequMﬂKaquTaa

Release by/Bbinywero Deputy Qualified Person/:
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(Signature & Date)/(Moanucs/paTta) Macarena Gonzélez /
Manufacturing Site/[MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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