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

CH El I IO 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
nPoaykT OME3 kancynbl KuieyHopacTBopumbie 40 Mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC83624 Oara npoussoactea 05.2024  Togex no 04.2026
TEST / TECT REQUIREMENT / CNELW®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.
OMNUCAHUE Teepable XenaTuHoBble Kancynbl paaMepa Ne 3, Conforms / CooTBeTCTBYET
C KpbllleyKoli 6ernoro LiBeta U Koprnycom
ceporo LBeTa, cofepxaliue cepuyeckue
rpaHynb! ot 6enoro 4o no4Tu 6enoro ¢
EenToBaTbIM 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.
O[JHOPOOHOCTb AO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ansa 10 kancyn, 41

[OMKHO 6bITh He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe ana 30 kancyn,

[OMKHO GbIThb He 6onee 15,0 % v copepxaHue

oMenpa3sona HU B O4HOI Karncyrne He AOMKHO

BLIXOAUTL 3a npeAens! 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).
NOANUHHOCTb (B3XKX) Bpems yaepXuBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha XpomarTorpammMe UCMbITyemMoro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHUA OCHOBHOrO Nnuka
Ha XpomMaTtorpamMmme cTaHAapTHOro pacteopa
(paspen «KonuuyecTBeHHOE onpefieneHne»).

Approval date (dd.mm.yyyy)/aata ono6peHus (aa.mm.rrrr): 28.06.2024
(Signature & Date) Quality Assurance/(Moanucs/aara) obecneveHusikadecTsa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/pata) Macarena Gonzalez

Manufacturing Site/MpoussoacTBeHHas nnolaaka: Laboratorios Liconsa, S.A. Pagelctp.1/5
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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
CEPTUOUKAT AHANU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPoayYKT OME3 kancynbl KuweyHopacTBopumMbie 40 mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC83624 [arta npouseoactea 05.2024  Tope no 04.2026

TEST / TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOONUHHOCTb 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®-cneKTp nornoLieHusi 0CHOBHOrO MUKa, Conforms / CooTBeTCTBYET
CHATbIN NpU XpomatorpaduposaHum
UCMNbLITYeMOro pacTBopa, AoNKeH
cooTBeTCTBOBaTb Y®-CneKTpy nornouieHus
OCHOBHOTO MUKa, CHATOMY Npu
XpomaTorpadgupoBaHumn cTaHAapTHOro
pactBopa (pa3gen «KonuyectseHHoe

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

KONUWYECTBEHHOE OMNPEQENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cogepxaHusi 100,3 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE OMPEQENEHUE
Mr/KANCYNA

38.0 mg/capsule to 42.0 mg/capsule
Ot 38,0 mr/kancyna ao 42,0 mr/kancyna 40,1 mg/cap / MI/KAMCVYIIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asaBfeHHOro cofepxaHus 0%
C17H19N303S (omenpasona) yepes 120 MuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3aaBneHHOro 93 %
copepxanus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHbLIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata onoGpenus (aa.Mm.rrr): 28.06.2024
(Signature & Date) Quality Assurance/(Moanucs/aara) obecrneyeHuskadecTsa:
Release by/BuinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez )
Manufacturing Site/MpouasoacTBeHHas nnowiaaka: Laboratorios Liconsa, S.A. ) g
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(’5\\) LABORATORIOS LICONSA, S.A.
(&/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 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®OUKAT AHAJIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl Kuwe4yHopacTBopumbie 40 mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC83624 Dara npouseoactea 05.2024 Mopen no 04.2026
TEST / TECT REQUIREMENT / CNELUA®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Iobas egUHUYHanA He 6onee 0,2 % <0,1 %

HeuaeHTUULMpPOBaHHas NPUMeCh

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ HJ. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaType He Bbiue 25 °C.

SHELF-LIFE 2 years

CPOK roAHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata onobpenus (aa.MMm.Irrr): 28.06.2024
(Signature & Date) Quality Assurance/(lMoanuck/aaTa) obecneveHusakadecTsa:
Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/pata) Macarena Gonzélez

Manufacturing Site/lMpoussogcTeeHHas nnowagaka: Laboratorios Liconsa, S.A. Pagelctp.3/5




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

C H EmO 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
nPoayKT OMES3 kancynbl kuiweyHopacTtBopuMblie 40 Mr

CODE
Kon 237303

BATCH Manufacturing Date: Expire Date:
CEPUA LC83624 Oata npouseoactea 05.2024  Topen no 04.2026

TEST / TECT REQUIREMENT / CMELIU®UKALIUA 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.
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-PVDCI/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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3 Conforms / CooTBeTcTBYeT**
anoMuHueBoil honkbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKUUel Mo NpYMeHEeHUIo B Nayky
KapTOHHYIO.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C UHCTPYKUUEl Mo MPUMEHEHUIO B Na4Ky
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe ¢ UHCTpyKuuel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AnoMUHUEBbIA 6nucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 Kancyn BMecTe C UHCTPYKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Karncysn BMecTe ¢ UHCTpYyKLUuel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND
1Mn-006953-180122

AHanus npoBepeH no HA:
11n-006953-180122

Approval date (dd.mm.yyyy)/aata ogo6peHus (ma.mm.rrrr): 28.06.2024
(Signature & Date) Quality Assurance/(IMoanuck/aara) obecneyeHusikadecTsa:
Release by/Buinyweno Deputy Qualified Person/:

(Signature & Date)/(lMoanuce/nata) Macarena Gonzalez

Manufacturing Site/lMpoussoacTeeHHas nrowagka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5




(C\\\ LABORATORIOS LICONSA, S.A.
\j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 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 AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl Kuwe4yHopacTBopuMble 40 Mr

CODE
Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPMA  LC83624

Dara npoussopgctea 05.2024  Topen no 04.2026

TEST / TECT REQUIREMENT / CNELUU®UKALIUA

RESULT / PE3YIIbTAT

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 antoMUHUEBOW (honbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLUUel No NpUMeHeHUIo B Mavyky KapTOHHYIO.

Approval date (dd.mm.yyyy)/aaTa ono6penus (ag.mm.rrrr): 28.06.2024
(Signature & Date) Quality Assurance/(Mognuce/aaTa) obecnevyeHusikadecTea:
Release by/Beinyiieno Deputy Qualified Person/: )

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez ;}“/g C :Q‘) 2 K(/

Manufacturing Site/lpovasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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’\\) LABORATORIOS LICONSA, S.A.

(Z\\JJ 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

Pa3peweHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl Kuwe4yHopacTBopumMble 40 Mr

PRODUCT

kop : 237303

CODE Homep MA / MA NUMBER : J1IM-006953
CEPU4A : LC83624 Data npoussoactea : 05/2024
BATCH MANUFACTURING DATE

lNonen oo : 04/2026 Pasmep cepun : 129.664 UN
EXPIRY DATE BATCH SIZE

HacTosiluum st noaTBEpXAAl0, YTO AaHHas UH(OpPMaLUs SIBNSIETCS JOCTOBEPHON M TOYHOMN. [laHHas napTusi NPoAyKTa
6bina npousBeaeHa, BKoUas ynakoBKy/MapKUPOBKY U KOHTPOIb KauyecTBa, Ha yKazaHHOM HUXe y4yacTke (y4yacTkax)

B MNOMHOM COOTBETCTBUU ¢ TpeGoBaHusiMU GMP MecTHOro perynupyoLlero opraHa, cneyugukauusiMm B paspeLueHum
Ha MapKeTUHI CTPaHbI-UMMopPTepa U TEXHUYECKUMU COrmnalleHUsIMU, KOTopble MOryT 6bIThb 3aKMio4YeHbl, Unu dainom
cneuudmkauum npoaykra ans UccnepgyeMbix rnekapcTBeHHbIX CPeACcTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTuu Gbinv NPoBepeHbl U NPU3HaHbl COOTBETCTBYHOWUMU TPeGOBaHUAM
GMP.

MapTus 6bINa npousBedeHa B Jlaboparopuoc fNukoHca SA., a TaM, rae NpMMeHMMO MUKpoGuonoruyeckoe
uccrnenoBaHue,
OHO npoBoautcsA B JllabopaTtopuu SueBapHe 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 n ,ﬂéT/a | Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaocroBepenue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19





