C‘NJ)) LABORATORIOS LICONSA, S.A.

(f
(\d Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CHEI I lo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoayKT OME3 kancynbl KMweyHopacTBopumMbie 10 Mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC83645 Oata npoussoncrea 03.2024 Nopen no 02.2026
TEST/TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YNBTAT
APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules
OMUCAHUE TBepable enaTUHOBLIe Kancynbl pasMepa Ne 4, Conforms / CootBeTcTBYET
C KpbILWEYKOI 3eMeHOro LiBeTa U KOpNycom
Gernoro UBeTa, cofepxallue ctpepuyeckue
rpaHynel oT 6enoro Ao noytu Genoro ¢
MENTOBaTkIM 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.
OOHOPOOHOCTb JO3UMPOBAHUA (AV) 3HaueHuve AV, paccuutanHoe gna 10 kancyn, 9,6

LOMKHO BbiTk He Gonee 15,0 %.

3Ha4eHue AV, paccuutanHoe gna 30 kancyn,

[OMKHO 6bITb He Gonee 15,0 % u copepxaHue

OMenpa3ora HX B OOHOM Karncyrne He [OMKHO

BbIX0AWTH 3a npeaensi 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).
NOANUHHOCTL (B3XX) Bpems yaepxuBaHUs 0OCHOBHOTo Conforms / CooTBeTcTBYET
nuKa Ha XpoMaTorpaMMe UCNbLITYeMoro
pacTBopa [OMKHO COOTBETCTEBORATh
BpeMeHU yaepXUBaHUA OCHOBHOIO NuKa
Ha XpomaTorpammMe cTaHgapTHOro pacTeopa
(pasgen «KonuyectBeHHoe onpegeneHues).

(A

DAGTE DA
Approval date (dd.mm.yyyy)/aata onobpexus (O8.MM.TrT): Z .
Signature & Date) Quality Assurance/(Mognuck/parta) obecnevyeHuskavyecTsa: L ’
(Sig ) y _(n nata) o ////L(_C}Z%
Release by/BeinyweHo Deputy Qualified Person/: ;% _ 'Z 7
(Signature & Date)/(Mopnucs/narta) Macarena Gonzalez s o S

Manufacturing Site/lNpou3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. = 6 Pagelctp.1/5
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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

CEPTUPUKAT AHAJU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nrPoayKT OMES3 kancynsl kKuwe4yHopacTeopumble 10 Mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUSA LC83645 Data npouzeoactea 03.2024  ropen no 02.2026

TEST/TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3VIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUMHHOCTL B3XX (DAD getekTop)

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 nornoiieHWs OCHOBHOrO MUKa, Conforms / CooTBeTcTBYET
CHATBIV NpY XpomaTtorpadupoBaHuu
UCNLITYEMOTo PacTeopa, OMKeH
COOTBETCTBOBATEL Y®P-cnekTpy nornoweHus
OCHOBHOIO NUKa, CHATOMY Npu
XpomaTtorpatupoBaHuM CTaH[APTHOTO
pacteopa (paszgen «KonuiyecTBeHHoOe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % oT 3asiBNEHHOr0 CopepXaHus 98,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEOENEHUE
Mr/KANCYNA

9.5 mg/capsule to 10.5 mg/capsule
OT 9,5 mr/kancyna go 10,5 mr/kancyna 9,9 mg/cap / MITKAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3afiBNeHHOro cofiepiKaHus 3%
(omenpasona) Yyepea 120 MuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asiBneHHoro cogepxa 0%
C17H19N303S (omenpazona) 4epea 30 MuH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpa3ona kapbokcunar

not more than 1.0 %
He Gonee 1,0 % <0,1 %

IMPURITY F
Mpumecsb F

not more than 0.2 %
He 6Gonee 0,2 % [ 3 <0,1%

Approval date (dd.mm.yyyy)/nata onobpeHus (a0.MM.ITT):

(Signature & Date) Quality Assurance/(Moanucb/nata) obecnevyenuakavecTsa:
Release by/Brinyweno Deputy Qualified Person/:

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

Manufacturing Site/lpouaroacTeeHHas nnowagxa: Laboratorios Liconsa, S.A.
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;—"\) 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®OUKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoaYKT OMES3 kancynsl kuwe4HopacTeopumMslie 10 Mr

CODE
Koa 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC83645 Dara npoussoactea 03.2024 Nopen no 02.2026
TEST /| TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YNIBTAT
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMio6an eguHUYHanA He 6onee 0,2 % <0,1 %
HeuaeHTU(ULMpOBaHHasA NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He Gonee 2,0 % 0,1 %
LABELING According to ND
MAPKWUPOBKA B cootBetcTBuu ¢ HL. Conforms / CooTeetcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bblwe 25 °C.
SHELF-LIFE 2 years
CPOK rojHOCTHK 2 ropa.

O\

Approval date (dd.mm.yyyy)/aata ogobpeHus (a8.MM.rrrr): Z MO & =
(Signature & Date) Quality Assurance/(lNognuce/aaTa) obecneyexusikadecTsa: i
Release by/Brinywero Deputy Qualified Person/: 7 4 Z o€ cF 2%
(Signature & Date)/(Moanuce/nara) Macarena Gonzalez //:,,//”/

Manufacturing Site/[MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Z £ Pagelctp.3/5



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

/—"“\) LABORATORIOS LICONSA, S.A.
(&

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
NPOOYKT OMES3 kancynbl Kuwe4yHopacTteopumble 10 mr

CODE
Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC83645 Hata npouzeogctea 03.2024  Tropen no 02.2026

TEST / TECT REQUIREMENT / CNELUU®UKALIAA 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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep 13 Conforms / CooTBeTcTBYET*

anMuHueBol donbru

Mo 2 unu 20 6nuctepor no 5 kKancyn BMecTe
C UHCTPYKUUEH MO NPUMEHEHUIO B NaYKy
KapTOHHY!HO.

Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C MHCTPYKUMWENr Mo NPUMEHEHUI B NayKy
KapTOHHY10.

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

Kancyn BMecTe C UHCTPYKUUuel no
NPUMEHEHUIO B NMaYKy KapTOHHYIO.

Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AntoMUHUEBLIN BnvcTep.

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

10 kancyn BMecTe C MHCTPYKLUMENR NO
NPUMEHEHUIO B NAaYKy KaPTOHHYIO.

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

Kancyn BMecTe ¢ MHCTPYKUUen no
NPUMEHEHUIO B NAYKy KAPTOHHYHO.

Analysis performed according ND

1nn-006953-180122

AHanu3a npoBeneH no HI:

Nnn-006953-180122 / \
LS

Approval date (dd.mm.yyyy)/naTta ogobpenus (44.MM.rrrr):

(Signature & Date) Quality Assurance/(lNognuck/garta) obecneyeHuskadecTsa: 2L/ ¢ _) )&
Release by/Brinywexo Deputy Qualified Person/: / ﬁ/ Z 3
(Signature & Date)/(Mognuck/aata) Macarena Gonzalez e

Manufacturing Site/lpouasogcTeeHHas nnowanka: Laboratorios Liconsa, S.A. >/
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(ﬂ) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafnal/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nrPoayKT OMES3 kancynbl kuwevyHopacTeopumsie 10 mr

CODE

Kopq 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC83645 Dara npouasoactea 03.2024  ropen no 02.2026

TEST / TECT REQUIREMENT / CMIELIUDPUKALINA RESULT / PE3YNBLTAT

Notes / HabnrogeHus
**5 capsules in an aluminum foil blister.
2 blisters of 5 capsules each and a patient information leaflet in a carton.
Mo 5 kancyn B 6n1cTep U3 antoMUHUEBOI (QONBLIA.
Mo 2 6nucTtepa no 5 kancyn BMecTe ¢ MHCTPYKLMel Mo NpMMEHEHUI0 B Na4Ky KAPTOHHYH.

Ch

N 0%
Approval date (dd.mm.yyyy)/aata ogobpexus (a4.MM.ITIT):
(Signature & Date) Quality Assurance/(lNognuce/gata) obecneyeHuska4yecTsa: > ) Z C
Release by/Beinywero Deputy Qualified Person/: / / T _C .
: y/Boinywy puty , /}j / P /
(Signature & Date)/(Moanuck/nara) Macarena Gonzalez / /
y
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r;\\) LABORATORIOS LICONSA, S.A.

(\*_,‘) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbi KuileyHopacTBopuMbie 10 mr

PRODUCT

Kom : 231902

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPUA : LC83645 Harta npouzsogctra : 03/2024
BATCH MANUFACTURING DATE

lFopen po : 02/2026 Pasmep cepum : 94.464 UN
EXPIRY DATE BATCH SIZE

HacTosiumm st noaTBepXAalo, YTO AaHHas MHgopMaLUa SBMsieTCA JOCTOREPHON U TOYHOM. [laHHas napTusa nNpoaykTa
6bina npousBeneHa, BKMOYan ynakoBKy/MapKMPOBKY U KOHTPOIL Ka4yecTBa, Ha yKa3aHHOM HUXe y4acTke (yyacTkax)
B MOMHOM COOTEBETCTEUM C TpebosaHusaMu GMP mecTHOro perynupyrollero opraHia, cneuMukauusmMm B paspeLueHun
Ha MapKeTUHT CTPaHbI-UMNOPTEePa U TEXHUUECKUMU COFNalleHUAMY, KOTOPkIe MOTYT BbITh 3aKNKYeHbI, Unu gainom
cneyudurkauun npoaykTa Ans Uccnegyembix nekapcTBeHHLIX CPeAcTB.

3anucu no o6paboTKe, ynakoBKe W aHanu3y NapTU1 GbiNM NPoOBePeHE! U NPUZHAHL] COOTBETCTBYHLMMU TPeGORAHUAM
GMP.

MapTusa 6bina npouseeneHa B llaGoparopuoc fNukoxca SA., a Tam, rae NpUMEHUMO MUKpoGUonoruyeckoe
uccrnegoBaHue,
oHo npoBoauTcs B Jlabopatopuu SyeBapHe 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 Autharity, 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.

o) = 2H.CILY
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Mognuck v gara / Sigriéture& ate: Macarena Gonzalez
I Deputy Qualified Person

PeructpauuonHoe yaoctoBepenue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HV1/19



