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
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoayYKT OME3 kancyrnbl KuwevyHopacTBopuMbie 10 mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC71610 Nata npoussonctea 08.2022 Fopen no 07.2024
TEST / TECT REQUIREMENT / CMELUPUKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules
OIMUACAHUE TBeppble XenaTuHoOBbLIe Karcyrbl pasmepa Ne 4, Conforms /| CooTBeTCTBYET

C KpbllleyKoii 3erieHoro LiBeTa U Koprycom
6enoro LBeTa, copepxalyume cdepuleckme
rpaHysbl oT 6enoro Ao no4ty 6enoro ¢

xerntoBaTbIM OTTEHKOM LiBeTAa.

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.

OHOPOAHOCTb [JO3UPOBAHUSA (AV)

3HayveHune AV, paccuutanHoe ans 10 kancyn, 8,9

[OMMKHO 6bITh He Gonee 15,0 %.

3HaueHue AV, paccuuTtaHHoe gnsa 30 kancyn,
[OIMKHO ObITb He Gonee 15,0 % u copepxaHue
omenpasorna HU B OfHOM Kancyrne He AOMKHO

BbIXOAUTL 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).

MoANMMHHOCTD (B3XX)

Bpems yaepXXuBaHuUsi OCHOBHOTFO

Conforms / CooTBeTCTBYET

nuKa Ha XxpomMmartorpammMe ucnbityemoro

pacTBOpa AOMKHO COOTBETCTBOBAaTb
BpeMeHU yAepX1UBaHUsl OCHOBHOrO MuKa

Ha XpomaTorpamMmme cTaHAapTHOro pacteopa
(pazpen «KonuuyecTBeHHOE onpeaeneHue»).
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Approval date (dd.mm.yyyy)/nata ogo6perus (aa.mm.rrrr): 17.02.2023

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

Release by/Beinyiero Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez

Manufacturing Site/MpoussoacTseHHas nnowjagka: Laboratorios Liconsa, S.A.
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l’*\) LABORATORIOS LICONSA, S.A.
(\'/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAINUSA

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPopoyKT OME3 kancynbl kuwe4yHopacTsopumMblie 10 Mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC71610 Nata npoussoactea 08.2022 Nopen no 07.2024

TEST /| TECT REQUIREMENT / CITELIUPUKALINA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
MNOANIMHHOCTb B3XX (DAD netektop) Y®-crieKkTp normnoleHusi 0CHOBHOIO MukKa, Conforms / CooTBeTCTBYET
CHSIThIN Npu XxpomaTtorpaduposaHuu
UCMbLITYyeMOro pacTBopa, AOHKeH
cooTBeTcTBOBaThL Y®-crieKTpy norrowieHust
OCHOBHOIO NuKa, CHATOMY npu
XpomarorpatpupoBaHuu CTaHBaPTHOTO
pacteopa (pasnen «KonuuecteeHHoe

onpepneneHune»)
WATER Not more than 5.0 %.
BOIOA He Gonee 5,0 % 2,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % OT 3asiBNEHHOro coaepxaHus 97,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 9.5 mg/capsule to 10.5 mg/capsule
KONMUYECTBEHHOE OMPEOENEHUE Ot 9,5 mr/kancyna po 10,5 mr/kancyna 9,7 mglcap / MI/KATMCYIA
MI/KATCYITA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHasi ctanus) He 6onee 10 % oT 3asiBNeHHOro cogepxaHus 1%
(omenpasona) yepes 120 muH;
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) oT 3asiBNeHHOro cogepxa 99 %
C17H19N303S (omenpa3ona) yepes 30 MUH.
RELATED SUBSTANCES

POACTBEHHbIE NPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

IMPURITY F not more than 0.2 %

Mpumeck F He 6onee 0,2 % <0,1%
‘,}/,7; /) .

Approval date (dd.mm.yyyy)/nata onobpenus (aa.MM.rrrr): 17.02.2023 /) / 7w <

(Signature & Date) Quality Assurance/(Moanuce/aara) o6ecreveHusikadecTsa: \ 3 :

Release by/BoinyueHo Deputy Qualified Person/: \\\,\\\k N q\,

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez P> oy i] 0L /A %
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,5\\) LABORATORIOS LICONSA, S.A.
\\)/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAITUSA

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nrPoaykT OME3 kancyrnbl kMwevHopacTBopumMbie 10 mMr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC71610 Mara npoussopctea 08.2022 ropen po 07.2024
TEST /| TECT REQUIREMENT / CMIELUA®UKALIUA RESULT / PE3YIIbTAT
IMPURITY G not more than 0.2 %
Mpumeck G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6ast equHUYHas He 6onee 0,2 % <0,1 %

HeupaeHTUdULMpPOBaHHasi NpUMech

TOTAL IMPURITIES not more than 2.0 %

CymMa npumecen He Gornee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUY € HL. Conforms /| CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

F /7;'/ Vi 9
5// 170203

Approval date (dd.mm.yyyy)/nata ogobperus (ga.mm.rrrr): 17.02.2023 \
— / ) 3
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(Signature & Date) Quality Assurance/(Moanucb/aara) obecrnevyeHusikadecTsa:
Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez
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r’i\\\)) LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH EI | 'O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTUSA

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPopgyKT OME3 kancynbl KuwevyHopacTBopuMble 10 mr

CODE
kon 231902

BATCH Manufacturing Date: Expire Date:
CEPUA LC71610 Oata npoussonctea 08.2022 Mopen mo 07.2024

TEST / TECT REQUIREMENT / CNIELW®UKALIAA RESULT / PE3YJIbTAT

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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6rnucrep us Conforms / CooTBeTcTBYeT**
anoMuHueBon donbru
Mo 2 unu 20 6nucTepoB no 5 kancyn Bmecte
C UHCTPYKLME Mo NPpUMeHeHUIo B Nayky
KapTOHHY!O.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C VHCTPYKUMEN Mo NPUMEHEHUIO B MavKy
KapTOHHYH0.
Mo 1, 2, 4, 8 unu 14 6nucrtepoB no 7
Karcyn BMecTe ¢ MHCTPyKLuel no
npUYMeHeHUIo B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NMBX-M3-NBAX/
AroMUHUEBBIN bniucTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe ¢ UHCTPYKLMen no
NpYMeHeHUI0 B NauKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karcyrn BMecTe C MHCTpyKUuel no
NpUYMeHeHUI0 B NavKy KapTOHHYIO.

Analysis performed according ND
1rn-006953-180122

AHanus npoBepeH no HA:
I1M-006953-180122

/) > /il S
Approval date (dd.mm.yyyy)/nata ogo6peHnus (ag.mm.rrrr): 17.02.2023 /// /7 @art -

(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHusikadecTsa: (
Release by/BuinyweHo Deputy Qualified Person/: i\\k
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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

(5\) LABORATORIOS LICONSA, S.A.
\J

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHANU3A

PRoODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nrPogyKT OME3 kancynbi kuweyHopacTeopuMblie 10 Mr

CODE

Kkon 231902

BATCH Manufacturing Date: Expire Date:

CEPUS LC71610 Oata npouseopcrea 08.2022 Fopen po 07.2024

TEST /| TECT REQUIREMENT / CNELIU®OUKALIUA RESULT / PE3YINIbTAT

Notes / HabnopeHus
**5 capsules in an aluminum foil blister.
2 blisters of 5 capsules each and a patient information leaflet in a carton.
Mo 5 karncyn B 6nucrep U3 antoMUHUEBON (Gonbru.
Mo 2 6nvictepa no 5 karncyn BMecTe ¢ MHCTPYKLMEl Mo npuMeHeHUIo B Navky KapTOHHY!O.

Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 17.02.2023 =

(Signature & Date) Quality Assurance/(INoanvce/nara) obecneveHusikadecTsa: ‘ \
Release by/BrinyiieHo Deputy Qualified Person/: 1\ /'\\,u 7‘/ - “*A Z ‘)\
(Signature & Date)/(Mognucs/gata) Macarena Gonzalez 3 4 4+ O =
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) LABORATORIOS LICONSA, S.A.
K\g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH EI ! !@ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOAOYKT : OME3 kancyrnbi KulleyHopacTeopuMbie 10 mr

PRODUCT

kopn : 231902

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUA : LC71610 Nata npouseopctea : 08/2022

BATCH MANUFACTURING DATE

Fopen no : 07/2024 Pasmep cepun : 86.112 UN
EXPIRY DATE BATCH SIZE

HacToswmm st noaTBEpXAalo, YTO AaHHas UH(OPMAaLVs SIBIISIeTCsl AOCTOBEPHON 1 TOUYHOI. [laHHas napTus npogdykra
6bina npousBeaeHa, BKMoYas yrnakoBKy/MapKMpOBKY U KOHTPOrb KauecTBa, Ha YKa3aHHOM HUXe y4yacTke (y4acTkax)
B NONHOM COOTBETCTBUM ¢ Tpe6oBaHusiMu GMP MecTHOro perynupytoLlero opraHa, cneumdukaumsamy B paspeLueHum
Ha MapKeTUHI CTPaHbI-UMMOPTEPa U TEXHUYECKMMU CormnalleHUsIMU, KOTopble MOTyT GbIThk 3aKioUeHbl, U daiinom
cneuudpmkaumu npoaykrta ans MccnenyemMbsix nekapcTBeHHbIX CPEACTB.

3anucu no o6paboTke, ynakoBKe M aHanu3y napTuu 6binv NpoBepeHbl U NPU3HaHbl COOTBETCTBYOWUMU TPpeGoBaHUSIM
GMP.

MapTtus 6bina npousBeneHa B Nla6oparopuoc fNukoHca SA., a TaMm, rae NPUMEHMMO MUKPOBUONoruiyeckoe
uccriefoBaHue,
oHo npoBoauTcs B llaopatopuu 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.

N S ‘1 — ‘ . - Z

PN\ 3.02.L5
MNognuck u pata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaumnoHHoe ygoctoBeperue / Manufacturing Authorization: 3414E
HoMep JTukoHca GMP / LICONSA GMP Number: ES/085HVI/19



