(,f'-\\) LABORATORIOS LICONSA, S.A.
(&\_3) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

C H El'no Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3SA

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPOAYKT OMES3 kancynbl kuweyHopacTtBopumbie 10 mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPMA  LC78576 Dara npoussoactea 10.2023  Topen go 09.2025
TEST / TECT REQUIREMENT / CMELIM®UKALIAA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules
OMUCAHUE TBepAble MenaTUHOBLIe Kancynkl pasmepa Ne 4, Conforms / CooTBeTcTBYeET
C KpbIWeYKoN 3eNeHOro LBeTa U Kopnycom
6enoro ueeTa, cofepxalluve cthepuyeckue
rpaHynel ot 6enoro Ao no4TH Genoro ¢
MEenToBaThbIM OTTEHKOM LBeTa,
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.
OJHOPOOHOCTL NO3WMPOBAHUA (AV) 3HaveHue AV, paccuuTaHHoe ansa 10 kancyn, 13,4

AOMN#HO 6bITh He Bonee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ans 30 kancyn,

aoniHo 6b1Tk He Gonee 15,0 % v copepxanue

OMenpa3ona HY B O4HOM Kancyne He JONKHO

BbIXOAWTHL 3a npegens! 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).
NOANWUHHOCTb (B3XX) Bpems yaepxuBaHUS OCHOBHOIO Conforms / CooTReTCTBYET
nuKa Ha XpoMaTorpamMmMe UcnbITyemoro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepKMBaHUs OCHOBHOTO NuKa
Ha XpoMmaTorpaMMme CTaHAapTHOro pacTeopa
(pasgen «KonuuecTBeHHOE onpenAeneHver).

Approval date (dd.mm.yyyy)/aata ono6penus (oo.mm.rrrr); 27.11.2023
(Signature & Date) Quality Assurance/(Moanuck/naTa) obecneveHunkayecTaa:

Release by/Beinywero Deputy Qualified Person/: ri’ | [)r" P

(Signature & Date)/(Moanucek/naTa) Macarena Gonzalez &J b /:l _ﬁif“g Z Ff ( (2D

Manufacturing Site/lMpouasoacTeeHHas nnowianka: Laboratorios Liconsé. S.A. Pagel/ctp. 1/5




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
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nrPoaykT OME3 kancynbl KuweyHopacTBopumbie 10 mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC78576 Dara npoussopgctea 10.2023 lFogen no 09.2025

TEST / TECT REQUIREMENT / CNELUUDPUKALIAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTL B3XX (DAD petekrop)

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 0CHOBHOrO NUKa, Conforms / CooTBeTcTBYET
CHATbIN Npy XpomarorpadupoBaHuu
MCNBLITYEMOro pacTeopa, AOMKeH
COOTBETCTBOBAaThL YP-cneKkTpy NornoweHusa
OCHOBHOIO NUKA, CHATOMY NpU
xpomarorpathupoBaHun CTaHOAPTHOIO
pacTtBopa (pasgen «KonuuectBeHHOE

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONUYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % oT 3asiBneHHOro cofepaHus 99,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWMYECTBEHHOE ONPEOENEHUE
MI/KAMCYNA

9.5 mgl/capsule to 10.5 mg/capsule
Ot 9,5 mr/kancyna no 10,5 mrlkancyna 10,0 mg/cap / M[/KATICYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % ot 3aABneHHOro coepXaHus 3%
(omenpaaona) yepea 120 MuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BycepHas ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBneHHoro copepxa 0%
C17H19N303S (omenpasona) Yepes 30 MuH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Owenpa3sona kapbokcunar

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

IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
Approval date (dd.mm.yyyy)/nata ogobpeHus (ga.mm.rrrr): 27.11.2023 ( Z .00 Fs '{,

(Signature & Date) Quality Assurance/(Mognuck/aaTa) obecnedeHuakayecTsa:

Release by/BuinyweHo Deputy Qualified Person/:

TR
(Signature & Date)/(NMognuck/gata) Macarena Gonzélez i A

Manufacturing Site/lMpouasogcteenHasn nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 2/5




) LABORATORIOS LICONSA, S.A.
\QS) 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
CEPTUO®UKAT AHAIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoOyKT OMES3 kancynbl KMwevyHopacTBopumMble 10 Mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC78576 Oata npoussoactea 10.2023 lopen no 09.2025
TEST / TECT REQUIREMENT / CNELN®UKALUA RESULT / PE3VYJIBTAT
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMwbas eauHUvHas He Gonee 0,2 % <0,1 %
HeugeHTUdULMpOBaHHAA NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKWUPOBKA B cooTteetcTBuM ¢ HL. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOK roqHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aara onobpenus (aa.mm.rrrr): 27.11.2023

(Signature & Date) Quality Assurance/(Moanuck/paTa) oGecneveHuskadecTaa:
Release by/Brinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nara) Macarena Gonzalez
Manufacturing Site/TlpouasoacTaeHHas nnolyaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

~ LABORATORIOS LICONSA, S.A.
(@
&

19200 Azuqueca de Henares (Guadalajara), Espana/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoaykT OME3 kancynbl kKMwe4yHopacTBopumMbie 10 Mr

CODE
Kon 231902

BATCH Manufacturing Date: Expire Date:
CEPUSA LC78576 Oata npoussoactea 10.2023 ropen no 09.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIAA

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 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
anioMuUHUeBo# (honbru
Mo 2 unu 20 6nucrepos no 5 Kancyn BMecTe
€ UHCTPYKLUEA No NPUMeHeHUIo B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepoe no 6 kKancyn BMecTe
C UHCTPYKUMEN NO NPUMEHEHUI B NayuKy
KApTOHHYHO.
Mo1, 2, 4,8 unn 14 6nuctepoe no 7
Kancyn BMecTe ¢ UHCTPYKUWel no
NPUMEHEHUIO B NMavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AnoMUHUeBLIA 6nucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ UHCTPYKUMENA No
NPUMEHEHUI B NavKy KapTOHHYHO.
Mo1, 2,3, 4unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKLUUei no
npUMeHeHUo B NaYKy KapTOHHYIO.

Conforms / CooTBeTcTBYET**

Analysis performed according ND
1nn-006953-180122

AHnanua nposegeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/aata ono6penus (aa.mm.rrrr): 27.11.2023 T
(Signature & Date) Quality Assurance/(Mognuce/gaTa) obecneveHuakadecTea:
Release by/BuinyweHo Deputy Qualified Person:

(Signature & Date)/(Moanuce/aara) Macarena Gonzalez P ,
Manufacturing Site/MNponasoacreeHHan nnowaaxka: Laboratorios Liconsa, S.A.
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) LABORATORIOS LICONSA, S.A.
(K_,) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoOyYKT OME3 kancynbl kuwe4yHopacTeopumble 10 mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC78576 Nara npouseoactea 10.2023  Topew no 09.2025

TEST / TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnoaeHun
**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 6nucTep U3 anloMUHUEBON dronbry.
Mo 2 6nuctepa no 5 Kancymn BMecTe ¢ MHCTPYKUMEN No NpUMeHeHUIo B NaYKy KapTOHHYIO,

e

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 27.11.2023—— —(’ l\r*’ ()',_)_g
(Signature & Date) Quality Assurance/(Moanuce/pata) obecneqeHusKayecTsa: ]
Release by/Buinyweno Deputy Qualified Person/: __‘7 "‘; A

(Signature & Date)/(Mopnuce/nara) Macarena Gonzalez P-A g{,\l{w‘ﬁf 271 -l -¢3

Manufacturing Site/MpouasoacTeeHHasn nnolaaka: Laboratorios Liconsa, S.A. Pagelctp. 515



(’"\) LABORATORIOS LICONSA, S.A.
&:“) 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

PaspelwieHue Ha BbInyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl KulueyHopacteopumblie 10 mr

PRODUCT

Kon : 231902

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC78576 Nata npouseogctea : 10/2023

BATCH MANUFACTURING DATE

lopen oo : 09/2025 Pasmep cepuu : 307.422 UN
EXPIRY DATE BATCH SIZE

Hacrosiwum 51 nogTBEPXAalo, YTO AaHHas MHGOPMaLKA ABNAETCA AOCTOBEPHOMN U TOYHOM. [laHHaA napTvua npoaykra
6bina npou3aBeeHa, BKNOYas YyNnakoBKY/MapKUPOBKY U KOHTPOMNb KauecTBa, Ha yKa3aHHOM Hke yyacTke (y4acTkax)
B MNOMHOM COOTBETCTBUU ¢ TpeGosaHuaMu GMP MecTHOro perynupytoLlero opraHa, cneLupukalunaMm B paspelieHmm
Ha MapKeTUHI CTPaHBLI-MMNOPTEPa U TEXHUYECKUMU COrMalleHUs MU, KOTOpbIe MOTYT GhITk 3aKNiOYeHkI, UNU (aiinom
crneundukayum npoaykra ans UccnegyeMeix nekapcTBEHHbIX CPeAcTR.

3anucu no o6paboTKe, yNaKoOBKe U aHanu3y NapTuu 6bINK NpoBepeHbl U NPU3HAHLI COOTBETCTRYIOWMMKY TPeboBaHUAM
GMP.

MapTuna 6bina npousseaeHa B Nlaboparopuoc MukoHca SA., a Tam, rae NPUMEHUMO MUKpobUonoruyeckoe
uccnenoBaHue,
OHO npoeoauTcs B JlTabopaTtopuu ueBapHe 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.

2223
Mognucek u para / Signature&Date: Macarena Gonzdlez
| Deputy Qualified Person

PerucTpauuoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



