’1\\)) LABORATORIOS LICONSA, S.A.

P73
((\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUSA

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoayYKT OMES3 kancynbl Kuwe4yHopactTBopumMblie 10 mr

CODE
Kkopn 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC86367 Data npouseoactea 08.2024  Topen no 07.2026
TEST / TECT REQUIREMENT / CNELIM®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules
OlMNMUCAHUE TBepAble xenaTUHOBbIe Kancynbl pa3mepa Ne 4, Conforms / CooTBeTCTBYET
C KpbILLIEYKON 3eNeHOro LBeTa U KOpnycom
6enoro LBeTa, cofepxalume cepuieckme
rpaHysbl oT 6ernoro fo nouTu 6enoro ¢
KenToBaTbIM 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.
OOQHOPOOHOCTb OO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ansa 10 kancyn, 7,0

LOMMKHO 6bITb He G6ornee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ansa 30 kancyn,

LOMKHO GbITb He Gonee 15,0 % 1 cogepxaHue

omenpasona HU B OAHOM Kancyre He JOMmMKHO

BbIXOAUTL 3a npegensi 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).
NMOANUHHOCTb (B3XKX) Bpems yaepvBaHUSi OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha XxpomarorpaMmMe UCNbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXXMBaHUSi OCHOBHOTO NUKa
Ha XpomMaTorpamMmme CTaHAapTHOro pacteopa
(paspen «KonuyecTBeHHOe onpeneneHuey).

Approval date (dd.mm.yyyy)/nata ogo6peHus (A4.MM.ITTT):
(Signature & Date) Quality Assurance/(Moanucek/gara) obecneveHusikadecTsa:

Release by/Bbinywerno Deputy Qualified Person/: \ \ \%X\ QTZ&(
(Signature & Date)/(Moanuck/gata) Macarena Gonzalez / p )
Manufacturing Site/MpoussoacteeHHas nnowaaka: Laboratorios Liconsa, S.A. 3 Pagel/ctp. 1/5
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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
CEPTUDOUKAT AHANU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPOOYKT OMES3 kancynbl kuweyHopactBopumblie 10 Mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC86367 Data npoussoactea 08.2024  Topen no 07.2026

TEST / TECT REQUIREMENT / CNELA®UKALIAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTL B3XX (DAD aeTekTop)

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 nornoLweHnsi OCHOBHOrO MuKa, Conforms / CooTBeTCTBYET
CHATBIW NpU XxpomarorpadupoBaHuu
UCMbITYeMOro pacTBopa, AOIIKeH
cooTBeTCcTBOBaThb Y®P-crneKkTpy NornoweHus
OCHOBHOFO NUKa, CHATOMY Npu
XpomarorpatvpoBaHUU CTaHAAPTHOro
pactBopa (pa3pen «KonuyectBeHHoe

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

KONMWYECTBEHHOE OMPEQENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copepxaHusi 100,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEQENEHUE
MI/KAMCYIA

9.5 mg/capsule to 10.5 mg/capsule
Ot 9,5 mr/kancyna go 10,5 mr/kancyna 10,0 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNEHHOro cofepxaHus 2%
(omenpasona) yepes 120 MuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cTtagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBneHHOro cogepxa 98 %
C17H19N303S (omenpasona) yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

IMPURITY F
Mpumeck F

not more than 0.2 %
He 6onee 0,2 % <0,1 %

Approval date (dd.mm.yyyy)/naTta ogo6peHus (a8.MM.ITrT):

(Signature & Date) Quality Assurance/(Mognucs/aarta) obecrneyeHusikadyecTsa:
Release by/Bbinyiiero Deputy Qualified Person/:

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

Manufacturing Site/lMpon3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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’\?) LABORATORIOS LICONSA, S.A.

7
Avda. Miral , N° 7, Pol. Ind. Miralcampo
( vaa Iralcampo. ol. In Iralcamp

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANUSA

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoOyKT OMES3 kancynbl kuiwe4vHopactBopumMbie 10 Mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPU4A LC86367 Oata npousBoactea 08.2024 lNopen no 07.2026
TEST / TECT REQUIREMENT / CMIELU®UKALIUA RESULT / PE3YNIbTAT
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mo6as eguHUYHasn He 6onee 0,2 % <0,1 %
HeuAeHTUdULUPOBaHHas NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymmMa npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HI. Conforms /| CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK FOAHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (48.MM.ITIT):

(Signature & Date) Quality Assurance/(lMoanuck/gaTa) obecneyeHuskaqecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

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

Manufacturing Site/MpoussofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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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

CHEMO

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU

NPOOYKT OME3 kancynbl kuwe4yHopacTBopumblie 10 mr

CODE

kon 231902

BATCH

CEPUA  LC86367

Manufacturing Date:
Jara npouseogctea 08.2024

Expire Date:
Fonex no 07.2026

TEST / TECT

REQUIREMENT / CMIELLIU®UKALINA

RESULT / PE3YIIbTAT

PACKAGE
foil blister.

5, 6 or 7 capsules in an aluminum

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.
YINAKOBKA

Mo 5, 6 unu 7 kancyn B 6nucrep us
antoMuHUeBol onbru

Conforms / CooTBeTcTBYET

Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C VHCTpPYKUMel No NpUMEHEHUIo B NMayky

KapTOHHYHO.

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C UHCTPYKLMEN Mo NMPUMEHEHUI0 B NayKy

KapTOHHYH.

Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Karcyn BMecTe C UHCTpyKLuel no
NpYMeHeHUIo B NaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-MN3-NBAX/
AnoMUHUEBLIA GnucTep.

Mo 1,2, 3,5, 6,9 unu 10 6nuctepon no
10 kancyn BMecTe ¢ UHCTPYKLMEN No
NpUMeHeHUIO B NaYKy KAPTOHHYIO.

Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe ¢ UHCTPYKLMel no

npUuMeHeHU B Na4Ky KapTOHHYHO.

Analysis performed according ND
I1M-006953-180122

AHanus npoBegeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ofo6peHus (AA.MM.ITT):

(Signature & Date) Quality Assurance/(Mognuck/nata) obecneyeHusikadecTsa:

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/narta) Macarena Gonzalez

Manufacturing Site/MpoussoacteeHHas nnowagka: 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

C H E mO 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
NnPOOYKT OMES kancynbl Kuwe4yHopacTtBopumMblie 10 mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC86367 Oata npouseoactea 08.2024 Fopen no 07.2026

TEST / TECT REQUIREMENT / CMELUPUKALIUA RESULT / PE3YJIIbTAT

Notes / HabntogeHus
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 antOMUHUEBOW ()ONbIU.
Mo 2 6nucTtepa no 5 kancyn BMecTe ¢ UHCTPYKLUMeA MO NPUMEHEHUI0 B NaYvKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/nata ogobperus (A4.MM.ITTT):

(Signature & Date) Quality Assurance/(Mognuce/garta) obecneveHusakayecTsa: ) )
Release by/Brinywero Deputy Qualified Person/: (&; \b ZLQ
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez / / )

Manufacturing Site/lpou3BoacTBeHHas nrnowagka: Laboratorios Liconsa, S.A. Page/ctp. 5/5
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,F\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KuweyHopacTeopumMblie 10 Mr

PRODUCT

KoAd : 231902

CODE Homep MA / MA NUMBER : J1IM-005063
CEPUA : LC86367 Hara npouseoactea : 08/2024

BATCH MANUFACTURING DATE

Fopen po : 07/2026 Pasmep cepuu : 31.104 UN
EXPIRY DATE BATCH SIZE

Hacrosiwum s noaTBepxaak, 4To AaHHas I/IHd)OpMaLlMH ABnAeTcA AOCTOBepHOﬁ U TOYHOM. HaHHas napTma npoaykra
Obina npousBeneHa, BKno4vas ynaKOBKy/MapKMpOBKy U KOHTPOJb KaYecTBa, Ha YKasaHHOM HWXe y4acTKe (y‘-IaCTKaX)

B NOJ/IHOM COOTBETCTBUU C TpGGOBaHMﬂMM GMP mecTHOro perynupyrouliero opraHa, CneLlM(bMKaLWIHMVI B pa3peLueHuu
Ha MapKeTUHr CTpaHbI-UMMopTepa U TeXHU4eCKUMU cornatleHUussMu, KotTopblie MoryT ObITb 3aKMnKYeHbl, UnNu (baﬁnom
cneumpukauuu npoaykra ansa MCCﬂeﬂyeMbIX JNeKapCcTBeHHbIX CpencTB.

3anucu no o6paboTke, yNakoBKe U aHanu3y NapTum 6bINv NPoBepeHbl U NPU3HaHbl COOTBETCTRYHOLMMU TPeGoBaHUAM
GMP.

MapTusa Obina npousseneHa B JlabopaTopuoc JlukoHca SA., a Tam, rae NPUMeHUMO MUKpobuorioruveckoe
uccrnenoBaHue,
OHO npoBoauTtca B JlabopaTtopuu dueBapHe 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 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.

—~—

\ VL0 24
Moanuck u pata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauunoHHoe ygoctoBeperue / Manufacturing Authorization: 3414E
Homep [ukoHca GMP / LICONSA GMP Number: ES/085HVI/19



