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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
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
nPoayKT OME3 kancynbl Kuwe4yHopacTtBopumbie 10 mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC90526 Dara npoussoacrea 01.2025 ropen no 12.2026
TEST / TECT REQUIREMENT / CNELW®UKALUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules
OMNUCAHUE TBepAble XenaTuHoBble Kancynbl pasamepa Ne 4, Conforms / CooTBeTCTBYET

C KpbILLEeYKol 3erieHoro LiBeTa U Kopnycom
6enoro LUBeTa, coaepxallyue cgepuleckue
rpaHyrnbl oT 6enoro 4o nNoyTu 6enoro ¢
enToBaTbIM OTTEHKOM L|BeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OOHOPOOHOCTb 1O3UPOBAHUA (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.

3HaueHue AV, paccuutaHHoe gns 10 kancyn, 10,8
AOMXHO 6bITh He 6onee 15,0 %.

3HauyeHue AV, paccuutaHHoe ans 30 kancyn,
AomkHo 6bITb He Gonee 15,0 % u cogepxaHue
oMernpa3orna HU B OHOI Kancyrne He [OMmKHO
BbIXoAuUTb 3a npegens! 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANMUHHOCTD (B3XX)

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).

Bpemsi yaepx1BaHusi OCHOBHOIo

nuKa Ha XpoMaTorpamme UcnbITyeMoro
pacTBoOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHWUs OCHOBHOIO NuKa

Ha XpoMaTorpaMme CTaHAapTHOro pacTBopa
(pa3pen «KonuyectBeHHOe onpepaeneHue»).

Conforms / CooTBeTcTBYET

Y

Approval date (dd.mm.yyyy)/nata onobpeHus (A4.MM.ITrr): j i C«g*@q z 5

(Signature & Date) Quality Assurance/(Mognucs/parta) obecneveHusikadecrsa:
Release by/BeinywieHo Deputy Qualified Person/:

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

Manufacturing Site/Mpou3ssofcTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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”\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo 7, Pol. Ind. Miralcampo,
N\~ Azuqueca de Henares, Guadalajara, 19200, Espaiia

CHEMO Fav. 53494926 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPOaYKT OMES kancynbl kuwe4yHopacTBopumble 10 mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPU4A LC90526 Data npouseopcrea 01.2025 Nopex oo 12.2026

TEST / TECT REQUIREMENT / CNELIUPUKALIUA RESULT / PE3YJIbTAT
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).
NOANMUHHOCTL B3XXX (DAD peTekTop) Y®-cneKTp nornoweHusi OCHOBHOro Nuka, Conforms / CooTBeTCTBYET
CHATbIU NPU XpoMarorpadgupoBaHuu
UCMbITYeMOro pacTBopa, AOKeH
COOTBeTCTBOBaTh Y®P-cneKTpy NormoleHus
OCHOBHOTO NUKa, CHATOMY Nnpu
XpomaTorpacupoBaHun CTaHAAPTHOroO
pacTtBopa (pasgen «KonuyectBeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,5%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUYECTBEHHOE OMNPEQENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro coiepXaHus 101,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 9.5 mg/capsule to 10.5 mg/capsule
KONUWYECTBEHHOE OMPEOENEHUE Ot 9,5 mr/kancyna go 10,5 mr/kancyna 10,1 mr/kan
MF/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTHas craaus) He 6onee 10 % OT 3asiBNIEHHOrO cofepaHus 1%
(omenpa3sona) yepes 120 MuH;
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas ctagus) He meHee 80 % (Q) oT 3asiBNeHHOro cogepxa 96 %

C17H19N303S (omenpa3ona) yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kap6okcunart He 6onee 1,0 % <0,1 %
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %

—
Approval date (dd.mm.yyyy)/aata onobpeHus (Aa.MM.ITIT): % 8o (7 Z 5

(Signature & Date) Quality Assurance/(loanuck/aaTa) obecneveHusikayecTsa:
Release by/BuinyuieHo Deputy Qualified Person/: ////
(Signature & Date)/(Mopnuck/pata) Macarena Gonzélez

Manufacturing Site/MpoussoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A.

= /5/).&‘ oU 2>

Pagelctp. 2/5



@

CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

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
nPOaYKT OMES kancynbl kuweyHopacTteopumble 10 mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPU4A LC90526 Oata npouseoactea 01.2025 MopeH po 12.2026
TEST /| TECT REQUIREMENT / CNEUIU®UKALIAA RESULT / PE3YIIbTAT
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMio6as eguHUYHan He 6onee 0,2 % 0,1 %
HeupeHTUdULMUpPOBaHHas NpUMech
TOTAL IMPURITIES not more than 2.0 %
He 6onee 2,0 % 0,1 %

CyMmMa npumecei

LABELING According to ND

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

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/naTa onobpeHusa (Aa.MM.rrrr): é\—%% /:3 0425

(Signature & Date) Quality Assurance/(lMoanuck/aara) obecneyeHusikadecTsa:
Release by/BrinyweHo Deputy Qualified Person/:

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

Manufacturing Site/MpouasoacTeeHHas nnotaaka: Laboratorios Liconsa, S.A.
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f\‘\) LABORATORIOS LICONSA, S.A.
( i Y/ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
-\f Azuqueca de Henares, Guadalajara, 19200, Espafia
@‘ S L 'll ij [] U H ( ) Phone: +34 949 34 97 00
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoAYKT OMES3 kancynbl Kuwe4yHopacTBopumMblie 10 mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC90526 Dara npouseoactea 01.2025 Tlopen no 12.2026

TEST /| TECT REQUIREMENT / CNELUU®UKALIUA 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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2,3,5,6,9 or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBeTCTBYET

anroMuHueBol donbru.

Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe

C UHCTPYKUUE No MeAULIMHCKOMY NPUMEHeHUo

B MayKy KapTOHHYH C KOHTpOIieM NepBoOro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe

C UHCTPYKLUEel No MeAULUHCKOMY NPUMeHEeHUo

B Mayky KapTOHHYIO C KOHTPONeM NepBOro

BCKpbITUA (Nepcpopauus).

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

Karncyn BMecTe C UHCTPYKLUeli no

MeOULUHCKOMY NPUMeHeHUo B NauKy

KapTOHHYIO C KOHTPOIEM MepPBOro BCKPbITUS

(nepopavus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBOX/

AnoMuHUeBbIN GnucTep.

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

10 kancyn RMecTe ¢ UHCTPYKUUeR o

Approval date (dd.mm.yyyy)/nata ogobperus (A8.MM.Irrr): i :g 0 ?? O(';’Zﬂ

(Signature & Date) Quality Assurance/(lMoanucek/aara) obecneveHusikadecTsa: ; o
- ; f - 28U 2S
Release by/Bbinyuieno Deputy Qualified Person/: /4 ” C
(Signature & Date)/(lMoanucs/aata) Macarena Gonzalez / v
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"T\“\) LABORATORIOS LICONSA, S.A.
(&4 Avda. Miralcampo 7, Pol. Ind. Miralcampo,
- Azuqueca de Henares, Guadalajara, 19200, Espafia

C

| () [r_ - B 10 Phone: +34 949 34 97 00
I o Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
NPOAYKT OME3 kancynbl kuiwe4yHopacTteopumblie 10 mMr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC90526 Dara npouseoacrea 01.2025 ropeH po 12.2026

TEST / TECT REQUIREMENT / CNIELLU®UKALUA RESULT / PE3YIIbTAT

MeAULMHCKOMY MPUMEHEHUI0 B NayKy
KapTOHHYI0 C KOHTPOIIEM MEePBOro BCKPbLITUS
(nepdhopauus).

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

Karcyn BMecTe ¢ UHCTpYyKuuel no
MeAULIMHCKOMY NMPUMEHEHUIo B Nayky
KapTOHHY0 C KOHTpOreM NepBOro BCKPbITUSA
(nepdhopauus).

Mo 2 6nucTepa no 15 kancyn BMecTe ¢
MHCTPYKUMEN NO MeAULIMHCKOMY NPUMEHEHUI0 B
nauky KapTOHHYIO.

Analysis performed according ND
1MN-Ne(005063)-(Pr-RU)-080824
AHanus npoBegeH no
J1M-N2(005063)-(Pr-RU)-080824

Notes / HabnogeHus
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 6nucrep U3 antoMUHUEBOU ronbriu.
Mo 2 6nucTepa no 5 kancyn BMecTe ¢ UHCTPYKLMEN MO NPUMEHEHUIO B NaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata onobpeHus (Oa.MM.ITIT): t??:;é@ @(‘/ 7 5

(Signature & Date) Quality Assurance/(lMoanuck/naTta) obecnevyeHusikayecTsa:
Release by/Bbinyiierno Deputy Qualified Person/:

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

Manufacturing Site/[pou3asoacTBeHHas nnowagka: Laboratorios Liconsa, S.A.
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7 Q\) LABORATORIOS LICONSA, S.A.
(\\g Avda. Miralcampo 7, Pol. Ind. Miralcampo,
5 R Azuqueca de Henares, Guadalajara, 19200, Espaiia
(‘\ B Y I\ A P;‘ [i “’ B (g )) Phone: +34 949 34 97 00
gl Fax: +34 949 26 68 37

PaspelweHue Ha BbINyCcK
CERTIFICATE OF COMPLIANCE

nPOOYKT : OME3 kancynbl kuwe4yHopacTBopumblie 10 Mr

PRODUCT

Kopn : 231902

CODE Homep MA / MA NUMBER : JIM-NO(005063)-(PI'-RU)
CEPUA : LC90526 DNata npoussoactea : 01/2025

BATCH MANUFACTURING DATE

lonen no: 12/2026 Pasmep cepum : 194.400 UN

EXPIRY DATE BATCH SIZE

Hactosiluum st noaTBepPXAalo, YTO AaHHas MH(opMaLusl SIBMsieTCA 4OCTOBEPHON U TOUHOM. [laHHasA napTusi NpoayKTa
6bina npoussefeHa, BKNOYasi ynakoBKy/MapKUpPOBKY U KOHTPONb KauecTBa, Ha YKa3aHHOM HUXe yyacTke (yyacTkax)

B MOMTHOM COOTBETCTBUYU ¢ TpeGoBaHusmMu GMP MeCTHOro perynupytolLero opraHa, cneuudukaumsamMm B paspeLieHum
Ha MapKeTUHI CTPaHbI-MMMNopTepa U TEXHUYECKUMU COrnalleHUsIMU, KOTOpble MOrYT BbITh 3aKMUYeHbl, UNu dainom
cneuudukauumu npogykra ana Uccnepgyembix nekapcTBeHHbIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanuay napTuu 6b1nu npoBepeHbl U MPU3HaHbl COOTBETCTBYOLMMU TPeGOBaHUSIM
GMP.

MapTus 6bIna npousBegeHa B JlabopaTopuoc llukoHca SA., a Tam, rae NPUMEHUMO MUKpoGMonormyeckoe
uccrepoBaHue,
OoHo npoBoauTcs B JlabopaTopuu ueBapHe 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.

il Y ou 255
s // He

Moanuck u para/ Signature&[)'ét-e;'Mazé\éa Gonzalez
I Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



