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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 AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl kuiwe4yHopacTtBopuMbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86293 Darta npoussogcrea 09.2024 Fopen no 08.2026
TEST / TECT REQUIREMENT / CNELW®UKALINA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TeeppAble xenaTuHoBbIe Kancynbl pasMepa N°4, Conform / CooTBeTcTBYET

C KpbILLEYKOol cUHero LiBeTa U Koprnycom
6enoro uBeTa, cogepxalluve cepulyeckme
rpaHyrbl OT 6ernoro o no4tu 6enoro ¢
enToBaTbIM OTTEHKOM LiBETa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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.

OJHOPOOHOCTb [JO3UPOBAHUA (AV)

3HauveHue AV, paccuutaHHoe ans 10 kancyn,

8,4

LOMKHO 6bITh He 6ornee 15,0 %.

3HayeHue AV, paccuutaHHoe ans 30 kancyn,
[OMKHO 6bITb He 6onee 15,0 % v copepxaHue
omenpasorna HU B OQHO Karcyrne He AOMKHO
BbIXoAUTb 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).

MOONMUHHOCTb (BIXX)

Bpems yaepxuBaHUsi OCHOBHOTO

Conform / CooTBeTcTBYET

nuKa Ha XpomMaTtorpamMme UCMbITyeMoro
pacTBopa JOMKHO COOTBETCTBOBaTh
BpeMeHU yAepXuBaHUsi OCHOBHOMO Nuka

Ha XpomMaTorpaMmMe cTaHAapTHOro pacreopa
(paspen «KonuuyecTtBeHHOE onpegeneHue»).

XA G 5.7
)
1S

Approval date (dd.mm.yyyy)/nata ogo6peHus (oa.MM.ITIT):

(Signature & Date) Quality Assurance/(lMognuce/nata) obecneveHusikayecTsa:
Release by/BrinyweHo Deputy Qualified Person/:

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

Manufacturing Site/lNpoussofcTBeHHas nnollagka: Laboratorios Liconsa, S.A.
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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®PUKAT AHAITUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl Kuwe4yHopacTBopumble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86293 DNata npoussoactea 09.2024 Fopen no 08.2026

TEST / TECT REQUIREMENT / CNEUUD®UKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOASIMHHOCTb B3XX (DAD petekTop)

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 nornoweHnus1 OCHOBHOro Muka, Conform / CooTBeTCTBYET
CHATBIN Npu XxpomaTorpadupoBaHmmn
UCMBLITYeMOro pacTBopa, AOKeH
CcoOTBeTCTBOBaThL Y®-CcrneKTpy nornoweHus
OCHOBHOTO MU1Ka, CHATOMY Npu
XpomaTtorpadMpoBaHun cTaHAapTHOro
pactBopa (pasgen «KonuyectBeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KOJNMMMYECTBEHHOE ONPEAENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cofepXxaHus 99,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEAENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro copepxaHus 2%
C17H19N303S (omenpa3ona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BycepHas cTapus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBneHHOro 101 %
copepxanus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHbIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunat

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

Approval date (dd.mm.yyyy)/aara ofoGpeHIs (A MM.ITT):

(Signature & Date) Quality Assurance/(Moanuck/gaTa) obecrneyeHuskadecTsa: ==

Release by/BbinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanucsk/nata) Macarena Gonzalez
Manufacturing Site/lMpousBoacTBeHHas nrowagka: Laboratorios Liconsa, S.A.
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—_ ) LABORATORIOS LICONSA, S.A.
'(\ Y/ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
'Y } ') Phone: +34 949 34 97 00

| Nt Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3SA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOoaYKT OME3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC86293 Nata npouseopctea 09.2024  Topen oo 08.2026
TEST / TECT REQUIREMENT / CNEUW®UKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMobas eauHUYHas He 6onee 0,2 % <0,1 %

HeupeHTUdMLMpPOBaHHAsA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceii He 6onee 2,0 % 0,1 %

TOTAL AEROBIC MICROBIAL COUNT NMT 1073 CFU/g

(TAMC)

O6Lwee Yncno asapobHbIX He 6onee 1000 KOE/r 10 CFUIr
MUKPOOpPraHM3MoB

TOTAL COMBINED YEASTS/MOULDS NMT 1072 CFU/g

COUNT(TYMC)

OG6lLee YUCIO APONOKEBLIX U MNECHEeBbIX He 6onee 100 KOE/r <10 CFUIr

rpu6on

Escherichia coli Absencelg

Escherichia coli OtcytctBue B1r Conform / CooTBeTCcTBYET
LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ H]. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaType He Bbiwwe 25 °C.

SHELF-LIFE 2 years

CPOK roOHOCTU 2 ropa.

ram 2L
g// eV LS

Approval date (dd.mm.yyyy)/narta ono6peHus (A4.MM.ITrT):

(Signature & Date) Quality Assurance/(lMognucb/aata) obecneyeHusikayecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

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

Manufacturing Site/MpousBogcTeeHHas nnowjagka: Laboratorios Liconsa, S.A.
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“\\) LABORATORIOS LICONSA, S.A.
(\ 4 Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuiwe4HopactsopuMblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86293 Oara npoussoactea 09.2024 Mopen oo 08.2026

TEST / TECT REQUIREMENT / CNELUIM®UKALUNA 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 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.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep us Conform / CooTBeTCTBYET

anoMuHueBol donbru.

Mo 2 vnu 20 6nucTtepoB no 5 kancyn BMecTe

C UHCTPYKUUeli Mo MeAULIMHCKOMY NPUMeHeHIo

B MayvKy KapTOHHYIO C KOHTPOIeM NepBoro

BCKpbITUSA (Nnepdopauus).

Mo 5 vnu 10 6nucTtepoB no 6 kancyn BMecTe

C UHCTPYKUUel o MeguLUHCKOMY NMPUMEHEHUIo

B NayKy KAPTOHHYIO C KOHTPOINEM NepBoro

BCKpbITUA (Nepdopauus).

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

Kancyr BMecTe ¢ UHCTPpYKLuel no

MeAULIMHCKOMY NMpPUMeHEeHUIo B Mayky

KapPTOHHYIO C KOHTPONEM MepBOro BCKPLITUSA

(nepdpopauusy).

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

AnioMUHUEBLIN 6nivcTep.

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

10 Kkancyn BMecTe ¢ MHCTPYKUUeW no

9] 2/ )W )C

Approval date (dd.mm.yyyy)/aata onobpeHus (4A.MM.ITIT): <y/ U; UieH
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneveHusikadecTsa: ;
Release by/Bbinywero Deputy Qualified Person/: 4%

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

Manufacturing Site/MpouasoacTeeHHas nnotagka: Laboratorios Liconsa, S.A. 4 Pagelctp. 4 /5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86293 Hara nponssoacrtea 09.2024 Fopen no 08.2026

TEST / TECT REQUIREMENT / CNEUUW®UKALUA RESULT / PE3YJIbTAT

MeAULIMHCKOMY NPUMEHeHUI0 B MayvKy
KapTOHHYIO C KOHTPOJIEM NEePBOro BCKPbITUS
(nepcpopauus).

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

Karicyn BMecTe ¢ MHCTPYKUUel no
MeOULIMHCKOMY NMPUMeEHEHUIO B NaykKy
KapTOHHYHO C KOHTpOrieM NepBoro BCKPbITUS
(nepdropanus).

Mo 2 6nucrepa no 15 kancyn BMecTe ¢
VHCTPYKUME No MeSULIMHCKOMY NMPYMEHEHUI0 B
nayvky KapTOHHYIO.

Analysis performed according ND
J1M-Ne(005063)-(Plr-RU)-080824
Ananus npoBegeH no HA
J1M-Ne(005063)-(Pr-RU)-080824

Notes / HabnopgeHuUs
6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6nucrep U3 antoMUHUEBON (Ponbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe C MHCTPYKLMEl Mo NPUMEHEHUIO B NaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogobpeHus (An.MM.rrrr):

(Signature & Date) Quality Assurance/(IMoanuck/gaTa) obecneveHuskadecrtsa:
Release by/BeinyweHno Deputy Qualified Person/:

(Signature & Date)/(lMonnuce/aata) Macarena Gonzalez

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

Pa3spelueHue Ha BbInyckK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OMES3 karicynbl kMiwe4yHopacTBopuMble 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIN-NO(005063)-(PI"-RU)
CEPUSA : LC86293 Hata npouseoactea : 09/2024

BATCH MANUFACTURING DATE

Foaex no : 08/2026 Pasmep cepun : 342.400 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum 51 noaTBepxaalo, 4To AaHHas UHdopMaLus sIBrsieTCS 4OCTOBEPHON U TOUHOMN. [laHHas napTusi MpoayKTa
6bIna npousseaeHa, BKIOYas ynakoBKY/MapKUpOBKY U KOHTPOIb KayecTBa, Ha yKa3aHHOM HUXe yyacTke (yyacTkax)
B MOMTHOM COOTBETCTBUM C Tpe6oBaHUsiMM GMP MecTHOro perynupytollero opraHa, crneuudukaumsiMmu B paspeLieHum
Ha MapKeTUHT CTPaHbI-UMMoOpPTepa U TEXHUYECKUMU CorrnalleHUsiMU, KOTopble MOTyT GbITh 3aKMnYeHbl, Uy gannom
cneuudukauum npoaykra ana Uccnegyembix neKapcTBeHHbIX CPEACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTum 6bInv NpoBepeHbl U NPU3HaHbl COOTBETCTRYIOLWUMU TPeGOoBaHUAM
GMP.

MapTusa GbIna npousBefeHa B Jlaboparopuoc IlukoHca SA., a Tam, rge NpYMeHUMO MUKPOGUOsoruyecKoe
uccrnenoBaHue,
OHo npoBoautcs B IllabopaTopuu SueBapHe 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.

. ///22 o 2

Mognuck u gara / Signature&Date: Mécarena Gonzalez
| Deputy Qualified Person

PernctpaumoHHoe yagocrosepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



