_M//w LABORATORIOS LICONSA, S.A.
m. Y Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kMwe4yHopacTBopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC80104 Data npoussoactea 01.2024  Topgen no 12.2025
TEST / TECT REQUIREMENT / CNEUA®UKALIAA RESULT / PE3YINbLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable XenaTUHOBbIe Kancynkl paamepa N°4, Conforms / CooTBeTcTBYET
C KpbilleyKoil CUHEero LBeTa U KOpMnycom
Genoro UBeTa, cofepxallue cthepuieckue
rpanynsi oT 6enoro 4o no4ytu 6enoro ¢
enToBaTblM 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.
OOHOPOOHOCTb AO3UPOBAHMUA (AV) 3HaueHue AV, paccumTtaHHoe ansa 10 kancyn, 7.9

LAOMKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuntaHHoe ana 30 kancyn,

LOMKHO BkITh He 6onee 15,0 % u copepxaHue

omMenpa3ona HU B OAHOW Kancyrne He JOMKHO

BbIXxoguTk 3a npeaens: 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).
MOANIMHHOCTB (B3XX) Bpems yaepXWBaHWA OCHOBHOIo Conforms / CooTBeTcTBYeET
NUKa Ha XpoMaTorpaMMe UcTbITyeMoro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHUs OCHOBHOrO NuKa
Ha XpomaTorpaMMe CTaHAApPTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpeAeneHuey).

Approval date (dd.mm.yyyy)/nata onobperus (na.mm.rrrr): 25.01.2024
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneveHuakadecTea: Me 26.04 Y
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/gata) Macarena Gonzélez /7 R
Manufacturing Site/MpouasogcTeeHHan nnoulanka: Laboratorios Liconsa, S.A. 7\, / 260! HJ Pagelctp.1/5




7 jy LABORATORIOS LICONSA, S.A.
ﬁ/.\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafal/Spain

O—I—m_ _ —O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl kuwe4yHopacTteopumble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80104 Nata npouseoactea 01.2024 Fonex oo 12.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YINIbTAT
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).
NOANUMHHOCTL B3XX (DAD peTtektop) Y®-cnekTp nornollleHUs OCHOBHOTO NUKa, Conforms / CooTBeTcTBYET
CHATLIA NPU XpomaTtorpagupoBaHumn
MCNLITYEMOro pacTeopa, AomKeH
COOTBETCTBOBAaTL Y®-cnekTpy nornoLeHust
OCHOBHOIO NUKa, CHATOMY NpU
XpoMaTorpapMpoBaHuM CTaHAAPTHOTO
pactBopa (pazgen «KonuyecTBeHHOE

onpeneneHuen)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3aABNeHHOro copepXaHun 99,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE ONPEOENEHUE Ot 19,0 mr/kancyna no 21,0 mr/kancyna 20,0 mg/cap | MT/KATICYNA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTHana ctagus) He Bonee 10 % oT 3asBNeHHOro coaepKaHus 2%
C17H19N303S (omenpa3sona)
yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHME (BydepHasn cTragus) He menee 80 % (Q) ot 3asBneHHOro 95 %
copepxanus C17H19N303S (omenpasona)
yepes 30 MUH.
RELATED SUBSTANCES

POOCTBEHHbIE MPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3ona kapbokcunart He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 25.01.2024
(Signature & Date) Quality Assurance/(loanuck/nata) obecnedeHuaravecrea: [V 26 od 74
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aata) Macarena Gonzalez
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OMES3 kancynbl kuweyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80104 Data npouseoactea 01.2024  Topen go 12.2025
TEST /| TECT REQUIREMENT / CNELlM®UKALUA RESULT / PE3YNIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %

ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %

IMPURITY

NMwban eguHu4uHan He 6onee 0,2 % <0,1 %
HeuaeHTUULUPOBAHHAA NPUMECE

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepatype He Bbile 25 °C.

SHELF-LIFE 2 years

CPOK rogHocTu 2 ropa.

Approval date (dd.mm.yyyy)/nata onobpenus (og.mm.rrrr): 25.01.2024
(Signature & Date) Quality Assurance/(lMognuck/aarta) obecneveHunkadecTsa: MFP 2C. 04 T4
Release by/Beinywero Deputy Qualified Person/:

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

Manufacturing Site/Mpou3soacTeeHHas nnouagka: Laboratorios Liconsa, S.A. /v?
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuwe4yHopacTteopumblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80104 [ara npouseoactea 01.2024  lopew no 12.2025

TEST / TECT REQUIREMENT / CTIELUU®UKALINA 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.
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 Snuctep U3 Conforms / CooTBeTcTBYET**
anoMuUHUeBol donbru
Mo 2 unu 20 6nucTepoB No 5 Kancyn BMecTe
€ MHCTPYKLUUel No NpMMeHEeH1Io B Navky
KapTOHHYHO.
Mo 5 unu 10 6nucTepor no 6 Kancyn eMecTe
C MHCTPYKLME No NPUMEHEHUIO B Na4Ky
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Kancyn BMecTe C MHCTPYKUUe:l no
NPUMeHEeHUI0 B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn 8 NBX-N3-NBAX/
AnoMUHUeBLIW BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ MHCTPYKUuel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karcyn BMecTe C UHCTPYKUUWel no
NPUMEHEHUIO B Na4Ky KapTOHHYHO.

Analysis performed according ND

1Mn-006953-180122

AHanu3a npoBefeH no HA: .
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ono6penus (oa.mm.rrrr): 25.01.2024
(Signature & Date) Quality Assurance/(Toanuck/aata) oBecnedenusikavectsa: M 16, o 1Y
Release by/BuinyweHo Deputy Qualified Person/: -
\
]
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4yHopacTteopumMbie 20 mMr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80104 DNara npouzeonctea 01.2024  Topen no 12.2025

TEST / TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YINIbTAT

Notes / HabnogeHUnA
**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 6nMcTep U3 anNOMUHUEBON (roNnkru.
Mo 5 6nucTepos no 6 Kancyn BMecTe ¢ MHCTPYKLUWEN No NPUMeHEHUI0 B NaYKy KapToHHYH.

Approval date (dd.mm.yyyy)/aaTa ono6peHus (aa.mm.rrrr): 25.01.2024

(Signature & Date) Quality Assurance/(Toanucs/nata) obecneveHuakadectsa: (M7 16 o1 71

Release by/Buinywero Deputy Qualified Person/: .

(Signature & Date)/(lMopnuck/nata) Macarena Gonzalez L -

Manufacturing Site/lpovasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. JJ RN 160! L I Pagelctp. 5/5
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Pa3peweHune Ha BbINycK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl Kuwe4HopacTBopumMmble 20 Mr

PRODUCT

kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM-006953
CEPU4A : LC80104 Nata npouseoactea : 01/2024
BATCH MANUFACTURING DATE

lopen go : 12/2025 Paamep cepuu : 241.920 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswuM 5 NOATBEPKAAL0, YTO AaHHas uHdopMauus SBMAETCA 4OCTOBEPHON U TOYHON. [laHHaA napTus npogykra
6kLina Npou3BefeHa, BKIOYas YNakoBKY/MapKMpPOBKY 1 KOHTPOMNb KauyecTBa, Ha YKa3aHHOM Huke y4acTke (y4acTkax)
B NOMHOM COOTBETCTBUM ¢ TpeboraHuamu GMP mMecTHOro perynupyioulero oprada, creuudgukauuamMu B paspelieHum
Ha MapKeTUHT CTPaHLI-UMMOpTepa U TEXHUYECKUMU COrNalleHUAMU, KOTOpkIe MOTYT BbITh 3aKnioUeHb!, Unu tannom
cneuudmKaumu npogykra ansa MccnefyeMeix nekapcTBEHHbLIX CPeAcTR.

3anucu no 06paboTke, yNaKoBKe U aHANW3y NapTuM GbINu NPoBepeHkl U NPU3HaHLI COOTBETCTBYHOLMMU TPeBOoBaHWUAM
GMP.

MapTus 6bina npousregeHa B NaGoparopuoc MukoHca SA., a Tam, rae NPUMEHUMO MUKpOBUONOruYecKoe
uccrefoBaHue,
oHo npoBoauTcs B JlaBopaTopuu 3uyeBapHe 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.

v/nf T€o124

Mopnucek 1 aara / Signature&Date: Macarena Gonzalez
/| Deputy Qualified Person

PervctpauuvorHoe ygocroeeperue / Manufacturing Autharization: 3414E
Homep NMukoHca GMP / LICONSA GMP Number: ES/085HVI/M9



