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19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbi kKuweyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83778 Nara npouseopgctea 05.2024  ropgex no 04.2026

TEST /| TECT REQUIREMENT / CNEUUA®UKALUA RESULT / PE3YNLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTL 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 nornoueH1s OCHOBHOMO NUKa,
CHATBIA NpU XpomaTorpacupoBaHum
UCMbLITYEMOro pacTBopa, JOMMKeH
COOTBETCTBOBaTL Y®-CcneKTpy NornoljeHust
OCHOBHOTO MUKa, CHATOMY NpU
XpomarorpagupoBaHUu CTaHOAPTHOTO
pacTteopa (pasgen «KonuyecTBeHHoe

Conforms / CooTBeTcTBYeET

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

KONWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asBNEeHHOro cofepXaHus 100,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
OT 19,0 mr/kancyna go 21,0 mrikancyna

20,0 mgl/cap | MT/KATICYIA

DISSOLUTION ACID STAGE

PACTBOPEHMWE (KucnotHan cTtagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asiBNeHHOro cogepxaHus 0%
C17H19N303S (omenpasona)

Yyepe3 120 muH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydchepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3aaBneHHoro 99 %
copepwxanua C17H19N303S (omenpa3sona)

yepes 30 MuH.

RELATED SUBSTANCES
POOCTBEHHBIE NMPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrr): 27.06.2024 ¢ ) EPVY Y

(Signature & Date) Quality Assurance/(lMoanuce/aaTa) oBecneyeHusKadecTsa:

Release by/Beinyweno Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez
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Manufacturing Site/lpon3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOoykT OMES3 kancyrbl KuwevyHopacTteopumMsie 20 Mr

CODE
Kopg 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83778 Oara npoussonctea 05.2024 Fopex oo 04.2026
TEST/TECT REQUIREMENT / CNIEUW®UKALIAA RESULT / PE3YNIbTAT

IMPURITY F not more than 0.2 %

Mpumecs 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

Mwban eguHUYHan He 6onee 0,2 % <0,1 %

HeuaeHTUdULUPOBAHHAS NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

TOTAL AEROBIC MICROBIAL COUNT NMT 1023 CFU/g

(TAMC)

O6uee yucno asapobHbIX He 6onee 1000 KOE/r <10 CFUIr

MUKpOOpPraHu3MoR

TOTAL COMBINED YEASTS/MOULDS NMT 1022 CFU/g

COUNT(TYMC)

O6uwee YUCNO OPOXIKEBBLIX U NNeCHeBbIX He 6onee 100 KOE/r <10 CFU/r

rpu6os

Escherichia coli
Escherichia coli

Absencelg
OtcytctBue B1 T

Conforms / CooTeeTcTByeT

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBMU ¢ HA. Conforms / CooTeeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOK rogHOCTU 2rona.

Approval date (dd.mm.yyyy)/nata ogobpenus (an.mm.rrr): 27.06.2024
(Signature & Date) Quality Assurance/(lNognuce/aarta) obecneveHusKavecTaa:

Release by/Brinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/narta) Macarena Gonzalez
Manufacturing Site/lMpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl kKulie4yHopacTBopuMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC83778 Oara npouasoactea 05.2024 Nopen no 04.2026

TEST / TECT REQUIREMENT / CNEUU®UKALIAA RESULT / PE3YINLTAT

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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep U3 Conforms / CooTBeTCcTBYET
anroMuHueBoW thonbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTte
C UHCTPYKUMENH NO NMPUMEHEHUIO B MAYKY
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C UHCTPYKUMENH NO MPUMEHEHUIO B MaYKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Kancyn BMecTe ¢ UHCTPYKUUeiA no
NPUMeHeHUIo B NavKy KAPTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AnMUHUeBEIN GnucTep.
Mo 1, 2, 3, 5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe € MHCTPYKUMEn no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C MHCprKLlHEI‘ﬂ‘I no
npyMMeHeHMH B Na4Ky KapTOHHYIO.

Analysis performed according ND
nn-006953-180122

Ananua npoeefeH no HO:
1Nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mMm.rrrr): 27.06.2024 -

(Signature & Date) Quality Assurance/(lNognuce/nara) obecnedeHuakadecTaa: _"'—(’? 3‘“;-'@ oy
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Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl Kuwe4vyHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83778 Hara npouasoactea 05.2024 Nopen no 04.2026

TEST/TECT REQUIREMENT / CNELIU®PUKALINA RESULT / PE3YINIBTAT

Notes / HabnoaeHuUs
**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 6nUcTep U3 anNOMUHUEBOI honbru.
Mo 5 6nuctepoB no 6 Kancyn BMecTe ¢ MHCTPYKLMEN Mo NPUMEHEHUIO B NMaYKy KapToHHYIO.

i i —
Approval date (dd.mm.yyyy)/aata ogobpenus (oa.Mm.rrrr): 27.06.2024,

(Signature & Date) Quality Assurance/([Mognuck/nata) oﬁecnequMﬂKaqecrEE:‘_O—aﬁ\‘—‘Cv%k\

Release by/Beinywero Deputy Qualified Person/: A )
(Signature & Date)/(lMoanuck/nara) Macarena Gonzélez vp K Lﬁﬁ’ 1 Q6
Manufacturing Site/lNpouasoacTeeHHas nnowanka: Laboratorios Liconsa, S.A. VA
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(ﬂ) LABORATORIOS LICONSA, S.A.
(g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspeleHne Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NnPOAYKT : OME3 kancyrnbl kuwe4yHopacTBopumMsble 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC83778 Dara npoussogctea : 05/2024
BATCH MANUFACTURING DATE

lNopen go : 04/2026 Pazmep cepun : 50.544 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiluum st nogTEEPKAAlo, YTo AaHHas UHdopMauus SIBNsieTCsl AOCTOBEPHON U TOMHON. [laHHas napTus NpoayKTa
Gbina npou3BeAeHa, BKMOYan YynakoBKY/MapKMPOBKY U KOHTPOIb KAa4ecTBa, Ha YKa3aHHOM HUuXe y4yacTke (y4acTkax)
B MNOMHOM COOTBETCTBUU ¢ TpeGoraHusiMu GMP MecTHOro perynupyloLiero opraHa, cneLupuKkaumusamMu B paspeLieHum
Ha MapKeTUHT CTPaHbI-UMMopTepa U TeXHUYEeCKUMIM COrnalleHUsIMU, KOTopble MOTyT BbITk 3aKnYeHbl, Unu dgainom
crieyudukauum npoaykra ans WccnegyemMbix NekapcTBeHHbIX CPeACTR.

3anucu no o6paboTke, ynakoBKe U aHaNU3y NapTUU GLINKU NPOBepPeHkL] U NPU3HaHLI COOTBETCTBYHOLUMU TPeGoBaHUAM
GMP.

MapTus 6bina npouzBegeHa B llabopatopuoc NukoHeca SA., a Tam, rae NpYMMeHUMO MUKpoBUonorvyeckoe
uccnefoBaHue,
oHo npoBoautcs B lTa6opatopuu JueBapHe 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.

PG 2106 4

Moanuck u para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PervcTpauuorHoe yaoctorepenune / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



