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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOAYKT OME3 kancynbl kuweyHopacTBopuMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80304 Nara npoussoactea 01.2024  Togen no 12.2025
TEST/ TECT REQUIREMENT / CTIELIM®UKALIUA RESULT / PESYINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE Teepable XenaTMHoBbIe Kancynkl pazmepa N°4, Conforms / CooTBeTCTBYET

C KpbILLEYKO CUHErOo LiBeTa U KOpMYycoMm
6enoro uBeTa, coAepxallue cpepuyeckue
rpaHynsl oT 6enoro Ao nou4tu 6enoro ¢
enToBaTbIM 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.

OAHOPOOHOCTb JO3UPOBAHMUA (AV)

3HaueHue AV, paccuutaHHoe ansa 10 kancyn,

9,3

[OMKHO 6bITb He Gonee 15,0 %.

3HauyeHue AV, paccuutaHHoe ans 30 Kancyn,
[OMKHO BbITh He 6onee 15,0 % u copepxaHue
oMernpa3sorna HU B OHOW Karncyne He [OMKHO
BbIXOAUTL 3a npedens! 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).

NOONUHHOCTh (BIXX)

BpeMsi yaepXUBaHUA OCHOBHOIo

Conforms / CooTBeTCTBYET

nuKa Ha XpomaTtorpamme UcnbITyeMoro
pacTeopa AoMmKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHUS OCHOBHOIO Nuka

Ha XpoMaTorpamme cTaHAapTHOro pacTeopa

(paapen «KonuyecTeeHHOe onpeaeneHuey).

Approval date (dd.mm.yyyy)/naTa onobpenus (oa.mm.rrrr): 09.02.2024

(Signature & Date) Quality Assurance/(loanuck/aata) obecneyeHuskayecTsa:

Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Macarena Gonzélez

Manufacturing Site/MponasoacTeeHHas 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES kancynbl kuwe4yHopacTBopuUMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80304 DNata npoussoactea 01.2024  ropen go 12.2025

TEST/ TECT REQUIREMENT / CTIELIUPUKALIUSA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTbL 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 nornoleHUsi OCHOBHOTO MNuKa,
CHATbI NpU XpoMaTtorpadupoBaHum
UCMBITYeMOro pacTBopa, AoMKeH
cooTBeTCTBOBaThL Y®P-cnekTpy nornoweHus
OCHOBHOFO NUKa, CHATOMY Npu

Conforms / CooTBeTCTBYeET

XpomaTorpagupoBaHuM cTaHgapTHOro
pacTBopa (pasaen «KonuyecteeHHoe

onpefeneHve)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 21%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUWYECTBEHHOE ONMPEQAENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepxaHus 101,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE OMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mr/kan

MI/KANCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas cranus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 0%
C17H19N303S (omenpa3ona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHUE (BydepHas crapus) He meHee 80 % (Q) oT 3aABneHHOro 100 %
copepxaHust C17H19N303S (omenpa3sona)
yepe3 30 MUH.
RELATED SUBSTANCES
POACTBEHHBIE MPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpazona Kapbokcunart He 6onee 1,0 % <0,1 %
/|
5
Approval date (dd.mm.yyyy)/naTa opo6penus (aa.mm.rrrr): 09.02.2024 OXQ7 -\
(Signature & Date) Quality Assurance/(lMoanucbk/aata) obecneveHuskadecrtsa:
Release by/BrinyweHo Deputy Qualified Person/: /Y > o H
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(,,\) LABORATORIOS LICONSA, S.A.
| \\JJ 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuwevyHopacTBopuUMble 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80304 Oata npouseogctea 01.2024 NogeH no 12.2025
TEST / TECT REQUIREMENT / CNIELIM®OUKALIUA RESULT / PE3YIIbTAT
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
INMrobas eauHuyHan He 6onee 0,2 % <0,1%
HeuAeHTUMLUpOBaHHas NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecem He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM c HA. Conforms /| CooTBeTCTRYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK TOAHOCTHU 2 ropa.
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Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 09.02.2024
(Signature & Date) Quality Assurance/(Ioanuck/aata) obecneveHuskavecTsa:
Release by/BoinywieHo Deputy Qualified Person/:
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fr\) LABORATORIOS LICONSA, S.A.
\\{ 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbl kuweyHopacTtsopumble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80304 Nata npoussoactea 01.2024  Topen no 12.2025

TEST / TECT REQUIREMENT / CNELU®PUKALIUA RESULT / PE3YNILTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep ua Conforms / CooTBeTCTBYET
antoMuHueBoi onkru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKLUUeEN Mo NpUMeHeHUIo B NavKy
KapTOHHY!O.
Mo 5 unu 10 6nucTtepor no 6 kancyn BMecTe
C MHCTpYKLUUel Mo NpUMeHEHUI0 B NavKy
KapTOHHY!O.
Mo 1,2, 4,8 unu 14 6nucrtepoB no 7
Kancyrn BMecTe C UHCTpYKLuel no
NpUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NMBX-N3-NBAX/
AntoMuHUeBbIA bnicTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrtepoB no
10 kancyn BMecTe C UHCTPYKUu1ei no
NpUMEeHEeHUIo B NAaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Kancyn BMecTe C MHCTpyKUuel no
NpUMeHEeHUI0 B NaYKy KapTOHHYO.

Analysis performed according ND
J1M-006953-180122

AHanus npoBepeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/naTa ogobpenus (oa.mm.rrrr): 09.02.2024
(Signature & Date) Quality Assurance/(IMoanuck/aaTa) obecneveHuskavecTsa:
Release by/Bbinywiero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzalez S
Manufacturing Site/lMpouasoacTBeHHas nnotaaka: Laboratorios Liconsa, S.A. } i Pagelctp. 4 /4




';,\\) LABORATORIOS LICONSA, S.A.
(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopactBopumMblie 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPU4 : LC80304 Jata npousroactea : 01/2024
BATCH MANUFACTURING DATE

FopeH po : 12/2025 Paamep cepuu : 357.552 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluuMm si noATBepXAalo, YTO AaHHAs HOPMaLMs SIBNAETCA AOCTOBEepPHOM U TOYHOW. [laHHas napTusa npopaykTa
6bina npov3BeAeHa, BKIOYas ynakoBKy/MapKUPOBKY M KOHTPOIb Ka4ecTBa, Ha YKa3aHHOM Hibke yvacTke (yyacTkax)
B MOMHOM COOTBETCTBUM C TpeboraHusiMu GMP MecTHOro perynupyioliero opraHa, cneuvdukaumnsmm B paspetueHuu
Ha MapKeTUHI CTPaHbI-MMMOpPTEpPa U TEXHUYECKMMU COrnalleHsIMU, KOTopkle MOTYT BbITh 3aKmnioUyeHbl, unu ainom
cneuudmKkaumm npoaykTa AnsA WccnegyeMsix nekapcTBeHHbIX CpeacTB.

3anucu no o6paGoTke, yNnakoBKe U aHanM3y napTuu 6biny npoBepeHbl U NPU3HaHbI COOTBETCTRYIOWMMM TPeGOBaHUAM
GMP.

MapTus 6bina npouaeeneHa B Nlabopartopuoc JukoHca SA., a Tam, rae NpUMeHUMO MUKpobuonoruyeckoe
uccrnegoBaHue,
oHo npoeoauTtcs B llabopaTopuu ueBapHe 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.

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

PeructpauunorHoe ygoctosepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



