(F\\) 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
nPoaykKT OME3 kancynbl KULe4yHopacTBopuMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80667 Harta npouseoactea 01.2024 Mogen no 12.2025
TEST / TECT REQUIREMENT / CNELM®UKALIAA RESULT / PE3YIIBTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAbie JenaTuHoBbIe Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpblIlUeYKoil CUHero uBeTa U Koprnycom
Genoro uBeTa, cofepxallve cepuieckue
rpaHynbl ot 6enoro go no4rtu Genoro ¢
MENToBaThbIM 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.
OOQHOPOOHOCTbL JO3UPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn, 7.4

LOMKHO 6bITk He 6onee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ans 30 Kancyn,

LOMKHO BbITk He Bonee 15,0 % u cogepxaHue

OMenpa3sona HU B OfHOI Kancyne He JOMKHO

BbIXOAWTL 3a npeaenel 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).
NMOANMMHHOCTL (B3XX) Bpems yaepxuBaHUs OCHORHOIoO Conforms / CooTBeTcTBYET
MWKa Ha XpoMaTorpaMmmMe UcnbiTyeMoro
pacTtBopa OO/MKHO COOTBETCTBOBaTh
BpeMeHU yaepXuBaHus OCHOBHOro nukKa
Ha XpomartorpamMmMe ctaHgapTHOro pacrsopa
(pa3gen «KonuyecTBeHHOE OnpefeneHuen).

Approval date (dd.mm.yyyy)/aaTta ogobpeHus (oa.mm.rrrr): 24.02.2024 - ] G 5T / “'f
(Signature & Date) Quality Assurance/(Moanvce/aarta) obecnedeHuskadecrtea: - \ 2
Release by/BeinyuieHo Deputy Qualified Person/:

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

Manufacturing Site/lpouasoacteenHas nnowaaka: Laboratorios Liconsa, S.A. \‘ i3 P Gl " Page/ctp.1/5
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espanal/Spain
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
nPoayKT OME3 kancynbl KMweYyHopacTBopuMble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80667 Oara nponasonctea 01.2024 lopex no 12.2025

TEST / TECT REQUIREMENT / CNELW®UKALMA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTEL B3XX (DAD getekTop)

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 nornoLjeHus 0CHOBHOIO NMUKa, Conforms / CooTBeTcTBYET
CHATLIW NpU XxpomMarorpagupoBaHuu

MCMLITYEMOro pacTeopa, JOMKeH

COOTBeTCTBOBAThL Y®-crneKTpy nornotleHus

OCHOBHOIO NUKa, CHATOMY Npu

xpomMaTorpadupoBaHuM CTaHOAPTHOrO

pacteopa (pazgen «KonuyecreeHHoe

onpepgeneHuey)

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 2,2%

OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUMYECTBEHHOE ONPELDENEHUE 95,0 - 105,0 % oT 3anABnNeHHOro cogepxaHus 100,7 %

OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule

KONWYECTBEHHOE ONMPEOENEHUE OT1 19,0 mr/kancyna go 21,0 mr/lkancyna 20,1 mgl/cap / M[/KATNCYNA

MI/KANCYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBneHHOro coaepxaHusa 0%
C17H19N303S (omenpazona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHoOro 98 %
cogepxanuna C17H19N303S (omenpasona)

yepe3 30 MuUH.

RELATED SUBSTANCES
POOCTBEHHLIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpasona Kkapbokcunar

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

<0,1 %

Approval date (dd.mm.yyyy)/nara ono6peHus (oo.mm.rrrr): 24.02.2024

(Signature & Date) Quality Assurance/(Moanvce/nata) obecneyeHusKadecTaa:
Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aata) Macarena Gonzalez
Manufacturing Site/lpouseogcTeeHHas nnolwaaka: Laboratorios Liconsa, S.A.
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( ) LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/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
nPoayKT OME3 kancynbl Kulie4yHopacTRoOpuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LLC80667 Nara npouasopgcrea 01.2024 Nopen go 12.2025
TEST /| TECT REQUIREMENT / CNEUADUKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMoban eguHUYHaRA He 6onee 0,2 % <0,1%

Heuge HTMC*)H!.[MPOBEHHEH npuMmechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cootBetcTBUM ¢ HI. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu Temnepartype He Bbllwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoOCTH 2 roga.

Approval date (dd.mm.yyyy)/narta ono6penus (op.mm.rrrr): 24.02.2024 c - ;

(Signature & Date) Quality Assurance/(Tloanucs/nata) obecnedeHuskadectea: Iy

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(Monnuck/narta) Macarena Gonzalez i\ ]\l\i
B A
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

@ LABORATORIOS LICONSA, S.A.
v

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 AHAIU3A

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80667 Oata npouseoactea 01.2024  Topgex no 12.2025

TEST/ TECT REQUIREMENT / CMELAPUKALINA RESULT / PE3YINIbTAT

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-PVDCI/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.

YIAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep U3 Conforms / CooTBeTcTBYET**

anMuHUeBol donbru

Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKUMWEN N0 NPUMEHEHUIO B Nayky
KapTOHHYIO.

Mo 5 unu 10 6nucTepoB no 6 kancyn BMecTe
C UHCTPYKUUEN No NPUMEHEHUIO B NaYKy
KapTOHHYHO.

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

Kancyn BMecTe ¢ MHCTPYKUuen no
npUMeHeHUIo B NaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-M3-NBOX/
AnoMUHUEBLIA BrivcTep.

Mo 1, 2, 3,5, 6,9 unu 10 6nucTepos no

10 kancyn BMecTe C UHCTPYKLUKeid no
NPUMEHEHUIO B NaYKy KapTOHHYH.

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

Karncyn BMecTe ¢ UHCTpPYKLUUel no
NPUMEHEHUI0 B NMaYKy KapTOHHYH.

Analysis performed according ND
1nn-006953-180122

Ananua npoBegeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/narta ogobpexus (Aa.MM.ITrT): 24.02.2024 Ce—1 = O A (
(Signature & Date) Quality Assurance/(lNognuce/nata) obecneyeHusika4ecTea: A w0

Release by/BeinyweHo Deputy Qualified Person/: P ,"

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez : \iﬁw U 0Lt \\
Manufacturing Site/lpouasoacTBeHHan nnowaaka: Laboratorios Liconsa, S.A. v A M U \
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) LABORATORIOS LICONSA, S.A.
(&

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl KuwevyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80667 Nata npoussopctea 01.2024  Togen mo 12.2025

TEST/ TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YNbTAT

Notes / HabnroaeHus
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 GnucTep U3 anloMUHUEBOM honbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKLUUWel Mo NpUMeHeHUIo B NaYvky KapTOHHYH.

Approval date (dd.mm.yyyy)/nata opobpexus (og.mm.rrrr): 24.02.2024
(Signature & Date) Quality Assurance/(lognuck/aaTa) obecneyeHunkavecTsa:
Release by/Boinyiiero Deputy Qualified Person/:

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

Manufacturing Site/MpouasoacTeexHas nnowjanka: Laboratorios Liconsa, S.A.
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(7;\) LABORATORIOS LICONSA, S.A.

(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha BbINyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 Kancynbl Kulwie4yHopacTtBopuMsble 20 mr

PRODUCT

Kopq : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC80667 DNata npouseogctea : 01/2024
BATCH MANUFACTURING DATE

Fogex po : 12/2025 Paamep cepum : 345.312 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum s nogTEEpXAalo, YTo AaHHasa MHgopMauusa ABNAETCA AOCTOBEPHON U TOYHOW. [laHHasA napTua NpoayKTa
fLIna npou3BeneHa, BKMOYas yNakoBKY/MapKMPOBKY U KOHTPOIb Ka4ecTBa, Ha YKa3aHHOM HUXe yyacTke (yyacTkax)
B MONHOM COOTRETCTBUU ¢ TpeboraHuamu GMP mecTHOro perynupyrouwero opraHa, cneyugukalmamMm B paspelieHum
Ha MapKeTUHr CTPaHbLI-UMNOopTepa U TEXHUYECKUMM COrmnaleHuUsiMK, KOTOpPbIE MOTYT BbITh 3aKmnoYeHkl, UNK daiinom
CI'!ELIMCPMKHU,HM npogykTa gna MCCHe,ﬂyeMbIX NeKapcTBeHHbIX CpencTB.

3anucu no o6paboTKe, yNakoBKe U aHanu3y NapTuu 6kINM NPoBEPEHbl U NPU3HaHbl COOTBETCTBYHLWWMU TpeboBaHUAM
GMP.

MapTuna 6bina npousBeaeHa B llabopatopuoc lNukoHca SA., a Tam, rae NPUMEHMMO MUKpOOUMOnoruyecKoe
uccnefoBaHue,
oHo npoBoauTcA B NlabopaTtopuu 3yeBapHe 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.

‘/;’/,}
(g t L 0 2400 14
Mognuck 1 para / Signature&Date: Macarena Gonzélez

I Deputy Qualified Person

PeructpauuoHHoe ynoctoeepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



