,Q\\‘) LABORATORIOS LICONSA, S.A.
(\\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E m O 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 kKuwe4yHopacTteBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC81402 Oara npouseoactea 02.2024  Topen no 01.2026
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OINMUCAHUE TBepAable XenaTUHOBbLIe Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKOW CUHErOo LiBeTa U KopnycoMm
6ernoro uBeTa, coaepxallve cepuyeckue
rpaHynbl oT 6ernoro Ao no4ytu 6enoro ¢
enToBaTbIM OTTEHKOM LBeTa.
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 JO3UPOBAHUA (AV) 3HaueHue AV, paccuuTtaHHoe ans 10 kancyn, 8,6

[OMKHO BbITb He Gonee 15,0 %.

3HayeHue AV, paccuutaHHoe ansa 30 kancyn,

LOMKHO GbITb He 6onee 15,0 % u copepxaHue

oMenpasornia HYU B OAHON Kancyrne He AOMKHO

BbIXOA4UTb 3a npegensi 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).
NOANMUHHOCTb (B3XKX) Bpems yaepXuBaHusi OCHOBHOro Conforms / CooTBeTCcTBYET
NnuKa Ha XpomaTorpaMmmMe UcnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAThL
BpeMeHU yaepXuUBaHUA OCHOBHOIO NukKa
Ha XpomMaTorpaMMe CTaHAapTHOro pacteopa
(pasgen «KonuuectBeHHOe onpeaeneHuey).

€
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Approval date (dd.mm.yyyy)/aata opobpenus (aa.mm.rrrr): 22.03.2024 P
(Signature & Date) Quality Assurance/(lMoanuck/aaTa) obecneveHusikadecTsa: U)
Release by/BuinyweHo Deputy Qualified Person/: \J/r\} 4 "mq(/ 2105 AN
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez - \
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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 OME3 kancynbl Kuwe4yHopacTtBopumMble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC81402 Nara npouseoactea 02.2024  Topen o 01.2026

TEST /| TECT REQUIREMENT / CMIELU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD aeTekrop)

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 normnollieHusi OCHOBHOro NuKa,
CHATbIA NpU XpoMarorpadupoBaHuu
UCMBLITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBaThL Y®P-cneKTpy normnoueHust
OCHOBHOTO MUKa, CHATOMY Nnpu
XpomaTtorpacupoBaHum CTaHAAPTHOroO
pactBopa (pa3gen «KonuuyecteeHHoe
onpepnenexuney)

Conforms / CooTBeTCTBYET

WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asiBIIeHHOro cofepXaHus 101,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOINMUYECTBEHHOE ONPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mg/cap / MI/KATICYINA
MF/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHas ctanus) He 6onee 10 % oT 3asiBNeHHOro cogepxaHus 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 craausn) He meHee 80 % (Q) ot 3asBneHHoOro 100 %
conepxaHus C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES
POACTBEHHbIE MPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpasona kap6okcunar He Gonee 1,0 % <0,1 %
A\
UK
L2003 .24

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.Mm.rrrr): 22.03.2024

(Signature & Date) Quality Assurance/(Moanuck/naTa) oGecneveHusikavectaa: 7 (|
Release by/BuinyiieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez

Manufacturing Site/MpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
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 Kuwe4yHopactBopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81402 Nara npoussoactea 02.2024  Tlopex no 01.2026
TEST /| TECT REQUIREMENT / CNELUA®PUKALIUAA RESULT / PE3YJIbTAT
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
INMo6as eguHUyHasn He 6onee 0,2 % <0,1 %
HeugeHTUdULUPOBaAHHAs NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B coorBeTcTBUM ¢ HAL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata opo6perus (aa.mm.rrrr): 22.03.2024
(Signature & Date) Quality Assurance/(Moanuck/aara) obecrneyeHusikadecTsa:

Release by/Boinywiero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/pata) Macarena Gonzalez
Manufacturing Site/MpoussoacTeeHHas 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), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

@
CHEMO

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOaYKT OME3 kancynbl kuweyHopactBopumble 20 Mr

CODE

kon 231903

BATCH

CEPMA  LC81402

Manufacturing Date:
DOara npoussoactea 02.2024

Expire Date:
Fopex po 01.2026

TEST / TECT

REQUIREMENT / CNELU®UKALIUA

RESULT / PE3YIIbTAT

PACKAGE
foil blister.

5, 6 or 7 capsules in an aluminum

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 u3
antoMuHueBol donkbru

Conforms / CooTBeTCTBYET**

Mo 2 unu 20 6nucTepoB no 5 Kkancyn BMmecTte
C UHCTPYKUUEN No NPUMEHEHUIO B NaYKy

KapTOHHY!O.

Mo 5 unu 10 6niucTtepoB no 6 kancyn BMecTe
C UHCTPYKUUEl No NPUMEHEHUIO B NayKy

KapTOHHYHO.

Mo 1,2, 4, 8 unu 14 6nucrepoB no 7
Kancyn BMecTe C UHCTpYKUuel no
NPUMEHEHUIO B NaYKy KaPTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AnoMUHUEBbLIV 6niucTep.

Mo 1, 2, 3,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C MHCTpYyKUuel no
NPUMeHEeHUI0 B Na4Ky KapTOHHYHO.

Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karcysn BMecTe C UHCTpyKUuel no
NPUMeEHEeHUI0 B NavKy KapTOHHYHO.

Analysis performed according ND
J1N-006953-180122

Ananua npoBegeH no HA:
J1n-006953-180122

AN

T~ =
22.0N2, (A

Approval date (dd.mm.yyyy)/aata ogobperus (aa.mm.rrrr): 22.03.2024

(Signature & Date) Quality Assurance/(loanuck/aaTa) obecneyeHuskavecTsa:

Release by/BrinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

)
\\J, 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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81402 Dara npoussoactea 02.2024 Topen oo 01.2026

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YINIbTAT

Notes / HabnrogeHus
**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 anoMUHUeBOl onLru.
Mo 5 6nucrepoB no 6 kancyn BMecTe ¢ MHCTPYKLMei Mo NPMMeHeHUIo B Nauky KapTOHHYIO.

@N

22032 Uy
Approval date (dd.mm.yyyy)/aata ogo6peHus (aa.mMm.rrrr): 22.03.2024
(Signature & Date) Quality Assurance/(Moanuck/aarta) obecnevyeHusikadecrsa: /’
Release by/BbinywieHo Deputy Qualified Person/: ( (b ” T 0T L
(Signature & Date)/(Mopnuck/nara) Macarena Gonzalez PO ():*k i
Manufacturing Site/lMpoussopcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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(5\\) LABORATORIOS LICONSA, S.A.
(K\J/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelueHue Ha BbINyCcK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl KulweYHopacTBOpUMble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPU4 : LC81402 Hara npouseoactea : 02/2024
BATCH MANUFACTURING DATE

lonex no : 01/2026 Pasmep cepuu : 324.720 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiLuMm 51 noATBepXxAalo, YTo AaHHas MHopMaLuuUs sIBRsieTCsl [OCTOBEPHOW U TOYHOM. [laHHas napTus npoayKTa
6b1na npousBeAeHa, BKIOYas ynakoBKY/MapKUPOBKY M KOHTPOINb KayecTBa, Ha yKasaHHOM HUXe yJyacTKe (y4acTKax)
B MNONTHOM COOTBETCTBUU C TpeGoBaHMsAMU GMP MeCTHOro perynupyollero opraHa, cneuudukauusMu B paspeLueHum
Ha MapKeTUHT CTpaHbI-UMNOpPTEPa U TEXHUYECKUMU COrMalleHUsIMU, KOTOPble MOTYT GbITh 3aKNOYeHbI, UNu ainom
cneuudukauum npoaykra ans UccnenyeMbix nekapcTBeHHbIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y nNapTuu Gbinv NPoBepeHbl U NPU3HaHbl COOTBETCTBYOLMMU TPe6oBaHUAM
GMP.

MapTus 6bina nponsBeneHa B llabopatopuoc IlukoHca SA., a TaM, rae NpYMeHUMO MUKpoBUororuyeckoe
uccnepoBaHue,
oHo npoBoauTcs B Jlaboparopuu 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.

’;//,/{(\
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Moanuck u pata/ Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep lukoHca GMP / LICONSA GMP Number: ES/085HVI1/19



