@ 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
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoAYKT OMES3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81808 Harta npouszsogctea 03.2024 lFopen no 02.2026
TEST /| TECT REQUIREMENT / CNELUU®UKALNA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable MenaTUHOBLIE Kancynbl paimepa N°4, Conforms / CooTBeTCTBYET
€ KpLILLeYKo CUHEero LBeTa U KOPNycoMm
6enoro UBeTa, cogepXalue cdepuyeckue
rpaHynbl oT 6enoro fo noyru 6enoro ©
HENTOBATLIM 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) 3HaueHue AV, paccuntadHoe ana 10 kancyn, 55

LOMKHO BbiTh He Bonee 15,0 %.

3HayeHue AV, paccuutaHHoe ana 30 kancyn,

LOOMKHO 6bITh He Bonee 15,0 % w copepxaHue

OMenpa3orna HU B OOHOM Kancyrne He JOMKHO

BbIXOAWUTL 3a npedensi 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).
NnoanUMHHOCTL (B3XKX) Bpems yaepuUBaHUA OCHOBHOTO Conforms / CooTBeTCTBYET
nu1Ka Ha XpomaTorpaMmMe ucnbiTyemoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepKMBaHUA OCHOBHOTO N1Ka
Ha XpomarorpamMme cTaHgapTHOro pacreopa
(pazgen «KonuyecTBeHHOE onpegeneHue»).
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Approval date (dd.mm.yyyy)/nata ogobperus (oo.mm.rrrr): 03.04.2024
(Signature & Date) Quality Assurance/(Mognuce/aata) obecneveHusaka4ecTaa:

Release by/Brinywero Deputy Qualified Person/: ,/.f e
(Signature & Date)/(Moanuck/aata) Macarena Gonzélez / / ///c:‘:’v( G2y
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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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4yHopacteopuMbie 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81808 Oara npouzeoncrea 03.2024 Nopen no 02.2026

TEST / TECT REQUIREMENT / CNIELUM®UKALIUA RESULT / PE3YNLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTL 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 nornolleHusi OCHOBHOTO MUKa, Conforms / CooTBeTCTBYET
CHATLIW Npu XpomMaTorpadupoBaHuu
WUCMbLITYEMOrO pacTBopa, JOoMmKeH
COOTEETCTBOBaTL Y®-cnekTpy nornoweHus
OCHOBHOIO NUWKa, CHATOMY Npu
XpomaTtorpactmpoBaHuM cTaHAapTHOro
pacTeopa (pazgen «KonuyecTBeHHOe

onpeneneHue»)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMPEQENEHUE

95,0 - 105,0 % oT 3asABNEHHOro conepXaHus 100,3 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE ONPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
OT1 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MI/KATICYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHan ctagun)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asaBneHHOro coaepXaHusa 0%
C17H19N303S (omenpasona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cranus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHoro 94 %
cogepxanusa C17H19N303S (omenpasona)

Yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHGIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpazona kap6okcunar

not more than 1.0 %
He 6onee 1,0 % <0,1%
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Approval date (dd.mm.yyyy)/aaTa ono6peHnus (og.mm.rrrr): 03.04.2024 Ao L &)
(Signature & Date) Quality Assurance/(lMognuck/nata) ob6ecneveHuakadyecTsa:

Release by/Bsinywexo Deputy Qualified Person/:
(Signature & Date)/(MNognuce/nara) Macarena Gonzalez
Manufacturing Site/lNpouasogcteeHHan nnowanka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

D
(g 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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NMPOOYKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81808 Dara npouseoactea 03.2024 Fopen no 02.2026
TEST /| TECT REQUIREMENT / CNELUU®PUKALIAA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeckt G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMwban eauHU4Han He 6onee 0,2 % <0,1%
HeuaeHTUGULMPOBAHHAS NPUMECKH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKWPOBKA B cootBercTBuuM ¢ HIL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu Temneparype He Bhiwe 25 °C.

SHELF-LIFE 2 years

CPOKIrogHOCTH 2 roga.

CAA A D nit A

Approval date (dd.mm.yyyy)/nata ogo6penus (oo.mm.rrrr): 03.04.2024

(Signature & Date) Quality Assurance/(lNoanuck/aaTa) obecrneveHuskayecTsa:

Release by/Bbinywero Deputy Qualified Person/: /"/;7 -
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F =y LABORATORIOS LICONSA, S.A.

(

\__:)) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OME3 kancynbl KUWeYyHopacTBopuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81808 Dara npoussonctea 03.2024 Topen no 02.2026

TEST / TECT REQUIREMENT / CNELAPUKALINA RESULT / PE3YNLTAT

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.

antoMuHueBol donbrn

Mo 2 unu 20 6nucTtepos no 5 kancyn BMecTte
C MHCTPYKUMENA MO NPUMEHEHUIO B NMaYKy
KapTOHHYH.

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
€ MHCTPYKUUWEN MO NPUMEHEHUIO B NavKy
KapTOHHYHO.

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

Karncyn BMecTe ¢ UHCTpyKUUel no
NMpYMeHeHMIo B NavKy KapTOHHYO.

Mo 10 unu 14 kancyn 8 NBX-NM3-NBAX/
AnoMUHUEBLIN BnucTep.

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

10 Kancyn BMecTe C MHCTPYKUUEel no
NPUMEHEHUIO B NaYKy KAPTOHHYIO.

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

Kancyn BMecTe ¢ MHCTpYKLUUei no
NPUMEHEHUIO B Na4Ky KAPTOHHYHO.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTeeTcTBYyeT**

Analysis performed according ND
1n-006953-180122

AHanua npoBegeH no HO:
Nn-006953-180122
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Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr); 03.04.2024 7 L/ f)L{/ r_j ’f
(Signature & Date) Quality Assurance/([Nognuce/narta) obecneverusakadecTsa:

Release by/Buinywero Deputy Qualified Person/: )

(Signature & Date)/([Mognuce/aaTta) Macarena Gonzalez / % 2 G2

Manufacturing Site/lpoussogcTeeHHan nnowjaaxa: 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), Espaia/Spain

CH EI I lo 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
MPOAYKT OME3 kancynbl kuiwe4yHopacTeopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81808 Oara npouseogctea 03.2024  Togen oo 02.2026

TEST /| TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YNIbLTAT

Notes / HabnoaeHUs
**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 antOMUHUEBOI PONbLIA.
Mo 5 6nucTepor no 6 kancyn BMecTe ¢ MHCTPYKLIMEN MO MPUMEHEHUIO B NaYKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/nata ogobpeHus (ag.mMm.rrir): 03.04.2024 %J/} (,J/,{/MZE’{

(Signature & Date) Quality Assurance/([Mognuce/nara) obecneveHunaKkavecTsa:

Release by/BruinyweHo Deputy Qualified Person/: 2 07 o

(Signature & Date)/(lMoanucs/aata) Macarena Gonzélez /’/7 /( ‘j = 25

Manufacturing Site/lMponasogcTeenHas nnowapaka: Laboratorios Liconsa, S.A. / Pagelctp.5/5



/ﬂ) LABORATORIOS LICONSA, S.A.
(\\g 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

PaspelweHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl kuwe4yHopactBopumblie 20 mMr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC81808 Hata npoussoactea : 03/2024
BATCH MANUFACTURING DATE

FMopen no : 02/2026 Pasamep cepum : 362.160 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactoswwum s noaTeepxaalo, 4To AaHHasA UHGOpMaLUs SBNSAETCSA AOCTOBEPHOMN 1 TOYHON. [laHHaA NapTusa NpogykTa
Obina npousBefeHa, BKNKOYaA YNaKoBKY/MapKUPOBKY U KOHTPOMb Ka4eCcTBa, Ha YKasaHHOM HWKe y4acTke (y4acTkax)
B MONHOM COOTBETCTEUU C TpeboBaHuaAMU GMP mMecTHOro perynupyrollero opraHia, cneyudgukaumusaMu B paspeLieHum
Ha MapKeTUHT CTPaHLI-UMMOPTEPa U TEXHUYECKUMU COrnalleHUsIMU, KOTOpbIe MOTYT GbITh 3aKNYeHkl, Unu gainom
cneuudukauum npoaykra ana Uccnepgyembix nekapcTBeHHbIX CPeaCTB.

3anucu no obpaboTKe, yNaKoBKe U aHanu3y NapTuu 6binyM NpoBepeHk! U NPU3HaHLI COOTBETCTBYHLWMMU TpeGoBaHUAM
GMP.

MapTun 66ina nponaeeneHa B Jlaboparopuoc NlukoHca SA., a TaM, rge NnpMMeHUMO MUKpobUonoru4yeckoe
uccnenoBaHue,
OHO npoeoauTcs B JlabopaTtopuun 34eBapHe 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 Autharity, 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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Moanuce u para/ S|gnature&Date Macarena Gonzélez
| Deputy Qualified Person

PeructpauunoHHoe ygoctoBepeHue / Manufacturing Authorization: 3414E
HoMep [ukoHca GMP / LICONSA GMP Number: ES/085HVI/19



