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

CH E' I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

f’i\\) LABORATORIOS LICONSA, S.A.
7

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NnPOOYKT OMES kancynbl KuwevyHopacTBopumMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC85016 Data npouseopctea 07.2024 Fopex po 06.2026
TEST /| TECT REQUIREMENT / CMELIM®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.
OMNUCAHUE TBepAble XenaTuHoBbIle Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbIlIeYKoil CMHero LiBeTa U KOPMycoMm
6enoro LBeTa, cogepxalyme cepuyeckue
rpaHynbl oT 6enoro Ao noyTu Genoro ¢
)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.
OOQHOPOOHOCTb JO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ansa 10 kancyn, 7,5

BOIMKHO ObIThb He 6onee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ana 30 kancyn,

[OMKHO 6bITb He G6ornee 15,0 % U copgepxaHue

omMerpasorna HY B OfHO Karcyrie He [OfMKHO

BbIXoauTb 3a npeaens! 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).
NOANMUHHOCTDb (B3XX) Bpems yaepxxvBaHusi OCHOBHOroO Conforms / CooTBeTCTBYET
nuka Ha XxpomarorpaMme UCMNbITYyeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXuBaHUSA OCHOBHOTO NuKa
Ha XxpomMaTorpamMmme cTaHAapTHOro pacTeopa
(paspen «KonuuectBeHHOE onpepaeneHuney).

Approval date (dd.mm.yyyy)/nata ogobperus (aa.MM.ITrT):

(Signature & Date) Quality Assurance/(Moanucs/aata) obecnedenuaradectsa: A O L 9 4
Release by/BbinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez
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Manufacturing Site/MpousBofcTBeHHas nnowaaka: Laboratorios Liconsa, S.A. | /l/ N $ ’\(\l 2\\ 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), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl KulwevyHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85016 Dara npoussoactea 07.2024 Nopen no 06.2026

TEST / TECT REQUIREMENT / CNEUUDPUKALUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTbL 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 normnoleHnsi OCHOBHOIO NUKa,
CHSATLIN NpU XpomaTorpadupoBaHum
UCMbITYeMOro pacTBOpa, AOKeH
cooTBeTCTBOBaThL Y®P-crneKTpy nornoweHus
OCHOBHOIO NUKa, CHATOMY Npu
XpomaTorpagupoBaHuM CTaHAaPTHOro
pacTtBopa (pasaen «KonuyectBeHHoe
onpepgeneHue»)

Conforms / CooTBeTCTBYET

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJIMMYECTBEHHOE OMPEQENEHUE 95,0 - 105,0 % oT 3asiBreHHOro coaepxaHus 101,8 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE OMNMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,4 mr/kan
MF/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctagus) He 6onee 10 % oT 3afABneHHOro copgepxaHus 1%
C17H19N303S (omenpa3ona)
yepe3s 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas ctanus) He meHee 80 % (Q) ot 3asBneHHOro 97 %
copepxanusa C17H19N303S (omenpasona)
yepes 30 MUH.
RELATED SUBSTANCES
POACTBEHHBIE MPUMECHU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona Kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/ata ono6peHust (sa.Mm.rrrr):
(Signature & Date) Quality Assurance/(Moanucb/faTa) obecnedenuakadectsa: M (), O, 1y

Release by/Bbinywero Deputy Qualified Person/:
(Signature & Date)/(IMognuck/aata) Macarena Gonzalez
Manufacturing Site/MpoussoacteeHHas nnowagka: 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 mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAITU3A

PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuiwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85016 Dara npoussogctea 07.2024  Topen no 06.2026
TEST / TECT REQUIREMENT / CNELUUW®UKALIUA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpumecsk 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
IMo6as eguHuyHas He 6onee 0,2 % <0,1 %

HeMAEHTMC’)MLlVIpOBaHHaﬂ npumMmechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUY ¢ HA. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK TOOHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (O4.MM.ITTT):

(Signature & Date) Quality Assurance/(Toanucs/nara) oecneverusikadectsa: 0 05 09 Ly
Release by/BeinyweHo Deputy Qualified Person/: s
(Signature & Date)/(IMognuce/aata) Macarena Gonzalez e e

Manufacturing Site/lpousBoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. 7>,1 L d 2 09 1‘\1 Pagelctp. 3/5



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
CEPTUPUKAT AHAIIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl KMweyHopacTBopuMbie 20 Mr

CODE
Kon 231903

BATCH
CEPUA LC85016

Manufacturing Date:
Data npoussopgctea 07.2024

Expire Date:
Nonex no 06.2026

TEST/ TECT

REQUIREMENT / CNELUW®UKALIUA

RESULT / PE3YIIbTAT

PACKAGE

YMNAKOBKA

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.

Mo 5, 6 unu 7 kancyn B 6nucrep 13
antoMuUHMeBOW donbru

Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe
C VHCTPYKLMEeN Mo NPUMEHEHUIO B NaUKy
KapTOHHY!10.

Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C UHCTPYKLUMEN MO NPUMEHEHUIO B NayKy
KapTOHHYI0.

Mo 1, 2, 4, 8 unu 14 6nucrtepos no 7
Karncyn BMecTe C UHCTPYKLUeln no
NPUMEHEHUI0 B Na4Ky KapTOHHYHO.

Mo 10 unu 14 kancyn B NMBX-MN3-NBAX/
AnoMuUHUEBBIN GnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 Karncyn BMecTe ¢ MUHCTPYKLUUei no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Mo 1,2, 3,4 unu7 6nucrepos no 14
Karncyn BMecTe C UHCTPYKLUel no
NPUMeHeHUIo B NMaYKy KapTOHHYHO.

Conforms / CooTBeTCcTBYET

Analysis performed according ND
JM-006953-180122

Ananu3s npoBeneH no HA:
11n-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpexus (o4.MM.ITrT):
(Signature & Date) Quality Assurance/(Moanucs/aata) obecneveHuskadectsa: M O3, 09, LY

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(IMonnuce/nata) Macarena Gonzélez
Manufacturing Site/lpoussoacteeHHas nrotaaka: Laboratorios Liconsa, S.A.
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) LABORATORIOS LICONSA, S.A.
\\a Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH EmQ 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 OMES3 kancynbl kuwevyHopacTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85016 Oara npouseopctea 07.2024 Nopen no 06.2026

TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YINbTAT

Notes / HabnogeHUs
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 antOMUHUEBON (PONbIU.
Mo 5 6nucrepos no 6 kancyn BMecTe ¢ UHCTPYKUUEl Mo NPUMEHeHUIO B Mayky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogobpeHus (44.MM.ITT):

(Signature & Date) Quality Assurance/(Moanucb/aata) obecrieverusikadectsa: A { 3 09 { Y

Release by/Beinywero Deputy Qualified Person/: -

(Signature & Date)/(Monnuce/nata) Macarena Gonzalez -
Manufacturing Site/MponssoacTeerHas nnowaaka: Laboratorios Liconsa, S.A. )/\ K 0) 9L \
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ﬁ'\\) LABORATORIOS LICONSA, S.A.

\) 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

PaspeuweHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl KALWe4YHopacTBopuMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC85016 Hata npouseoactea : 07/2024

BATCH MANUFACTURING DATE

Fopen no : 06/2026 Pasmep cepum : 362.880 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiwum 51 noaTeepiaato, 4To AaHHas MHpOPMaLUs SABNAETCS AOCTOBEPHON U TOMHOIA. [laHHas napTusi NpoayKra
6bina npousseaeHa, BKMIOYas ynakoBKy/MapKUPOBKY U KOHTPOMb KayecTBa, Ha YyKasaHHOM HUXe y4yacTke (y4yacTkax)

B MONHOM COOTBETCTBUM C Tpe6oBaHusiMu GMP MecTHOro perynupyiollero opraHa, cneuvdguKkaumsivMmu B paspeLueHmm
Ha MapKeTUHT CTpaHbI-UMMopTepa U TeXHUYECKUMU COrNaLIeHUAMMU, KOTOPbIe MOTYT BbITh 3aKMoUeHb], Unu dainom
cneuudukaumu npoaykta ans Mccneayembix NekapcTBEHHLIX CPELCTE.

3anucu no o6paboTKe, yNakoBKe U aHanM3y NapTUu GbInu npoBepeHbl U NpU3HaHbl COOTBETCTRYHOLUMU TpeboBaHUAM
GMP.

MapTtus 6bna npousseneHa B fMlaGopartopuoc NMukoxca SA., a Tam, rae NpUMEHUMO MUKpoOUonoruyeckoe
uccnenoBaHue,
OHO npoBoauTcs B JlabopaTtopuu SueBapHe SA.

I 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.

o, T,

A 03.09.24

Mognuck n para/ Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpauuonHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



