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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

CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl kuweyHopacTBopumMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82288 Data npoussoactea 03.2024  Topen no 02.2026
TEST / TECT REQUIREMENT / CNELIMPUKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMAUCAHUE TeepAble KenaTMHOBbIe Kancynkl pasmepa N°4, Conforms / CooTReTCTBYET

C KpbILLeYKol CMHero LiBeTa U KOpnycoMm
6enoro useTa, cogepxalyue cepuyeckue
rpaHynbl oT 6enoro go novry Genoro ¢
WenToBaTbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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 OO3UPOBAHUA (AV)

3HaveHue AV, paccuutaHHoe ansA 10 kancyn,

10,9

AOMKHO 6bITh He Gonee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ans 30 Kancyn,
HOMKHO BLITb He Gonee 15,0 % 1 cogepxaHue
oMenpa3sona HY B OHOM Karncyrne He [OMKHO
BbIXOAWUTL 3a npegenst 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).

MOANUHHOCTh (B3XX)

Bpems yaepxuBaHUA OCHOBHOIO

Conforms / CooTBeTCcTBYET

nvKa Ha XpomMaTtorpamMme UCNbITYyemMoro

pacTBopa JOMKHO COOTBETCTRBOBaTh
BpeMeHU yaepXUBaHUA OCHOBHOIO NuKa

Ha XpomMarorpamme cTaHfgapTHOro pacTeopa
(pasnen «KonuuyecTteeHHOe onpeaeneHue»).
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Approval date (dd.mm.yyyy)/nara opobpeHus (0a.Mm.rrrr): 27.04.2024
(Signature & Date) Quality Assurance/(lMognuck/aarta) obecneueHusikadecTsa:
Release by/Boinyuweno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez

Manufacturing Site/MpoussoacTeeHHas nnowagka: 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaoyKT OME3 kancynbl Kuwe4yHopacTBopumMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82288 Mara npouseonctea 03.2024  Tlopen no 02.2026

TEST/TECT REQUIREMENT / CNELM®UKALINA RESULT / PE3VIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD feTekrop)

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 nornolieHUs 0CHOBHOTO NUKa, Conforms | CooTBeTCTBYET
CHATLIW NpY XpomaTorpadgupoBaHun
UCMLITYEMOro pacTBopa, AoMmKeH
COOTBETCTBOBaThL Y®-cneKkTpy nornoLieHus
OCHOBHOTO MUKa, CHATOMY NpK
XpomartorpagMpoBaHuK CTaHRAPTHOrO
pacteopa (pasgen «KonuvyecteeHHoe

onpegeneHuen)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,5%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEQENEHUE

95,0 - 105,0 % oT 3aABneHHOro cogepaHus 102,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEQJENEHUE
MF/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Or 19,0 mr/kancyna go 21,0 mr/kancyna 20,5 mg/cap | MITKAMNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asABNEHHOro coaepXaHus 0%
C17H19N303S (omenpasona)

yepez 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas craaun)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3anBneHHoro 93 %
copepxanusi C17H19N303S (omenpasona)

yepe3 30 MuH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
OmMenpa3sona kapbokcunart

not more than 1.0 %
He Gonee 1,0 % <0,1 %

p,
Approval date (dd.mm.yyyy)/nara opo6penus (aa.mm.rrrr): 27.04.2024 7/

(Signature & Date) Quality Assurance/(lognuck/aara) obecneveHunkaqecTea:

Release by/Buinywero Deputy Qualified Person/: -y : ’
(Signature & Date)/(Moanucs/nata) Macarena Gonzélez //// ‘// Plq. . 2 Y

Manufacturing Site/MpoussoacTeeHHas nnowaaka: 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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancynbl KAMlLe4YHopacTBOpUMbIe 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82288 Oara npouasoactea 03.2024  Topen no 02.2026
TEST / TECT REQUIREMENT / CNEUAPUKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecst 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
NMwban eguHUYHaRA He 6onee 0,2 % <0,1 %
HeuMaeHTUULMPOBaHHAsA NPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceii He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTtcTBUM ¢ HO. Conforms / CooTReTcTBYET
STORAGE Below 25 °C
XPAHEHUWE Mpu Temnepatype He Boilwe 25 °C,
SHELF-LIFE 2 years
CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6peHus (oa.mm.rrr). 27.04,2024

(Signature & Date) Quality Assurance/(Moanuck/naTa) obecneyeHuskadecTea:

Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/parta) Macarena Gonzalez

Manufacturing Site/lpov3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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(\J) LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancyrnbl KuweyHopacTeopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC82288 Nara npoussoactea 03.2024  Togen pgo 02.2026

TEST/TECT REQUIREMENT / CNELUIM®UKALINA RESULT / PE3YIIBTAT

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 13 Conforms / CooTBeTCcTBYET**
antoMuHUeBo# (honbru
Mo 2 unu 20 6nucTtepoB no 5 Kancyn BMecTe
€ MHCTPYKUUe No NPUMEHEHUI0 B NavKy
KapTOHHYIO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
€ UHCTPYKLMeA No NPUMEHEHUIo B Nayky
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Kancyrn BMecTe ¢ UHCTpYKLUUei no
nNpYMeHeHUIo B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn e NBX-N3-NBAX/
AnloMUHUEBBIA BnncTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucrepor no
10 kancyn BMecTe ¢ MHCTPYKLU1eii no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C UHCTPYKUUWeii no
TMPUMEHEHUIO B NaYKy KapTOHHYHO.

Analysis performed according ND
nn-006953-180122

Ananua nposegeH no HI:
JIN-006953-180122
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Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 27.04.2024 /Ty 7= CAE.
(Signature & Date) Quality Assurance/(Mognuck/aara) obecrneyeHUAKa4ecTea:

Release by/Buinyweno Deputy Qualified Persont: 7 = '/C"’ o C
(Signature & Date)/(Mognuck/narta) Macarena Gonzélez //%/// ettt

Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. ~ c=
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(f"ﬂ) LABORATORIOS LICONSA, S.A.
\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
At 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CHEmo 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
NnPOOYKT OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC82288 Oaranpoussoactea 03.2024  Tronen go 02.2026

TEST/TECT REQUIREMENT / CNELW®UKALINA RESULT / PE3YNBLTAT

Notes [ HaGnogeHun
**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 antoMUHWEBOI honbru.
Mo 5 6nuctepoB no 6 Kancyn BMecTe ¢ MHCTPYKUMEN NO NPUMEHEHUIO B NaYKy KapTOHHYIO,

' /-',// 211K 7
Approval date (dd.mm.yyyy)/nata onobpenusa (aa.Mm.rrrr): 27.04.2024 > o < L i /

(Signature & Date) Quality Assurance/(lMognvck/aata) o6ecneveHuakavecTea:
Release by/Buinywero Deputy Qualified Person/:

) 7 2 7 oY LY
(Signature & Date)/(Moanuck/naTta) Macarena Gonzélez / 77 / / z .
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Manufacturing Site/MpouasogcTteeHHan 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

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

Pa3pelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuiieyHopacTBopumMble 20 Mr

PRODUCT

Kopg : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUA : LCB82288 Harta npouzrogcTea : 03/2024
BATCH MANUFACTURING DATE

Fopen oo : 02/2026 Paamep cepun : 351.504 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiyum s noaTBepKAalo, 4To AaHHas uHdropMalmna ABNAeTCA AOCTOBEPHOM U TOYHOM. [laHHasA napTua npoaykTa
6bina npousBeAeHa, BKMOYas YNaKoBKY/MapKUPOBKY U KOHTPOMNb KA4eCTBa, Ha YKA3aHHOM HWKe yyacTKe (y4acTrax)
B MOSIHOM COOTBETCTBUM ¢ TpeGoBaHuaMm GMP mecTHoro perynupytollero oprada, cneuupuKaLlusMu B paspellieHuu
Ha MapKeTUHT CTPaHbI-MMNOpPTEpa U TEXHUYECKUMU COrnalleHMAMU, KOTopble MOTYT BLITh 3aKMoYeHbl, UNU dalinom
cneuudukaunu npoaykra ansa Mcenenyembix nekapcTBeHHbIX CPeACTE.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTum 6LINKU NpoBepeHkl U NMPU3HaHbl COOTBETCTBYIOWUMU TPpeBoBaHUAM
GMP.

MapTusa 6bina npousseneHa B Nabopartopuoc ukorca SA., a Tam, rae NPUMEHUMO MUKPOBUONOruyecKoe
UccnepgoBaHue,
oHo npoBoauTtcs B [labopaTopuu 3ueBapHe 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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Moanuce 1 para / SignatU’r’&S‘/Ejate. Macarena Gonzélez
! Deputy Qualified Person

PeructpauvoHHoe ygoctoeepeHue [ Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



