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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

CEPTUDOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KuleYyHopacTBOpUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82537 Oata npounaseogctea 03.2024 Togpen no 02.2026
TEST/ TECT REQUIREMENT / CNELUA®UKALIUA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OIMNMUCAHUE TeepAble MenaTUHOBLIe Kancynbl paamepa N°4, Conforms / CooTBeTCTBYET

C KpbllLeYKoii cUHero LUBeTa U KOpMycom
Genoro LBeTa, cogepxalive chepuydeckme
rpaHynkl oT Genoro Ao noutu 6enoro ¢
KENTOBAaTbIM OTTEHKOM UBETa.

UNIFORMITY OF DOSAGE UNITS (AV)

OAHOPOOHOCTb NO3UPOBAHUA (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.

3Ha4eHue AV, paccuutaHHoe ans 10 kancyn, 53
AonKHO BbITh He 6onee 15,0 %.

3HaueHue AV, paccumTanHoe ans 30 kancyn,
LOMKHO BbITb He Bonee 15,0 % 1 cogepiaHue
omenpa3sona HU B OO4HOM Kancyne He JOMKHO
BbIX0oOQWThk 3a npegensi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

MOANUHHOCTb (B3XX)

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).

Bpems yaepXuBaHUs OCHOBHOTO Conforms / CooTBeTcTRYET
nuKa Ha XpomaTorpaMme UCNbITYeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHWA OCHOBHOTO NUKa

Ha XpoMarorpaMmMe cTaHOapTHOro pacTeopa
(pasgen «KonuyecTBeHHOE onpegeneHuey).
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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 AHAIIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl KMlweYyHopacTBopUMbie 20 Mr

CODE

Kop 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82537 Oarta npouseogctea 03.2024 ropen go 02.2026

TEST/ TECT REQUIREMENT / CNELA®UKALAA RESULT / PESYNNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMMHHOCTb B3XX (DAD petexTtop)

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®-cneKkTp NornowieHusi 0CHOBHOTO MUKa,
CHATLIN NpU XpomatorpacdupoBaHum
UCMNLITYEMOro pacTBopa, AOImKeH
COOTBETCTBOBATb YP-CcreKTpy nornoljeHus
OCHOBHOTO MWK, CHATOMY Npu
XpomMaTorpagupoBaH1mn CTaHOAPTHOrO
pactBopa (pasaen «KonuyecTteeHHoe
onpefeneHve»)

Conforms / CooTBeTcTBYET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 23%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONUWYECTBEHHOE ONPEQENEHUE 95,0 - 105,0 % oT 3aABNeHHOro cogepxaHus 99,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPEOENEHUE
MF/KANCYIA

19.0 mg/capsule to 21.0 mg/capsule
071 19,0 mr/kancyna go 21,0 mr/kancyna

19,9 mgl/cap / MI/KATICYNA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHUE (KucnoTtHas ctagus) He 6onee 10 % oT 3asiBneHHOro cogepxaHus 0%
C17H19N303S (omenpasona)
yepea 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHasn ctanus) He mexee 80 % (Q) ot 3asBneHHoro 95 %
copepxanua C17H19N303S (omenpasona)
yepes 30 MUH.
RELATED SUBSTANCES
POOCTBEHHbLIE MPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpazona Kapbokcunar He 6onee 1,0 % <0,1 %
( / /35
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE
Ko[ 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82537 Oarta npoussoactea 03.2024 Fopen no 02.2026
TEST/ TECT REQUIREMENT / CNEUU®UKALIMA RESULT / PE3YINILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Niobas eguHuyHan He Gonee 0,2 % <0,1%

HeuaeHTUULMPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cooteetcTBuu ¢ HA. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu TemMnepaTtype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 roga.
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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

@ LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIMU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES kancynbl Kulle4yHopacTBopuUMble 20 Mr

CODE
Kopn 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC82537 Data npouzeopctea 03.2024  Topen oo 02.2026

TEST/TECT REQUIREMENT / CMELUW®UKALIAA 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-PVDCJ/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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuvcTep U3 Conforms / CooTBeTcTBYyET
anroMUHUeBoU donkru
Mo 2 unu 20 6nucrepoe no 5 Kancyn BMecTte
C UHCTPYKUME No NPUMEHEHUIO B MAaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 Kancyn BMecTte
C UHCTpYKUUel No NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 1,2, 4,8 unu 14 6nucrepoe no 7
Kancyn BMecTe ¢ UHCTPYKLUUWel no
NpUMeHeHUIo B NavKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnroMUHUEBLIN BriucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepoB no
10 kancyn BmecTe ¢ MHCTPYKUWMEi no
NpUMEHEHUIO B NaYKy KApTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTpYKUUeli no
NPpUMEHEHUIO B NaYKy KApTOHHYIO.

Analysis performed according ND
In-006953-180122

AHanu3a nposegeH no HM:
1n-006953-180122
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(E'..;j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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CH EI I 'O 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
NMPOAYKT OMES3 kancynbl Kulwe4yHopacTBopuMble 20 Mr

CODE

Kog 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82537 Oata npoussoactea 03.2024 Togen oo 02.2026

TEST/TECT REQUIREMENT / CNELUA®UKALIUA RESULT / PE3YNILTAT

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 U2 anOMUHUEBON donbri.
Mo 5 GnucTepor no 6 karncyn BMecTe ¢ UHCTPYKLMER Mo NPUMEHEHUIO B NaYKy KAPTOHHYIO.
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fﬂ) LABORATORIOS LICONSA, S.A.
(w Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiial/Spain

CH E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINYyCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 karncynbl Kulle4yHopacTBopuUMbie 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUSA : LC82537 Hara npoussoacrea : 03/2024
BATCH MANUFACTURING DATE

lNonen no : 02/2026 Pa3amep cepum : 355.392 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTroswum s nogTeepxaato, 4To AaHHasi UHhoOpMaLUA ABNAETCA [OCTOBEPHOMW U TOYHOI. [laHHas napTus npogykra
6kIna npouzBefeHa, BKIOYanA YNakoBKy/MapKMpOBKY M KOHTPONb Ka4ecTBa, Ha YKa3aHHOM HuXe y4acTke (y4acTkax)
B MOMHOM COOTBETCTBUM C TpeboraHusamu GMP mecTHoro perynupyiowero opraia, cneyuukaluamMmu B paspeLieHnm
Ha MapKeTUHI CTPaHbI-MMNOpPTEPa U TEXHUYECKMMU COTMNAaLIeHUAMU, KOTOPLIE MOTYT BbITh 2aKnoYeHbl, unu dainom
cneuudmkauuu npogykra ana Mccnegyembix nekapcTBeHHLIX CPeAcTRB.

3anucu no o6paboTKe, yNnakoBKe U aHanuay napTuu 6binu NnpoBepeHbl U NPU3HaHbl COOTRETCTRYIOLWMMU TpeBoBaHUAM
GMP.

MapTuna 6kina npouseeaeHa B llabopaTtopuoc INukoHca SA., a TaM, rAe NpUMeHMMO MUKpoBuonoruyeckoe
uccnepoBaHue,
OHo npoeoauTcA B [labopaTtopumn 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 Authaority, 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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Mopnuck u pata / Signature&Date: Macarena Gonzélez
I Deputy Qualified Person

PeructpauunoHHoe yaocToBepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



