LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 karncynbl KuweyHopacteopumble 20 Mr

CODE
Kkon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4 LC86388 Dara npoussopactea 09.2024 Fonen oo 08.2026
TEST / TECT REQUIREMENT / CNELUU®UKALAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OIMNUCAHUE TBepAble XenaTuHoBbIe Kancyrbl pa3mepa N°4, Conform / CooTBeTCcTBYET
C KpbILLEYKOl CUHETO LiBeTa U KOpMyCcoMm
6ernoro UBeTa, coaepxalime cpepuyeckue
rpaHyrnbl OT 6enoro fo no4Tu 6enoro c
XenToBaTbIM 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.
OOHOPOOHOCTb 0 O3UPOBAHUS (AV) 3HayeHue AV, paccuuTtaHHoe ansa 10 kancyn, 11,0

AOMKHO O6bITb He 6onee 15,0 %.

3HauyeHue AV, paccuutaHHoe ans 30 kancyn,

AOMKHO 6bITb He 6onee 15,0 % u copepxaHue

oMenpasorna HU B OHOW Karncyre He JOMKHO

BbIXOAUTL 3a npepensi 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 yaepXvBaHUsi OCHOBHOIO Conform / CooTBeTCTBYET
nuKa Ha XpomaTtorpamme UCMbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAaTh
BpeMeHU yepX1BaHUsi OCHOBHOIO Nuka
Ha XpomaTorpamMme cTaHAapTHOrO pacTBopa
(pasgen «KonuuectBeHHOE onpenerneHuey).
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OMES3 kancynbl KMwevyHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86388 Nata npoussoactea 09.2024  Tonen no 08.2026

TEST / TECT REQUIREMENT / CNEUU®UKALIUA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANUHHOCTbL B3XX (DAD peTtekTop) Y®-cneKkTp norrolleHUsi OCHOBHOrO MuKa, Conform / CooTBeTCTBYET
CHATBIN NpU XpomaTorpadupoBaHum
UCMbITYeMOro pacTBopa, AOMmKeH
CcOOTBeTCTBOBaThL Y®-CneKTpy nornoweHus
OCHOBHOIO NMUKa, CHATOMY Nnpu
XpomaTorpadupoBaHUn CTaHAAPTHOrO
pacTtBopa (pas3aen «KonuuectseHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOJOA He 6onee 5,0 % 2,0 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJNMUYECTBEHHOE ONMPEOENEHUE 95,0 - 105,0 % oT 3asiBNieHHOro cogepXaHus 99,0 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOINMUYECTBEHHOE ONPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mr/kan
MI/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctanus) He 6onee 10 % oT 3asiBNeHHOro coaepxxaHus 2%
C17H19N303S (omenpa3sona)
yepes3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas craaus) He meHee 80 % (Q) ot 3asiBneHHoOro 94 %
coaepxanusi C17H19N303S (omenpa3sona)
yepes 30 MuH.
RELATED SUBSTANCES

POOCTBEHHBIE NMPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sorna kap6okcunar He 6onee 1,0 % <0,1 %
Y A
(A
5102,y
C
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuwevyHopacTtBopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86388 Oata npoussoactea 09.2024  Topen no 08.2026
TEST / TECT REQUIREMENT / CNELMDUKALNA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Iobas eguHUYHas He G6onee 0,2 % <0,1 %

HeMAeHTM(bMIJMpOBaHHaﬂ npumMmechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ H. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbliwwe 25 °C.

SHELF-LIFE 2 years

CPOK OOHOCTHU 2ropa.

Ol
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LABORATORIOS LICONSA, S.A.
Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafa
Phone: +34 949 34 97 00

Q Fax: +34 949 26 68 37
CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIMN3A
PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl KuweyHopacTtBopumMmblie 20 mMr
CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86388 Nata npouseopgctea 09.2024  Topen no 08.2026
TEST / TECT REQUIREMENT / CNELU®PUKALUA 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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2, 3,5, 6,9 or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3 Conform / CooTBeTCTBYET

anrMuHueBoi donbsru.

Mo 2 unu 20 6nucTtepoB no 5 kancyn BMecTe

C VHCTpPYKLUEN No MeAULUHCKOMY NPpUMeHeHUIo

B MayKy KapTOHHYIO C KOHTPOIIEM NepBoro

BCKpbITUS (Nepdopauus).

Mo 5 unu 10 6nucTepoB ro 6 karcyn BMecTe

C VHCTPYKLMEN N0 MeAULUHCKOMY NMpUMeHEeHUI0

B NayvKy KapTOHHYIO C KOHTpOmNeM nepBoro

BCKpbITUSA (Nepdopauus).

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

Karncyn BMecTe C UHCTPYKL el no

MeAULIMHCKOMY MPUMEHEHUIO B NayKy

KapTOHHYIO C KOHTPOJIEM NepBOro BCKPbITUSA

(nepdopaunus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBOX/

AntoMuHneBbIN 6nucTep. .

Mo1,2,3,5, 6,9 unu 10 6nucrepoB no ( 1\

10 kancyn BMecTe ¢ UHCTPYKIMe No O

y'(w 9 ) \,' 2 8 X
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIA3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86388 Dara npoussoactea 09.2024 Nopen no 08.2026

TEST/TECT REQUIREMENT / CNELUUD®UKALUA RESULT / PE3YJIbTAT

MeAULMHCKOMY NPUMEHEHUIO B MaYKy
KapTOHHYO C KOHTPOreM NepBOro BCKPbITUSI
(nepdpopauus).

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

Kancyn BMecTe ¢ MHCTPYKLUUeN no
MeAULIMHCKOMY NMPUMEHEHUIO B NayvKy
KapTOHHYH0 C KOHTpoMeM NepBoro BCKPbITUSI
(nepchopauus).

Mo 2 6nucrepa no 15 kancyn BMecTe ¢
MHCTPYKLMEN N0 MEAULIMHCKOMY NPUMEHEHUI0 B
MayvKy KapTOHHYHO.

Analysis performed according ND
J1M-Ne(005063)-(PIr-RU)-080824
AHanus nposegeH no HAO
J1M-Ne(005063)-(Pr-RU)-080824

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 (DONbLIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKLIUEN NO NPUMEHEHUIO B MaYKy KAPTOHHYIO.
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PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KuweyHopactesopumble 20 mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIIM-NO(005063)-(PI'-RU)
CEPUSA : LC86388 Nata npouseogctea : 09/2024

BATCH MANUFACTURING DATE

Fonen oo : 08/2026 Pasmep cepum : 146.304 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTrosiuMm s nogTBepXAalo, YTo faHHasi UHdopMaLms sIBIISieTCsl JOCTOBEPHON U TOUHON. [laHHasi napTus npoaykKra
6bina npousBedeHa, BKNOYas ynakoBKY/MapKUPOBKY U KOHTPOIb KauyecTBa, Ha YKa3aHHOM Huke yvacTke (yyacTkax)

B MOMHOM COOTBETCTBUMU ¢ TpeBGoBaHUsimu GMP MecTHOro perynupytoLlero opraHa, cneuudukaumusiMy B paspeLueHum
Ha MapKeTUHr CTPaHbLI-MMMOpPTepa U TEXHUYECKUMU COornalleHUsIMU, KOTopble MOryT GbITb 3aKMoYeHbl, Unu daiinom
cneuudukauuy npogykra ans UccnenyemMbix nekapcTBeHHbIX CPeACTB.

3anucu no o6paGoTKe, yNakoBKe 1 aHanuay napTum Gbinv NPOBepPeHbI U NPU3HaHbl COOTBETCTBYHOLWMMY TPeGoBaHUAM
GMP.

MapTus 6bina npousseneHa B Jlabopatopuoc IukoHca SA., a Tam, rae NPMMEHUMO MUKpPOOUuonoruyeckoe
uccrefaoBaHue,
OHo npoBoauTtcs B llabopaTopun dueBapHe 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.

Moanuck v gata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe ynoctoBepeHue / Manufacturing Authorization: 3414E
Homep IMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



