(ﬁ) LABORATORIOS LICONSA, S.A.
\J

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

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOaYKT OMES3 kancynbl Kuwe4yHopacTBopuMbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85573 Oata npousBoactea 08.2024  Topen no 07.2026
TEST / TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBeppAble XenaTuHoBble Kancynbl pasmepa N°4, Conform / CooTBeTCTBYET
C KpbILIEYKON CUHEro LiBeTa U KOpnycom
6enoro UBeTa, cofepxaliuune cpepuyeckume
rpaHyrbl OT 6eroro Ao no4tu 6emnoro ¢
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.
OOHOPOOHOCTbL AO3UPOBAHUA (AV) 3HaueHue AV, paccuuTtaHHoe gnsa 10 kancyn, 8,9

OOJKHO ObITb He 6onee 15,0 %.

3HauyeHue AV, paccuuTtaHHoe ansa 30 kancyn,

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

omenpasona H1 B OAHON Karicyre He JOMKHO

BbIXoAuUTL 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).
NOANUHHOCTbL (B3XX) Bpems yaepXuBaHUsi OCHOBHOIO Conform / CooTBeTCTBYET
nuKa Ha XpomMartorpaMmMe 1cnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAaThL
BpeMeHU yaepX1uBaHUsi OCHOBHOTO NUKa
Ha XpomMaTorpaMme cTaHAapTHOro pacteopa
(pa3pen «KonuyectBeHHOE onpeneneHuney).
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OMES3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85573 Dara npouseopncrea 08.2024 Fopen no 07.2026

TEST/TECT REQUIREMENT / CNELIU®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).
NMoaNMHHOCTbL B3XX (DAD petekTop) Y®-cneKTp normnoueHusi 0CHOBHOIO NUKa, Conform / CooTBeTCTBYET
CHATBbIW NpPU XpomaTorpadupoBaHum
UCMbITYEMOro pacTBOpa, AOMKeH
COOTBEeTCTBOBaThb Y®-creKTpy normnoweHus
OCHOBHOTO MUKa, CHATOMY npu
XpomaTtorpadupoBaHuu CTaHAAPTHOIO
pacTBopa (pa3nen «KonuyecTBeHHOE

onpepeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJNMMYECTBEHHOE ONMPEQEJIEHUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepXxaHus 101,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMMYECTBEHHOE ONMPEQENEHUE Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,4 mr/kan
MI/KAMNCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnoTtHas cTtagus) He 6onee 10 % oT 3asiBreHHOro coaepxaHust 0%
C17H19N303S (omenpasona)
yepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) oT 3asiBNneHHOro 101 %
copepxanusa C17H19N303S (omenpa3zona)
yepe3 30 MUH.
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpasorna kap6okcunar He 6onee 1,0 % <0,1 %
IMPURITY F not more than 0.2 %
Mpumecsk F He 6onee 0,2 % <0,1 %
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85573 Oata npouseopcrea 08.2024 Fopen oo 07.2026
TEST/ TECT REQUIREMENT / CNELLM®UKALUNA RESULT / PE3YIIbTAT
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Irobasa eguHUYHanA He 6onee 0,2 % <0,1 %

HeuAeHTUULMpPOBaHHas NpuMech

TOTAL IMPURITIES not more than 2.0 %

CymMMa npumeceit He 6onee 2,0 % <0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HA. Conform / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemMnepatype He Bbiwwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2ropa.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3SA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl KuweyHopacTBopumMble 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC85573 Oata npoussoactea 08.2024  Togen go 07.2026

TEST / TECT REQUIREMENT / CMELUW®UKALIUA RESULT / PE3YNIbTAT

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 U3 Conform / CooTBeTcTBYET
anroMUHUEeBOU pornbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKLUUEN Mo NPUMEHEHUI0 B MayKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepoB no 6 kancyn sBMecTe
C UHCTPYKLUUEl No NPMMEHEHUI0 B NayKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe ¢ UHCTpYKLuen no
NpUMeHeHUIo B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AntoMuHUeEBBIN 6nucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C UHCTPYKUMel no
NPUMeHeHUIO B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu7 6nucrepos no 14
Karncyn BMecTe ¢ UHCTpYKLuen no
NPUMeHeHUIo B MaYKy KapTOHHYO.

Analysis performed according ND
J1M-006953-180122

AHanu3s nposefeH no HA:
J1M-006953-180122
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl kuwe4yHopacTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85573 Dara npousBoactea 08.2024  Topen no 07.2026

TEST / TECT REQUIREMENT / CNELUW®UKALINA RESULT / PE3YIIbTAT

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 (DONbIU.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKLIMeN Mo NMpUMeHEeHUIo B Nayky KapTOHHYIO.
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PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuiweyHopacTtBopuMblie 20 mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUA : LC85573 Dara npoussoactea : 08/2024
BATCH MANUFACTURING DATE

lonen no : 07/2026 Paamep cepum : 343.968 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiwum s nogTBEpXAal, YTo AaHHas MHopMaLus sIBNsSieTCsl OCTOBEPHON U TOYHO. JlaHHaa napTus npoayKTa
6bIna npousBeneHa, BKIMOYas ynakosKy/MapKMpPOBKY U KOHTPOMb KauecTBa, Ha yKa3aHHOM HUke y4yacTke (y4acTKax)

B MOMHOM COOTBETCTBUM ¢ TpeboBaHusiMu GMP MecTHOro perynupytollero opraHa, cneuudukaumusmMu B paspelueHum
Ha MapKeTUHI CTPaHbI-UMINopTepa U TEXHUYECKUMU CornalleHUsiIMU, KOTopble MOryT GbITh 3aKmnoYeHbl, Unu dainom
crneuudukauum npoaykra ans Uccnegyembix nekapcTBEeHHbIX CPeACTB.

3anucu no o6paboTKe, ynakoBKe U aHanu3y napTuu Gbinv NpoBepeHb! U NpU3HaHbl COOTBETCTBYHOLMMU TPeGOBaHUAM
GMP.

MapTusn 6bIna npousseneHa B JlabopaTtopuoc llukoHca SA., a Tam, rae NPYMeHMMO MUKpobuonormiyeckoe
vccriefoBaHue,
oHo npoBoguTcs B JlaGopaTopuu SueBapHe 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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Moanuck u pata / Signature&Date: Macarena Gonzélez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



