xn;)w LABORATORIOS LICONSA, S.A.
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> 19200 Azuqueca de Henares (Guadalajara), Espafa/Spain
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NnPOAYKT OME3 kancynbl KuweyHopacTropuMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81227 Data npouseoactea 02.2024  Topen oo 01.2026
TEST / TECT REQUIREMENT / CNELUWA®UKALUA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TeepAbie XenaTUHOBLIe Kancyrbl pazMepa N°4, Conforms / CooTBeTCTRBYET
C KpbiLeYKol CUHero LBeTa U Koprycom
BGenoro UBeTa, cogepxallue cchepudeckue
rpaHynel oT Genoro 40 nNo4yTHn 6enoro c
enrtoBaTbIM OTTEHKOM LBeTa.
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 O3UPOBAHKMA (AV) 3HayeHue AV, paccyuTtanHoe ana 10 kancyn, 8,2

AOMKHO 6bITL He 6onee 15,0 %.

3Ha4yeHue AV, paccuutaHHoe ana 30 kancyn,

AOO0MKHO 6bITh He Bonee 15,0 % 1 cogepxaHue

omenpa3ona H4 B OHOW Kancyne He JOMKHO

BbiXoAuTh 3a npegens! 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).

NOANUMHHOCTL (B3XX) Bpems yaepiuBaHus 0CHOBHOTO Conforms / CooTBeTCTBYET
NMKa Ha XpoMaTorpaMme UcnbITyeMoro
pacTBoOpa JOMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUS OCHOBHOTO NUKa
Ha XpoMaTorpaMme CTaHOapTHOro pacTeopa
(pasgen «Konu4ecTBeHHOe onpeaeneHues).

J

Approval date (dd.mm.yyyy)/naTa onoBpenus (oa.mm.rrrr): 12.03.2024
(Signature & Date) Quality Assurance/(lMoanuce/naTa) obecneyeHuskayecTsa:
Release by/Brinywexo Deputy Qualified Person/:

(Signature & Date)/(Mognuce/aata) Macarena Gonzalez

Manufacturing Site/lNpou3ssogcTeenHasn nnowaaka: Laboratorios Liconsa, S.A. — Pagelctp.1/5
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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
NMPOAYKT OME3 kancynbl KuweyHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81227 Oara npouzeoactea 02.2024 Tlopen no 01.2026

TEST / TECT REQUIREMENT / CNELW®UKALIAA RESULT / PE3YNBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTL B3XX (DAD petekTtop)

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®-cneKrp nornolyeHusi OCHOBHOro NUKa, Conforms / CooTBeTCTBYET
CHATLIW NpY XpomartorpacupoBaHun
MCNbITYEMOro pacTeopa, JomKeH
COOTBETCTBOBaTE Y®M-cnekTpy NornoweHuns
OCHOBHOIO nuyKa, CHATOMY Npu
XpomaTorpadupoBaHuM CTaHOapTHOrO
pacTBopa (pa3aen «KonuyecTteeHHoe

onpepneneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPEQENEHUE

95,0 - 105,0 % oT 3asBneHHOro cogepxaHus 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPELNENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap | MT/KAMCYINA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas cTagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % OT 3asBNEHHOro cCogepKaHus 0%
C17H19N303S (omenpa3ona)

Yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHan cragusn)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asiBneHHoro 95 %
cogepxanun C17H19N303S (omenpasona)

yepes 30 MuH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpa3sona Kap6okcunart

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 12.03.2024

(Signature & Date) Quality Assurance/(lMognucs/gata) obecneyeHunaKkavecTsa:

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/gata) Macarena Gonzélez yd \\\\\V\\\\ P B e N L
Manufacturing Site/lpoussogcTeenHasn nnowaaka: Laboratorios Liconsa, S.A. e Pagelctp. 2/5




Avda. Miralcampo, N°® 7, Pol. Ind. Miralcampo

= LABORATORIOS LICONSA, S.A.
)

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

OI m 30 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 OMES kancynbl KuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81227 Dara npouzeopgerea 02.2024  Topen o 01.2026
TEST /| TECT REQUIREMENT / CNELM®UKALIMA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck 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
INbas eauHuyHan He 6onee 0,2 % <0,1 %
HeupeHTUUUUPOBaHHasA NPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecein He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKUPOBKA B cooteetcTBuuM ¢ HO. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHME Mpu Temnepatype He Boiwe 25 °C.
SHELF-LIFE 2 years
CPOK IOOHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nara opobpeHus (og.mm.rrrr): 12,03.2024
(Signature & Date) Quality Assurance/(Mognucs/aaTa) o6ecneveHusKayecTsa:

Release by/Beinywerno Deputy Qualified Person/: 7
(Signature & Date)/(Monnuck/nara) Macarena Gonzalez 4

Manufacturing Site/lpoussoacTeenHas nnowapaka: Laboratorios Liconsa, S.A. ——

£
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7)) LABORATORIOS LICONSA, S.A.
A‘_(L\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O I m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OME3 kancynbl kuweyHopacTeopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC81227 Nata npouseoactea 02.2024 ropen no 01.2026

TEST / TECT REQUIREMENT / CMIELIU®PUKALINA RESULT / PE3YIIETAT

PACKAGE 5, 6 or 7 capsules in an aluminum
folil 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.

YINMAKOBKA Mo 5, 6 unu 7 kancyn B 6rnucrep ua Conforms / CooTBeTCcTBYET**
anvMuHueBol donkru
Mo 2 unu 20 6nucTtepos no 5 kancyn BMecTe
C UHCTPYKUME No NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C UHCTPYKUUEN NO NPUMEHEHUI B NaYKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrepoes no 7
Kancyn smMmecTte C _.._In._._utxﬁsm_“_ no
NpUMeHeHWO B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUeBLIW 6nucTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C MHCTPYKUUWEN Nno
NpUMEHeHUI0 B NavKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepoe no 14
Kancyn BMecTe ¢ MHCTPYKLUMel no
NPUMMEHEHUID B NAYKy KapTOHHYHO.

Analysis performed according ND
nn-006953-180122

Ananua npoBegeH no HA:
nn-006953-180122

(p/
Approval date (dd.mm.yyyy)/nata ogo6peHus (oo.mm.rrrr): 12.03.2024 v\ r
(Signature & Date) Quality Assurance/(Moanuce/nara) obecneyeHuskadecTsa:
Release by/BrinyweHo Deputy Qualified Person/: )
(Signature & Date)/([Mognuce/oarta) Macarena Gonzélez

Manufacturing Site/MpovasoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A. _— Pagelctp. 4 /5




LABORATORIOS LICONSA, S.A.

e
7 )c ‘ .
(l\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O _I_ m 3 O 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
MPOAYKT OMES3 kancynbl kMwevyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81227 Oarta npouzsoactea 02.2024 Fopen no 01.2026

TEST / TECT REQUIREMENT / CMELUA®UKALIAA RESULT / PE3YNIBTAT

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 (honbru.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKLUWEH Mo NPUMeHeHUK B NaYky KapTOHHYH

A

(Signature & Date)/(Mognuck/nara) Macarena Gonzélez
Manufacturing Site/lMpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.

—
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Approval date (dd.mm.yyyy)/aaTta ogobpenus (oo.Mm.rrrr): 12.03.2024 A/ ;

(Signature & Date) Quality Assurance/(Toanucs/nata) obecnevyeHusika4ecTsa:

Release by/Buinyiero Deputy Qualified Person/: \\\\Mﬁ\\\\\ﬂ\\w\w\.\u\\\ D 2 Y
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\),Jw LABORATORIOS LICONSA, S.A.
N(K Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Esparia/Spain

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

nPOAYKT : OMES3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUA : LC81227 Dara npouseoactea : 02/2024

BATCH MANUFACTURING DATE

FNonen o : 01/2026 Paamep cepun : 164.736 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiwum 51 noaTBepXAal, YTo AaHHas uHgopMauua sBNseTcs AOCTOBEPHOW U TOYHONM. [lJaHHas NapTua NpoayKTa
6bina npousBeAeHa, BKMNHOYasA YNaKoBKY/MapKUMPOBKY M KOHTPONb Ka4ecTBa, Ha YKa3aHHOM HUKe yyacTKe (yYyacTKax)
B MNOMHOM COOTBeTCTBUM ¢ TpeboBaHuamu GMP mecTHoro perynupylollero opraHa, cneuudgukaLuamMm B paspeLieHum
Ha MapKeTUHI CTpaHbIl-MMMopTepa U TeEXHUYeCKUMIK COrmnalleHUsAMU, KOTOpble MOryT ObITh 3aKnioYeHbl, Unuv cannom
cneuundukauumn npoaykra ana UccnepgyeMbiX NekapcTBEHHLIX CpeAcTR.

3anucu no obpaboTke, ynakoBKe U aHanuay napTuu 6bINyY NPoBepeHb! U NPU3HaHbI COOTBETCTBYHOWUMY TpeboBaHUAM
GMP.

MapTtua 6bina npousBegerHa B Nabopatopuoc INlukoHca SA., a Tam, roe npUMeHUMO MUKpoGuonoruyeckoe
uccrenoBaHue,
oHo npoBoguTtcs B llabopatopuu 3yeeapHe 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 Autharity, 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.

e |
Moanuck v para / Signature&Date: Macarena Gonzalez

/ Deputy Qualified Person

PeructpaunoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep [NukoHca GMP / LICONSA GMP Number: ES/085HVI/19



