,r—-\) LABORATORIOS LICONSA, S.A.
(&_/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

C H Emo 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
npogykt OME3 kancynbl KulWe4yHopacTBopUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82705 Oara npouzsogctea 04.2024 Nopen oo 03.2026
TEST/TECT REQUIREMENT / CNEUU®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 Teepable enaTUHOBLIE Kancynbl pazMepa N°4, Conforms / CooTBeTcTBYET
C KpbILWeYKoi CUHEero LBeTa U KOprycom
6enoro UBeTa, coAepxalyue cepuyeckue
rpaHynel oT 6enoro Ao no4yru 6enoro c
enToRaTkIM 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 OO3WMPOBAHUA (AV) 3HaveHue AV, paccuuTtanHoe ana 10 kancyn, 10,0

AOMKHO BLIT He 6onee 15,0 %.

3HayveHue AV, paccyutanHoe ansa 30 kancyn,

LOMKHO BbITh He Gonee 15,0 % M copepxaHue

oMenpasorna Hu B OZIHOW Kancyne He JOMKHO

BbIXOAUTL 3a npeaens! 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).
NOANUHHOCTB (B3XX) Bpems yaepxuBaHuUA OCHOBHOro Conforms / CooTBeTCcTRYET
nUuKa Ha XxpomMartorpamMme UcnbiTyeMoro
pacTBopa AOIMKHO COOTBETCTBOBAaTh
BpeMeHU y,qepxmnaﬂml OCHOBHOTO NUKa
Ha XpomarorpaMmme cTaHAapTHOro pacTteopa
(pazpen «KonuuecTeeHHoe onpeaeneHuen).

Approval date (dd.mm.yyyy)/aata ogobpenus (og.mm.rrrr): 20.05.2023

(Signature & Date) Quality Assurance/(Mognuce/nara) obecnevyeHuakayecTea:

Release by/Beinywero Deputy Qualified Person/: e
(Signature & Date)/(MNopnuck/gata) Macarena Gonzélez

Manufacturing Site/lNpouaeoacTeenHasn nnolaaka: Laboratorios Liconsa, S.A. Pagelctp.1/5
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LABORATORIOS LICONSA, S.A.

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

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

CHEMO

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES kancynbl Kuwe4yHopacTtBopumMble 20 Mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC82705 DNata npouzeoactea 04.2024  Topen no 03.2026

TEST/TECT REQUIREMENT / CNELJU®UKALIUA RESULT / PE3YNNLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTL B3XX (DAD petektop)

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 nornoijeHus OCHOBHOIO NUKa,
CHATBIA NpU XpomartorpacdupoBaHum
UCNbLITYyeMOro pacTeopa, AOMKeH
COOTBETCTBOBaThL YP-cnekTpy nornoweHus
OCHOBHOIO MUKa, CHATOMY npu
XpomatorpatMpoBaHum CTaHAapTHOro
pacTeopa (pasfgen «KonuyecTBeHHOe

Conforms / CooTBeTcTBYET

onpegeneHues)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE OMNPEQOENEHUE 95,0 - 105,0 % oT 3aABMNeHHOro coaepKaHus 100,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEOENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MT/KATICYIA

DISSOLUTION ACID STAGE

PACTBOPEHWE (KucnoTtHas cTagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNeHHOro coaepXaHus 1%
C17H19N303S (omenpa3zona)

Yepea 120 MuH

DISSOLUTION BUFFER STAGE

not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHUE (BydepHasn ctagus) He menee 80 % (Q) ot 3asBneHHoro 98 %
cogepanun C17H19N303S (omenpaaona)
yepes 30 MuH.

RELATED SUBSTANCES

POOCTBEHHLIE NPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Owmenpa3zona kapbokcunat He 6onee 1,0 % <0,1%

Approval date (dd.mm.yyyy)/aata opobpexus (oa.mm.rrrr): 20.05.2023
(Signature & Date) Quality Assurance/(Moanuce/naTa) obecneyeHusikadecTsa:
Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(lNognuce/gaTa) Macarena Gonzalez

Manufacturing Site/lpou3soacTeeHHas 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), Espaiia/Spain
Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU

nPOOyYKT OMES kancynbl kuwevyHopacTtBopumblie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82705 Nata npousesoactea 04.2024 ropen oo 03.2026
TEST/TECT REQUIREMENT / CMIELM®UKALIAA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Nwban eauHUYHaRA He 6onee 0,2 % <0,1%
HeuaeHTUULMPOBaHHas NPpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceil He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKMUPOBKA B cooTtBetcTBuuM ¢ HI. Conforms |/ CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOKTrOgHOCTHU 2 roga.

Approval date (dd.mm.yyyy)/nata ogo6peHus (ag.mm.rrrr): 20.05.2023

(Signature & Date) Quality Assurance/(lMoanuck/narta) obecnedeHuskadecrsa:

Release by/Beinywexo Deputy Qualified Person/:

(Signature & Date)/(Mognuce/pata) Macarena Gonzalez {0
Manufacturing Site/MpouasofcTeeHHas nnolaaka: 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), Espafal/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbi KuweyHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH
CEPUA

Manufacturing Date:

LC82705 [Hara nponssonctea 04.2024

Expire Date:
lNonen no 03.2026

TEST / TECT

REQUIREMENT / CMELM®UKALINA

RESULT / PE3YNLTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep U3

anrMUHUEBOKW onkru

C UHCTPYKUUEN N0 NPUMEHEHUI0 B NaYKy
KapTOHHYHO.

C MHCTPYKUWENr Mo NpUMeHeHUH0 B Nayky
KapTOHHYH0.

Mo 1,2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe C UHCTPYKUUWen no
NpUMEHEHUIO B NaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnroMUHUEBLINW BnivcTep.

Mo1,2, 3,5, 6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ MHCTPYKUUEN No
NPUMEHEHUIO B NaYKy KAPTOHHYIO.
Mo1,2,3,4unu7 6nuctepos no 14
Karncyn BMecTe C UHCTPYKUUel no
NPUMEHEHUIO B NMa4YKy KAPTOHHYHO.

Conforms / CooTBeTCcTBYET*

Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe

Mo 5 unu 10 6nucTtepor no 6 kancyn BMecTe

Analysis performed according ND
In-006953-180122

AHanu3a nposepgeH no HA:
In-006953-180122

Approval date (dd.mm.yyyy)/nara ogobpeHnus (aa.mm.rrrr): 20.05.2023 5’ / U/ (,L& Z _-y
(Signature & Date) Quality Assurance/(lMognuce/gata) obecneveruskadecTea:
Release by/Buinywe+o Deputy Qualified Person/:

(Signature & Date)/(Mognuck/gata) Macarena Gonzalez

Manufacturing Site/TIpouasoacteeHHas nnowaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafal/Spain

(’1‘\) LABORATORIOS LICONSA, S.A.
(&

CH E mo 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
nPoayKT OMES kancynbl KuweyHopacTtBopumMble 20 Mr

CODE

Kkon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82705 Iata npouzeopnctea 04.2024 Nopen no 03.2026

TEST/ TECT REQUIREMENT / CNEUN®UKALINA RESULT / PE3YNBTAT

Notes / HabrnrogeHUs
**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 antMUHUEBOR (onbru.
Mo 5 6nuctepoB no 6 Kkancyn BMecTe ¢ UHCTPYKUUEN Mo NPUMeHeHUIo B NaYvKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/aara ogo6penus (aa.mm.rrrr): 20.05.2023 g’ﬂ/ - \t/{fﬁza/
(Signature & Date) Quality Assurance/(Moanuce/aaTa) o6ecrneyeHuarkadecTaa: [ .‘.,.%’

Release by/BrinyweHo Deputy Qualified Person/: = ‘ ,l/iéqh 20O
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez V- y/Zal

\
Manufacturing Site/[pouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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;\‘\) LABORATORIOS LICONSA, S.A.
(W Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N>~ 19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

PaspelueHune Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl KMWWeYHopacTBoOpUMble 20 Mr

PRODUCT

Koa: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUA : LC82705 Hara npouasoactea : 04/2024
BATCH MANUFACTURING DATE

lNonex po : 03/2026 Paamep cepuu : 362.448 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s noaTBepKAato, Y4ToO AaHHasA UHoOpMaLUs ABMAETCHA AOCTOBEPHOWU U TOYHOM. [laHHas napTus npoaykra
6bina npousBeaeHa, BKNOYas ynakoBKY/MapKUPOBKY M KOHTPONbL KayecTBa, Ha YKa3aHHOM HUXe y4acTke (Y4acTKax)
B NOMHOM COOTBETCTBUM ¢ TpeboBaHuAMU GMP MecTHoro perynupyrollero opraHa, cneuudgukaumsaMm B paspeLieHum
Ha MapKeTUHI CTPaHbI-UMMNOPTEPa U TEXHUYECKUMU COrnaleHusasMu, KOTOpble MOTYT GbITh 3aKNKYeHbl, UNu dannom
cneuudmkauum npopaykra ans Mceneayembix nekapcTBeHHbIX CPEACTB.

3anucu no obpaboTke, ynakoBKe U aHanu3y napTuu 6bIny nposepeHbl U NPU3HaHbI COOTBETCTBYHOLWWMU TpeboBaHUAM
GMP.

MapTus 6bina npousBeneHa B lla6opatopuoc flukoHca SA., a Tam, roe NpMMeEHUMO MUKpobBuonornyeckoe
uccnegoBaHue,
OHo npoBoauTcA B JlabopaTtopuu JueBapHe 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 gara / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVII19





