_,.\Jw LABORATORIOS LICONSA, S.A.
ﬂ(‘l\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OME3 kancynbl kuwie4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81683 Oarta npoussogctea 03.2024 NNopex no 02.2026
TEST / TECT REQUIREMENT / CTIELUA®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OIMUCAHUE TeeppAkle XenaTUHOBLIE Kancynbl paaMepa N°4, Conforms / CooTBeTCcTBYET
€ KpbllWeyKol CUHEro LBeTa U KOpnycom
6enoro UBeTa, cofepxallve cepuleckue
rpaHynkl ot 6enoro Ao noyTu 6emnoro ¢
MEenToBaTLIM 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.
OQHOPOOHOCTbL AO3UPOBAHUA (AV) 3HayeHue AV, paccumTaHHoe ansa 10 kancyn, 6,5

AOMKHO BbITk He 6onee 15,0 %.

3HauyeHue AV, paccuMTaHHoe ans 30 kancyn,

OOMKHO 6bITh He 6onee 15,0 % u copepxaHue

omenpa3ona HU B OQHOW Karcyre He BOMKHO

BbIXoOUThL 3a npegenel 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).
NOANMHHOCTL (B3XX) Bpems yaepXuUBaHus OCHOBHOTO Conforms / CooTBeTCcTBYET
nuKa Ha XpoMaTorpaMmme UCNbITYyeMoro
pacTBopa ACIMKHO COOTBETCTBOBaThL
BpeMeHU yaepXuWBaHWUs OCHOBHOro NukKa
Ha XpomaTorpaMMe cTaHOapTHOro pacTeopa
(pazgen «KonuyecTBeHHOE onpefeneHuey).

Approval date (dd.mm.yyyy)/naTa ogo6penus (on.mm.rrrr): 01.04.2024

(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecneveHuskadectea: M1 © . OM. T4

Release by/Beinywero Deputy Qualified Person/: ,

(Signature & Date)/(Mognuce/gara) Macarena Gonzalez / ,w,,x ) A2
O

Manufacturing Site/Mpou3sBopcTeeHHas nnowwaaka: Laboratorios Liconsa, S.A Page/ctp.1/5
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espanal/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
nPOAYKT OMES3 kancynbl KuwevyHopacTBopumMblie 20 Mr

CODE
Kon 231903

BATCH
CEPUSA LC81683

Manufacturing Date: Expire Date:
Oata npouzeoactea 03.2024  Togen no 02.2026

TEST/ TECT

REQUIREMENT / CNELUW®UKALIAA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONUHHOCTL 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®-crnekTp nornolleHnus OCHOBHOIO NUKa, Conforms / CooTBeTcTBYET
CHATLIW Npy XpomaTtorpadupoBaHuu
MCMNLITYEMOro pacTeopa, AoMmKeH
COOTBETCTBOBaTL YP-cnekTpy nornowjeHus
OCHOBHOrO nuKa, CHATOMY npu
XpomarorpatupoBaHum cTaHAapTHOro
pacteopa (pasgen «KonuuyecTBeHHoe
onpeneneHue»)

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMPEOAENEHUE

95,0 - 105,0 % oT 3aABNeHHOro cogepXaHua 101,5%

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEOENEHUE
MI/KANCYINA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mg/cap / MI/TKANCYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asBneHHOro cogepxaHus 0%
C17H19N303S (omenpa3sona)

Yepea 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 101 %
cogepxaHus C17H19N303S (omenpazona)

yepes 30 MuH.

RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpazona kapbokcunar

not more than 1.0 %
He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata onobpexus (ag.mm.rrrr): 01.04.2024
(Signature & Date) Quality Assurance/(loanuck/nara) obecnedeHusikadectea: M o 1. O &4

Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzélez « \\,
Manufacturing Site/MpousBoacTBeHHas nnowapka: Laboratorios Liconsa, m.&\ Ol m,Q Té v Pagelctp. 2/5
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~) LABORATORIOS LICONSA, S.A.
(&4

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

O_l_ m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl KuweyHopacTeopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81683 Nara npouseonctea 03.2024 Nonex no 02.2026
TEST / TECT REQUIREMENT / CNELUW®UKALIAA RESULT / PE3YNNIbTAT
IMPURITY F not more than 0.2 %
Mpumecst F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMoban eguHUYHasA He 6onee 0,2 % <0,1%

HeugeHTUdULMpoBaHHaA NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cootBetcTBUM ¢ HI. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaType He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoCTH 2 roga.

Approval date (dd.mm.yyyy)/nata onobpenus (ao.mm.rrrr): 01.04.2024

(Signature & Date) Quality Assurance/(Toanuce/aara) obecneveHusikaqecTea: M ol.04. ¢4
Release by/Brinywero Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/naTa) Macarena Gonzalez \«/ \ ol 0% m ¢

Manufacturing Site/lpouasoacTeeHHan nnowanxa: Laboratorios Liconsa, S.A. Pagelctp. 3/5



p /w LABORATORIOS LICONSA, S.A.
ﬁ(ﬂ\\. 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 AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
MPOAYKT OMES3 kancynbl Kuwe4yHopacTBopuMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC81683 Dara npouseogctea 03.2024 Topen no 02.2026

TEST / TECT REQUIREMENT / CNELIU®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-PVDCI/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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms | CooTBeTcTBYET™
anlMUHUEeBOWN thonbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
€ UHCTPYKUMWEN MO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepoB no 6 kancyn BMecTe
C UHCTPYKUUEH Mo NPUMEHEHUID B Na4Ky
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karncyn BMecTe C MHCTPYKUUel no
NnpUMeHeHUIo B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NMBOX/
AnoMUHUEBLIN BniucTep.
Mo1,2, 3,5, 6,9 unu 10 6nucrtepos no
10 kancyn BMecTe € UHCTPYKUUel no
MPUMEHEHUI0 B NaYKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karncyn BMecTe C MHCTPYKUUel no
NPUMEHEHUK0 B NMaYKy KapTOHHYHO.

Analysis performed according ND

Jn-006953-180122

AHanua nposegeH no HJ: E
Jn-006953-180122

Approval date (dd.mm.yyyy)/aaTta ogobpenus (og.mm.rrrr): 01.04.2024

(Signature & Date) Quality Assurance/(Mognuck/nara) obecneverusakadectsa: M O (.04 1Y
Release by/BbinyweHo Deputy Qualified Person/:

Signature & Date)/(Mognuck/nata) Macarena Gonzélez AT :
(Sig )(Moanuce/nara) 7 olouzy

Manufacturing Site/lpoussoacTeeHHas nnowapka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5



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

) LABORATORIOS LICONSA, S.A.
(&

OI m BO Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOQYKT OMES3 kancynbl kuile4HopacTesopuMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81683 Dara npoussogctea 03.2024  Topew no 02.2026

TEST / TECT REQUIREMENT / CNELJA®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 6nuMcTep U3 aNKOMUHUEBON ONbLIu.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLWel Mo NpUMeHeHUIo B NaYKy KapToOHHYH.

Approval date (dd.mm.yyyy)/nata ogobperus (na.mm.rrrr): 01.04.2024

(Signature & Date) Quality Assurance/(Toanuck/nata) obecnedeHuakadyectaa: A O (-o4. M
Release by/Buinywiero Deputy Qualified Person/: .

Signature & Date)/(lMopgnuck/paTta) Macarena Gonzalez \h ’

o a ! /Colovy

Manufacturing Site/MpouasoacTeerHasn nnollaaka: Laboratorios Liconsa, S.A.
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\\..Jy LABORATORIOS LICONSA, S.A.
N/.K Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

Pa3spelieHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl KuweyHopacTeopumMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM1-006953
CEPUA : LC81683 Jara npoussoactea : 03/2024
BATCH MANUFACTURING DATE

fogen po : 02/2026 Pasmep cepun : 360.864 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosum s noATBepXaal, YTo AaHHan MHopMaUus SBNAETCA 4OCTOBEPHONM U TOYHON. [laHHasA napTua NpoaykTa
6bIna npou3BeAeHa, BKIOYas YNakoBKy/MapKUPOBKY U KOHTPOMb Ka4ecTBa, Ha yKazaHHOM Huke yyacTke (y4yacTkax)
B NONHOM COOTBETCTBUM C TpeboBaHuaMU GMP MecTHOro perynupyrllero opraia, cneyuuKaunsamm B paspeLueHmm
Ha MapKeTUHI CTPaHbI-MMMNOPTepa U TEXHUYECKUMMU COTTalleHUsIMU, KOTOphkle MOTYT GbITh 3aknioyeHbl, UNU tainnom
cneuyudukauum npodykra ana Ucenegyemeix nekapcTBeHHbLIX CPeAcTa.

3anucu no obpaboTke, yNakoBKe U aHaNWU3y NapTUW 6bINU NPoBepeHbl U NPU3HaHbl COOTBETCTBYHOLWMMU TRe6oBaHUAM
GMP.

MapTtus 6Lina npoussegeHa B Nlaboparopuoc INukoHca SA., a Tam, rae NPUMEHUMO MUKpoBuonoruyeckoe
uccnenoBaHue,
oHo npoeoauTcs B llabopaTtopuu SuesapHe 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 Regulatary 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.

/orouYy

.\.*\/1\\. i

Mognuck 1 garta / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpaunonHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep NMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



