\\Jw LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OMES3 kancynbl kuwe4yHopacTtBopumbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79590 Hara npouzeogcrea 11.2023 lFopen no 10.2025
TEST / TECT REQUIREMENT / CNELW®UKALIUA RESULT / PE3YINIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNUCAHUE Teepable XenaTUHOBbIe Kancynbl pasmepa N°4, Conforms / CooTBeTcTBYET
C KpbiLIeYyKoi CUHEro LIBETa U KOPMYCOM
Genoro uBeTa, cogepxawue chpepuieckue
rpadynkl oT 6enoro fo noytu 6enoro ¢
WenToBaTbIM 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.
OQHOPOOHOCTbE OO3UPOBAHUA (AV) 3HaveHue AV, paccuyuTaHHoe gnsa 10 kancyn, 12,7

LOMKHO 6bITh He Gonee 15,0 %.

3HaveHue AV, paccuyuTtaHHoe anA 30 Kancyn,

OOMKHO BkITh He Gonee 15,0 % u cogepxaHue

OMenpa3ona HU B OAHOIA Kancyne He [OoMmKHO

BbIXOAWUTL 3a npegensi 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).
NOANUHHOCTL (B3XKX) Bpemsa yaepXvBaHWA OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XxpoMaTorpaMme UCNLITyeMoro
pacTBopa AOMKHO COOTBETCTRORATL
BpeMeHW yaepX1MBaHUA OCHOBHOMO NuKa
Ha XpomaTorpamme cTaHAapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOe onpeaeneHues).

JAV P RIXN
= 27. 7L 23

Approval date (dd.mm.yyyy)/nata onoBpenus (oa.mm.rrrr): 26.12.202
(Signature & Date) Quality Assurance/(Moanuck/parta) obecnedeHuskavecTsa:
Release by/Brinywero Deputy Qualified Person/: B
(Signature & Date)/(Moanucs/aarta) Macarena Gonzalez \\ Vo
Manufacturing Site/MpoussogcTeeHHan nnouwaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OMES3 kancynbl KMWe4YHopacTBOpUMbIe 20 Mr

CODE

Kkon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79590 Darta npouseoactea 11.2023 Fopex pno 10.2025

TEST / TECT REQUIREMENT / CMELUWM®UKALIUA RESULT / PE3YINbTAT
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).
NOANUHHOCTE BaXX (DAD getexTop) Y®-cneKkTp NornoweHus 0CHOBHOTIO NUKa, Conforms / CooTBeTcTBYET
CHATLIWA NpU XpoMaTorpagupoBaHuu
MCNbLITYEMOro pacTeopa, [oMmKeH
COOTBETCTBORAThL YP-crieKkTpy nornoweHus
OCHOBHOTFO MUKa, CHATOMY Npu
XxpomartorpadupoBaHUM CTaHAAPTHOro
pacTeopa (pasgen «KonuyecTBeHHOe

onpegeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONPEQOENEHUE 95,0 - 105,0 % ot 3aABnNeHHOro copepXaHusa 100,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMNPEOENEHUE OT1 19,0 mr/kancyna po 21,0 mrlkancyna 20,2 mg/cap | MI/KATICYNA
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHWE (KucnoTtHas cTagus) He 6onee 10 % oT 3afABNEeHHOro cofepXaHus 0%
C17H19N303S (omenpasona)
yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHan cragus) He meHnee 80 % (Q) ot 3asBneHHOrO 97 %

copepxanua C17H19N303S (omenpa3sona)
yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECHK .

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpazona kapbokcunar He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aaTa ofobpeHus (aa.mMm.rrrr): 26.12,.2023 : NJ hNNW.
(Signature & Date) Quality Assurance/(lNognuck/garta) obecneyeHuskadecTsa: =
Release by/Beinywero Deputy Qualified Personf: - =
o Puv LA 272 /2.3

(Signature & Date)/(Mognuce/aara) Macarena Gonzélez
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaOYKT OME3 kancynbl KMwe4yHopacTBopuMbie 20 Mr

CODE
Kofn 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC79590 Dara npoussoactea 11.2023  Topen no 10.2025
TEST / TECT REQUIREMENT / CNELUU®UKALIAA RESULT / PE3YIILTAT
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

Nwban eguHuyHan He 6onee 0,2 % <0,1 %
HeuaeHTU(MULUPOBaHHAsS NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cooTBetcTBUM ¢ H]. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rOOQHOCTH 2 ropa.

‘;

N2>,

Approval date (dd.mm.yyyy)/naTta ogobperus (oa.mm.rrrr): 26.12.2023~_ ¢ N
(Signature & Date) Quality Assurance/(loanuck/aata) obecneyeHusKayecTsa:
Release by/BreinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aaTta) Macarena Gonzalez \ E
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) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbl kuweyHopactBopumbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79590 Dara npouasoactea 11.2023 lopex no 10.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YINIbTAT

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 Conforms / CooTBeTcTBYET**
anoMuHUeBoil donkri
Mo 2 unu 20 6nucTepos no 5 kancyn BMecTe
C MHCTPYKUUEl No NpUMeHeHUI0 B Mayvky
KapTOHHYH.
Mo 5 unu 10 6nuctepos no 6 kancyn Bmecre
C MHCTPYKUMel No NpUMeHeHUI0 B Na4ky
KapTOHHYHO.
Mo 1,2, 4,8 unu 14 6nucrepoB no 7
Karncyn BMecTe C UHCTpYKLUUei no
NMPYMEHEeHUI0 B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnMUHUeBLIW BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ UHCTPYKUKe No
npUMeHeHU B NavKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe ¢ UHCTpYKLUUel no
npUMeHeHUo B NavyKy KapTOHHYIO.

Analysis performed according ND

Jn-006953-180122

Ananua npoBegeH no HO: .
Jn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpeHus (oa.mm.rrrr): 26.12.20 — Nﬂ m Nww
(Signature & Date) Quality Assurance/(Mognuck/aaTa) obecneyeHuskavecTsa: ‘
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(lNoanuck/para) Macarena Gonzélez .%\L
Manufacturing Site/lMpouasogcTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynsbl kMwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79590 Data npouasoactea 11.2023 Fopen no 10.2025

TEST /| TECT REQUIREMENT / CNELN®UKALIAA RESULT / PE3YNLTAT

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 U2 antoOMUHUEBOI (roNbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLKelr Mo NpUMeHeHUIo B NMayky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata onobpexus (0a.MM.rrrr); 26.12.20; — "V, M‘M.
(Signature & Date) Quality Assurance/(lNognuce/aara) ommnnmsm:smzm;mnammh A lw

Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzélez £23 \ > L7 #2223

Manufacturing Site/[TpouasofcTeeHHan nnowanka: Laboratorios Liconsa, S.A. ..\\\\H\
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PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KuweyHopacTteopumsie 20 mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM-006953
CEPUA : LC79590 Nara npousroactea : 11/2023

BATCH MANUFACTURING DATE

logen go : 10/2025 Paamep cepum : 350.544 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactoswumm s noaTBepXaalo, 4To AaHHas UHGOpPMaUUs SIBMsAETCA 4OCTOBEPHOM U TOYHOI. [laHHasA napTus NpoayKTa
6bIna npon3BefeHa, BKMOYas yNakoBKy/MapKMPOBKY M KOHTPONb Ka4ecTBa, Ha yKa3aHHOM HUKe yyacTke (y4acTkax)
B NONTHOM COOTBETCTBUM ¢ TpeGosaHuamu GMP MecTHOro perynupyiollero opraHa, creunguKauusammu B paspeLieHnm
Ha MapKeTUHT CTPaHbLI-UMNOPTEpa U TEXHUYECKUMM COrnalleHUsMU, KOTOpLIe MOryT GLITh 3aKMoYeHbl, Unu dainom
cneuudmkauum npodykta ansa MccnegyeMuix NeKapCTBEHHLIX CPeacTR.

3anucu no o6paboTke, yNakoBKe U aHanu3y napTuu 6bINM NpoBepeHbl U NMPU3HaHLI COOTBETCTBYHOLWMMU TpeGoBaHusAM
GMP.

MapTun 6bina npouseeneHa B llabopaTtopuoc lNukoHca SA., a Tam, rge NpUMeHUMO MUKpoBUonoruyeckoe
uccriefoBaHue,
oHo npoBoauTcs B llabopaTopuu ueBapHe 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 Autharization 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 garta/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



