\ﬂﬂw LABORATORIOS LICONSA, S.A.
ﬁ /y Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O_l_ mgo 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
nrPoOyKT OMES3 kancynbl KuweyHopacTBopumMble 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80015 Harta npouseoacrea 12.2023 Nopen oo 11.2025
TEST / TECT REQUIREMENT / CNELJU®UKALIAA 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 ¥enaTuHoOBbIe Kancynbl paiMepa N°4, Conforms / CooTBeTcTBYET
C KpbILWEeYKO CUHEro LIBETA U KOPNYCOM
6enoro uBeTa, cogepxalue cthepuyeckme
rpaHynbl ot 6enoro fo noyTy 6enoro ¢
WeNTOBAaTbIM 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.
OOHOPOOHOCTEL OO3UPOBAHUA (AV) 3HaveHwe AV, paccuuTaHHoe ans 10 kancyn, 53

AOMKHO BbITb He Gonee 15,0 %.

3HaveHue AV, paccuyuTtaHHoe ans 30 karncyn,

[OMKHO BbITh He Bonee 15,0 % v copgepxaHue

omMenpasona HY B OOHOW Kancyne He AoMmMKHO

BbIXOAWUTHL 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).
NOANUHHOCTL (B3XX) Bpemsa yoepxuBaHuA 0CHOBHOTO Conforms / CooTBeTcTBYET
MvKa Ha XpoMaTorpamMmme UCNbITYEMOro
pacTBOpa ACIKHO COOTBETCTBOBATL
BpeMeHHW yAepKUBaHUA OCHOBHOIO NUKa
Ha XpomMaTorpamme CTaHAapTHOTO pacTBopa
(paspen «KonuyecTBeHHOE onpeAeneHue»).

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 23.01.2024

(Signature & Date) Quality Assurance/(Moanucs/nata) obecnevenuskayectea: M¢ 22 o1 L4

Release by/Buinywero Deputy Qualified Person/: 7

(Signature & Date)/(Mognuce/gata) Macarena Gonzélez )\ ey

Manufacturing Site/lMpouasogcTeenHas nnowanka: Laboratorios Liconsa, S.A. / )L . l Y Pagelctp. 1/5
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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 AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Koq 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC80015 Dara npoussogcrea 12.2023 Fopen no 11.2025

TEST /| TECT REQUIREMENT / CNMELUU®UKALIUA RESULT / PE3YNLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMUHHOCThL B3XX (DAD getekTop)

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 nornowjeHus 0CHOBHOrO MUKa, Conforms / CooTBeTCTBYET
CHATLIA NpU XpomaTtorpadupoBaHuu
WUCNLITYeMOro pacTeopa, fomKeH
COOTBETCTBOBATL YP-cnekTpy NornoweHus
OCHOBHOTO MWKa, CHATOMY Mpu
XpomaTtorpacdMpoBaHUM CTaHOAPTHOrO
pactBopa (pazaen «KonuyecTBeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % oT 3aABNeHHOro coAepXaHusa 99,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna no 21,0 mr/kancyna 19,9 mg/cap / M[/KAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOro cofepXaHuna 3%
C17H19N303S (omenpa3sona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3aaBneHHoOro 92 %
conepxanusa C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3ona kapGokcunar

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

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 23.01.2024
(Signature & Date) Quality Assurance/(Moanuce/nara) obecnedvenusakadectea: P 20 o4 1Y

Release by/BrinyweHo Deputy Qualified Person/:
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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®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OME3 kancynsl KMweyHopacTeopuMblie 20 Mr

CODE
Kog 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80015 Dara npouseopctea 12.2023  Topen go 11.2025
TEST / TECT REQUIREMENT / CNELM®UKALIUA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
MNpumece G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Iwb6as eguHUYHasR He 6onee 0,2 % <0,1 %
HeunpgeHTU(hUUMpOoBaHHan NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumMecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBMM c H[O. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu TeMnepaTtype He Bbliwwe 25 °C.

SHELF-LIFE 2 years

CPOK roAHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aaTa ogo6penus (ap.Mm.rrrr): 23.01.2024

(Signature & Date) Quality Assurance/(IMoanuce/gata) obecneveHuskadectsa: M7 24 ©
Release by/BoinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez

Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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/w LABORATORIOS LICONSA, S.A.
m /\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espana/Spain

O_I_ m_ _ _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
nPOOYKT OME3 kancynbl kuwe4yHopacTropumble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80015 Nata npouseoactea 12.2023 Nopen go 11.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIUA 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-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 6nucrep U3 Conforms / CooTBeTcTBYET**
anMuHueBon onkru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKUUEN N0 NPUMEHEHUIO B NAYKy
KapTOHHYH.
Mo 5 unu 10 6nucTepor no 6 Kkancyn BMecTe
C MHCTPYKUUEHN N0 MPUMEHEHUIO B MaYKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Kancyn BMecTe C MHCTpYKLUUWel no
npUMeHeH!Io B NayKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMUHUeBLIN BnUcTep.
Mo1,2,3,5,6,9 unu 10 6nucTtepoB no
10 Kancyn BMecTe ¢ MHCTPYKUUENA no
NPUMEHEHUIO B NAaYKy KAPTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepon no 14
Karncyn BMecTe C MHCTPYKLUel no
NPUMEHEHUH B NayKy KapTOHHYHO.

Analysis performed according ND

nn-006953-180122

AHanus npoeegeH no HA: .
1nn-006953-180122

Approval date (dd.mm.yyyy)/aata onobpenus (oa.mm.rrrr): 23.01.2024 ]
(Signature & Date) Quality Assurance/(Toanucs/gata) obecnevenuskavectsa: M ¢ L b &

Release by/Brinywero Deputy Qualified Person/: f
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez w\”‘\.ﬂu w ol N y

Manufacturing Site/[TpouasogcTeerHas nnowaznka: Laboratorios Liconsa,
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) LABORATORIOS LICONSA, S.A.
(&

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

O _I_ m 30 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
nPOOYKT OMES3 kancynbl KuweyHopactBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80015 Oata npousBoactea 12.2023 Topen oo 11.2025

TEST /| TECT REQUIREMENT / CNELUA®UKALIASA RESULT / PE3YJIbTAT

Notes / HabnogeHUA
**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 antoMUHUEBONA GONLIU.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUUeA No NpYMeHeHUIo B NaYKy KapTOHHYH.

Approval date (dd.mm.yyyy)/nata onobperus (og.mm.rrrr): 23.01.2024

(Signature & Date) Quality Assurance/(Moanucs/nata) oecnedenuakasecrsa: M1/ .04
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nara) Macarena Gonzalez \\\ /\ 2 N l
Manufacturing Site/MpouasoacTeeHHas nnowapka: Laboratorios Liconsa, S.A. L 2501 1
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N./.\. Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
et 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O_l_ m— d do Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

MPOAOYKT : OME3 kancynbl KMiweyHopacteopumMblie 20 Mr

PRODUCT

Kopq : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1MN-006953
CEPUA : LC80015 Oarta npouseoactea : 12/2023

BATCH MANUFACTURING DATE

Fopen pno : 11/2025 Pasmep cepum : 361.440 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoAwum s noATEEpXKAalo, YTo AaHHasA MHopMauus ABNAETCA JOCTOBEPHON U TOYHON. [laHHaA napTus NpoaykTa
6bina npouzBefeHa, BKMOYasi yNakoBKY/MapKUpPOBKY U KOHTPONb KayecTBa, Ha YKa3aHHOM HIDKe yyacTKe (yyacTkax)
B NONMHOM COOTBETCTBUM € TpeboBaHuaMM GMP MecTHOro perynupyioliero opraHa, cneyudukauuamMuy B paspelieHuu
Ha MapKeTUHr CTpaHbIl-UMMopTepa U TeXHUYEeCKUMU CornaileHUsIMU, KOTOpLIe MOryT BbITk 3aKNKYeHbl, Unu gainnom
cneuudurayum npoaykra ana UcecnegyemMbix nekapcTBeHHBIX CpecTB.

3anucu no o6paboTke, ynaKkoBKe U aHanNU3y NapTUy GbINU NPOBEPeHkl U NPU3HaHLI COOTBETCTBYHLMMU TpeboBaHUAM
GMP.

MapTus 6b1na npouseeneHa B Nlaboparopuoc INukoHca SA., a Tam, rae NPUMEHMMO MUKpobuonoruyeckoe
uccnepoBaHue,
oHo npoBoauTtcs B llabopatopuu 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.

by

Moanuck u aata / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

50124

PerucTpauuoHHoe yoocToBepeHue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



