LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPooyKT OMES3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC86587 Dara npoussoacrea 09.2024 Nopex no 08.2026
TEST / TECT REQUIREMENT / CMELUU®UKALIUA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBepAble XxenaTuHoOBbIe Karncynbl pa3mepa N°4, Conform / CooTBeTCcTBYET

C KpblLeYKol CUHEro LiBeTa U Koprnycom
6ernoro uBeTa, cofepxalume cepuleckue
rpaHyribl oT 6ernoro 4o noyTy 6ernoro ¢
XEenToBaTbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OAHOPOAHOCTb AO3UPOBAHUA (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.

3HaueHue AV, paccuuTtaHHoe ansa 10 kancyn, 11,0
LOIMKHO 6bITb He 6ornee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ansa 30 kancyn,
[OMKHO BbITb He 6onee 15,0 % 1 cogepxaHue
oMernpasorna HU B OOHON Kancyre He [OMKHO
BbIXOAUTL 3a npegensi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANMUHHOCTb (B3XX)

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).

Bpems yaepvBaHUsi OCHOBHOrO Conform / CooTBeTCTBYET
nuKa Ha XxpomaTorpaMme UcnbITyeMoro
pacTBOpa AOMKHO COOTBETCTBOBAThL
BpeMeHU yAepXUBaHUsi OCHOBHOTO NukKa

Ha XxpomaTorpaMme cTaHAapTHOro pacTeopa
(pa3pen «KonuyecTtBeHHOe onpeneneHuey).

Approval date (dd.mm.yyyy)/aata ogobpeHus (44.MM.IrrT): @O/ 2z
(Signature & Date) Quality Assurance/(Moanucs/aata) obecneveHuskadecrsa:

Release by/Brinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/gata) Macarena Gonzalez
Manufacturing Site/[Mpou3aBoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. / / /\, lz Z 4 Page/ctp. 1/5




LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
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 karncynbl Kulle4yHopacTBopuMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86587 Data npoussoactea 09.2024 Fopen no 08.2026

TEST / TECT REQUIREMENT / CMIELUU®UKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTDb B3XX (DAD peTtekTop)

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 normnoileHnsi 0CHOBHOIo MUKa, Conform / CooTBeTCTBYET
CHATBLIN Npu XpomartorpadmposaHum
UCMbITYeMOro pacTBopa, AOMKeH
COOTBeTCTBOBaThL Y®P-crneKTpy normnoLleHus
OCHOBHOTO NUKa, CHATOMY Mnpu
XpomaTorpatupoBaHUM CTaHAAPTHOrO
pacTBopa (pasgen «KonuyectBeHHoe

onpepeneHuey)
WATER Not more than 5.0 %.
BOJA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONPENENEHUE

95,0 - 105,0 % oT 3asBNeHHOro copepxaHus 99,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPENENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro coaepXaHus 2%
C17H19N303S (omenpa3sona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 94 %
copepxanust C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpasona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata ogobpeHus (O4.MM.ITT): %:D/@ 1224

(Signature & Date) Quality Assurance/(Mognuck/aata) obecneveHuskadecTsa:

Release by/BuinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/gata) Macarena Gonzalez
Manufacturing Site/MpousBofcTeeHHas nnotyaaka: Laboratorios Liconsa, S.A. ‘O e “{ Pagelctp. 2/5




LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafa

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

NnPOOYKT OMES3 kancynbl Kulle4yHopacTBopuUMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86587 Data npouseogctea 09.2024  Topgen no 08.2026
TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YINIbTAT
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
Mo6asn eguHUYHan He 6onee 0,2 % <0,1 %
HenaeHTUPULMPOBaHHAsi NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUU € HL. Conform / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepartype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rOAHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/naTa onoGpeHus (A0.MM.ITrT):

5 p loizzq

(Signature & Date) Quality Assurance/(lMognuck/naTa) obecneveHusikadecTsa:

Release by/BbinywieHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/aata) Macarena Gonzalez ‘
Manufacturing Site/lMpoussoacTeeHHas nnowazaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espana

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
nPoayKT OMES kancynbl KMleyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH

CEPUA  LCB86587

Manufacturing Date: Expire Date:

Dara npoussonctea 09.2024  Tronen oo 08.2026

TEST / TECT

REQUIREMENT / CNELW®UKALIUA RESULT / PE3YJIbTAT

PACKAGE

YMAKOBKA

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 with the control of the first
opening (perforation).

5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton
with the control of the first opening
(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton with the control of the
opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI
1,2,3,5, 6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton with the control of
the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton with the control of the
opening (perforation).

2 blisters of 15 capsules each and a
patient information leaflet in a carton.

Mo 5, 6 unu 7 kancyn B 6nucrep U3 Conform / CooTBeTCTBYET

antoMuHueBol donbru.

Mo 2 unu 20 6nucTtepoB no 5 kancyn BMecTe

C UHCTPYKUUel No MeAULIMHCKOMY NPpUMEHEHUIO
B NayKy KApTOHHYIO C KOHTPOIEM NepBOro
BCKpbITUA (Nnepdopauus).

Mo 5 unu 10 6nucrtepoB no 6 Karncyn BMecTe

C UHCTpYKUUel No MeAULIMHCKOMY NMPUMEHEHUIO
B MayKy KAPTOHHYHO C KOHTPOINEeM NepBoro
BCKpbITUA (Nepdropauus).

Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7

Karncyn BMecTe C UHCTPYKLUel no
MeAULIMHCKOMY NMPUMEHEHUIo B Nayky
KapTOHHYH C KOHTPOIIeM MepBOro BCKPbITUSA
(nepdopauus).

Mo 10, 14 unu 15 kancyn B NMBX-N3-NMBAX/
AntoMuUHUEBBIN 6nucTep.

Mo1,2,3,5,6,9 unu 10 6nucrepos no

10 kancyn BMecTe G UHCTRYKIMEA N0

Approval date (dd.mm.yyyy)/nata ono6peHus (oA.MM.ITTT): %"/. 0lz2¢
(Signature & Date) Quality Assurance/(lMognuck/aaTa) obecneveHusikadecTsa:

Release by/Buinyiieno Deputy Qualified Person/:
(Signature & Date)/(Moanuck/pata) Macarena Gonzalez v v ’
loizy

Manufacturing Site/[Mpou3BoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A.
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7)) LABORATORIOS LICONSA, S.A.
2 Avda. Miralcampo 7, Pol. Ind. Miralcampo,
N\~ Azuqueca de Henares, Guadalajara, 19200, Espafia

\_ﬁq E’: f‘ﬁn (f Y Phone: +34 949 34 97 00
IO, Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIU3A

PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPogyYKT OMES3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86587 Dara npousesoactea 09.2024 Mopen no 08.2026

TEST /| TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YIIbTAT

MeAULIMHCKOMY NPUMEHEHUIO B NayKy
KapTOHHYIO C KOHTPOIEM NMepBOro BCKPbLITUS
(nepdopauus).

Mo 1, 2, 3,4 unu 7 6nucrepos no 14

Karncyn BMecTe C UHCTPYKUUel no
MeAULMHCKOMY NPUMEHEeHUIo B Nayky
KapTOHHYIO C KOHTPOeM NMepBOro BCKpbITUS
(nepdropavnus).

Mo 2 6nucTtepa no 15 kancyn BMecTe ¢
UHCTPYKUUeln No MeauLUHCKOMY NpUMEHeHUo B
nayvyky KapTOHHYIO.

Analysis performed according ND Ne:
J1M-Ne(005063)-(Pr-RU)-020424
Ananu3s npoBegeH no HO Ne:
J1M-Ne(005063)-(PIr-RU)-020424

Notes / HabnogeHuUs
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 6nvcrep U3 antoMUHUEBON PONbIy.
Mo 5 6nuctepor no 6 Kancyn BMecTe ¢ UHCTPYKLMEN NO NPUMEHEHUIO B NaYKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/nata onobpeHus (a8.MM.ITT): C}?j@ 1224
(Signature & Date) Quality Assurance/([Moanuck/garta) obecneveHusikaqecTsa:

Release by/Brinyuieno Deputy Qualified Person/: /

(Signature & Date)/(Mognuce/nata) Macarena Gonzélez ‘\/’
Manufacturing Site/[MpousBoacTBeHHas nnowanka: Laboratorios Liconsa, SA. '/0' A,

Page/ctp. 5/5




;\\) LABORATORIOS LICONSA, S.A.
kj Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3pelwieHue Ha BbinycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuwevyHopacTBopumMbie 20 Mr

PRODUCT

Koa: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIN-NO(005063)-(PI'-RU)
CEPU4 : LC86587 Oata npoussoactea : 09/2024

BATCH MANUFACTURING DATE

lNopen oo : 08/2026 Pasmep cepun : 61.776 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilumm s nogTBEpXAalo, YTO faHHas uHgopMaLus siBrisieTcsl AOCTOBEPHON U TOYHON. [laHHas napTusa npoAyKTa
6bIna npovsBeAeHa, BKNIOYast yNakoBKY/MapKMpPOBKY U KOHTPOIb KauyecTBa, Ha yKa3aHHOM HUXe yyacTke (y4acTkax)

B NMOMHOM COOTBETCTBUMU ¢ TpeGoBaHusiMm GMP MecTHOro perynupytollero opraHa, cneuudpukauusamm B paspeLueHmm
Ha MapKeTUHT CTPaHbLI-MMNOPTepPa U TEXHUYECKUMU COrnalleHUsIMU, KOTOpble MOTYT 6bITh 3aKMnio4eHbl, Unu gannom
creuudmkauum npoaykra ansi Uccnefyembix nekapcTBeHHbIX CPEACTB.

3anucu no o6paboTke, ynakoBKe 1 aHanuU3y nNapTum GbINU NPOBEPEHLI U NMPU3HaHbI COOTBETCTBYIOLLUMU TPeOOBaHUAM
GMP.

MapTus 6bina nponsseaeHa B JlaGoparopuoc INukoHca SA., a Tam, rae NPUMEHUMO MUKPOGUonoruyeckoe
uccnepoBaHue,
oHo npoBoauTcs B JlabopaTtopuu 3yeBapHe 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.

/kf\o.w’lc‘é‘\

Mognuck u parta/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JTukoHca GMP / LICONSA GMP Number: ES/085HVI/19



