@) LABORATORIOS LICONSA, S.A.
(KJ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

C H E m O 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
nrPoaykt OMES3 kancynbl KulwevyHopacTBopuUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86930 Oata npoussoactea 10.2024 Topnen no 09.2026
TEST /| TECT REQUIREMENT / CIIEUN®UKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBepAble XenaTUHoBbLIe Kancynbl paamepa N°4, Conform / CooTBeTCTBYET
C KpbILLeYKol CUHero LiBeTa U KOpnycom
6ernoro LBeTa, coflepxallue cepuyeckue
rpaHynbl oT 6enoro Ao no4tu 6enoro ¢
enToBaTbIM 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.
OOHOPOOHOCTb JO3UPOBAHUSA (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 5,5

LOMKHO 6LITh He 6onee 15,0 %.

3HauveHue AV, paccumMtaHHoe ansa 30 kancyn,

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

oMenpasorna HU B 0HOMI Karncyrne He JOMKHO

BbIXoAUTL 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).
NOANUHHOCTDb (B3XX) Bpemsi yaepvBaHus oCHOBHOro Conform / CooTBeTCcTBYET
nuka Ha xpomartorpaMmmMe UcnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAThL
BpeMeHU yAepX1UBaHUsi OCHOBHOIO Nuka
Ha XpoMaTorpaMme cTaHAapTHOro pactesopa
(pa3gen «KonuyecTBeHHOe onpeneneHuey).

Approval date (dd.mm.yyyy)/aaTta ogobperus (O4.MM.ITIT):

(Signature & Date) Quality Assurance/(Moanuck/aata) oBecrieyeHusikayecTaa: MNZ J4.0128
Release by/BeinyiieHo Deputy Qualified Person/:

(Signature & Date)/(lMopnuck/pata) Macarena Gonzalez %\70 / Y.of. Z S

Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A Page/ctp.1/5



CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
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
nPoaoyktT OMES kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86930 Dara npousBogctea 10.2024  Togen no 09.2026

TEST / TECT REQUIREMENT / CMIELIM®UKALIUA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD aetektop)

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 nornolieHUsi OCHOBHOIO Mnuka, Conform / CooTBeTCTBYET
CHATLIV Npu XpoMaTorpadupoBaHuu
UCMbITYeMOro pacTBopa, AOoMKeH
COOTBETCTBOBaThL Y®-cnekTpy nornoueHus
OCHOBHOrO NUKa, CHATOMY Npu
XpomaTtorpacupoBaHum cTaHAAPTHOFO
pacTtBopa (pa3gen «KonuyectBeHHOe

onpeperneHuney)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPEAENEHUE

95,0 - 105,0 % oT 3asBNeHHOro cogepxaHus 98,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE ONPEAENEHUE
Mr/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cofepxXaHus 0%
C17H19N303S (omenpa3ona)

yepe3s 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHoro 96 %
copepxanus C17H19N303S (omenpa3zona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/naTta opobpeHus (A4.MM.rrrr): : :
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecnevyeHusikadecTsa: MHIL ( Gol.2s

Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez \]/7 {{ ) Z(

Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A

Page/ctp. 215




~) LABORATORIOS LICONSA, S.A.
(&

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

CH E mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES kancynbl kMweyHopacTBOpUMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86930 Oata npouseoactea 10.2024  ropen no 09.2026
TEST / TECT REQUIREMENT / CNIELUM®PUKALIUA RESULT / PESYINIbTAT
IMPURITY F not more than 0.2 %
Mpumecst F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Iob6asa eauHuyHan He 6onee 0,2 % 0,1 %

HeugeHTUdULMpOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cooTeetcTBUM c HA. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bblilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6peHus (oa.MM.Irrr):

(Signature & Date) Quality Assurance/(Mognuck/nata) obecneveHusikavectea: MM {LOV2ZS
Release by/Beinyuieno Deputy Qualified Person/: :

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez - / } (1 0 zz )/

Manufacturing Site/[MpouasoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. Page/ctp. 3/5



f;\\) LABORATORIOS LICONSA, S.A.
(\\g Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

C H E 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
nPOAYKT OMES3 kancynbl kuweYyHopacTBopUMbie 20 Mr

CODE

(o)1 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86930 Oata npoussogctea 10.2024  Topex no 09.2026

TEST/TECT REQUIREMENT / CMELIM®PUKALINA RESULT / PE3YIIbTAT
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 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.
YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep us Conform / CooTBeTCcTBYET

antoMuHueBol onbru.

Mo 2 unu 20 6nuctepos no 5 kancyn BmecTe

C VHCTPYKLUUe No MeAULMHCKOMY MPUMEHEHMIO

B MayKy kapTOHHYIO C KOHTpONeM nepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe

C MHCTPYKLUME No MeAULMHCKOMY NMPUMEHEHMIO

B MayKy KapTOHHYI0 C KOHTPOMNEeM NepBoro

BCKpbITUA (Nepdopauus).

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

Karncyn BMecTe ¢ UHCTpYKLuel no

MeAULIMHCKOMY NPUMEHeHUIo B NaykKy

KapTOHHYI0 C KOHTPOIeM NepBOro BCKPLITUS

(nepdhopauus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBOX/

AnoMuHUeBbIV BniucTep.

Mo 1,2,3,5, 6,9 unu 10 6nucrepoB no

10 kancyn BRMecTe ¢ MHCTPYKLMed No

Approval date (dd.mm.yyyy)/nata ogobpenus (4a.MM.ITTT): G
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneyeHusikadecTsa: HHIZ  {QOI12S
Release by/BbinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez /(\-/7 !L’ 0l Z )’

Manufacturing Site/lpouaBsoacTeeHHan nnowazaka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5



?,"T"\\) LABORATORIOS LICONSA, S.A.

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

C H Emo 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 OMES3 kancynbl kMweyHopacTBOpUMbIe 20 Mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86930 Oara npoussoactea 10.2024 ropeH po 09.2026

TEST / TECT REQUIREMENT / CMIELIM®UKALINA RESULT / PE3YNIbTAT

MeAULIMHCKOMY NPUMEHeHUIo B NMayKy
KapTOHHYIO C KOHTPONEeM MepBoro BCKPLITUSA
(nepchopavius).

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

Kancyn BMecTe C UHCTpyKUuel no
MeAULMHCKOMY NpUMeHeHUIo B Nayky
KapTOHHYI0 C KOHTpOIeM NepBoro BCKpbITUSA
(nepcbopauus).

Mo 2 6nucTepa no 15 kancyn BMecTe ¢
MHCTPYKUUeN No MeAULIMHCKOMY NPUMEHEHUIO B
nayKky KapTOHHYIO.

Analysis performed according ND Ne:
JIN-Ng(005063)-(Pr-RU)-020424
Ananuz nposegeH no HI Ne:
JMN-Ne(005063)-(Pr-RU)-020424

Notes / HabnioaeHus
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 13 antoMUHKEBOI honbru.
Mo 5 6nucTepos no 6 kancyn BMecTe ¢ MHCTPYKLIMEN MO NPUMEHEHMUI0 B NayKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/naTa ono6peHus (4a.MM.Irrr):
(Signature & Date) Quality Assurance/(Mognucs/aara) obecrneyeHusikadecTra: HMIZ

{e0128

Release by/Bbinyuieno Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez o -
Manufacturing Site/lMpov3soacTeHHas nnowaaka: Laboratorios Liconsa, S.A. 70 / L{ O’ Z )

Page/ctp.5/5




ﬂ) LABORATORIOS LICONSA, S.A.
(\\,% Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

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

Pa3pewieHne Ha BbINyck
CERTIFICATE OF COMPLIANCE

nPoOykKT : OMES3 kancynbl kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-NO(005063)-(PI"-RU)
CEPUA : LC86930 Data npoussogctea : 10/2024

BATCH MANUFACTURING DATE

Fonen no : 09/2026 Paamep cepum : 340.848 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiuum 51 noATBEpXAalo, YTO AaHHasi UHpopMaLMA SBNSIETCA [OCTOBepHON U ToYHOW. [laHHasa napTus npoAykTa
6bina npousBeaeHa, BKNOYasi ynakoBKy/MapKUMpPOBKY U KOHTPOIb KayecTBa, Ha yKazaHHOM HUXe y4acTke (y4yacTkax)

B MOMHOM COOTBETCTBUU C TpeboBaHusAMU GMP MecTHOro perynupylolLlero opraHa, cneuudukauusmMmmu B paspeLueHun
Ha MapKeTUHr CTpaHbI-UMMopTepa U TeXHUYECKUMU CornalleHUsIMU, KOTopble MOTyT 6bITh 3aKioUeHbl, Unu daiinom
cneuudmkauumu npoaykTa ans UccnegyeMbix NekapcTBEHHbIX CPEACTR.

3anucu no o6paboTke, ynakoBke U aHanu3y nNapTUuU 6bLINU NpoBepeHbl U NpU3HaHbI COOTBETCTBYHOLUMU Tpe6oBaHUAM
GMP.

MapTusa 6bina npoussedeHa B llaboparopuoc INukoHca SA., a Tam, rae NpMMeHMMO MUKpoGuonoruyeckoe
uccnenoBaHue,
OHo npoBoauTcA B [labopaTopuu QueBapHe 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.

/L MOl 29"

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

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



