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
nPogykT OMES3 kancynbl kuiwevyHopacTeopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC87115 Data npouseogctea 10.2024  Topen no 09.2026
TEST / TECT REQUIREMENT / CNELU®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.
OMNMUCAHUE TBeppAble XenaTUHoBbIe Kancyrbl paaMepa N°4, Conform / CooTBeTCcTBYET
C KpbIleYyKoW CUHEro LiBeTa U KOpnycom
6ernoro uBeTa, cofepxaliue cpepruyeckue
rpaHynbl oT 6enoro Ao noYvTu 6emnoro ¢
EenToBaThbiM 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, paccuuTtaHHoe ans 10 kancyn, 9,4

BOMKHO 6bITb He 6onee 15,0 %.

3HayeHue AV, paccuutaHHoe ans 30 kancyn,

[OIMKHO 6bITb He 6onee 15,0 % u copepxaHue

omMenpasorna Hu B OAHOW Karncyre He [OMKHO

BbIXoAuUTb 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).

NOANUHHOCTbD (B3XX) Bpems yaepXxuvBaHusi 0CHOBHOro Conform / CooTBeTcTBYET
NnuKa Ha XxpomaTtorpaMmMe UCNbITYeMOro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yepXuBaHUA OCHOBHOTO NuKa
Ha XpomaTorpammMe CTaHAapTHOro pacTeopa
(pasgen «KonuuyecTBeHHOe onpenerneHue»).

Approval date (dd.mm.yyyy)/nata ogobpeHus (O4.MM.ITTT): %’—D/@ 122

(Signature & Date) Quality Assurance/(IMognuce/aaTa) obecneyeHuskavecTsa:
Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(Mopnuce/aata) Macarena Gonzalez
/(o] Y

Manufacturing Site/lMpoussoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. 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
CEPTUD®UKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOoOYKT OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87115 Dara npoussoactea 10.2024  Topen no 09.2026

TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD

detector)

MOANUHHOCTbL 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®-cneKkTp nornoLieHnsi 0CHOBHOrO MuKa, Conform / CooTBeTCcTBYET
CHATLIV NpU XpomarorpadupoBaHun
UCMBITYeMOro pacTBopa, JOMmKeH
COOTBETCTBOBaTb Y®-cneKTpy normnolieHus
OCHOBHOTO NUKa, CHATOMY Nnpu
XpomaTtorpampoBaH1MU CTaHAapTHOro
pacTtBopa (pasgen «KonuyectBeHHOE

onpepneneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPEQENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cogepXxaHus 98,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE OIMPEQENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,6 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 0%
C17H19N303S (omenpa3ona)

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 3asiBNeHHOro 94 %
coaepxaHusi C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NMPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapbokcunart

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

Approval date (dd.mm.yyyy)/nata ogobpeHus (04.MM.ITTT): ;E 52 /{; 224
(Signature & Date) Quality Assurance/(IMognucb/aaTa) OGBCHGHEHMﬂKaHeCTBaZ/ )

Release by/BhinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez o
o
Manufacturing Site/MpoussoacTaeHHas nnowazka: Laboratorios Liconsa, S.A, 1017 T
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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
CEPTUD®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancyrnbl KuweyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC87115 Dara npoussogctea 10.2024 Fopen oo 09.2026
TEST / TECT REQUIREMENT / CMELUA®UKALUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecsk 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
INwobas eguHu4Has He 6onee 0,2 % <0,1 %

HeupeHTUPULUPOBaHHAs NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBUM ¢ HO. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbliwwe 25 °C.

SHELF-LIFE 2 years

CPOK rOOgHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogo6peHus (on.MM.rrr): 9?:;)’,@[22 [{

(Signature & Date) Quality Assurance/(Mognuck/aarta) obecneyeHusikadecTsa:

Release by/BbinyweHo Deputy Qualified Person/: '

(Signature & Date)/(Mopnuck/nara) Macarena Gonzalez F2 15
10.12.24

Manufacturing Site/[MpoussoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. ’ Pagelctp. 3/5



r’,\\) LABORATORIOS LICONSA, S.A.
( 2 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
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancyrnbl KuwevyHopacTBopumMbie 20 Mmr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87115 Oata npouseoactea 10.2024  Topen no 09.2026

TEST / TECT REQUIREMENT / CNELUU®UKALUNA 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 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.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep U3 Conform / CooTBeTCTBYET

antoMuHueBol onbru.

Mo 2 unu 20 6nucTtepos no 5 kancyn BMecTe

C UHCTpYKUMel No MeAULIMHCKOMY NPUMEHEHUIO

B Mayky KapTOHHYIO C KOHTpOIeM NepBoro

BCKpbITUSA (Nepdopauus).

Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe

C UHCTPYKUMelN No MeAULIMHCKOMY NMPUMEHEHUIO

B Mayky KapTOHHYIO C KOHTpPOrieM nepBoro

BCKpLITUA (Nepdopauus).

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

Kancyn BMecTe ¢ UHCTpyKLUel no

MeAULMHCKOMY NMPUMEHEHUIO B NaYKy

KapTOHHYIO C KOHTPOreM NepBOro BCKPbITUSA

(nepdopauus).

Mo 10, 14 unu 15 kancyn B NMBX-N3-NBAX/

AntoMuHUEBLIN bninucTep.

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

10 kancyn BMecTe ¢ UHCTRYKIYeN N0

Approval date (dd.mm.yyyy)/nata ogobpeHus (A4.MM.rTrr): %)

(Signature & Date) Quality Assurance/(lMognuck/garta) oﬁecnequMﬂKaqecm;f 01z 2¢

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/gata) Macarena Gonzélez NANL ., . .

Manufacturing Site/MpouaBoacTeeHHas nnowagka: Laboratorios Liconsa, S?. y (O l 'ka Pagelctp. 4 /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 AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuwe4yHopacTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87115 Oara npousesoactea 10.2024 Fonex no 09.2026

TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YNIbTAT

MeAULIMHCKOMY MPUMEHEHUIO B NaYKy
KapTOHHY0 C KOHTPOIIEM NEPBOro BCKPbITUS
(nepdopauus).

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

Karicyn BMecTe ¢ MHCTPYKLUUeN no
MeAULIMHCKOMY NMPUMEHEHUI0 B MaYkKy
KapTOHHYH0 C KOHTPONEeM NepBOro BCKPbITUS
(nepdropanus).

Mo 2 6nuctepa no 15 kancyn BMecTe
MHCTPYKUUEl No MegULIMHCKOMY NpYMeHeHUo B
nayky KapTOHHYHO.

Analysis performed according ND Ne:
IN-Ne(005063)-(Pr-RU)-020424
Ananu3s npoepeH no HM Ne:
J1IN-Ne(005063)-(PIr-RU)-020424

Notes / HabnoaeHus
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 antoMUHUEBON (honbru.
Mo 5 6nucrepoB no 6 kancyn BMecTe ¢ UHCTPYKLMEN MO NMPUMEHEHUIO B Na4Ky KAPTOHHYIO.

Approval date (dd.mm.yyyy)/aata ogobpeHus (44.MM.ITTT): >

(Signature & Date) Quality Assurance/(IMoanuce/garta) obecneveHusikayecTsa:; 101224

Release by/Buinyweno Deputy Qualified Person/: [

(Signature & Date)/(Mognuck/gata) Macarena Gonzalez ,~/ 10.\ ) 24

Manufacturing Site/lMponssoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5




(’/'\\) LABORATORIOS LICONSA, S.A.
(\\4 Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

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

Pa3peuweHune Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OMES kancynbl KueyHopacTeopumblie 20 mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIIN-NO(005063)-(PI'-RU)
CEPUA : LC87115 Data npouseoactea : 10/2024

BATCH MANUFACTURING DATE

lonen po : 09/2026 Pasmep cepum : 137.952 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosimm st noaTBepxaato, UTo faHHasi UHopMaLus sIBrsieTCsl 4OCTOBEPHON U TOUHOM. [laHHasi napTusi NpoaykKTa
6bina npousBeaeHa, BKMoYasi yrakoBKy/MapKUPOBKY U KOHTPOIb KauecTBa, Ha YKa3aHHOM HUKe yJyacTke (yyacTkax)

B MOSTHOM COOTBETCTBUM ¢ Tpe6oBaHUsAMU GMP MecTHOro perynvpytollero opraHa, cneuudukaumsimMm B paspeLueHum
Ha MapKeTUHI CTPaHbI-MMMopTepa U TEXHUYECKUMU COrmnalleHUsIMU, KOTopble MOTyT GbITh 3aKMtoYeHbl, Unu dainom
crieuuduKauum npoaykra ans Mccnegyembix nekapcTBEeHHLIX CPEACTE.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTuu 6bINv NPoBepeHbl U NPU3HaHbLI COOTBETCTBYIOLWUMU TPpeboBaHUAM
GMP.

MapTus 6bINa npousBedeHa B Jlaboparopuoc fNukoHca SA., a Tam, rge NpUMeHUMO MUKpoGUonoruyeckoe
uccrnenoBaHue,
OoHo npoBoautcs B llabopaTtopuu dueBapHe 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.

b
/ 7 1o w207

Moanuck n parta / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



