LABORATORIOS LICONSA, S.A.

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

st Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJTU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOykT OMES (omenpa3sosi) kancyrbl KueyHopactBopumMmble 20 mr x 30

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LCA1876 Nata nponseoactea 05.2026  Topen go 04.2029
TEST/ TECT REQUIREMENT / CMELIM®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules size 4 with blue
cap and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMNCAHUE TBepAble XenaTuHoBbIe Kancyrbl pazmepa 4, ¢ Conform / CooTBeTCcTBYET
KpbILLEeYKOM CUHero LBeTa 1 Koprnycom 6ernoro
LBeTa, coAepxalume ccpepuyeckme rpaHynbl oT
Gernoro 4o NouTH Gernoro ¢ XXenToBaTbIM
OTTEHKOM LiBeTa.
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).
NOANNHHOCTb (B3XX) Bpems yaepxuBaHusi OCHOBHOIO Conform / CooTBeTCcTBYET
nuKa Ha Xpomatorpamme UCMbITYyeMoro
pacTBOpa [AOMMKHO COOTBETCTBOBAThL
BpEMeHU yAepX1BaHUA OCHOBHOTO NuKa
Ha XpomaTorpamMme cTaH4apTHOro pacTeopa
(paspen «KonuuecTBeHHOE onpeaeneHney).

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).

NOOJSIMHHOCTbL BOXX (DAD petekTop) Y®-cneKkTp normnolleHnsi OCHOBHOIO Nuka, Conform / CooTBeTCTBYeT
CHATLIW NpU XpoMaTtorpadupoBaHnm
UCMbITYeMOro pacTBopa, AOMKeH
COOTBETCTBOBaThL Y®-creKTpy nornoweHus
OCHOBHOIO MKKa, CHATOMY Npu
XpomaTtorpacupoBaHum CTaHgAPTHOFO
pacTteopa (pa3pen «KonnuectBeHHOe

onpepeneHne»)
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) dissolved after
120 min
PACTBOPEHUE (KucnoTtHas ctagus) He G6onee 10 % oT 3aABNeHHOro cofiep;aHus 2%

C17H19N303S (omenpaszon) Yepes 120 MuH
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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
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OMES3 (omenpa3sors) Kancyribi KuwedyHopacTBopuMbie 20 mr x 30

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LCA1876 Oata npouseoactea 05.2026 Fopen no 04.2029
TEST/ TECT REQUIREMENT / CNELUUD®UKALNA RESULT / PESYIIbTAT
DISSOLUTION BUFFER STAGE Not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) dissolved after
30 min.
PACTBOPEHWUE (BydepHas ctanus) He meHee 80 % (Q) oT 3asiBreHHOro 101 %
copepxanua C17H19N303S (omenpa3zona)
yepe3s 30 MUH.
UNIFORMITY OF DOSAGE UNITS (AV) AV for 10 capsules should not be more
more than 15.0 %.
AV 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 OO3UPOBAHUA (AV) 3HaueHue AV, paccuntaHHoe ansa 10 kancyn, 8,0
LOIMKHO BbITh He 6bonee 15,0 %.
3HaueHue AV, paccuuTtaHHoe ansa 30 kancyn,
[OMMKHO 6bITb He Gornee 15,0 % n coaepxaHue
oMenpa3sona H1 B oAHOW Karncyrie He A0MKHO
BbIXOAUTL 3a npeaensi 0,75M-1,25M.
RELATED SUBSTANCES
POOCTBEHHbLIE MPUMECHU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpaszona kap6okcunart He 6onee 1,0 % <0,1 %
IMPURITY F not more than 0.2 %
Mpumecsk F He Gonee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecsb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMobas eanHnUYHas He 6onee 0,2 % 0,1 %
HenaeHTUdULMPOBaHHasA NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,2%

Approval date (dd.mm.yyyy)/aaTta ogobpeHvs (A4.MM.ITIT):
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LABORATORIOS LICONSA, S.A.

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAINUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES (omenpasor) Kancybl KuwevyHopacTBopumMbie 20 mr x 30

CODE

Kon, 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LCA1876 Oara npoussopctea 05.2026 Fopen oo 04.2029

TEST/ TECT REQUIREMENT / CNELLA®UKALIUA RESULT / PE3YIILTAT

TOTAL AEROBIC MICROBIAL COUNT
(TAMC)

O6Lee 4Mcno asapobHbIX
MUKPOOPraHM3mMoB

Not more than 1000 CFU/g

He 6onee 1000 KOE/r <10 CFU/Ir

TOTAL COMBINED YEASTS/MOULDS
COUNT(TYMC)

O6Lyee YMCNO APONOKEBBLIX U MIECHEBbIX
rpuGos

Not more than 100 CFU/g

He 6onee 100 KOE/r <10 CFU/r

Escherichia coli
Escherichia coli

Shall be absent in 1g
OTcytctBUe B1r Conform / CooTBeTcTBYET

OMEPRAZOLE ASSAY %
KOINMMYECTBEHHOE OMPENENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro cogepxxaHus 100,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOJTMYECTBEHHOE OMPEQENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mr/kan

Approval date (dd.mm.yyyy)/aata ogobpeHnus (O4.MM.ITTT):
(Signature & Date) Quality Assurance/(Moanucs/gata) obecneveHusikadecTsa: ”/;ji.ﬁ—s{ : i€ QO
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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
CEPTUDPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoAYKT OMES3 (omenpason) Kancyrbl KuwevyHopacTBopuMblie 20 mr x 30

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LCA1876 Oara npoussogctea 05.2026 Fopen oo 04.2029

TEST/TECT REQUIREMENT / CNELUN®UKALUA RESULT / PE3YIIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each
together with a Patient
Information Leaflet in a cardboard
pack with first opening control
(perforation).
5 or 10 blisters of 6 capsules each
together with a Patient
Information Leaflet in a cardboard
pack with first opening control
(perforation).
1, 2, 4, 8 or 14 blisters of 7
capsules together with a Patient
Information Leaflet in a carton
with first opening control
(perforation).
10, 14 or 15 capsules in a
PVC-PE-PVDC/Aluminum blister.
1,2,3,5,6,9 or 10 blisters of
10 capsules each together with a
Patient Information Leaflet in a
cardboard pack with first opening
control (perforation).
1,2,3,5,6,9 or 10 blisters of
10 capsules each together with a
Patient Information Leaflet in a
cardboard pack with first opening
control (perforation).
2 blisters of 15 capsules each with
a Patient Information Leaflet in a
carton.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep ns Conform / CooTBeTCTBYET
anoMUHUEBON honbriu.
Mo 2 nnu 20 6nucTepor no 5 kancyn
BMecTe C NIMCTKOM-BKNaAbIlleM B
nayKky KapTOHHYIO C KOHTposieM
nepBoro BCKpbITUA (Nepdopauus).
Mo 1, 2, 4, 8 unn 14 6nuctepoB no
7 kancyn BmecTe ¢
JINCTKOM-BKNaAbILEM B Mayky
KapTOHHYIO C KOHTpPOJIEM NepBoro
BCKpbITUA (Nepdopauus).
Mo 10, 14 unu 15 kancyn B

Approval date (dd.mm.yyyy)/nata ogobpenus (Aa.MM.ITrT):
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’\\) LABORATORIOS LICONSA, S.A.
( 2 Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
Y Y i ATE) Phone: +34 949 34 97 00

4 1N ,, Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OME3 (omenpa3sos) kancynbl Kuwe4yHopacTBopumMbie 20 mr x 30

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LCA1876 [Narta npouseopactea 05.2026 Fopen no 04.2029
TEST/TECT REQUIREMENT / CNEUU®UKALIUA RESULT / PE3YJIbTAT
NMBX-M3-NMBOX/AntoMUHUEBbIN
6nucrep.
Mo1,2,3,5,6,9 unu10
6nuctepor no 10 kancyn BMecTe ¢
NUCTKOM-BKNaAbIlieM B navky
KapTOHHYIO C KOHTponeM nepBoro
BCKPbITUA (Nnepcopauus).
Mo 1,2, 3,4 unn 7 6nuctepoB no
14 xancyn BmMecTe C
NUCTKOM-BKNaAbIleM B nayky
KapTOHHYIO C KOHTpONeM NnepBoro
BCKpbITUA (Neptopauus).
Mo 2 6nuctepa no 15 kancyn Bmecte
C NIMCTKOM-BKMaAbllLeM B Mayky
KapTOHHYI0.
LABELING According to ND
MAPKUPOBKA B cooTteeTcTBUM C H. Conform / CooTBeTCTBYET
STORAGE Not more than 25 °C
XPAHEHUE Mpu TemnepaTtype He Bbiwwe 25 °C
SHELF-LIFE 3 years
CPOK rOAHOCTHU 3 ropa.

Analysis performed according ND
JIM-Ne(005063)-(PIr-RU)-241025
Ananu3s npoBeaeH no HA
J1N-Ne(005063)-(Plr-RU)-241025

Notes / HabnropgeHUn
6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each together with a Patient Information Leaflet in a cardboard pack with first opening control (perforatio
Mo 6 kancyn B 6nucTep 13 antoMUHUEBOM (honbriu.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ NMMCTKOM-BKNaAbILWEM B NayKy KapTOHHYIO C KOHTPONEeM nepBoro BCKpbITUsA (nepdopauus).

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.MM.rrrr):
(Signature & Date) Quality Assurance/([Mognuck/aarta) obecnevyeHuskayecTsa: /‘}fce',.,‘ O (6
Release by/BeinyeHo Deputy Qualified Person/: T )
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LABORATORIOS LICONSA, S.A.

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

Fax: +34 949 26 68 37

PaspelwieHune Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OME3 (omenpasor) kancyribl KuwevyHopacTeopumbie 20 mr x 30
PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIlM-NO(005063)-(PI"'-RU)
CEPUA : LCA1876 Data npouseogctra : 05/2026

BATCH MANUFACTURING DATE

Fooex po : 04/2029 Pazamep cepun : 363.312 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiwum si noaTEEPXKAAL0, YTO NpUBEAEHHAnA Bhille MH(OPMALMA ABMAETCS AOCTOBEPHON 1 TOUHOI. dTa cepus
npoAykumu npousseeHa (Bknoyas ynakoBKy (MapKUpoBKY) 1 KOHTPOSb KauecTBa) Ha BbilleyKa3aHHOW
npov3BoACTBEHHON NilowagKe (nowazkax) B MONIHOM COOTBETCTBUU ¢ TpeGoraHuamu MpaBun Hapnexallei
npon3BoAcTBEHHOM NpakTuku EBpasuiickoro skoHomuueckoro cotosa (No. GMP/EAEU/RU/02652-2026 dt. 27.03.2026)
U TpeGOoBaHMAMM KOHTPOJIA KauecTBa NeKapCTBEHHbIX CPELCTB, a TaKKe B COOTBETCTBUM CO CreLutUKaLMaMY,
cofepxalliMMUCs B PErMcTpaLMoHHOM AoChe CTpaHbI-UuMMnopTepa. 3anncu no Npou3BOACTRY, YraKoBKe U aHanmnay
npoBepeHbl, U YCTaHOBIIEHO X COOTBETCTBUE TpebosaHmaAM MpaBun Hagnexalleil NPoU3BOACTBEHHO NPaKTUKN
EBpa3uiickoro akoHOMU4YeCKoro corosa

3anucu no obpaboTKe, ynakoBKke 1 aHanu3y napTuu Gbinu NPOBEPeHbI U MPU3HAHbLI COOTBETCTRYOLMMY TpeGoBaHMSM
GMP.

MapTusa 6bina npousseneHa B Jllaboparopuoc fNukoHca SA., a Tam, rae NPMMEHMMO MUKPOGUONOruyeckoe
uccrnenoBaHue,
OHO npoBoanTca B JlabopaTtopun dueBapHe SA.

I hereby certify that the above 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
Eurasian Economic Union (No. GMP/EAEU/RU/02652-2026 dt. 27.03.2026) and requirements to the medicinal quality and
with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established.

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.

/’/OQ NoE AS

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

V

PeructpaumnoHHoe ygoctoepeHue / Manufacturing Authorization: 3414E
Homep Jlukonca GMP / LICONSA GMP Number: ES/053HVi/26





