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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuwevyHopacTBopuUMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80424 Oata nponasoactea 01.2024  Topen ao 12.2025
TEST / TECT REQUIREMENT / CNIELA®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.
OMUCAHUE TBepAble xeNnaTUHOBLIe Kancynkl pasMepa N°4, Conforms / CooTBeTcTBYET
C KpbILLeyKoil CUHero LBeTa U Kopnycom
6enoro UBeTa, coaepxaluue chepuyeckme
rpaHynkl ot 6enoro Ao noyrty 6enoro c
enToBaThbIM 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 AJO3UPOBAHUA (AV) 3HayeHue AV, paccuutaHHoe ansa 10 kancyn, 10,8

LONXHO BLITh He 6onee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ansa 30 kancyn,

[OMKHO 6bITb He 6onee 15,0 % u coaepxaHue

oMenpa3ona HYM B OAHOW Karncyrne He JOMKXHO

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).
NOANUHHOCTb (B3XXX) Bpems yaepXuBaHUsA OCHOBHOro Conforms / CooTBeTCTBYET
nuKa Ha XpoMaTorpaMMme UcnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBaTh
BpeMeHU ylepXXVBaHUA OCHOBHOrO NuKa
Ha XpoMaTorpaMMe cTaHapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOE onpefeneHue»).

A

Oq02-84
Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 09.02.2024
(Signature & Date) Quality Assurance/(lMoanuck/aaTa) obecneyeHusikadecTsa: .
Release by/BuinyueHo Deputy Qualified Person/: /%/ /////K-(/’ oc 24
(Signature & Date)/(Moanuck/aaTa) Macarena Gonzalez /7 L/
Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaykT OMES3 kancynbl kuwe4yHopacTBopuMsbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80424 Dara npouseoactea 01.2024  Tlonen no 12.2025

TEST / TECT REQUIREMENT / CNIELIU®UKALIUA RESULT / PE3YNILTAT
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).
NOANUHHOCTbL B3XX (DAD getekTop) Y®-cneKkTp nornolieHnsi oCHOBHOro NUKa, Conforms / CooTBeTcTBYET
CHATBLIA Npu XpoMaTorpadupoBaHuu
UCMNLITYyeMOro pactBopa, AoMmkeH
cooTBeTCTBOBaTL Y®P-cneKTpy nornoiyeHus
OCHOBHOrO NMUKa, CHATOMY Npu
XpomartorpacupoBaHum cTaHAapTHOro
pacTtBopa (pa3gen «KonuyecTteeHHoe

onpepgeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJNMIMYECTBEHHOE OMNPEAENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepXaHusi 101,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE OMNPEQENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mr/kan
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnotHas cragus) He 6onee 10 % oT 3asiBNeHHOro cofepxaHusa 0%
C17H19N303S (omenpasona)
yepe3 120 MuUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas crapus) He meHee 80 % (Q) oT 3aaBneHHOro 96 %

conepxaHusa C17H19N303S (omenpa3sona)
Yyepe3 30 MUH.

RELATED SUBSTANCES
POLOCTBEHHbLIE NMPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
OMenpasona kap6okcunat He 6onee 1,0 % <0,1 %
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Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 09.02.2024 ( )) o e
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneyeHusikauecTsa:
Release by/BbinyiieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/pata) Macarena Gonzalez
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuweyHopacTBopumMsbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80424 Dara npouseogctea 01.2024  Tlogen o 12.2025
TEST / TECT REQUIREMENT / CNELIM®UKALINA 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
Mobas eguHUYHan He 6onee 0,2 % <0,1 %

Heuneu'rmbuuupoaauﬂaa npuMmechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBUMM ¢ H]. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbile 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.
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Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 09.02.2024
(Signature & Date) Quality Assurance/(lMoanuck/aata) obecneyeHusikadecTsa: —
Release by/BoinyweHo Deputy Qualified Person/: /4,,:/ ’/;’./;;;é, 7 ¢ 22
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,’;\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIUSA

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80424 Oara npoussoactea 01.2024  Togex no 12.2025

TEST/TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PESYNILTAT

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 6nuctep 13 Conforms / CooTBeTCcTRYET
anoMuHueBoW onbru
Mo 2 unu 20 6nucTtepoB no 5 karncyn BMecTe
C UHCTpYKUUel No NpUMEHEHUIO B NayKy
KapTOHHYIO0.
Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe
C UHCTpYKUUel No NpUMeHeHUIo B NaykKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karcyn BMecTe C UHCTpyKuuel no
NpUMeHeHUI0 B Na4YKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AnoMuHUeBbI 6nucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 Kancyn BMecTe C UHCTPYKLUUei no
NPUMeHEeHUI0 B NaYKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe C UHCTpyKLuel no
NPUMeHEeHUI0 B NaYKy KApTOHHYHO.

Analysis performed according ND
1Nn-006953-180122

AHanus nposegeH no HA:
1Mn-006953-180122

Approval date (dd.mm.yyyy)/aaTa ogo6penusi (pa.mm.rrrr): 09.02.2024 &)
(Signature & Date) Quality Assurance/(IMoanuck/aaTa) obecneveHusikayecTsa:
Release by/BbinywweHo Deputy Qualified Person/:

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

Manufacturing Site/MpouasoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A.

/,.L/M/((»/z/

Page/ctp.4/5




Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

(’;\\) LABORATORIOS LICONSA, S.A.
(

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

N
C H E m O 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 OMES3 kancynbl kulieyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80424 fOara npouseoactea 01.2024  Topen no 12.2025

TEST / TECT REQUIREMENT / CNELIM®PUKALIUA RESULT / PE3VIIbTAT

Notes / HabnropgeHus
**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 antoMUHUeBoW onbru.
Mo 5 6nuctepoB no 6 kancyn BMecTe C UHCTPYKLUel No NpMMeHeHUIo B NaYKy KapTOHHYH.

A N2 Lxd
Approval date (dd.mm.yyyy)/aaTa ofo6perus (aa.mm.rrrr): 09.02.2024 I S

(Signature & Date) Quality Assurance/(Moanucb/aaTa) obecrneyeHusikaqecTsa:
Release by/BbinywieHo Deputy Qualified Person/:

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

Manufacturing Site/MponasofcTBeHHas nnolaaka: Laboratorios Liconsa, S.A.
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(;\\) LABORATORIOS LICONSA, S.A.
(\\JJ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuweyHopacTBopuMbie 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPUA : LC80424 Nara npoussoactea : 01/2024
BATCH MANUFACTURING DATE

lonex no : 12/2025 Pa3smep cepuu : 357.264 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoswumM st nogTeepxaalo, YTo AaHHasi UHOpMaLUs sIBNsieTCA JOCTOBEPHOW U TOYHOM. [laHHanA napTusa npoaykTa
6LIna npovaBefeHa, BKNOYas YyNnakoBKY/MapKUpPOBKY U KOHTPOIb KauyecTBa, Ha yKa3aHHOM HUXe y4acTke (y4acTkax)
B MNOMTHOM COOTBETCTBUM C TpeboBaHUsiMu GMP MecTHOro perynupyiollero opraHa, cneyudukayMamMm B paspeLueHuu
Ha MapKeTMHI CTpaHbI-MMMNopTepa U TeXHUYECKUMU cornalieHUsiMU, KoTopkle MOTyT 6bITh 3aKNoYeHbl, Mnu daitnom
cneuudumkauuu npoaykTta ans UccnegyeMbix eKapcTBEHHBLIX CPeACTB.

3anucu no ob6paboTke, ynakoBKe U aHanuay napTum 6LINM NpoBepeHkl U NPU3HaHbI COOTBETCTBYOLMMU TpeGoBaHUAM
GMP.

MapTus 6bina npousBegeHa B JllabopaTtopuoc JlukoHca SA., a Tam, rae NpMMeHMMO MUKpobuonoruyeckoe
uccrieqoBaHue,
OHo npoBoautcs B llabopaTopuu SueBapHe 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.

o

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

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



