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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl Kuwe4yHopacTBOpUMbIe 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79496 DNara nponseoactea 11.2023  Topgen go 10.2025
TEST / TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TeepAble MenaTMHOBLIe Kancynkl paamepa N°4, Conforms / CooTBeTcTBYET
C KpbIWeYKoW CUHEro LiBeTa U KOpNycom
6enoro LBeTa, copepaliue cthepuleckiue
rpaHynsi ot 6enoro Ao noytu Genoro c
HenToBaTbIM OTTEHKOM LBeTa,
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 OO3UPOBAHUA (AV) 3HaueHue AV, paccuuTaHHoe aAnsa 10 kancyn, 10,9

[oMmkHo ObITe He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,

[omkHo 6bITb He Gonee 15,0 % u cogepxaHue

omMenpa3sona HA B OQHOW Kancyne He JOMKHO

BLIXOOAWTL 3a npedens! 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).
NOANUMHHOCTL (B3XKX) Bpems yaepHUBaHUA OCHOBHOrO Conforms / CooTBeTCTBYET
nu1Ka Ha XpomaTorpamMme UcnbITYeMoro
pacTeopa QOMKHO COOTBETCTRBOBATh
BpemMeHU YAepXUBaHWA OCHOBHOIO NUKa
Ha XpomaTorpaMme CTaHAapTHOro pacteopa
(pasgen «KonuyecTBeHHOE onpeaeneHues).

Approval date (dd.mm.yyyy)/narta opo6peHus (aa.mm.rrrr); 21.12,2023

(Signature & Date) Quality Assurance/([opnuce/nara) obecnevyexuskadecTsa: | P2 EIZ 23

Release by/BuinyweHo Deputy Qualified Persan/: =

(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez ¥

Manufacturing Site/lNpouasoncTeeHHas nnolaaxa: Laboratorios Liconsa, S.A. ' ,\\ 7 49 b m\\J Pagefctp. 115
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OME3 kancynbl kuwe4yHopacTBopuMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79496 DNara npoussoactea 11.2023  Togen no 10.2025

TEST / TECT REQUIREMENT / CNELIU®PUKALIUA RESULT / PE3VIIbTAT
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).
NoANMUMHHOCTL B3XX (DAD petekTop) Y®-cneTp nornoileHns oCHOBHOro NUKa, Conforms / CooTBeTCTBYET
CHATLIA NpU XpomaTorpadgupoBaHun
MCNBLITYEeMOro pacTBopa, AOMKeH
COOTBETCTBOBaTh Y®-cneKkTpy nornoweHusn
OCHOBHOrO NMUKa, CHATOMY Npu
xpomartorpatupoBaH1MU CTaHAAPTHOTO
pacreopa (pasgen «KonuuecteeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONMPEOENEHUE 95,0 - 105,0 % ot 3anBneHHOro cogepXaHus 100,5 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMNPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MI/KATNCYNA
MF/KATICYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas cTagus) He Bonee 10 % oT 3afBNeHHOIO copepaHua 0%
C17H19N303S (omenpa3sona)
Yyepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BytepHas cTanus) He meHee 80 % (Q) or 3anaBNeHHOro 96 %

copepxanun C17H19N303S (omenpaaona)
Yyepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE MPUMECH :

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona Kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrr): 21.12.2023
(Signature & Date) Quality Assurance/(lNoanuck/aaTa) oGecneveHusikadecTtsa: P 2210 e A
Release by/Buinywexo Deputy Qualified Persont: i

(Signature & Date)/(Mopnuce/aara) Macarena Gonzalez V\
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19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

Phone: +34 949 34 97 00
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOaYKT OMES3 kancynbl KuwevyHopacTBopuUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79496 Nata npoussogctea 11.2023 Fopex oo 10.2025
TEST /| TECT REQUIREMENT / CMELUM®UKALIA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeck 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
IMPURITY

not more than 0.2 %

Moban eauHUuHan He Gonee 0,2 % <0,1 %
HeuaeHTUULMPOBAHHAsA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBuM ¢ HO. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpy Temnepartype He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOK roHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata onoGpenus (ga.mm.rrrr): 21.12.2023

(Signature & Date) Quality Assurance/(lMognuck/aaTa) obecrneqeHusikauecTsa: a2 2e3

Release by/BeinyweHo Deputy Qualified Persont:

(Signature & Date)/(Moanvce/nata) Macarena Gonzélez »\k\/ » =

Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S. \\ m .w \Z N.L Pagelctp. 3/5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl kulwe4yHopacTBopuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79496 Dara npoussoactea 11.2023 Fopen oo 10.2025

TEST /| TECT REQUIREMENT / CNELAPUKALINA RESULT / PE3YNBLTAT

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 leafiet
in a carton.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep ua Conforms / CooTBeTcTBYeT**
anoMUHWeBol donbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKUUEN NO NPUMEHEHUIO B MavKy
KapTOHHYI0.
Mo 5 unu 10 6nuctepor no 6 kancyn BmecTe
€ UHCTPYKUWEW No NPUMEHEHUIO B MaYky
KapTOHHYHO.
Mo1,2,4,8unu 14 6nuctepo no 7
Kancyn BMecTe ¢ MHCTPYKUWel no
NpUMeHeHUK B NaYKy KapTOHHY!IO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHWEBLIW BnvcTep.
Mo1, 2,3, 5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe ¢ MHCTPYKUUEN No
NMPUMEHEHUIO B NaYKy KaPTOHHYIO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C UHCTPYKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND

nn-006953-180122

AHanua nposepeH no HA: .
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6peruna (aa.mm.rrrr); 21.12.2023

(Signature & Date) Quality Assurance/(Moanuce/nara) obecnedeHusikaqdecTsa: \Cx 224223
Release by/BuinyweHo Deputy Qualified Person/: i %
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez /\» N YL \W ]

Manufacturing Site/MpoussoacTeeHHasn nnowaaka: Laboratorios Liconsa, S.A. Pagefctp. 4 /5
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O_l_ m_ _ _O 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
NPOOYKT OMES3 kancynbl kuwevyHopacTeopumble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79496 MNara npouseoactea 11.2023  Tlopex no 10.2025

TEST / TECT REQUIREMENT / CNELW®PUKALIAA RESULT / PE3YNIbTAT

Notes / HabnoaeHUs
**§ 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 aNnOMUHUEBO dronbru.
Mo 5 6nucTepoR no 6 Kancyn BMecTe ¢ MHCTPYKLIMEA No NPUMEHEHUI0 B Na4Ky KapToHHYL.

Approval date (dd.mm.yyyy)/aata ogobpenus (oa.mm.rrrr): 21.12.2023
(Signature & Date) Quality Assurance/(lMoanuck/nara) obecneveHuskadecTea: C,\; 224223
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez \&/\
Manufacturing Site/MponasogcTeeHHas nnowapka: Laboratorios Liconsa, S.A. 5201295

Pagelctp. 515
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PaspeweHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM-006953
CEPMU4A : LC79496 Nata npoussoactea: 11/2023

BATCH MANUFACTURING DATE

Mogen go : 10/2025 Pa3amep cepuu : 12.096 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilumMm 5 noaTBep¥Aato, YTO AaHHasA MHMOpMaLKUA sIBNsAETCA AOCTOBEPHOM U TOYHOM. [laHHasa napTus npoaykTa
6bIna Npou3BefeHa, BKNOYan YNakoBKY/MapKMPOBKY M KOHTPOMb KavecTBa, Ha YKa3aHHOM Huke yyacTke (yuacTkax)
B NOMHOM COOTBeTCTBUM ¢ TpeBoBaHusiMmu GMP mMecTHOro perynupyroLiero opraHa, cneymdukaumusamMu B paspelleHuu
Ha MapKeTUHT CTPaHBbI-UMMOPTEPa 1 TeXHUYECKMMM COrNalleHUsIMM, KOTOPbIe MOTYT GbITh 3aKMioueHbl, UNU (aiinom
cneyudukauumn npogykra ana Uccnepyemeix nekapcTBEHHbIX CPeACTR.

3anucu no o6paboTKe, ynakoBKe M aHanu3y napTuu GLINM npoBepeHbl U NPU3HaHLI COOTBETCTBYOWUMU TPe6OBaHUAM
GMP.

MapTus 661na npousseaeHa B JlabopaTtopuoc lNukoHca SA., a Tam, rae NPUMEHUMO MUKPOBUONOrMYecKoe
uccnenoBaHue,
oHo npoBogutcs B llaGopaTtopuu 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.

\~< ORI s

Moanuck u garta / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PerucTtpauuoHHoe yaoctoeepenve / Manufacturing Authorization: 3414E
Homep [ukoHca GMP / LICONSA GMP Number: ES/085HVI/9



