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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79757 Oara npoussoacrea 12.2023  Topen no 11.2025
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE Teepgble enaTUHOBbLIe Kancynbl pazmepa N°4, Conforms / CooTBeTCcTBYET
C KpbILLEYKOW CUHEero LBeTa U Kopnycom
©Genoro UBeTa, coaepxallue cpepuveckue
rpaHynel oT 6enoro A0 no4yty 6enoro ¢
HenToBaTLIM 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.
OOHOPOOHOCTEL AO3UPOBAHUA (AV) 3HaueHue AV, paccuuTtaHHoe gnsa 10 kancyn,

AomkHo BbITk He Gonee 15,0 %.

3HaueHue AV, paccuuTaHHoe gna 30 kancyn,

A0MKHO BLITb He Gonee 15,0 % u cogepxaHune

oMenpa3sona HY B O4HOW Kancyne He AOMKHO

BbIX0AWThL 3a npefene! 0,75M-1,25M.

11,5

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).
MNOANMHHOCTDb (B3X(X) Bpemsa yoepXvBaHUA OCHOBHOTO
n1Ka Ha XxpoMaTorpamMmme UCnbITYeMoro
pacTBopa ACMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUsl OCHOBHOrO Nuka
Ha XpomaTtorpaMMe cTaHAapTHOro pacTeopa
(paspen «KonuyecreeHHOe onpeaeneHue»).

Conforms / CooTBeTCcTBYET

e
Approval date (dd.mm.yyyy)/aata oqobpetus (AAMM.ITT): 10.01.2024 ¢ | o) )4
(Signature & Date) Quality Assurance/(IMoanuck/paTa) o6ecneyeHusikadecTsa:
Release by/Buinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez /4/, - 4__// o i /, oo/ 25

Manufacturing Site/Mpon3BoacTBeHHas nnowaaka; Labaratorios Liconsa, S.A. ' C// j
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(\) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KulleyHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79757 Hata npouasoactea 12.2023 Fonen no 11.2025

TEST / TECT REQUIREMENT / CNEL®UKALIUA RESULT / PE3YIIbTAT
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).
NMOANUHHOCTL B3XX (DAD petekTop) Y®-cnekTp nornolweHUsi OCHOBHOro NUKa, Conforms / CooTBeTCTRYET
CHATbLIA NpU XpoMarorpadMpoBaHnm
WUCMBITYeMOro pacTeopa, AonieH
COOTBETCTBORATE Y®-cneKTpy nornoweHus
OCHOBHOIO MUK, CHATOMY Npu
XpomarorpaupoBaHUM CTaHOAPTHOTO
pacteopa (pasnen «KonuyecrteeHHoe

onpefeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWYECTBEHHOE ONPEOENEHUWUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepXaHus 101,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE ONPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mrikancyna 20,3 Conforms / CooTBeTCcTBYeET
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnotHasa cranus) He 6onee 10 % oT 2aaBneHHOro cogepxaHua 0%
C17H19N303S (omenpa3sona)
Yyepez 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) ot 3aseneHHoro 96 %

cogepxanua C17H19N303S (omenpa3ona)
yepes 30 MuH.

RELATED SUBSTANCES
POACTBEHHLIE NMPUMECHK

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpazona kap6okcunart He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata opo6penus (na.mm.rerr): 10.01 .2(]24C dls= %]
(Signature & Date) Quality Assurance/(Moanuce/naTa) oBecneveHusikadyecTsa: e R i
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(lMopnuck/aata) Macarena Gonzélez

Manufacturing Site/Mpou3soacTBeHHan nnolwaaka: Laboratorios Liconsa, S.A. Pagelctp. 2/5




,"—"ﬁ) LABORATORIOS LICONSA, S.A.
' j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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CH E mo 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 OME3 kancynbl Kuwe4yHopacTBopumbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79757 HOata npouseoactea 12.2023  Tlopen no 11.2025
TEST / TECT REQUIREMENT / CNELUPUKALIMA RESULT / PE3YJIbTAT
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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMiobasn eguHuuHan He 6onee 0,2 % <0,1 %

HeuaeHTUMLUPOBaHHAA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooteetcTBun ¢ HJ. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2ropa.

Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 10.01.2024 (—: - )
e =0.5

(Signature & Date) Quality Assurance/(Moanuck/naTa) cbecneyeHusikadecrsa:
Release by/Brinywexo Deputy Qualified Person/:

(Signature & Date)/{lognvck/aaTa) Macarena Gonzalez /Z(/?'_//' A/ A

Manufacturing Site/MpouasoacTBeHHan nnowaaka: Laboratorios Liconsa, S.A. Pagefctp. 3/5
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares {Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

CHEMO

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl Kuile4yHopacTBopumblie 20 Mr

CODE

Kon 231903

BATCH
CEPUA

Manufacturing Date:
Oata npounaeoncrea

LC79757 12.2023

Expire Date:
Fogex po 11.2025

TEST / TECT

REQUIREMENT / CNELIU®UKALINA

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.

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.

Mo 5, 6 unu 7 karicyn B 6nucTtep U3
anwMUHUEeBON honbru

YMAKOBKA

C WHCTPYKUUE No NPMMeHeHUIo B NaYKy
KapTOHHYH0.

C UHCTPYKUWEN NO NPUMEHEHUID B NaYKy
KapTOHHYHO.

Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe ¢ UHCTPYKUUElH no
NPpUMEHEHUIO B NavKy KapTOHHYIO.

Mo 10 unu 14 kancyn B NBX-TI3-NBAX/
AnoMUHUeBLIA BnvcTep.

Mo1, 2, 3,5, 6,9 unu 10 6nucrtepoB no
10 kancyn BMecTe ¢ UHCTPYKLUUe:A no
NPUMeHeHUK B NavKy KapTOHHYIO.

Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Kancyn BMecTe ¢ UHCTPYKLUUeN no
NPUMEHEeHUI0 B NavKy KapTOHHYIO.

Conforms / CooTBeTcTBYET*

Mo 2 unu 20 6nucTepoR no 5 kancyn BMecTe

Mo 5 unu 10 GnucTepor no 6 kancyn BmecTe

Analysis performed according ND
1r-006953-180122

AHanu3a nposeaeH no HA:
Inn-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6peHus (aa.mm.rrrr): 10.01.2024 —7 x5
(Signature & Date) Quality Assurance/(lMognuck/aaTa) obecneyeHuskadecTea: )
Release by/Beinyweno Deputy Qualified Person/:

(Signature & Date)/{Moanucs/nata) Macarena Gonzalez

Manufacturing Site/MpouasoacTeeHHan nnowapaxa: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

(’l\\) . LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OME3 kancynbl kMwe4yHopacTBopuMble 20 Mr

CODE
| Kon 231903
i BATCH Manufacturing Date: Expire Date:
| CEPUSA LC79757 HOara npoussoactea 12.2023  Topen no 11.2025
TEST / TECT REQUIREMENT / CMELIW®UKALINA RESULT / PE3YIIbTAT

Notes / HaGnoaeHusn
**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 aNOMUHUEBO donbru,
Mo 5 6nucTtepoB no 6 Kancyn BMecTe ¢ UHCTPYKUUEH No NPUMEHeHUIo B Nadky KapToOHHYIO.

T

Approval date (dd.mm.yyyy)/nata ono6penus (oa.mm.rrrr): 10.01.2024 é“—

(Signature & Date) Quality Assurance/(Mognuce/nata) o6ecneyeHusKayecTea: U2
Release by/BeinyweHo Deputy Qualified Person/:

; ; S </
(Signature & Date)/(Moanvcs/aaTa) Macarena Gonzalez Ve ] / S e Z
=

Manufacturing Site/MpousBoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 515



(""\) LABORATORIOS LICONSA, S.A.
\‘/) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC79757 Hata npouseoactea : 12/2023
BATCH MANUFACTURING DATE

Fopen no: 11/2025 Pasmep cepum : 344.880 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTroswum s noaTBep#Aal0, YTo AaHHAA UH(hopMaLUs SBNsieTcs AOCTOBEPHOM U TOYHOM. [laHHaA napTuA npoaykra
Gbina npov3BeAeHa, BKMHOYasA YyNakoBKY/MapKUPOBKY M KOHTPONb KayecTBa, Ha YKazaHHOM HuKe yyacTKe (y4yacTkax)
B NOMHOM COOTBeTCTBUM € TpeGoBaHuamu GMP mecTtHOro perynupylollero opraHa, cneuvdukayusamu B paspelueHum
Ha MapKeTUHT CTPaHbI-UMMopTepa U TEXHUYECKUMU cornalleHUsiMU, KOTopble MOryT 6bITh 3aKnwyeHbl, Unu taiinom
cneuudmkanum npoaykta Ana Uccnegyembix nekapcTBEHHLIX CPeacTB.

3anucu no o6paboTke, ynakoBKe U aHaNuU3y napTun GbiNu NpoBepeHbl U NPU3HaHbI COOTBETCTRYOLWUMU TPeGOBaHUAM
GMP.

MapTua 66ina npousBegeHa B llaGoparopuoc lNukoHca SA., a Tam, rae npuMeHUMO MUKpobuonoruyeckoe
vccrnefoBaHve,
oHo npoBoauTcs B llabopaTtopuu 3ueBapHe 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 Autharization 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.

y 4 % [ ot LY

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

PervctpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep MNMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



