;:\) LABORATORIOS LICONSA, S.A.

(\_.) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl Kuwe4yHopacTtBopumMbie 20 mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78983 Dara npoussoactea 10.2023  Togen ao 09.2025
TEST / TECT REQUIREMENT / CTIELUIM®PUKALIUA 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 Teepable ¥enaTUHOBLIE Kancynbl pazmepa N°4, Conforms / CooTBeTcTBYET
€ KpbIWEYKOW CUHEro LBeTa U KOpnycom
6enoro yBeTa, cogepxallue cepuieckue
rpadynel ot 6enoro 40 No4YTH Benoro c
XenTtoBaTtkIM 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.
OOHOPOOHOCTbL OO3UPOBAHUA (AV) 3HayeHue AV, paccumTarnHoe ana 10 kancyn, 6,7

AOMKHO 6bITb He Gonee 15,0 %.

3Ha4eHue AV, paccuyutaHHoe gnsa 30 kancyn,

OOMKHO BbITh He Gonee 15,0 % W copepxaHue

oMenpasona HY B OAHOW Kancyne He AOMKHO

BbIX0AUTL 3a npepensi 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).
MOANUHHOCTL (B3XX) Bpems yaepxuBaHWA OCHOBHOrO Conforms / CooTBeTCTRYET
NMUWKa Ha XpomMmartorpaMmmMe UcnbiTyemoro
pacTeopa AOMMKHO COOTBETCTBOBAaTh
BpeMeHU yaepXXuBaHUA OCHOBHOro nuKa
Ha XxpomaTorpaMmme CTaHAapTHOro pacTeopa
(pasgen «KonuyecTBeHHOE ONpefeneHuen).

LA
).
Approval date (dd.mm.yyyy)/aata ogobperus (aa.mm.rrrr): 04.12.2023 '
(Signature & Date) Quality Assurance/(lMopnuck/aarta) obecneyeHusKkadecTsa; P
Release by/Beinyweno Deputy Qualified Person/: F’_\ ”J
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez T A sliM oS- 1723
\
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(?‘\) LABORATORIOS LICONSA, S.A.
( o, Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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CH Emo 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
nPoOdyktT OMES3 kancynbl Kuwe4yHopacTeopuMblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78983 Hata npouazeogctea 10.2023  Tropen oo 09.2025

TEST /| TECT REQUIREMENT / CNELUUW®UKALIAA RESULT / PE3YINBbTAT
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).
NOONUHHOCTL B3XX (DAD peTtekTop) Y®-cnekTp NOrnoweHus OCHOBHOTO NMUKa, Conforms / CooTBeTCcTBYET
CHATLINA NpU XpoMaTtorpadupoBaHun
UCTLITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBATL Y®-CneKTpy NornoLweHus
OCHOBHOTO NUKA, CHATOMY Mpu
XpomaTorpadupoBaHuM CTaHAaPTHOTO
pacTBopa (pazgen «KonuyecTBeHHOE

onpefeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 21%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJIMMECTBEHHOE ONPEQENEHUE 95,0 - 105,0 % oT 3asBNeHHOro cofepxaHus 100,5 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mgl/capsule to 21.0 mg/capsule
KOJNMMYECTBEHHOE OMNPEQENEHUE OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MITKATNCYNA
MP/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnotHas ctagus) He Gonee 10 % ot 3asBneHHOro cogepxaHusa 1%
C17H19N303S (omenpa3sona)
yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHan ctagus) He meHee 80 % (Q) or 3asBneHHoOro 99 %

copepxanua C17H19N303S (omenpasona)
Yyepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHGIE NPUMECHK

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3zona KapGokcunat He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/narta onobperus (ag.mm.rrrr): 04.12.2023 O8.12.AD
(Signature & Date) Quality Assurance/([ognuck/aarta) obecnevyeHunkayecTsa: ~
Release by/BuinyueHo Deputy Qualified Person/: P ]
(Signature & Date)/(Moanuce/aata) Macarena Gonzalez P . I U:Gﬁ(&
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

(5:"\) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynsl Kuuie4yHopacTeopumble 20 mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78983 Oata npouzeoactea 10.2023 Nopen no 09.2025
TEST / TECT REQUIREMENT / CNELUIM®UKALIUA RESULT / PE3YINILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumeckt G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMoban eguHUYHaRA He 6onee 0,2 % <0,1 %

HenaeHTUdULUUPOBaHHaRA NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cootBetcTBUU ¢ HA. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHME Mpu TeMnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.mm.rrrr): 04.12.2023

(Signature & Date) Quality Assurance/(lMoanuck/naTa) obecneveHusakavecTsa: /,

Release by/Brinywerno Deputy Qualified Person/: [/

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez fo LZ :fr 0S:7.23
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(f:‘\) LABORATORIOS LICONSA, S.A.
( _) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OMES3 kancynbl kuwe4HopacTtBopumMmblie 20 Mr

CODE
Koo 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC78983 Hara npouseogctea 10.2023  ropen oo 09.2025

TEST / TECT REQUIREMENT / CNELA®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.

YNAKOBKA Mo 5, 6 unu 7 Kancyn B 6nucTep U3 Conforms / CootBetcTBYeT**
antoMUHUeBoNn ponbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe
C MHCTPYKLUMENH No NPUMEHEHUIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C UHCTPpYyKUWei No NpUMeHeHUIO B NayKy
KapTOHHY10.
Mo 1,2, 4,8 unu 14 6nucrepoe no 7
Karncyn BMecTe ¢ MHCTPpYKLUel no
NpPUMEHeHWUI0 B NaYKy KapTOHHY#O.
Mo 10 unu 14 kancyn e NMBX-N3-NBAX/
AnoMuHUEBLINA BriucTep.
Mo 1, 2, 3, 5, 6,9 unu 10 6nucTepoB no
10 kancyn BMecTe ¢ MHCTPYKUUWenl no
NPUMEHEHUIO B Na4yKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ MHCTPYKUUel no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Analysis performed according ND

IM-006953-180122

AHanua npoBefgeH no HA:

JM-006953-180122 1

Approval date (dd.mm.yyyy)/nata ogobperus (ag.mm.rrr): 04.12.2023
(Signature & Date) Quality Assurance/(lNognuck/aarta) obecneyeHusikayecTsa:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
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F“\) LABORATORIOS LICONSA, S.A.
( _J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH Emo 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
nrPoOyKT OMES3 kancynbl KulweyHopacTeopuMble 20 Mr

CODE

Kop 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78983 Oata npouasogctea 10.2023 Fogen go 09.2025

TEST / TECT REQUIREMENT / CNEUADPUKALIUA RESULT / PE3VYIILTAT

Notes / HaGnwogeHusn
**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 anKOMUHUEBOMN (onbru.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKUUEN NO NPUMEHEHUIO B MaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 04,12.2023

(Signature & Date) Quality Assurance/(Mopnucb/nata) obecneveHuskadecTsa: =

Release by/Brinywexo Deputy Qualified Person/: K( lI

(Signature & Date)/(Mognuce/aata) Macarena Gonzalez 55l Ve R
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ﬁ) LABORATORIOS LICONSA, S.A.
( Y Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OMES3 kancynbl KUlWeYHopacTBopuMbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J11-006953
CEPK4A : LC78983 Jata npouszeogctea : 10/2023
BATCH MANUFACTURING DATE

logen go : 09/2025 Pazmep cepum : 352.656 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToAwuM st NOATBEPXAAl, YTO AaHHAA WH(OPMaLUA ABMAETCH JOCTOBEPHON U TOYHOW. [laHHas napTus nNpoayKTa
6bina NnpousBeaeHa, BKMOYas YNakoBKY/MapKUPOBKY U KOHTPOMb Ka4ecTBa, Ha YKa3aHHOM HUXKe y4YacTKe (yvacTkax)
B NMONTHOM COOTBETCTBUU C TpeBGoraHUsMU GMP MeCcTHOro perynupyioLlero opraHa, cneluguKaumsiMi B paspelueHnm
Ha MapKeTUHr CTPaHbI-UMMopTepa U TeXHUYeCKUMU COrMalleHUsIMU, KOTOpbie MOTyT BbITh 3aKnoYeHbl, Unu caiinom
cneuyudrKkaLMmn npoaykTa ansa UccnepyeMeix NeKapcTBeHHbIX CPeacTE.

3anucu no o6paboTKe, yNnakoBKe U aHaNU3y NapTuUK GbINU NpoBepeHbl U NPU3HaHbLI COOTBETCTBYHLUMU TpeboBaHUsAM
GMP.

MapTtusa 6b1na npousBeneHa B llabopatopuoc JNlukoHca SA., a Tam, rge NpUMeHUMO MUKpoOOMONorMyecKkoe
uccrnenoBaHue,
OHo npoBoauTcA B Jlabopatopun 34yeBapHe SA.

I hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and gquality 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.

Mopnuck u para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauroHHoe yaocToeepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



