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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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl Kule4YHopacTBopUMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83198 Oara npouzeoactea 05.2024  Togen no 04.2026
TEST / TECT REQUIREMENT / CNEUAD®UKALIUA RESULT / PE3YNBTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTuHoBbIe Kancynbl pasmepa N°4, Conforms / CooTBercTBYeET

C KpbIWeYKON CUHero LiBeTa U KOPNycoMm

Gernoro UBeTa, cofepxallyue cchepuyeckue
rpaHynsl oT 6enoro go noytu 6enoro ¢
XenToBaTbiM 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 [1O3UPOBAHUA (AV)

3HaueHue AV, paccuyutaHHoe ana 10 kancyn, 4,1

AomkHo 6bITh He Gornee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,
AomkHo 6eITk He Bonee 15,0 % U cogepxaHue
omenpas3sorna HJ B O4HOW Kancyne He JOMKHO

BbIXOAWTL 3a npegens! 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).

NOANUHHOCTDL (B3XX)

Bpemsi yaepKUBaHUA OCHOBHOIO

Conforms / CooTBeTcTBYET

nUKa Ha XpoMaTorpaMme UCNLITYeMoro
pacTBopa JOMKHO COOTBETCTBOBATL

BpeMeHU yaepXXuUBaHMA OCHOBHOrO nNuKa

Ha XpomarorpaMme CTaHAApPTHOro pacTeopa
(pazpen «KonuuyecTBeHHOE onpepgeneHue).

Approval date (dd.mm.yyyy)/naTta ogobpexus (og.mm.rrrr): 07.06.2024

(Signature & Date) Quality Assurance/(lMognuck/narta) obecneveHusikadecTsa:

Release by/Buinywexo Deputy Qualified Person/:
(Signature & Date)/(Mognucs/nara) Macarena Gonzalez

Manufacturing Site/lpouasogcTeeHHas nnowanka: Laboratorios Liconsa, S.A.
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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
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KMwe4HopacTtBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83198 Oaranpounasoacrea 05.2024 Topen no 04.2026

TEST /| TECT REQUIREMENT / CNELADUKALIUA RESULT / PE3YNbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOONMUHHOCTL B3XX (DAD getektop)

UV absorbance spectrum of the main peak
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).
Y®-cnekTp NornoleHusa OCHOBHOIO NUKa,
CHATBLIWA NPU XpoMaTorpadgMpoBaHum
MCNLITYEMOro pacTBopa, AOMKeH
coOoTBeTCTBOBaTh Y®P-cneKTpy NornoweHus
OCHOBHOIO NUKa, CHATOMY Npu
XpomaTorpapMpoBaHM CTaHAapTHOrO
pacteopa (paspen «KonuyectBeHHoe
onpegenexuey)

Conforms / CooTBeTCcTBYET

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 1,6 %

OMEPRAZOLE ASSAY %
KONUMYECTBEHHOE OMPELENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3anABneHHOro cogepxaHus 99,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPEAENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
O 19,0 mr/kancyna go 21,0 mrikancyna

20,0 mg/cap / MI/KAMNCYIA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBneHHOro cogepxaHus 1%
C17H19N303S (omenpazona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (bydepHaa ctapus)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3aseneHHoro 96 %
copepxanua C17H19N303S (omenpazona)

yepe3 30 MuH.

RELATED SUBSTANCES
POOCTBEHHBLIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Owmenpa3ona kap6okcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata opobpeHus (og.mm.rrrr); 07.06.2024
(Signature & Date) Quality Assurance/(Mognuce/naTa) obecneyeHuaKayecTsa:
Release by/Beinyuerno Deputy Qualified Person/:

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

Manufacturing Site/lpou3asoacTBeHHan nnowanka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl kuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83198 Data npouseogctea 05.2024  Togen no 04.2026
TEST/TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YINBTAT
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
IMPURITY
Mwban eguHUyHasn

HeuaeHTUpUUUPOBaHHas NpUMech

not more than 0.2 %

He 6onee 0,2 % <0,1%

TOTAL IMPURITIES
Cymma npumeceii

not more than 2.0 %
He 6onee 2,0 % 0,2%

LABELING According to ND

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

XPAHEHUE Mpu Temnepartype He Bblwe 25 °C,

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nara ogobpeHus (og.mm.rrr): 07.06.2024 ~
(Signature & Date) Quality Assurance/(lMognucs/gaTa) obecneyeHuskadecTaa: MHIL 0106 &‘7

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(Monnuce/nata) Macarena Gonzélez
Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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P ) LABORATORIOS LICONSA, S.A.
(\_\"—’) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH E' I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OME3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC83198 Oara npouseonctea 05.2024  Togen oo 04.2026

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YINLTAT

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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep us3 Conforms / CooTBeTcTBYET**
antoMUHUeBOK honbru
Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe
C UHCTPYKUMe Mo NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe
C MHCTPYKUMeEl No NPUMEHEHUIO B NavKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karncyn BMecTe ¢ MHCTpyKUuUel no
MpYMeHEHUIO B NMaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B8 NBX-N3-NBOX/
AnKOMUHUEBEIN BnUcTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C UHCTPYKUUe no
NPUMEHEHUI0 B NaYKy KAPTOHHYH.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C UHCTPYKLU1eN no
NpUMEHEeHUI0 B NaYKy KapTOHHYHO.

Analysis performed according ND
In-006953-180122

Axanuz npoBegeH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/nara ogobpenus (oa.mm.rrrr): 07.06.2024
(Signature & Date) Quality Assurance/(Moanuck/narta) obecneyeHunkavecTea:
Release by/Beinywero Deputy Qualified Person/: ) =l e

(Signature & Date)/(MNoanuck/nara) Macarena Gonzalez // / - & ?.0 C‘ ' (f

Manufacturing Site/lMpou3soacTeexHas nnowaaka: Laboratorios Liconsa, S.A. / Pagelctp. 4 /5
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;\\) LABORATORIOS LICONSA, S.A.
(&4

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH E m O 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
NPOOYKT OME3 kancynbl Kuwe4yHopacTBopuMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83198 Dara npounseonctea 05.2024  rogen oo 04.2026

TEST/ TECT REQUIREMENT / CNEUM®UKALIAA RESULT / PE3YINLTAT

Notes / HabnogeHun
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
MNo 6 kancyn B GnUcTep M3 aNnKOMUHUEBOW hONbIU.
Mo 5 6nucTepor no 6 kancyn BMecTe ¢ MHCTPYKLWEN MO NPUMEHEHKUIo B NayKy KapToHHYIO.

Approval date (dd.mm.yyyy)/nata onobpenus (ag.mm.rrr): 07.06.2024 € Z_Ll
(Signature & Date) Quality Assurance/(lMoanuce/aaTta) obecneyeHuskadecTsaa: HHYZ o106

Release by/Beinywexo Deputy Qualified Person/: o

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez i V. & =" 07 .OC. LG
Manufacturing Site/lpoussoacTeeHHan nnowagka: Laboratorios Liconsa, S.A. /
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7)) LABORATORIOS LICONSA, S.A.
(\JJ 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

PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIIM-006953
CEPUA : LC83198 Lara npouseoacrtea : 05/2024
BATCH MANUFACTURING DATE

lNogen no : 04/2026 Paamep cepum : 363.596 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactoswum s nogTeepxaalo, 4To AaHHas UHGOpPMaLMs SIBMSIETCS JOCTOBEPHONM U TOYHOM. [laHHaa napTusa NpogykTa
6bina npousBeneHa, BKMOYasA YyNaKOBKY/MapKUPOBKY M KOHTPOIL KauyecTBa, Ha YKa3aHHOM HUXe y4yacTke (y4acTkax)
B MOSIHOM COOTBeTCTBUM ¢ TpeboBaHuamu GMP mecTHOro perynupyollero opraHa, cneuugukauusiMu B paspelueHum
Ha MapKeTUHr CTpaHbl-UMNopTepa U TEXHUYECKUMU COrnalleHsaMU, KOTOpble MOTYT BbITh 3aKNYeHkl, UNu gatnom
cneuudmkauuu npoaykra ansa Uccneayembix nekapcTBeHHbIX CPedCTB.

3anucu no o6paboTKe, yNnakoBKe U aHanNu3y NapTuM 6bINu NpoBepeHbl U NPU3HaHbI COOTBETCTRYHOWUMY TpeboBaHUAM
GMP.

Maptus 6ina npousseaeHa B Nlabopartopuoc JlukoHca SA., a Tam, roe NPUMEHUMO MUKpoGUonoruyeckoe
uccnenoBaHue,
oHO npoeoguTtcs B llabopatopuu 34yeBapHe SA.

I 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.
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Mopnuck u garta / Signature&Date: Macarena Gonzdlez
I Deputy Qualified Person

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



