LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoAYKT OMES kancynbl kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86852 Oata npoussogctea 10.2024 Fopen no 09.2026
TEST / TECT REQUIREMENT / CTIELUU®PUKALIUA RESULT / PESYIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE Teeppable XenaTuHoBble Kancynbkl pazMepa N°4, Conform / CooTBeTCTBYET

C KpbllleyKoli CMHero LiBeTa U KOpnycom

6enoro UBeTa, cofepxalluue cepuyeckume
rpaHy”nki oT 6enoro Ao noytu 6emnoro ¢
XenToBaThbIM 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.

OHOPOOHOCTb O3UPOBAHUA (AV)

3HayeHue AV, paccuutaHHoe ana 10 kancyn,

8,9

AOMKHO 6bITh He 6onee 15,0 %.

3HauyeHue AV, paccumTtaHHoe ans 30 kancyn,
AOMKHO 6bITh He 6onee 15,0 % v cogepxaHue
oMenpa3sona HU B OHOW Kancyrne He JOMKHO
BbIXOAUTL 3a npeaensi 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).

MNOANUHHOCTb (B3XX)

BpeMmsi yaep>vBaHUsi OCHOBHOIo

Conform / CooTBeTCcTBYET

nuKa Ha XpoMaTorpamMMe UCNbITYeMoro
pacTBopa [AOMKHO COOTBETCTBOBATh
BpeMeHU yaepX1MBaHUsi OCHOBHOTO MukKa

Ha XpomaTtorpaMme cTaH4apTHOro pacTeopa
(pa3pen «KonuuyecTBeHHOE onpeaeneHuey).

Approval date (dd.mm.yyyy)/aata onobpeHus (Aa.MM.rrrT):

(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecneyeHusikadecTsa:

Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez

Manufacturing Site/lNpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.

[7/ {boits
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia
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
NnPOOYKT OMES3 kancynbl kuwe4yHopacTtBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86852 Oata npoussoactea 10.2024  Topen no 09.2026

TEST / TECT REQUIREMENT / CMIELIM®UKALIUA RESULT / PE3YINbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTbL B3XXX (DAD petekTop)

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®-cneKkTp nornoleHUsi OCHOBHOIO NuKa, Conform / CooTBeTcTBYET
CHATLIN NpU XpomaTorpacdupoBaHum
MCNbITYeMOro pacTBopa, foMKeH
CcooTBeTCTBOBaThL Y®P-cneKTpy normnoweHus
OCHOBHOFO MWKa, CHATOMY Npwu
XpomaTorpadupoBaHUu CTaHAAPTHOIO
pacTtBopa (pa3aen «KonvyectBeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUYECTBEHHOE OMPEQENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cogepxaHusa 100,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,0 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asABNeHHOro cofepXaHus 0%
C17H19N303S (omenpasona)

Yyepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas cranus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBneHHOro 93 %
conepxanusa C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kap6okcunar

not more than 1.0 %
He G6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata onobpeHus (o4.MM.ITrT):

HMHIL 490125

(Signature & Date) Quality Assurance/(Moanucs/aata) obecnevyeHuskadecTsa:

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/pata) Macarena Gonzalez 1(4 0' Zg
Manufacturing Site/lNpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp.2/5




Y LABORATORIOS LICONSA, S.A.
&:4) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OME3 kancynbl KuwevyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86852 Oara npouseoacrea 10.2024 Nonex no 09.2026
TEST/ TECT REQUIREMENT / CNELUA®UKALIAA RESULT / PE3YNIbTAT
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
IMo6as equHMYHan He 6onee 0,2 % <0,1 %

Heuneﬂmdmuupoaaunaﬂ npumechb

TOTAL IMPURITIES not more than 2.0 %

CymMa npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM ¢ HA. Conform / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aata opobpeHus (o4.MM.rrrr): MHIZ {4.00.25

(Signature & Date) Quality Assurance/(Mognuck/nata) obecneyeHusikadecTsa:
Release by/BbinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez ///V ju 0(/ ré g

Manufacturing Site/MpousBoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagel/ctp.3/5



(’5\\) LABORATORIOS LICONSA, S.A.
(kj Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC86852 Oata npoussoactea 10.2024 Topen oo 09.2026

TEST / TECT REQUIREMENT / CNIELUU®UKALIAA RESULT / PESYINbTAT
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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2,3,5,6,9 or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1,2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrtep us Conform / CooTBeTcTBYET

antoMuHueBol gonbru.

Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe

C VIHCTPYKLUMel No MeAULMHCKOMY NMpUMeHeHUo

B MayYKy KapTOHHYIO C KOHTporeM NnepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe

C UHCTPYKLUUEN No MeAULIMHCKOMY NMpUMeHeHUIo

B MayKy KapTOHHYIO C KOHTPOIEeM NepBoro

BCKpbITUA (Nepdopauus).

Mo 1, 2, 4, 8 unu 14 6nuctepos no 7

Karncyn BMecTe C MHCTpYKLUuel no

MeAULIMHCKOMY NPUMEHEeHUIo B Nayky

KapTOHHYIO C KOHTPOJIEM NepBOro BCKPLITUSA

(nepdopauus).

Mo 10, 14 unu 15 kancyn s NBX-N3-NBOX/

AntoMuHUeBLIA 6nuctep.

Mo 1, 2,3,5,6,9 unu 10 6nucrepos no

10 K

A no

Approval date (dd.mm.yyyy)/naTta ogobpeHust (4A.MM.ITTT):
(Signature & Date) Quality Assurance/(Moanucs/aata) obecneyeHusikadecTea:
Release by/BbinyLierno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez f /(( C\( 2 3’
Manufacturing Site/[ponaBsoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. J :

MHL {qOo\ 285
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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 kuwe4yHopacTBoprUMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86852 Dara npouseogctea 10.2024 Fopen no 09.2026

TEST / TECT REQUIREMENT / CTIELU®PUKALIUA RESULT / PE3SYIIbTAT

MeAULUHCKOMY NMPUMEHEHUIO B NMaYKy
KapTOHHYHO C KOHTponeM NepBoro BCKpbITUA
(nepdropauus).

Mo 1,2, 3,4 unu 7 6nucrepons no 14

Karcyn BMecTe C UHCTpyKUUel no
MeAULUHCKOMY NpUMeHeHUIo B Nayvky
KapTOHHY0 C KOHTporeM NepBoro BCKpbITUsI
(nepdopauus).

Mo 2 6nucTepa no 15 kancyn BMecTe ¢
MHCTPYKLUUel No MeAULIMHCKOMY NPUMeHeHUIo B
nayvkKy KapTOHHYIO.

Analysis performed according ND Ne:
JIM-Ne(005063)-(PIr-RU)-020424
AHanu3s npoBegeH no HA Ne:
IN-Ne(005063)-(Pr-RU)-020424

Notes / HabnogeHUsA
6 capsules in an aluminum foil blister.

Mo 6 kancyn B 6nucTep U3 anNntoMUHUEBOM ¢hoNbIu.

5 blisters of 6 capsules each and a patient information leaflet in a carton.

Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUEl Mo NPUMEHEHUIO B NayYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogo6peHus (oa.MM.rrrr):

(Signature & Date) Quality Assurance/(lNoanuck/aaTa) o
Release by/BbinyieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez

- L o 1 oo
BecreveHusikadecTsa: MHIZ {40125

T
Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. /L 7 /t/ O
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(t’:”\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOOYKT : OMES3 karncynbl kuwe4yHopacTBopuMbie 20 Mr

PRODUCT

Koq : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1lM-NO(005063)-(PIr-RU)
CEPU4 : LC86852 Hara npoussoactea : 10/2024

BATCH MANUFACTURING DATE

lFonex po : 09/2026 Pa3smep cepum : 339.552 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiumm 51 nogTBepXkAalo, 4To AaHHas MHOpPMaLUsA siBNsieTcsl AOCTOBEPHON U ToYHOM. [laHHasA napTusi npodykTa
6b1na npov3BeeHa, BKIHOYas yNakoBKY/MapKUpPOBKY U KOHTPOJSb KauyecTBa, Ha yKazaHHOM HUXe y4acTke (yyacTkax)
B MNOSIHOM COOTBETCTBUM C Tpeb6oBaHUsiMM GMP MecTHOro perynupytoLiero opraHa, cneumdukaLmsiMu B paspeLueHmm
Ha MapKeTUHT CTpaHLI-MMMNopTepa U TeXHUYECKUMU COrNalleHUsIMU, KOTOpble MOTYT 6bITh 3aKnioyYeHbl, Unu dainom
cneuudukaummu npogykta ana UccneayeMbix nekapcTBeHHbIX CpeacTs.

3anucu no obpaboTke, ynakoBKe U aHanu3y napTuu 61U NpoBepeHbl U NPU3HaHbI COOTBETCTBYHOLWUMU TPe6oBaHUAM
GMP.

MapTusa 6bina nponsBeaeHa B llaboparopuoc IlukoHca SA., a TaMm, rae NpYMeHMMO MUKpobuooruyeckoe
uccnenoBaHue,
oHo nporoauTtcs 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.

Moanuck u parta/ Signature&Date: Macarena Gonzalez / ( C) 4 ")’
| Deputy Qualified Person /

PervctpaumoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19





