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
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl KuweyHopacTBopumbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85831 Mara npouseoactea 08.2024 Fopex oo 07.2026
TEST /| TECT REQUIREMENT / CNELIU®UKALIAA 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 KenaTMHOBELIe Kancynbl pasmepa N°4, Conform / CooTBeTCTBYET

C KpbILLEYKOoil CUHEro LBeTa U Kopnycom
6ernoro LBeTa, cofepxallue cepmnyeckue
rpaHysbl OT 6enoro Ao noutu 6enoro ¢
XenToBaTbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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.

OOHOPOAHOCTb O3UPOBAHUSA (AV)

3HaueHue AV, paccuutadHoe ansa 10 kancyn,

12,6

[OMKHO BbIThb He Gonee 15,0 %.

3HayeHue AV, paccuutaHHoe ans 30 kancyn,
[OMKHO BbITb He 6onee 15,0 % n copepxaHue
oMenpasoria HU B OfHON Kancyrne He AOMKHO
BbIXOAUTL 3a npeAensbi 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).

NOANMUHHOCTb (B3XX)

BpeMﬂ yAepXXuBaHusi OCHOBHOro

Conform / CooTBeTCcTBYET

NUKa Ha XpoMaTorpamMe UCTbITyeMoro
pacTBOpa AOMKHO COOTBETCTBOBATL
BpeMeHU yAepXuBaHUsi OCHOBHOTIO NuKa

Ha XpomaTorpamme cTaHAAPTHOro pacTeopa

(pasnen «KonuyecTBeHHOE onpeaerneHuey).

A

Approval date (dd.mm.yyyy)/nata ogo6peHus (Jm.MM.rrrr)f Yo2-Ls
(Signature & Date) Quality Assurance/(Moanuckb/aata) oGecneveHusikadecTsa:
Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/pata) Macarena Gonzélez

Manufacturing Site/lMpoussoacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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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
nPOAYKT OMES3 kancynbl KulieyHopacTBopumble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85831 [lata npouseoactea 08.2024  lopen no 07.2026

TEST / TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTbL B3XX (DAD netekTop)

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®-crieKTp normnoiieHusi OCHOBHOIO NuKa, Conform / CooTBeTCTBYET
CHATBIN NpY XpoMaTorpadupoBaHum
UCMbITYeMOro pacTeopa, AOIKeH
CcOOTBeTCTBOBaTL Y®P-cneKTpy nornoujeHus
OCHOBHOIO MUKa, CHATOMY Npu
XpomarorpagmposaHuu cTaHAapPTHOroO
pactBopa (pas3gen «KonuyecrtBeHHoe

onpepeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMPEQENEHUE

95,0 - 105,0 % oT 3asiBNEHHOro cofepXaHus 97,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE OMNPELENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
O 19,0 mr/kancyna go 21,0 mr/kancyna 19,4 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 3asiBNEHHOro cofepxaHus 0%
C17H19N303S (omenpa3ona)

yepe3s 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cranus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asiBneHHOro 95 %
copepwanua C17H19N303S (omenpasona)

yepe3 30 MuH.

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapdokcunar

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

IMPURITY F not more than 0.2 %
Mpumeckb F He 6onee 0,2 % <0,1 %
N\
[N
—
. DNOLTS -
Approval date (dd.mm.yyyy)/nata ogobpeHua (ag.mm.rrrr): - & T AL P .
P

(Signature & Date) Quality Assurance/(lMoanucs/aata) obecneyeHusaKaqecTsa 7 2 ?.02.2D

Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuce/aara) Macarena Gonzélez
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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
CEPTUPUKAT AHAIIU3A

PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4yHopacTBopumMblie 20 Mr

CODE
Kkon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85831 Nara npouseoactea 08.2024  Topen no 07.2026
TEST / TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YJIbTAT
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6asn eguHUYHas He 6onee 0,2 % <0,1 %
HeuaeHTU(ULMPOBaHHas NpUMech
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 Temneparype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOKIrogHOCTU 2 ropa.

\
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Approval date (dd.mm.yyyy)/nata ogo6peHus (OA.MM.ITT): d

(Signature & Date) Quality Assurance/(Moanucs/aara) obecrneveHusKkavecTsa:
Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aaTa) Macarena Gonzalez

Manufacturing Site/lMpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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’f“‘\) LABORATORIOS LICONSA, S.A.

'(\\\j/ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
) : Azuqueca de Henares, Guadalajara, 19200, Espafia
alminaala Phone: +34 949 34 97 00
el

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoAYKT OME3 kancynbl Kuwe4yHopacTtBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC85831 Dara npouseoactea 08.2024  lopen no 07.2026

TEST / TECT REQUIREMENT / CMELUVW®UKALIUA 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 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.
YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep uU3 Conform / CooTBeTCTBYET

antoMuHueBoW donbru.

Mo 2 unu 20 6nucTtepoB no 5 kancyn BMecTe

C UHCTpYKUUel No MeAULIUHCKOMY NPpUMeHeHUIo

B MayKy KapTOHHYIO C KOHTporeM nepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nucTtepos no 6 kancyn BMmecte

C UHCTPYKUUel No MeAULIMHCKOMY NPUMEHEHUI0

B MayKy KapTOHHYIO C KOHTPOIeM nepBoro

BCKpbITUA (Nnepdopauus).

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

Kancyn BMecTe C UHCTpYyKuuel no

MeaULIMHCKOMY NPUMEHEHUI0 B NauKy

KapTOHHYIO C KOHTPOIeM NepBOro BCKPbITUS

(nepdpopauus).

Mo 10, 14 unu 15 kancyn B NBX-M3-NBOX/

ArnioMuHMeBbIN 6nucTep.

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

10 kancyn BMecTe ¢ UHCTPpYKIMel o
v

Approval date (dd.mm.yyyy)/aata ogobpeHus (Aa.MM.rrrr): [ /V\
(Signature & Date) Quality Assurance/(lMoanucb/aara) obecneveHuskavecTsa:
Release by/Bbinywero Deputy Qualified Person/:
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez 77
Manufacturing Site/MpouasoacTBeHHas nnowagka: Laboratorios Liconsa, S.A. / { Pagel/ctp. 415




LABORATORIOS LICONSA, S.A.

(\\, Avda. Miralcampo 7, Pol. Ind. Miralcampo,

Azuqueca de Henares, Guadalajara, 19200, Espafia

Q \,-;{; 1 w’ M ) Phone: +34 949 34 97 00
I TS | 1N Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancynbl KuweyHopacTBopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC85831 Oata npoussoactea 08.2024 Fopen no 07.2026
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YJIbTAT

MeAULIMHCKOMY NPUMEHEHUI0 B NMauKy
KapTOHHYIO C KOHTPONEM MepBOro BCKPLITUS
(nepdopavus).

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

Kancyn BMecTe C UHCTPYKUUel no
MeAULIMHCKOMY NMPUMEHEHUIO B NayKy
KapTOHHYIO C KOHTpPONeM NepBoro BCKPbITUS
(nepdropanus).

Mo 2 6nucTtepa no 15 kancyn BMecTe ¢
MHCTpYKUUel No MeaULUHCKOMY NPUMEHEeHUI0 B
nayky KapTOHHYIO.

‘ Analysis performed according ND
IMN-Ne(005063)-(Pr-RU)-080824
Ananus npoeegeH no HO
JN-Ne(005063)-(Pr-RU)-080824

Notes / HabnrogeHus
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 6nucrep U3 antOMUHUEBOM honbIru.
Mo 5 6nucTepoB no 6 Kkancyn BMecTe ¢ UHCTPYKLUEN Mo NPUMeHEeHUIO B Nayvky KapTOHHYHO.

Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.MM.ITrT):

(Signature & Date) Quality Assurance/(lNoanucb/aaTa) obecneveHusikadecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(IMopnucs/aata) Macarena Gonzalez

Manufacturing Site/[TpoussoacTBeHHas nnowaaxa: Laboratorios Liconsa, S.A.
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,.’. \) LABORATORIOS LICONSA, S.A.
( \ \{ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
) il Azuqueca de Henares, Guadalajara, 19200, Espafia
@ H {f [ ' l H (;” ) Phone: +34 949 34 97 00
4 I | - st Fax: +34 949 26 68 37

Pa3pelueHune Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuwe4yHopacTtBopumMble 20 mMr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-NO(005063)-(PIr'-RU)
CEPUA : LC85831 Nara npoussoactea : 08/2024

BATCH MANUFACTURING DATE

FNopen go : 07/2026 Pasmep cepuu : 110.160 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilumm 51 noATBePXKAAlo, UTO AaHHasi MHGOPMaLUs SIBNsETCS 4OCTOBEPHON 1 TOUHOI. [laHHas napTus npoaykra
6bina npon3BeaeHa, BKMIOYas yNakoBKy/MapKUPOBKY U KOHTPOMNb KauecTBa, Ha yKa3aHHOM Huke y4acTke (y4acTkax)
B NOMHOM COOTBETCTBUM ¢ TpeGoBaHmsiMu GMP MecTHOro perynupyioLero opraHa, cneuudukauusamm B paspeLueHmm
Ha MapKeTUHF CTPaHLI-MMNOPTepa 1 TEXHUYECKMMU COTMaLleHUsIMU, KOTOpbIe MOTYT BbITh 3aKmioUeHbl, unu ainom
cneuudmkauum npoaykrta ans MccrneayeMbix feKapcTBEHHbIX CPEACTB.

3anucu no o6paboTke, ynakoBKe U aHanM3y napTum GLINKU NPOBEPEHbI U NPU3HaHbLI COOTBETCTBYIOWUMY TPE6OBaHNAM
GMP.

MapTus 6bina npousseaeHa B JlaGopaTopuoc JukoHca SA., a Tam, rae NpUMeHMMO MUKpoBuornoruieckoe
uccriegoBaHue,
oHo nposoauTtcs B llaopaTtopun dueBapHe 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 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.

= = A
Moanucek u gara/ Signature&Date: Macarena Gonzélez
| Deputy Qualified Person

PeructpauuorHoe ygoctoeepenue / Manufacturing Authorization: 3414E
Homep MukoHca GMP / LICONSA GMP Number: ES/085HV1/19



