;;\*\) LABORATORIOS LICONSA, S.A.
\) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espana

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIN3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl kMiwe4yHopacTBopumMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC90987 Oata npouseoactea 04.2025 Fopex no 03.2027
TEST /| TECT REQUIREMENT / CTIELiIU®UKALIUA 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 XenaTUHoBbIe Kancynbl pa3mepa N°4, Conform / CooTBeTCTBYET
C Kpbllleykoil CUHero LiBeTa U KOprycoMm
6enoro LBeTa, coaepxalluue cchepuyeckue
rpaHyrnbl oT 6eroro Ao nourtu 6enoro c
XenToBaThIM 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.
OOHOPOOHOCTb AO3UPOBAHUSA (AV) 3HauyeHue AV, paccuuTtaHHoe ana 10 kancyn, 7,7

[oMmKHo 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,

normkHo 6kITk He 6onee 15,0 % 1 copnepXxaHue

oMenpasorna HY B OfHOI Kancyre He AOMMKHO

BhLIXOAUTL 3a npeaenst 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).
NOANMUHHOCTDb (B3XKX) Bpems yaepxuBaHUsi OCHOBHOro Conform / CooTBeTCTBYET
nuka Ha xpomaTtorpamme UcnbLITyemMoro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHUA OCHOBHOTO MuKa
Ha xpomaTorpaMMe cTaHAapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOe onpefeneHuey).

Approval date (dd.mm.yyyy)/nata ono6peHus (Aa.MM.ITrr);
(Signature & Date) Quality Assurance/(Moanuck/aata) obecrneveHuskayecTsa:
Release by/Bbinywero Deputy Qualified Person/:

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

Manufacturing Site/lMpouasofcTeeHHas nnolyanka: Laboratorios Liconsa, S.A.
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7)) 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
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbi kMweyHopacTsopuMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC90987 Nata npouseoactea 04.2025 Mogen no 03.2027

TEST /| TECT REQUIREMENT / CNELW®UKALIUA RESULT / PE3VYJIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

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 normnoleHUsi OCHOBHOro Nuka,
CHATbIN NpU XpoMaTorpacgupoBaHmn
MCNbLITYeMOro pacTBopa, AoMmKeH
COOTBETCTBOBATh Y®-cneKkTpy normnoweHus
OCHOBHOTO NMUKa, CHATOMY Npu
XpomaTorpacupoBaHUM CTaHAapTHOro
pacTteopa (pa3gen «KonuyecteeHHoe

NOANMMHHOCTb B3XX (DAD netekTop) Conform / CooTBeTcTBYET

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,5%

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro copepXaHus 100,4 %

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE OMPEQOENEHUE

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE OMPEAOENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule

Or 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mr/kan

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % OT 3asiBNeHHOro cogepXaHus 2%
C17H19N303S (omenpa3sona)

yepe3 120 MUH

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctanus)

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
He meHee 80 % (Q) oT 3asABneHHOro 96 %

conepxaHus C17H19N303S (omenpazona)

PACTBOPEHUE (BydepHas cTragus)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHbIE MPUMECHU -

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

OMEPRAZOLE CARBOXYLATE
Owmenpazona kap6okcunar

Approval date (dd.mm.yyyy)/aata onobpeHus (an.MM.ITrT): c'}*E:‘:/: 200 § 76

(Signature & Date) Quality Assurance/(Moanuck/aata) oﬁecnequmnKahédTBa‘.j 7 7

Release by/Buinywero Deputy Qualified Person/: y 7’,/ /,/ 28 .O 3 ["'\
(Signature & Date)/(Mopnucs/pata) Macarena Gonzalez 'd //”

Manufacturing Site/lpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. Pagelctp. 2 /5



{f\\) LABORATORIOS LICONSA, S.A.
&/ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
o~ Azuqueca de Henares, Guadalajara, 19200, Espaia

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

CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC90987 Data npouseoactea 04.2025 Fopen oo 03.2027
TEST /| TECT REQUIREMENT / CMEUAPUKALIUA RESULT / PE3YNIBTAT
IMPURITY F not more than 0.2 %
Mpumecs 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
Mobas eguHUYHan He 6onee 0,2 % <0,1 %

HeugeHTUhULMPOBaHHAsA NpUMeCh

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecen He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTBetcTBUM ¢ H. Conform / CooTBeTCcTRYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C. -

SHELF-LIFE 2 years

CPOKIrOAHOCTHU 2 ropa. -

Approval date (dd.mm.yyyy)/aaTa ofo6peHus (Aa.MM.Frir): = 7%‘ S D &
) . 2R 05295
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneveHusikadecTsa: //

Release by/Buinyuero Deputy Qualified Person/: ///%
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez A /

- — - R
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-7\ LABORATORIOS LICONSA, S.A.
(\ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

C H E mo 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
nPoayYKT OMES3 kancyrnbl kuwe4yHopacTBopUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC90987 Data npoussoactea 04.2025 Fopen no 03.2027

TEST /| TECT REQUIREMENT / CMIELW®UKALIUA RESULT / PE3VYIIbTAT
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.
YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conform / CooTBeTCcTBYET

antoMuHueBon onbru.

Mo 2 unu 20 6nucTtepoB no 5 kancyn Bmecte

C UHCTpYKLUMeii No MeAULIMHCKOMY NpUMeHeHUIo

B NayKy KapTOHHY0 C KOHTponeM fnepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nucTteponB no 6 kancyn BMecTe

C UHCTpYKLUUEN No MeAULIMHCKOMY NMpUMeHeHUIo

B NayKy KapTOHHY0 C KOHTPONneM nepBoro

BCKpbITUA (Nepdopauus).

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

Karcyn BMecTe C MHCTpyKUuen no

MeOULMHCKOMY NPpUMeHEeHUIo B Na4Ky

KapTOHHYH C KOHTPOIeM MNepBOro BCKPbITUSA

(nepdopanus).

Mo 10, 14 unu 15 kancyn 8 NBX-N3-NBAOX/

AnioMUHUeBLIN GnucTep.

Mo1,2,3,5,6,9 unu 10 6nucrepoB no

10 kancyn BMecTe ¢ MHCTPYKUMEeNR no

-
Approval date (dd.mm.yyyy)/nata ogobpenus (aa.MM.ITIT): 2

(Signature & Date) Quality Assurance/(IMoanucek/nata) oGecne%HMﬂKaHemeg
Release by/BeinyweHo Deputy Qualified Person/: /7/,/
(Signature & Date)/(Moanuck/pata) Macarena Gonzalez / /

Manufacturing Site/lNpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A.
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{;‘Q\) LABORATORIOS LICONSA, S.A.

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

Azuqueca de Henares, Guadalajara, 19200, Espaia

CH EI ' '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 OME3 kancynbl kuwevyHopacTBopuUMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC90987 Dara npouseoactea 04.2025 lFopeH no 03.2027

TEST / TECT REQUIREMENT / CTTEIM®UKALIAA RESULT / PESYNIBTAT

MeAULIMHCKOMY NMPUMEHEHUIO B NayKy
KapTOHHYIO C KOHTPOIEeM NepBOro BCKPLITUA
(nepdcopauus).

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

Karncyn BMecTe C MHCTpyKLUUeii no
MeAULIMHCKOMY NpUMeHEeHUIO B Nayky
KapTOHHYH C KOHTponeM NepBoro BCKpbITUSA
(nepchopauus).

Mo 2 6nucrepa no 15 kancyn BmecTe €
MHCTPYKLMel No MeAULIMHCKOMY NPpUMEHEeHUIo B
nayky KapTOHHYIO.

Analysis performed according ND

J1N-Ne(005063)-(PI-RU)-080824

Ananua npoeegeH no HO -
IN-Ne(005063)-(Pr-RU)-080824

Notes / HabntoaeHus
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 6nuUcTep U3 antoMUHUEBOIA ONbIU.
Mo 5 6nuctepoB no 6 karcysn BMecTe ¢ UHCTPYKLMEN Mo NPUMEHEHUI0 B NaYyKy KapTOHHYIO.

L
S D
Approval date (dd.mm.yyyy)/nata ogobperus (ag.Mm.rrrr): { 28092 s )
. . Ol D
(Signature & Date) Quality Assurance/(lMoanuck/naTa) obecneyeHuskadecTsa: //// oS Z 5
Release by/BrinyweHo Deputy Qualified Person/: // / Z >§ S
. ; 777 Z
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez Ve Z

Manufacturing Site/MpouaBoacTeeHHas nnolazaka: Laboratorios Liconsa, S.A. =
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f"\\) LABORATORIOS LICONSA, S.A.
(\\_/4‘ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaina

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 : J1M-NO(005063)-(PI"'-RU)
CEPUA : LC90987 Data npoussoactea : 04/2025

BATCH MANUFACTURING DATE

lMonen oo : 03/2027 Pazmep cepun : 354.816 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum 51 noaTBepxaalo, YTo AaHHas UHOpMaLUA sIBMsieTcsA [4OCTOBepHON U TouHo. [laHHas napTua npoaykTa
6bina nponsBeaeHa, BKIHOYas ynakoBKY/MapKMPOBKY U KOHTPONb KauyecTBa, Ha yKazaHHOM HUXe y4yacTke (y4acTkax)
B NOMHOM COOTBeTCTBUMU C Tpe6oBaHuAMU GMP MecTHOro perynupyiollero opraHa, cneumdukauusiMy B paspeLueHmm
Ha MapKeTUHI CTpaHbI-MMMNoOpTEpPa U TEXHUYECKUMU cormnalieHUsIMU, KOTopbie MOTyT 6bITh 3aKMoYeHbl, UNu dannom
cneuudUkaLumu npopykTa ana UccnenyeMbix nekapcTBEHHLIX CPEeAcTR.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTum 661Ny npoeepeHbl U NPU3HaHbl COOTBETCTRYHOLWUMU Tpe6oBaHUAM
GMP.

MapTusa 6bina npousseneHa B llabopatopuoc JlukoHca SA., a TaM, rge NpMMeHMMO MUKpoBUuorioruyeckoe
uccrnepoBaHue,
OHo npoBoauTtcs B JllabopaTtopuu uesapHe 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.

Mopnuck n gata / Signature&ljéte: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



