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

CH El I IO 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
nPoayYKT OMES3 kancynbl kuweyHopacTtBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC91185 DNara npouseogctea 04.2025 Fopen oo 03.2027
TEST / TECT REQUIREMENT / CNIELIU®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.
ONMUCAHUE TeepAble XenaTUHOBLIe Kancynbl pazMepa N°4, Conform / CooTBeTCTBYET
C KpbILLEeYKoW CUHero LiBeTa U Kopnycom
6ernoro UBeTa, coepxalyme cdpepuyeckmne
rpaHynsl ot 6enoro Ao noytu 6enoro c
KenToBaTbIM 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.
OQHOPOAHOCTb JO3UPOBAHMUA (AV) 3HayeHue AV, paccuutaHHoe ans 10 kancyn, 7,5

AOoMmKHo 6bITh He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe ansa 30 kancyn,

AoMmKHO 6bITh He 6onee 15,0 % v copepxaHue

oMenpa3sorna HU B OiHON Karncyrie He JOMKHO

BbLIXOAUTL 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).

NOANUHHOCTL (B3XX) Bpemsi ynepxvBaHUsi oCHOBHOro Conform / CooTBeTCcTBYeET
nu1ka Ha XxpomaTorpamme UcnbIiTyeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHUsi OCHOBHOrO Nuka
Ha XxpomaTorpamme CTaHAapTHOro pacTeopa
(pa3apen «KonuyecTBeHHOE onpeaAeneHuey).

Approval date (dd.mm.yyyy)/nata ono6peHus (M.MM.ITF(I';?{:/';";Q )OS 7 4
(Signature & Date) Quality Assurance/(lMoanucs/aata) 06{cnequM(n;<aqéCTBa:
Release by/BbinywieHo Deputy Qualified Person/:

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

Manufacturing Site/MpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

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

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
nPoaykT OMES3 kancyrnbl kuweyHopacTBopumMbie 20 Mr

CODE

kKon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC91185 Nata npouseoactea 04.2025 ropen go 03.2027

TEST / TECT REQUIREMENT / CNELUADPUKALIUA RESULT / PE3YNIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NoaNIMHHOCTbL 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®-cneKkTp nornoiieHUsi OCHOBHOrO NUKa,
CHATLIN NpU XpomaTorpacdupoBaHum
WCMbITYeMOro pacTBopa, AoMKeH
cooTBeTcTBOBaTh Y®-cneKTpy nornoweHus
OCHOBHOTO MNUKa, CHATOMY Npu
xpomarorpacupoBaHum cTaHAapTHOro
pacTtBopa (pa3aen «KonuuectseHHoe
onpepfeneHue)

Conform / CooTBeTCTBYeET

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,7%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE OMPEQENEHUE 95,0 - 105,0 % OT 3asiBNeHHOro copepxaHus 101,2 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mgl/capsule
KONUWYECTBEHHOE OMPEAENEHUE OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,2 mr/kan
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnotHas ctagus) He 6onee 10 % oT 3asBNeHHOro coaepxXaHua 0%
C17H19N303S (omenpa3ona)
yepe3s 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas cTagus) He menee 80 % (Q) ot 3asBneHHoOro 96 %
cofepxanus C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES
POOCTBEHHbIE MPUMECHK -
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kapbokcunat He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ofobpeHus (,IJ.u..Mlvl.rrrr):C }( }%(() <29
OS5 29

(Signature & Date) Quality Assurance/(Toanuck/aaTa) obecnevyeHuskaqecTsa:

Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzélez
Manufacturing Site/[TponasoacTBeHHas nnowjaaka: Laboratorios Liconsa, S.A.
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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

f':\\) LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES kancynbl kMwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC91185 Nata npoussoactea 04.2025 FopeH po 03.2027
TEST / TECT REQUIREMENT / CNIELlUOUKALIUA RESULT / PE3YINIBTAT
IMPURITY F not more than 0.2 %
MNpumecs 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
Mob6asa eauHU4Han He 6onee 0,2 % <0,1 %

HeupeHTUdULUPOBaHHas NpuMech

TOTAL IMPURITIES not more than 2.0 %
CyMMa npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBeTcTBUMMU Cc HA. Conform / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE lMpu TemnepaTtype He Bblwwe 25 °C. -
SHELF-LIFE 2 years
CPOK rOQHOCTHU 2 roaa. -
(\'TQ\ /‘:’ N
Approval date (dd.mm.yyyy)/aaTa ogobpenus (A4.MM.ITr): '(\-' 50 -

(Signature & Date) Quality Assurance/(Moanuck/aata) oBecnedeHUsikadecTaa: -

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

Manufacturing Site/[poussoacTeeHHas nnotaaka: Laboratorios Liconsa, S.A. Pagelctp. 3/5




y \) LABORATORIOS LICONSA, S.A.
\:) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
> Azuqueca de Henares, Guadalajara, 19200, Espaia

CH EI I IO 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
nPOOYKT OMES kancynbl kmwe4yHopacTBopuMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC91185 Data npouseoactea 04.2025 FopeH no 03.2027

TEST / TECT REQUIREMENT / CNIELIU®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.
YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep u3 Conform / CooTBeTCTBYET

antoMuHUeBoM ornbru.

Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe

C VIHCTpYKUMel No MeAULMHCKOMY NpUMeHeHMIo

B NayKy KapTOHHYI0 C KOHTponeM nepBoro

BCKpbITUA (NepcopaLus).

Mo 5 unu 10 6nucTeponr o 6 kancyn BMecTe

C VIHCTPYKUME No MeaULIMHCKOMY NPUMEHEHMIo

B Ma4yKy KapTOHHYI C KOHTPOIIEM NepBOro

BCKpbITUA (Nepcopauus).

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

Kancyn BMecTe C UHCTpyKuUMel no

MeAULMHCKOMY NMPpUMEHeHUI0 B NayKy

KapTOHHYI0 C KOHTPOINEeM NepBOro BCKPbLITUSA

(nepdopauus).

Mo 10, 14 unu 15 kancyn B NMBX-N3-NBOAX/

AntoMvHUEBBIA BriucTep.

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

10 kancyn BMecTe ¢ UHCTPYKIMEd No
Approval date (dd.mm.yyyy)/nata ogobpexus (AA.MM.ITrT): g/‘ff{/ .‘_“ —
(Signature & Date) Quality Assurance/(Moanuck/nata) obecneyeHusikadec 8"~
Release by/BeinywieHo Deputy Qualified Person/: //;
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez // 7
Manufacturing Site/[TpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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N LABORATORIOS LICONSA, S.A.
2

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAITU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OME3 kancynbl Kuwe4yHopacTBopUMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC91185 Dara npoussoactea 04.2025 FopeH no 03.2027

TEST / TECT REQUIREMENT / CNELIUDUKALIUA RESULT / PE3YINIBTAT

MeAULMHCKOMY NPUMEHEHUIO B NayKy
KapTOHHYIO C KOHTPOJieM NepBOro BCKPbITUA
(nepdopauus).

Mo1,2,3,4unn76nuctepor no 14

Karcyn BMecTe ¢ UHCTpYKUUel no
MeAULIMHCKOMY NPpUMEHEHUI0 B NayvKy
KapTOHHYI0 C KOHTpOneM NMepBOro BCKPbITUS
(nepchopauus).

Mo 2 6nucTtepa no 15 kancyn BMecTe C
VHCTpYKUUeii No MeAULMHCKOMY NPUMEHEHUIO B
nayKy KapTOHHYIO.

Analysis performed according ND

JM-Ne(005063)-(PT-RU)-080824

AHanus nposeneH no HA -
J1M-Ne(005063)-(Pr-RU)-080824

Notes / HabniogeHus
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 6nucTtep M3 antoMUHUEBON (hoNbru.
Mo 5 6nucTtepoR no 6 kancyn BMecTe ¢ MUHCTPYKLKER No NPUMEHEHUIO B NavKy KapTOHHYIO.

gl

Approval date (dd.mm.yyyy)/aata ongobpeHus (aa.MMm.rrrr): < /f‘ b, .
(Signature & Date) Quality Assurance/(Moanuck/nata) oﬁecnequMﬂKa\gegTaJa cs
Release by/BbinyweHo Deputy Qualified Person/:

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

Manufacturing Site/lMpouaeoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. P Pagelctp.5/5




LABORATORIOS LICONSA, S.A.

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

| N Fax: +34 949 26 68 37

PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OMES3 kancynbl Kuiwe4yHopacTBopumbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIIM-NO(005063)-(PI"'-RU)
CEPUA : LC91185 Darta npoussogctea : 04/2025

BATCH MANUFACTURING DATE

logen po : 03/2027 Pasmep cepuu : 311.040 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwmm st nogTBepxAalo, YTo faHHas nHgopMauus sIBNSeTCs AOCTOBEPHOI U TOYHON. [JaHHas napTus npoayKTa
6bina npousBeaeHa, BKNOYan ynakoBKY/MapKUpOBKY 1 KOHTPOIb Ka4yecTBa, Ha yKasaHHOM HUXe yyacTke (y4yacTkax)
B MOMHOM COOTBETCTBUM C TpeGoraHusiMu GMP MecTHOro perynupyioluero opraHa, cneuuduKaumamMmy B paspeLieHnm
Ha MapKeTUHr CTPaHbI-UMMOpTepa U TEXHUYECKUMU COrmalleHUsIMU, KOTOPble MOTYT BbITh 3aKntoyeHbl, Unu dainom
cneuundmkauum npoaykra ans Uccnenyembix nekapcTBeHHbIX CPEACTB.

3anucu no ob6paboTKe, ynakoBKe U aHaNU3y NapTUM GbINU NPOBePEeHbI U NMPU3HaHbI COOTBETCTBYIOLMMUN TPeGOBaHUAM
GMP.

MapTus 6bIna npousseaeHa B [laboparopuoc NukoHca SA., a Tam, rae NPUMEHUMO MUKpoGUornoruyeckoe
uccriefoBaHue,
OHo npoeoautcs B JlabopaTopuu JueBapHe 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.

,9/ \
P R j& 07 0515
Moanuck u para / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpauuonHoe ygoctosepenue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19





