CHEMO

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
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OME3 kancynbl kuiweyHopacTtBopuMblie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86386 fOara npouseoactea 08.2024  Iopgex no 07.2026
TEST / TECT REQUIREMENT / CMIELIU®UKALIASA RESULT / PE3YNIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OINMUCAHUE TeeppAble XenaTuHoBbIe Karncynbl pasmepa N°4, Conform / CooTBeTCTBYET

C KpbIlLEYKoN CUHero LiBeTa U KOprnycoMm
6enoro LBeTa, coaepxalime cepuyeckue
rpaHynk! oT 6enoro Ao no4TH 6enoro ¢
XenToBaTbIM 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.

OAHOPOAHOCTb JO3UPOBAHUS (AV)

3HauveHue AV, paccuuTtaHHoe ans 10 kancyn,

12,6

AOMKHO 6bITb He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,
LOMKHO 6bITh He 6onee 15,0 % u copepxaHue
oMenpa3sona HuU B OAHOI Karncyrne He AOMKHO
BbIX0AUTb 3a npegenb! 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).

NOANMHHOCTh (B3XX)

BpeMsi yAepX1BaHUsi OCHOBHOFO

Conform / CooTBeTCcTBYET

NnUKa Ha XpomaTtorpammMe UcnbiTtyemoro
pacTBopa AOMKHO COOTBETCTBOBAaTb

BpeMeHU yAepXUBaHUsi OCHOBHOrO nukKa
Ha XpomarorpaMMe cTaHAapTHOro pacrteopa
(paspen «KonuyecteseHHOe onpeaeneHuey).

A\~

1S
Approval date (dd.mm.yyyy)/nata opo6peHus (aa.MM.rrrr):

(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneveHusikadecTsa:

Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(lMopnucs/pata) Macarena Gonzalez

Manufacturing Site/lMpoussogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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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
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl kKuiieyHopacTeopumble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86386 Nara npoussoactea 08.2024  Topen no 07.2026

TEST /| TECT REQUIREMENT / CNELA®UKALIAA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NnoANUHHOCTb 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 nornolleHusi 0CHOBHOrO Nuka,
CHATbIA NpU XpomaTorpadupoBaHuu
UCMNbITYyeMOro pacTBopa, AomkeH
COOTBeTCTBOBaTL Y®-cneKTpy normoieHus
OCHOBHOTO MUKa, CHATOMY Nnpu
XpomatorpadupoBaHuy CTaHAAPTHOrO
pacTtBopa (pasgen «KonuyecteeHHoe

Conform / CooTBeTcTBYeET

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

KOJIMYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBrieHHOro copepxXaHus 97,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE OMNPEAENEHUE
Mr/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,4 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asABneHHOro cogepxaHus 0%
C17H19N303S (omenpasona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 95 %
copepxanus C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHLIE NPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

OmMenpa3sona Kapbokcunar He 6onee 1,0 % <0,1 %
c‘j ‘{

Approval date (dd.mm.yyyy)/aata ono6peHus (A4.MM.ITrr): o g

(Signature & Date) Quality Assurance/(Moanucy/aaTa) obecneveHusikadectsa: /) 2 |9 ") 1|

Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez 9 A
Manufacturing Site/lpou3ssoacTeeHHas nrolaaka: Laboratorios Liconsa, S.A. | U \§

Page/ctp.2/5




( ) LABORATORIOS LICONSA, S.A.

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

C% H E Fﬂ@ Phone: +34 949 34 97 00
l Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancyrnbl KuweyHopacTtBopumbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86386 Oara npoussoactea 08.2024  Topen no 07.2026
TEST / TECT REQUIREMENT / CNELIU®PUKALIUA RESULT / PE3YINIbTAT
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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMiobas eguHUyHan He 6onee 0,2 % <0,1 %
HeuaeHTUdMUUPOBaHHas NpuMech
TOTAL IMPURITIES not more than 2.0 %
CymMmma npumecei He 6onee 2,0 % <0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtsetcTBuM ¢ HA. Conform /| CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6peHus (Aa.MM.ITT):

(Signature & Date) Quality Assurance/(lMognucs/aara) oGecnequMﬂKaqecma J

Release by/BoinywieHo Deputy Qualified Person/: " \\!‘
M\

(Signature & Date)/(Mopnucek/nata) Macarena Gonzalez ‘\, B ;U, A LA

Manufacturing Site/lpouasoacTBeHHas nnolaaka: Laboratorios Liconsa, S.A.
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("\\) LABORATORIOS LICONSA, S.A.
(\\{ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

(“*‘m ;a E’j ETE C) Phone: +34 949 34 97 00
et | | s Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC86386 Oara npousBoactea 08.2024 FopeH no 07.2026

TEST /| TECT REQUIREMENT / CNELUA®PUKALUA 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.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep u3 Conform / CooTBeTCcTBYeET

antoMuHueBol onbru.

Mo 2 unu 20 6nucTtepoB no 5 kancyn BMecTe

C UHCTpYKUUel Mo MeAULIUHCKOMY NPUMEHeHUo

B MaYKy KAPTOHHYIO C KOHTpPOJeM NnepBoro

BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nuctepoB no 6 kancyn BMmecTe

C MHCTPYKUMel No MegULIMHCKOMY NPUMEHEHUIo

B MayKy KAPTOHHYIO C KOHTPOIEM NepBoro

BCKpbITUA (Nepdopauus).

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

Karcysn BMecTe C UHCTPYKLUel no

MeAULMHCKOMY NMPUMEHEHUIO B MauKy

KapTOHHYHO C KOHTPOIIEM NEepPBOro BCKPbITUS'

(nepdropauus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBAX/

AntoMUHUEBBI 6nucTtep.

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

10 kancyn BMecTe C UHCTPYKUMEN N0
/7 N\

/ \
Approval date (dd.mm.yyyy)/aata ogobpeHus (on.MM.ITrT): ( / X
(Signature & Date) Quality Assurance/(lNoanuck/aarta) obecneyeHusikadyecTsa:
Release by/Brinyuieno Deputy Qualified Person/: Q |l
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) LABORATORIOS LICONSA, S.A.
(\\g Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

(:\ H E m @ Phone: +34 949 34 97 00
-4 = . Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayktT OME3 kancynbl KMwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4 LC86386 Daranpoussoacrea 08.2024 Tonen oo 07.2026
TEST /| TECT REQUIREMENT / CMIELUU®OUKALIUA RESULT / PE3YJIBTAT

MeaULIMHCKOMY NMPUMEHEHUIo B NayKy
KapTOHHY0 C KOHTPOJIeM MepBOro BCKPbITUS
(nepchopauus).

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

Kancyn BMecTe ¢ UHCTPYKLUeN no
MeaULIMHCKOMY NMpUMeHeHUIo B NayKy
KapTOHHYH0 C KOHTpOreM MepBoro BCKPbITUSI
(nepdropauus).

Mo 2 6nucrepa no 15 kancyn BMecTe ¢
MHCTPYKUUEN No MeAULIMHCKOMY NPUMEHEHUIO B
nayKy KapTOHHYHO.

Analysis performed according ND Ne:
1N-Ne(005063)-(PIr-RU)-020424
Ananus nposegeH no HM Ne:
JIM-Ng(005063)-(Pr-RU)-020424

Notes / HaGnoaeHusA
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 6nucTep U3 anlOMUHUEBO dronbriu.
Mo 5 6nucrepoB no 6 Kancyn BMecTe ¢ UHCTPYKLUUElN NO NPUMEHEHUIO B NaYKy KapTOHHYH).

Approval date (dd.mm.yyyy)/nata onobpeHus (An.MM.ITTT):

(Signature & Date) Quality Assurance/(IMoanuck/aata) obecreyeHusikadecTsa: NN
Release by/Brinyuieno Deputy Qualified Person/: ‘ A i,
(Signature & Date)/(Moanuce/aarta) Macarena Gonzélez ‘” {\} i}({};’

Manufacturing Site/lMpou3sBoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo 7, Pol. Ind. Miralcampo,

,’\\) LABORATORIOS LICONSA, S.A.
\J

Azuqueca de Henares, Guadalajara, 19200, Espafia

@ H Ef‘ n“‘ (} Phone: +34 949 34 97 00
= Fax: +34 949 26 68 37

PaspewieHue Ha BbiNycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuie4yHopacTBopuMblie 20 mMr

PRODUCT

Kond: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JTM-NO(005063)-(PI"'-RU)
CEPUS : LC86386 Data npouseoactea : 08/2024

BATCH MANUFACTURING DATE

lopen no : 07/2026 Paamep cepuu : 41.040 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosium st noATBepXAalo, YTO AaHHas UHMOPMaLUs siBrisieTCs AOCTOBEPHON U TOUHOM. [laHHas napTusi npoayKTa
6bina npou3sBefeHa, BKMIOYas yNakoBKY/MapKMPOBKY M KOHTPOXb KauecTBa, Ha YKa3aHHOM HuXe yyacTke (yyacTkax)
B NMOMHOM COOTBETCTBUM C TpeGosaHusiMu GMP MecTHOro perynupytollero opraHa, creumdukauumsimm B paspeLueHuu
Ha MapKeTUHT CTPaHbI-UMMOpPTEPa U TeXHUYECKUMU COTMaLleHUsIMU, KOTOpkle MOTYT GbiTh 3aKMoUeHbl, unu (annom
cneuyudukauuu npogykrta ana UccneayeMeix nekapcTBEeHHbIX CPeAcTB.

3anucu no o6pa6oTke, ynakoBKe 1 aHanu3y NapTuu 6bINy NpoBepeHbl U NPU3HaHBLI COOTBETCTBYIOLMMU TPe6oBaHUAM
GMP.

MapTus 66Ina nponsseneHa B flaboparopuoc fukoHca SA., a Tam, rae NPMMEHMMO MUKpoburosnoruyeckoe
uccnepoBaHue,
oHo npoBoauTcs B JllabopaTopuu ueBapHe 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.

y

\ l 2 | o
Moanuck u pata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucrpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HV1/19



