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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAITUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuweyHopacTteopumbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86392 Nara npouseoactea 09.2024  ropen no 08.2026
TEST / TECT REQUIREMENT / CNELU®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 XenaTUHOBbIe Kancynbl pa3mepa N°4, Conform / CooTBeTCTBYET
C KpblLLEeYKol CUHero LiBeTa U Kopnycom
6enoro LBeTa, cogepxallue cepuyeckue
rpaHynbl oT 6enoro Ao noyTtu 6emnoro ¢
enToBaTbIM 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 NO3UPOBAHUS (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 11,0

[OMKHO GbITb He 6onee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ans 30 kancyn,

[OMKHO GbITh He 6onee 15,0 % u copepxaHue

omenpa3sorna HU B OAHOM Karcyrne He fOMKHO

BbIXOAUTb 3a npegensi 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).
NMOANMUHHOCTbD (B3XX) Bpems yaepXXvuBaHUsi OCHOBHOIO Conform / CooTBeTCcTBYET
nuKa Ha Xxpomartorpamme UCHbLITYEMOro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXuBaHUsi OCHOBHOrO nuKa
Ha XpoMaTorpamme cTaHAapTHOro pacteopa
(pasgen «KonuyectBeHHOE onpeaeneHuey).

Approval date (dd.mm.yyyy)/nata onobpeHusi (04.MM.IrrT):

(Signature & Date) Quality Assurance/(lMoanuck/nara) obecriedeHusikaqecTsa:
Release by/Bbinywerno Deputy Qualified Person/:

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

Manufacturing Site/MpoussoacTeeHHas nnotaaka: Laboratorios Liconsa, S.A. = ’ Pagelctp. 1/5
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES kancynbl KuweyHopacTBopumMble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86392 Nara npouseoactea 09.2024  Topen no 08.2026

TEST /| TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YJIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANIMHHOCTb B3XX (DAD peTtekTop) Y®-cneKTp normnoileHuss 0CHOBHOro nuka, Conform / CooTBeTcTBYeET
CHSAITbIW NpY XpomaTorpadupoBaHumn
MCNbITYeMOro pacTBopa, AomkKeH
cooTBeTCTBOBaTh Y®-creKkTpy normnoweHus
OCHOBHOTO MUKa, CHATOMY Nnpu
XpomaTorpadpupoBaHuy CTaHAAPTHOrO
pacTteopa (pasaen «KonuyecteeHHoe

onpepeneHue)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % oT 3anABneHHOro copepxaHus 99,0 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUWYECTBEHHOE OMPEQENEHUE OT 19,0 mr/kancyna po 21,0 mr/kancyna 19,8 mr/kan
MF/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctanus) He 6onee 10 % oT 3asaBneHHOro coaepxaHusi 2%
C17H19N303S (omenpa3sona)
yepe3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas craaus) He meHee 80 % (Q) ot 3asaBReHHOro 94 %

cogepxaHua C17H19N303S (omenpasona)
yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kapb6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogo6peHust (a.MM.ITrT). — 2 ENAN
(Signature & Date) Quality Assurance/(Moanuck/gata) obecneveHuskavecTsa:
Release by/BrinyweHo Deputy Qualified Person/: /;%
(Signature & Date)/(Moanuck/nara) Macarena Gonzalez

Manufacturing Site/MpoussoacTeeHHas 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
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancyrnbl Kuwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC86392 Dara npouseoacrea 09.2024 Nopen no 08.2026
TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YIIbTAT

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

Mo6as eguHuyHas He 6onee 0,2 % <0,1 %

HeuaeHTUULMPOBaHHas NPUMeCh

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUU ¢ H. Conform / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bblwwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.
\
Approval date (dd.mm.yyyy)/nata onobpeHus (oa.MM.ITrr): \,,,(» 2C ‘iv.;z,') S

(Signature & Date) Quality Assurance/(lMoanucb/gaTta) obecneveHusikayecTsa:

Release by/BuinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez
Manufacturing Site/[MpoussoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A.

Page/ctp. 3/5




P
{ \J
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 AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KuwevyHopacTBopuMblie 20 Mr

CODE
Kon 231903

BATCH
CEPUA

Manufacturing Date:
Hata npousBogcTBa

LC86392

Expire Date:

09.2024 Fonen no 08.2026

TEST/ TECT

REQUIREMENT / CNELIN®UKALIUA

RESULT / PE3YINbTAT

PACKAGE
blister.

5, 6 or 7 capsules in an aluminum foil

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 6nucrtep u3

Conform / CooTBeTcTBYET

antomMuHueBol onbru.

Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe

C UHCTpYKUUel No MeAULUHCKOMY MPUMEHEHUIO
B MayvKy KapTOHHYIO C KOHTpOIIEM NepBOro
BCKpbITUA (Nepdopauus).

Mo 5 unu 10 6nucrepoB no 6 kancyn BMecTe

C UHCTpYKUMEl No MeAULMHCKOMY MPUMEHEHUIO
B MayvKy KApPTOHHYIO C KOHTPONIeM NepBoro
BCKpbITUA (Nnepdgopauus).

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

Karncyrn BMecTe C UHCTPYKLUUel no
MeaULIMHCKOMY NPUMEHEHUI0 B MaYKy
KapTOHHYH0 C KOHTPOJIEM NepPBOro BCKPbITUS

(nepdopauus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBOX/
AnioMUHUEBBIN 6nUcTep.
Mo1,2,3,5, 6,9 unu 10 6nuctepoB no

10 xancyn BMecTe ¢ UHCTPYKLMed No

—
—

Approval date (dd.mm.yyyy)/nata onobpeHus (Aa.MM.Irrr): (
(Signature & Date) Quality Assurance/(Moanuck/aata) o6ecneyeHusikayecTaa;
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aata) Macarena Gonzélez

Manufacturing Site/lNpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl kMwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4 LC86392 Harta npoussogctea 09.2024 Fonen no 08.2026

TEST / TECT REQUIREMENT / CNHELUW®UKALIUA RESULT / PE3YINIbTAT

MeAULUHCKOMY NMPUMEHEHUIO B NaYvkKy

(nepdpopauus).

Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe ¢ MHCTPYKLUeil no
MeAULIMHCKOMY NMPUMeHeHUIo B NaykKy

(nepdhopauus).
Mo 2 6nucTtepa no 15 kancyn BMecTe ¢

nayky KapTOHHYIO.

KapTOHHYH C KOHTPONEM NepBOro BCKPbITUA

KapTOHHYIO C KOHTpONeM NepBoro BCKpbITUSA

MHCTpYKUUelh No MeAULIMHCKOMY NPUMEHEHUIO B

Analysis performed according ND
ITM-Ne(005063)-(Pr-RU)-080824
AHanus nposegeH no HL
JM-Ne(005063)-(Pr-RU)-080824

Notes / HabnogeHus
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 6GnucTep U3 antOMUHUEBO (hOnbru.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKLUEH MO NPUMEHEHUIO B NaYKy KAPTOHHYIO.

Approval date (dd.mm.yyyy)/nata ono6penus (aa.MM.ITrr): Tl
(Signature & Date) Quality Assurance/(Mognuck/nata) obecnedeHusikadyecTsa:

Release by/BbinywieHo Deputy Qualified Person/: //}7
(Signature & Date)/(lMopnuck/nata) Macarena Gonzalez

Manufacturing Site/[lpousBoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. ==
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Pa3peweHune Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4HopacTtesopumble 20 mMr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-NO(005063)-(PI'-RU)
CEPUA : LC86392 Nata npoussoactea : 09/2024

BATCH MANUFACTURING DATE

Fonen no : 08/2026 Pa3amep cepum : 129.888 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiluum st noaTBepXaalo, YTo AaHHas MHGOpMaLus SBMSIETCA AOCTOBEPHOI 1 TOYHON. [laHHasa napTusi npodyKTa
6bina npousBefeHa, BKMOYas ynakoBKY/MapKUPOBKY U KOHTPOIb KauyecTBa, Ha YKa3aHHOM HUXe yJacTke (yvacTkax)
B MOJTHOM COOTBETCTBUU ¢ Tpe6oBaHussMU GMP MecTHOro perynupyioliero opraHa, cneyvdukaumsimm B paspeLueHum
Ha MapKeTUHT CTPaHLI-MMMOPTepa U TEXHUYECKUMM COrnaLieHUsIMU, KOTOpble MOTYT GbITh 3aKoUeHbl, unu ainom
cneuudmkauum npoaykTa ana UccnegyeMbix neKapCTBEHHLIX CPeaCcTB.

3anucu no o6paboTKe, ynakoske U aHanu3y napTum Gbinu NPoBepeHbl U NPU3HaHbLI COOTBETCTBYHOLMUMM TPEGOBaHUSIM
GMP.

MapTus 6b1na nponsseaeHa B JlaGopaTtopuoc JlukoHca SA., a TaMm, rae NPMMEHMMO MUKpoBuonoruyeckoe
uccrenoBaHue,
OHo npoBoauTca B lla6opaTtopun dueBapHe 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.

Mopgnuck u pgara/ Sighature&Date: Macarena Gonzalez
| Deputy Qualified Person

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



