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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 AHAIKU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 karncynbl kuwe4YHopacTBOpUMble 20 Mr

CODE
Kog 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC87166 Harta npoussogctea 10.2024 Fonex no 09.2026
TEST / TECT REQUIREMENT / CIIELIMGUKALIUSA 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 TBepAble XenaTUHOBbLIe Kancynbl pa3smepa N°4, Conform / CooTBeTcTRYET

C KpbILWEYKON CUHero LiBeTa U KOpnycoMm
6enoro uBeTa, cofepxaluue cepuyeckue
rpaHynbl oT 6enoro Ao noytu 6enoro ¢
XKenToBaTbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OAHOPOAHOCTb JO3UPOBAHMUS (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.

3HaueHue AV, paccumtaHHoe gns 10 Kancyn,
AOMKHO ObITh He Gonee 15,0 %.

3HaueHue AV, paccuutanHoe ans 30 Kancyn,
AOMKHO BbITb He Gonee 15,0 % u conepxaHue
omenpasorna Hu B ofiHON Karncyne He AOMKHO
BbIXoAuThb 3a npegensi 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

MOANMHHOCTh (B3XX)

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).

Bpems yaepxuBeaHus ocHOBHOro

NyKa Ha XpoMaTtorpaMmme UCMbITYyeMoro
pacTBopa [JOMKHO COOTBETCTROBATL
BpeMeHU yaepXvUBaHWUA OCHOBHOrO NuKa

Ha XpomaTorpamme cTaHAapTHOro pacteopa
(pa3pen «KonuyecteeHHoe onpepeneHue»).

Conform / CooTeeTcTBYeT

Approval date (dd.mm.yyyy)/nata ogo6peHus (Ao.mm.rrrr): i 1qOI12S
(Signature & Date) Quality Assurance/(Moanucs/nata) obecreyeHusikadecTsa: M

Release by/BbinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez /(\/ 14 ol S
Manufacturing Site/MpouasoacTeeHHas nnolagaka: Laboratorios Liconsa, S.A. v
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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 AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE

koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87166 Oarta npoussogctea 10.2024 Fogen no 09.2026

TEST / TECT REQUIREMENT / CNELIM®UKALINA RESULT / PE3VIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTb B3XX (DAD aetekTop)

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 nornoLeHnsi OCHOBHOrO MuKa,
CHATBIA NpU XpoMartorpacupoBaHum
UCNbITYeMOro pacTBopa, fOMKeH
COOTBETCTBORATh Y®-cneKTpy nornoweHus
OCHOBHOFO NUKa, CHATOMY Npu
XpomaTorpacmpoBaHUM CTaHAAapPTHOroO
pacTtBopa (pa3gen «KonuyecteeHHoe
ornpepeneHue»)

Conform / CooTBeTcTBYET

WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONMPEQENEHUE 95,0 - 105,0 % ot 3asiBneHHOro coaepxaHus 102,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUYECTBEHHOE ONMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,5 mr/kan
MI/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHas ctanus) He 6onee 10 % oT 3asiBneHHOro cogepxaHus 0%
C17H19N303S (omenpa3zona)
Yepe3 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) ot 3asiBneHHOro 101 %
copnepxanus C17H19N303S (omenpasona)
Yyepe3 30 MUH.
RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECHU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
He 6onee 1,0 % <0,1 %

Owmenpa3ona kap6okcunar

Approval date (dd.mm.yyyy)/nata ono6peHus (o4.MM.rrrr):

(Signature & Date) Quality Assurance/(Moanuce/aata) obecrevyeHusikadecTsa:

Release by/BeinyueHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/narta) Macarena Gonzélez

Manufacturing Site/MpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

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

f,::\\) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAITUA3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC87166 Oara npoussoactea 10.2024 Fopen oo 09.2026
TEST/ TECT REQUIREMENT / CNIEL{UGUKALINA RESULT / PE3YNLTAT
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 equHuyHasn He Gonee 0,2 % <0,1 %

HeuaeHTUdULMpOoBaHHas NpUMeCh

TOTAL IMPURITIES not more than 2.0 %

CymMa npumeceit He 6onee 2,0 % 0,1 %
LABELING According to ND

MAPKUPOBKA B cootBetcTBUMU ¢ H[. Conform / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaTtype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.MM.ITIT): MM 14.002S
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHusikayecTsa:

Release by/BrinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez J [( 0 / Z ‘)\

Manufacturing Site/MponasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 3/5



{,’:\) LABORATORIOS LICONSA, S.A.
(\\{ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

CH Emo 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 kMwe4YHopacTBOpUMbIe 20 Mr

CODE

Koq 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC87166 Dara npoussoactea 10.2024  ropen no 09.2026

TEST / TECT REQUIREMENT / CNIELIM®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.
YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conform / CooTBeTCTBYET

anoMuHueBol honbru.

Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe

C UHCTpyKUMel No MeAULIMHCKOMY NPpUMeHEeHUIo

B NayKy KapTOHHYIO C KOHTPOIeM NnepBoro

BCKpLITUA (Mepdopauus).

Mo 5 unu 10 6nucTepoB no 6 kancyn BMecTe

C MHCTpYKUMel No MeAULMHCKOMY NpUMeHeHUo

B NayKy KapTOHHYIO C KOHTPONEM NepBoro

BCKpbITUA (Nepdopauus).

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

Karncyn BMecTe ¢ MHCTpYKLMeli no

MeAULMHCKOMY NPUMEHEeHUI0 B NauKy

KapTOHHYI0 C KOHTPONEeM NepBoOro BCKPbITUA

(nepdopauus).

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

AntoMuHUeBbI 6nucTep.

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

10 kancyn RMecTe ¢ UHCTPYKLMEN No

Approval date (dd.mm.yyyy)/aaTta ogobperus (A4.MM.ITIT):

(Signature & Date) Quality Assurance/(Moanucek/aata) obecneyeHusikadecTsa:
Release by/BuinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/gata) Macarena Gonzalez [Q O/ Z )’

Manufacturing Site/[pou3ssoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaina
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 OMES kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC87166 Oara npoussoactea 10.2024  Tonex oo 09.2026

TEST / TECT REQUIREMENT / CTIELUM®PUKALINA RESULT / PE3YIIbTAT

MeAULIMHCKOMY NMPUMEHEHUIO B NaYKy
KapTOHHYIO C KOHTPOIEeM NepBoro BCKPbLITUA
(nepcpopauus).

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

Karcyn BMecTe C UHCTpyKUuel no
MeAULIMHCKOMY NMpUMeEHEeHUIo B NaykKy
KapTOHHYI0 C KOHTPOMEM NepBoro BCKpbITUS
(nepdopauus).

Mo 2 6nucrepa no 15 kancyn BMecTe ¢
MHCTPYKUMEl No MeaULUHCKOMY NPUMEHEHUIO B
NnayKy KapTOHHYHO.

Analysis performed according ND Ne:
JM-Ne(005063)-(PI'-RU)-020424
Ananu3s nposegeH no HM Ne:
JM-Ne(005063)-(PIr-RU)-020424

Notes / HabntogeHus
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 antOMUHUEBON (PONbLIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKLMEH No NPUMEHEHUIO B NMaYKy KAPTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogo6pexus (oa.MM.ITIT):
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneyeHusikadecTsa:

Release by/Boinywero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez } 7) ’ l, 01 > >’—
/

Manufacturing Site/lpouasofcTBeHHas nnowaaka: Laboratorios Liconsa, S.A.
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g’;\\) LABORATORIOS LICONSA, S.A.
(\\JJ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

Pa3pelieHune Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuleyHopacTBopuMble 20 Mr

PRODUCT

Kopa : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-NO(005063)-(P-RU)
CEPUA : LC87166 Data npoussogctea : 10/2024

BATCH MANUFACTURING DATE

lNonen go : 09/2026 Pasmep cepum : 351.216 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosium 51 noaTBepxaalo, 4To AaHHas UHopMaLVs SBNSeTCS [4OCTOBepHOM U TouHOW. [laHHasa napTus npoAaykTa
6bina nponsBefeHa, BKNoYas ynakoBKy/MapKUPOBKY U KOHTPOInb KauecTBa, Ha yKkazaHHOM HUXe yyacTke (y4acTkax)
B MNOMTHOM COOTBETCTBUU ¢ Tpe6GoBaHUsAMU GMP MecTHOro perynupytoLlero opraHa, cneuudukaumsaMm B paspeLieHnu
Ha MapKeTUHI CTpaHbI-MMMopTepa U TeEXHUYEeCKUMU CornalleHUsIMU, KOTopbie MOTryT GbITh 3aKnkoYeHbl, Unu dainom
cneuudukauumu npoaykra ans UccnegyeMbix ekapcTBeHHbIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y NapTuu 6bLINU NpoBepeHbl U NPU3HaHbI COOTBETCTRYIOLMMU Tpe6GoBaHUAM
GMP.

MapTua 6bina npousBegeHa B JllabopaTopuoc JlukoHca SA., a TaM, rae NpUMeHUMO MUKpobUuornoruyeckoe
uccrefoBaHue,
oHo npoBoauTtcs B llabopaTtopuu JueBapHe 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.

/% kg

Moanuck u parta / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PeructpauuoHHoe ygoctoeepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19





