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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
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
nPoAOyYKT OME3 kancynbl KMwe4yHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC80045 Oara npouseopctea 12.2023  rlopen po 11.2025
TEST / TECT REQUIREMENT / CNELIM®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 TBepAbie XenaTWHOBLIe Kancynbl pasMepa N°4, Conform / CooTBeTCTBYET

C KpbILEYKoW CUHEro LBeTa U Kopnycom
6enoro uBeTa, cogepialliue ccpepuyeckue
rpaHynbl oT 6enoro fo no4Tu 6enoro ¢
enToBaTbiM OTTEHKOM LBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

O[JHOPOOHOCTb JO3UPOBAHUA (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.

3HaveHue AV, paccuutanHoe ans 10 kancyn, 10,6
OOMmKHO BbITh He Gonee 15,0 %.

3HayeHue AV, paccuuTtaHHoe gnsa 30 kancyn,
[ONKHO BbITk He Gonee 15,0 % u cogepxaHue
OMEenpa3ona HU B OQHOW Kancyrne He OOMKHO
BbIXOOWTL 3a npegenbl 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

MOANUHHOCTh (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).

Bpema yaepuBaHuUa OCHOBHOro Conform / CooTBeTcTBYET
nuKa Ha XxpomarorpamMmMe UcnbITyeMoro

pacTBopa [ONXHO COOTBETCTBOBATh

BpeMeHU yAepKUBaHWA OCHOBHOrO NUKa

Ha XpoMaTorpamMme CTaHAapTHOro pacTeopa

(pasgen «KonuuecTeeHHOe onpeneneHunen).

Approval date (dd.mm.yyyy)/naTta ogobpenus (ag.mm.rrrr): 27.01.2024

(Signature & Date) Quality Assurance/(loanuce/nata) obecneyeHusikadecTea:

Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moagnuck/nata) Macarena Gonzalez

Manufacturing Site/lMpouasoncTeeHHasn nnowagka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
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 KMwWe4YyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80045 Oara npoussoactea 12.2023  Togen go 11.2025

TEST / TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD

detector)

NOANUHHOCTbL 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 nornoweHus 0CHOBHOIO NMUKa, Conform / CooTBeTcTBYET
CHATbLIW Npu XpomartorpadpupoBaHum
UCMLITYEMOro pacTsopa, AomKeH
COOTBETCTBOBaTL Y®-CNEeKTPY NOrnoweHus
OCHOBHOTO NKKa, CHATOMY NMpu
XpomMaTtorpadupoBaHumM CTaHOAPTHOrO
pacteopa (pazgen «KonuyecTBeHHoe
onpepgeneHuen)

WATER Not more than 5.0 %.
BOOA He G6onee 5,0 % 2,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asBNeHHOro copepXaHus 100,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEAENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,2 mr/kan

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE OMPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna Conform / CooTBetcTBYET

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 2asBneHHoro cogepaHus 0%
C17H19N303S (omenpasona)

yepes 120 muH

DISSOLUTION BUFFER STAGE

PACTBOPEHWUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3anaBneHHOro 97 %
cogepxanua C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POLOCTBEHHbLIE NPUMECH

Conform / CooTBeTcTBYET

Approval date (dd.mm.yyyy)/aata ogobpenus (og.mm.rrrr): 27.01.2024 [ N/

(Signature & Date) Quality Assurance/(lMoanvck/aaTa) obecneyeHusKavecTsa: o 4
Release by/BeinyweHo Deputy Qualified Person!/:

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

Manufacturing Site/Mpov3sopcTeeHHan nnowaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
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
nPoayYKT OMES kancynbl KuweYyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80045 Nara npouszsoactea 12.2023 Nopex oo 11.2025
TEST / TECT REQUIREMENT / CNIELM®UKALIUA RESULT / PE3YNbTAT
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpazona kapbokcunar He 6onee 1,0 % <0,1 %
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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Nwban eguHUYHan He 6onee 0,2 % 0,1%
HeuageHTUULUPORAHHAsA NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumMecei He Bonee 2,0 % 0,1 %
TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g
(TAMC)
Obuwee Yucno asapobHbIX He 6onee 1000 KOE/r <10 CFUIr
MUKPOOPraHU3MOB
TOTAL COMBINED YEASTS/MOULDS NMT 1042 CFU/g
COUNT(TYMC)
0O6Lee YUCNO OPOHIKEBLIX U NIECHEBLIX He 6onee 100 KOE/r <10 CFUIr

rpubos

Escherichia coli
Escherichia coli

Absencelg
OtcytctBue B 11

Conform / CooTBeTcTBYET

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBUM ¢ HA. Conform / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Bobiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata ogobperus (ao.mm.rrrr): 27.01.2024
(Signature & Date) Quality Assurance/(lMoanuce/aarta) oGecneyeHuakavyecTea:

Release by/BrinylieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nara) Macarena Gonzalez
Manufacturing Site/llpou3sogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiial/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CHEMO

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbl kuweyHopacTBopumMbie 20 Mr

CODE

Kkon 231903

BATCH

CEPUSA LC80045

Manufacturing Date:
Hara npouzeopctea 12.2023

Expire Date:
Fopgen no 11.2025

TEST / TECT

REQUIREMENT / CMIELIU®UKALIUA

RESULT / PE3YNLTAT

PACKAGE 5, 6 or 7 capsules in

foil blister.

carton.

in a carton.

10 or 14 capsules in
blister.

capsules each and a

leaflet in a carton.

in a carton.
YMNAKOBKA

KapTOHHYO.

KapTOHHYH.

Mo 5, 6 unu 7 kancyn B 6nucTep U3
antoMuHueBol donbru

Mo 2 unu 20 6nucTtepoB no 5 kancyn BmecTe
C MHCTPYKUMEH No NMPpYMeHeHUK B NMaYky

an aluminum

2 or 20 blisters of 5 capsules each and
a patient information leaflet in a

5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet

PVC-PE-PVDC/AI

1, 2,3, 5, 6,9 or 10 blisters of 10

patient information

1, 2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet

Conform / CooTBeTcTBYET

Mo 5 unu 10 6nucTtepor no 6 kancyn BMecTe
C MHCTPYKUUEl No NPUMEHEHUIO B NaYKy

Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Karncyn BMecTe ¢ MHCTPYKLUUWei no
NpUMEHEHWIO B NavKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NBOX/
ArnoMuHWeBLIR BnucTep.

Mo1, 23,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C MUHCTPYKUUEN no
NPUMEHEHUIO B MAYKY KapPTOHHYHO.

Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ MHCTPYKLMel no
NPUMEHEHUIO B NaYKy KAPTOHHYH).

Analysis performed according ND
nn-006953-180122

AHanua npoeeneH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (og.mm.rrrr): 27.01.2024
(Signature & Date) Quality Assurance/(Moanucs/naTa) obecneyeHuakadecTsa
Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/aaTa) Macarena Gonzélez

Manufacturing Site/lNpouasoacteeHHas nnowagka: Laboratorios Liconsa, S.A.
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_“.//w LABORATORIOS LICONSA, S.A.
(&

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espanal/Spain

O _l_ mBO 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
nPOOAYKT OMES3 kancynbl Kuwe4yHopacTtBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUS LC80045 Darta npouaeopgctea 12.2023  Topen po 11.2025

TEST / TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YNILTAT

Notes / HabnogeHUnA
**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 antOMUHUERBON onbru.
Mo 5 6nucTtepos no 6 kKancyn BMecTe ¢ UHCTPYKLUUEN NO NPUMEHEHUIO B Navky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 27.01.2024 (% .
(Signature & Date) Quality Assurance/(Mognuce/naTa) obecneyeHUAKaYecTsa: .N J/(,.. \ r\ f\
Release by/Buinyuwerno Deputy Qualified Person/:

(Signature & Date)/(NMognuce/gaTa) Macarena Gonzalez \g\\ \. 2 -
Manufacturing Site/lpou3asogcTeeHHas nnowapka: Laboratorios Liconsa, S.A. s - = \hﬁ / \h\ Pagelctp.5/5
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N/N Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

O _l_ mgo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

MPOOYKT : OME3 kancynbl Kulle4yHopacTBopumMbie 20 Mmr

PRODUCT

Kopg: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1INM-006953
CEPUSA : LC80045 Oara npoussopgctea : 12/2023

BATCH MANUFACTURING DATE

Fopgen po : 11/2025 Paamep cepum : 100.489 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoswum s nogTRepXKAalo, 4To AaHHaA MHgopMauusa ABNAeTCA AOCTOBEPHOM U TOYHOW. [laHHas napTua npoaykTa
6bina npousBefeHa, BKIKYasa yNakoBKY/MapKUPOBKY U KOHTPONbL Ka4yecTBa, Ha yKa3aHHOM HUXe y4yacTke (y4acTkax)
B MNOITHOM COOTBETCTBUM ¢ TpeboBaHuaMU GMP mecTHoro perynupyollero opraHa, cneyudpukaluaMm B paspelleHum
Ha MapKeTUHT CTPaHbLI-MMNopTepa U TEXHUYEeCKUMU cornalleHusaMu, KOTopbie MOTYT ObITh 3aKNOYeHbl, Unu tainom
cneuucukaumum npoaykra ana Wccnenyembix nekapcTBEHHLIX CpeAcTB.

3anucu no obpaboTke, ynakoBKe ¥ aHanu3y napTuu 661 NpoBepeHkl U NPU3HaHblI COOTBETCTBYHLUMMKU TpeGoBaHUAM
GMP.

MapTus 6bina npouzBeneHa B JlabopaTtopuoc Ilukornca SA., a Tam, rae npuMeHUMo MUKpobuonorvyeckoe
uccnegoBaHue,
oHo npoBoguTca B llabopaTtopuu 3ueBapHe 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.

Moanuck u pata / Signature&Date: Macarena Gonzalez

[ Deputy Qualified Person

PeructpaunoHHoe yaoctoeepeHiue / Manufacturing Authorization: 3414E
Homep INMuikoHca GMP / LICONSA GMP Number: ES/085HVI/19



