’“\) LABORATORIOS LICONSA, S.A.
( _) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H Em O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OMES3 kancynbl KulleyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUS LC84130 Data npoussoactea 06.2024  ropen no 05.2026
TEST / TECT REQUIREMENT / CMELUM®UKALIAA RESULT / PE3YINBTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBepable KenaTUHoOBLIE Kancynbl pazmepa N°4, Conforms / CooTBeTcTBYET
C KPbILIEYKOW CUHEro LBeTa U Koprnycom
6ernoro uBeTa, copepxaiiue cgepuyeckme
rpaHynbl oT 6enoro Ao no4ru 6enoro ¢
HenToBaTbIM OTTEHKOM LBEeTa.
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.
OOHOPOOHOCTE JO3WUPOBAHUA (AV) 3HayeHue AV, paccuutaHHoe ana 10 kancyn, 6,5

LOMKHO ObITk He Gonee 15,0 %.

3HayeHue AV, paccuyuTtaHHoe gna 30 kancyn,

LOMKHO 6LITL He 6onee 15,0 % u copepxaHue

OMenpa3ona HU B OJJHOW Kancyrne He [JOMMKHO

BbIXOAWUTL 3a npedensi 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).
MOANUHHOCTDL (B3XX) Bpems yaepXuBaHUA OCHOBHOTIo Conforms / CooTBeTCTRYET
nuKa Ha XpomarorpamMme UcrbITYeMoro
pacTBopa AoMKHO COOTBETCTBORATL
BpeMeHU yaepXXUBaHWA OCHOBHOrO NuKa
Ha XpomaTorpamme cTaHOapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOE onpegeneHuey).

Approval date (dd.mm.yyyy)/nata ogo6perus (ag.mm.rrrr): 12.07.2024 7
(Signature & Date) Quality Assurance/(lNognuck/gaTa) obecnevenunxadectea: P A2

Release by/Beinywexo Deputy Qualified Person/: ‘/ ":"
(Signature & Date)/(Mognuck/pata) Macarena Gonzalez s f‘ uf’,‘,{, [0 ) qe(
Manufacturing Site/[MpouasoacTeerHas nnowagka: Laboratorios Liconsa, S.A. L / ~ Pageletp. 1/5



CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OMES3 kancynbl KuwevyHopacTteopumble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC84130 Nara npoussoacrea 06.2024 Fopen oo 05.2026

TEST / TECT REQUIREMENT / CNEUN®UKALIAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANUMHHOCTE 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®-cneKTp nornoLieHus oCHOBHOro fnuka, Conforms / CooTBeTcTBYET
CHATBLIW NpU XpomarorpaduposaHun
UCMbITYEMOTO pacTBOpa, JOMKEH
COOTBETCTBOBaThL Y®-cneKkTpy nornoweHus
OCHOBHOrO NUKa, CHATOMY Npu
XpomMaTorpathupoBaHuy CTaH4apTHOTO
pacTeopa (pasaen «KonuyecTBeHHOE
onpegerneHuey)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 23%

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE ONPEQENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro copepXaHus 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEOENEHUE
MI/KANCYNA

19.0 mglcapsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap [ M[/KATCYINA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % ot 2aaBneHHOro cogepxaHus 0%
C17H19N303S (omenpasona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydhepHan ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3asBneHHOro 103 %
cogepxanus C17H19N303S (omenpa3ona)

yepe3 30 MuH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpazona kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1%

Approval date (dd.mm.yyyy)/aara onobperus (ga.Mm.rrrr): 12.07.2024

(Signature & Date) Quality Assurance/(lNognuck/gaTa) obecrievenuakayecrtea:
Release by/BeinywweHo Deputy Qualified Person/: A : =
(Signature & Date)/(Moanuce/nara) Macarena Gonzalez Yo tM 1o oAN
Manufacturing Site/Mpowv3sofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. N
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,?\\) LABORATORIOS LICONSA, S.A.
( \5) Avda. Miralecampo, N° 7, Pol. Ind. Miralcampo

C 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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 OME3 kancynbl KMwe4yHopacTeopuMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84130 Data npoussoacrea 06.2024  Topewn po 05.2026
TEST / TECT REQUIREMENT / CMELA®UKALINA RESULT / PE3YINILTAT
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
Nioban eguHUYHan He Gonee 0,2 % <0,1 %
HeuaeHTU(pUUMPOBaHHAaA NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMmMa npumeceit He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBetcTBUMM ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TeMnepatype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOKIrogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6penus (oa.mm.rrrr): 12.07.2024

(Signature & Date) Quality Assurance/(IMoanuck/nata) obecnedeHuakadectea: jif .09 . 1
Release by/BeinyweHo Deputy Qualified Person/: /‘
(Signature & Date)/(Mognuck/naTa) Macarena Gonzélez E: A N Z.i‘ili
Manufacturing Site/lMpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Z \ Pagelctp. 3/5
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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 AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuiwe4yHopacTtBopuMbie 20 Mr

CODE
Kono 231903

BATCH
CEPUS  LC84130

Manufacturing Date:
Dara npouzsoactea 06.2024

Expire Date:
Nopen no 05.2026

TEST / TECT

REQUIREMENT / CMELUM®UKALINA

RESULT / PE3YINILTAT

PACKAGE

YNAKOBKA

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.

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

in a carton.

10 or 14 capsules in PVC-PE-PVDC/AI
blister.

1,2, 3, 5, 6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.

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

in a carton.

Mo 5, 6 unu 7 kancyn B 6nuctep U3
anoMuUHUeBoW gonbru

Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C UHCTPYKUMKEN MO NPUMEHEHUIO B NaYKy
KapTOHHYIO.

Mo 5 unu 10 6nuctepos no 6 kancyn BmecTe
C UHCTPYKUUEl Mo NPUMEHEHWUIO B Nayky
KapTOHHYIO.

Mo 1, 2, 4,8 unu 14 6nuctepor no 7
Kancyn BMecTe C UHCTPYKUUen no
NPUMeHeHUK B NavKy KapTOHHYO.

Mo 10 unu 14 kancyn B MNBX-N3-NBOX/
AnoMUHUeBLINA BnucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepos no
10 Kancyn BMecTe ¢ UHCTPYKUMWENA no
NPUMEHEHUIO B Na4Ky KapTOHHYIO.

Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe ¢ UHCTpYKLUUeii no
npyuMeHeHUo B naYvyky KapTOHHYH.

Conforms / CooTBeTCcTBYET

Analysis performed according ND
JM-006953-180122

AHanuz npoeepeH no HAO:
J1N-006953-180122

Approval date (dd.mm.yyyy)/nata ogobperus (aa.mm.rrrr): 12.07.2024
(Signature & Date) Quality Assurance/(Moanuck/gaTa) obecneyeHuskadectsa: / AP A J

Release by/Bbinywero Deputy Qualified Person/:

Fl
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez o Iﬁ W17 0l [
Manufacturing Site/lMpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. \ N \
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(C‘N) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl KMwe4yHopacTBopuMble 20 Mr

CODE

Koa 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC84130 Nara npouseoactea 06.2024  ropen no 05.2026

TEST / TECT REQUIREMENT / CNEUN®UKALIUA RESULT / PE3YNIbTAT

Notes / HabnoaeHus
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn 8 6nNUcTep U3 antOMUHUEBOM (onbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKLMEA No MpUMeHeHUIo B MaYvKy KapTOHHYH.

Approval date (dd.mm.yyyy)/nata onobpeHus (on.mm.rr): 12.07.2024

(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneverusikadectea: MY (4. o) 1y

Release by/Brinywero Deputy Qualified Person/: i A ‘

(Signature & Date)/(Moanuck/naTa) Macarena Gonzalez K {'-\' 1 iﬂ“ YR A A

Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. W TR Pagelctp. 5/5



(’7\) LABORATORIOS LICONSA, S.A.

k\?-/) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

Pa3peleHune Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl Kuwe4yHopacTeopumMmblie 20 Mmr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC84130 Data npoussoactea : 06/2024
BATCH MANUFACTURING DATE

lNopmen po : 05/2026 Pa3smep cepum : 363.024 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiumm 51 noaTBepKaalo, YTo fgaHHas MHdopMauus sBNseTcs AOCTORBEPHON U TOYHO. [laHHas napTus npoaykra
6kIna npovIBeAeHa, BKIIOYas YNaKoBKy/MapKUPOBKY U KOHTPONb Ka4yecTBa, Ha YKa3aHHOM Huke yJyacTke (y4yacTkax)
B MOMIHOM COOTBETCTBUM ¢ TpebGoBaHusmu GMP MecTHOro perynupylollero opraHa, cneyudukaLsaMu B paspelueHum
Ha MapKeTUHI CTPaHbI-UMINOPTEPa U TEXHUYECKUMU COrnalleHUsAMU, KOTopble MOTyT GbITh 3aKNKYeHkl, Unu dalinom
cneuudmkauum npogykTa ans Mcecnegyembix neKapcTBeHHbLIX CPeAcTR.

3anucu no o6paboTKe, yNnakoBKe U aHanuay napTuu 6bINU NpoBepeHbl U MPKU3HaHbl COOTBETCTBYHLWUMY TpeboBaHUAM
GMP.

MapTus 6bina npousBeaeHa B llabopaTtopuoc ukoHca SA., a Tam, rge NpUMeHUMO MUKpobuonoruyeckoe
uccrnefoBaHue,
oHo npoBoauTcs B Jlaboparopuu 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 imparting 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.

I\
by W0 (27

Moanuck u para / Signature&Date: Macarena Gonzélez
| Deputy Qualified Person

PeructpauuoHHoe yaoctosepenune / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



