"‘\) LABORATORIOS LICONSA, S.A.
(\ 2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuweyHopacTteoprmble 40 mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC84551 DNara npoussonctea 07.2024  ropen go 06.2026
TEST / TECT REQUIREMENT / CNEUUADUKAL LA RESULT / PE3YINBLTAT
APPEARANCE Hard gelatin capsules No. 3 with white
cap and grey body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable enaTUHoOBLIe Kancynkl pasMepa Ne 3, Conforms / CooTBeTCTBYET
C Kpbllleykoii 6Genoro LBeTa U KoprycoMm
ceporo LBeTa, cogepialyue cepuyeckue
rpaHynkl or 6enoro Ao no4Ttu Genoro ¢
HenTtoeBarbiM OTTEHKOM LBeTa.
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.
OHOPOAHOCTL AO3UPOBAHUA (AV) 3HaueHue AV, paccuutanHoe ans 10 kancyn, 4,8

nomKHo 6bITh He 6onee 15,0 %.

3HaveHue AV, paccyuTtaHHoe ansa 30 kancyn,

LomKHO 6bITh He Gonee 15,0 % v cogepxaHue

OMEenpa3ona HY B OOHOW Kancyne He JOMKHO

BbIXOAMTH 3a npeaens! 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).
MOANMHHOCTL (B3XX) Bpems yaepXuBaHUsA OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha XpomarorpamMme UCNbITYeMoro
pacTBOpa AOMKHO COOTBETCTBOBaThb
BpeMeHW yAepKUBaHUA OCHOBHOTO NuKa
Ha XxpoMaTtorpamMme CTaHOapTHOro pacTeBopa
(pazpen «KonuuyecTBeHHoe onpeneneHues).

Approval date (dd.mm.yyyy)/nara onobpeHus (an.Mm.rrr):

(Signature & Date) Quality Assurance/(Mognuce/gara) obecneveHusikadectsa: ey v
Release by/Buinywexo Deputy Qualified Person/: o sy OF-Cd LY
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez /{/,//’ 7
Manufacturing Site/MNpouasogcTeenHas nnowaaka: Laboratorios Liconsa, S.A. = { Pagelctp. 175



CHEMO

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl Kulwe4yHopacTBopumMblie 40 Mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC84551 Oara npouszeogctea 07.2024  ropgen go 06.2026

TEST / TECT REQUIREMENT / CNELUA®UKALINA RESULT / PE3YIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANMHHOCTbL B3XX (DAD peTtextop)

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 normnouleHusi OCHOBHOrO NuKa, Conforms / CooTBeTcTBYET
CHATLIW Npu XpomartorpaduposaHum
WUCMbITYeMOro pacTBopa, AoMmKeH
COOTBETCTBOBATL YP-CNeKTpy NornoweHus
OCHOBHOTO NUKa, CHATOMY Mpu
XpoMmartorpatupoBaHuM CTaHBapTHOro
pactBopa (pasznen «KonuuyecTBeHHOE

onpepeneHuey)
WATER Not more than 5.0 %.
BOIOA He 6onee 5,0 % 21%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEAENEHUE

95,0 - 105,0 % oT 3aABNEeHHOro coaepXaHus 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOJNTMYECTBEHHOE ONPEOENEHUE
MI/KAMNCYINA

38.0 mgl/capsule to 42.0 mg/capsule
Ot 38,0 mr/kancyna go 42,0 mr/kancyna 40,1mgl/cap | MT/KANCYNA

DISSOLUTION ACID STAGE

PACTBOPEHWE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3aaBneHHOro cofepxaHus 2%
C17H19N303S (omenpaszona) Yepes 120 MuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHan ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3anBneHHOroO 95 %
copgepxanua C17H19N303S (omenpazona)

yepes 30 MuH.

RELATED SUBSTANCES
POACTBEHHbIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3zona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata ono6peHus (40.MM.rTT):
(Signature & Date) Quality Assurance/(Toanucs/aata) o6ecnevenuaradectsa: [wf C ! §. WM

Release by/Buinywexo Deputy Qualified Person/:

e
(Signature & Date)/(Moanuck/nara) Macarena Gonzalez /’ /,_////,

Manufacturing Site/MpowasoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. e
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;f\\) LABORATORIOS LICONSA, S.A.
( _,_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaial/Spain
C H E m O Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOAYKT OMES kancynkl Kuwe4yHopacTeopuMbie 40 Mr

CODE
Kkon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC84551 Hata npouzeogctea 07.2024 Fopen go 06.2026
TEST / TECT REQUIREMENT / CNELIM®UKALINA RESULT / PE3YIIbTAT
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
IMwban eauHUYHaR He 6onee 0,2 % <0,1 %
HeuaeHTU(ULUPOBaHHAA NPUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMmma npumecei He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKWUPOBKA B cooTBetcTBuM ¢ HA. Conforms / CootBercTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temneparype He Boilwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrr):

(Signature & Date) Quality Assurance/(lMognuck/naTa) obecneyenuskadectsa: M < ) §. Y
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nara) Macarena Gonzélez =
Manufacturing Site/lMpoussogcTeeHHas nnowagka: Laboratorios Liconsa, S.A. ; //-'(' / 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 AHAIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NnPOAYKT OMES3 kancynbl kniweyHopacTtesopumble 40 mr

CODE
Kon 237303

BATCH
CEPUSA LC84551

Manufacturing Date:
Dara npoussoactea 07.2024

Expire Date:
Fopen oo 06.2026

TEST/ TECT

REQUIREMENT / CMEUN®UKALINA

RESULT / PE3YINIbTAT

PACKAGE

YIMNAKOBKA

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
antoMuHueBon donbru

Mo 2 unu 20 6nucTepor no 5 kancyn BmecTe
C MHCTPYKUMEN Mo NPUMEHEHUIO B NAYKYy
KapTOHHYHO.

Mo 5 unu 10 6nuctepos no 6 kancyn BmecTe
C MHCTPYKUMEN Mo NPUMEHEHUIO B Ma4Ky
KapTOHHYHO.

Mo 1, 2, 4, 8 unu 14 6nucTtepos no 7
Karncyn BMecTe € UHCTPYKLMel no
NPUMEHEHUIO B NavKy KapTOHHYHO.

Mo 10 unu 14 kancyn B8 NBX-N3-NBOX/
AnoMUHUEBLIA BniucTep.

Mo 1,2, 3,5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ UHCTPYKUUEX no
NpUMEHEeHUI0 B Na4Ky KapTOHHYIO.

Mo 1,2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe ¢ MHCTPYKLMel no
NpUMEHEHUIO B NaYKy KapTOHHYHO.

Conforms / CooTBeTcTBYyOT**

Analysis performed according ND
nmn-006953-180122

Ananua nposeneH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/sata oRoBpeHust (. MM.rTrT):

(Signature & Date) Quality Assurance/(Moanuce/nata) ofecnevyeHuskauectsa: M ¢ o4 O & LY
Release by/Beinyiwero Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/gaTta) Macarena Gonzalez

Manufacturing Site/lMpouarogcTeeHHasn nnowanxa: Laboratorios Liconsa, S.A.
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,F\\) LABORATORIOS LICONSA, S.A.
(\j 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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl KuiweyHopacreopumble 40 mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUSA LC84551 Dara npouseoacrea 07.2024 ropen no 06.2026

TEST /| TECT REQUIREMENT / CNELUA®UKALIAA RESULT / PE3YNNIBTAT

Notes [ HabnwogeHus
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 6AUcTep U3 antOMUHUEBOM honbru.
Mo 5 6nucrepor no 6 Kancyn BMecTe ¢ UHCTPYKUUEN NO NpUMeHeHUIo B NaYKy KAPTOHHYH.

Approval date (dd.mm.yyyy)/gata ogobpeHus (40.MM.ITT):

(Signature & Date) Quality Assurance/(lMognuce/aara) obecnevyeHuakavyecTsa: M? . o3 JAS
Release by/Buinywexo Deputy Qualified Person/: = -
(Signature & Date)/(lMonnuce/aata) Macarena Gonzélez /% C 2. Q% ZLr

Manufacturing Site/MpouasoacTeenHan nnolaaka: Laboratorios Liconsa, S.A. = ( Pagel/ctp. 5/5



f\\) LABORATORIOS LICONSA, S.A.
(k) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
St 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CHEI I 'O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHune Ha BbINyCK
CERTIFICATE OF COMPLIANCE

nPOOYKT : OMES3 kancynbl Kuwe4yHopacTBopumMblie 40 Mr

PRODUCT

Kop : 237303

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUA : LC84551 Mata npouzeopactea : 07/2024
BATCH MANUFACTURING DATE

lMopnen no : 06/2026 Pa3amep cepuu : 94.608 UN
EXPIRY DATE BATCH SIZE

HacToswum s noaTBep:Xaal, YTo AaHHaa uHdopMauus sIBNsieTCs AOCTOBEPHON 1 TOUHOI. [laHHas napTusa npoaykra
Gbina NnpousBeAeHa, BKIIOYas YNaKoBKY/MapKUPOBKY U KOHTPOSfb Ka4ecTBa, Ha YKasaHHOM HUXKe y4acTKe (yvacTkax)
B NONHOM COOTBETCTBUM ¢ TpeBGoBaHusiMu GMP MecTHOro perynupyrolLlero opraHa, cneuudurauuamy B paspelueHum
Ha MapKeTUHF CTPaHbI-MMMNOPTepa U TEXHUYECKUMU COrMalleHUsIMU, KOTopkle MOTYT GbiTb 3aKMoYeHb!, unu gainom
creuudukayuu npoaykra ans Wccneagyembix neKapcTBeHHLIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTuu 66Ny NpoBepeHkl U NPU3HaHbl COOTBETCTBYHOLWMMU TpeboBaHUAM
GMP.

MapTus 6bina npousseneHa B Naboparopuoc llukoHca SA., a Tam, rae NpUMeHUMo MUKpobuonoruyeckoe
uccnegoBaHue,
oHo npoeogutcs B llaGoparopuu JuesapHe 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.

Mognuce 1 ,ana:I SignaturehDate: Macarena Gonzalez
I Deputy Qualified Person

PerucTpauuoHHoe yaoctoeepeHue [ Manufacturing Authorization: 3414E
Homep INukoHca GMP [/ LICONSA GMP Number: ES/085HVI/19



