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CHEMO

LABORATORIOS LICONSA, S.A.

Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - 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 OME3 kancyrbl kuwe4yHopacTBopuMbie 40 Mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC70935 Nata npoussogcrea 09.2022 Fopen no 08.2024
TEST / TECT REQUIREMENT / CMELU®UKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No. 3 with white
cap and grey body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TeepAble XenaTuHoBbIe Karncynbl pa3mepa Ne 3, Conforms / CooTBeTcTBYET

C KpbllleuKon 6eroro LiBeTa U KOprycom
ceporo UBeTa, cofepxalyue cdpepuyeckme
rpaHysibl oT 6enoro o noyTu 6enoro ¢
XenTtoBarbIM OTTEHKOM LiBETa.

UNIFORMITY OF DOSAGE UNITS (AV)

OHOPOJHOCTb AO3UPOBAHWUA (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, paccuuTtaHHoe ana 10 kancyn, 5,3
LOMKHO GbITb He 6ornee 15,0 %.

3HauyeHue AV, paccuutaHHoe ans 30 kancyn,
LOMMKHO 6bITb He 6onee 15,0 % u copepxaHue
omenpasorna HY B OLHOW Karcyrne He OMKHO
BbIXOAUTL 3a npedens! 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOONUHHOCTb (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).

Bpemsi yaepXXvMBaHUsi OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XxpomaTtorpammMe UChbITyeMoro
pacTBoOpa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUs OCHOBHOrO MuKa

Ha XpomaTorpamme cTaHAapTHOro pacteopa
(paspen «KonuuectBeHHOe onpeaeneHuey).

S ovl222

Approval date (dd.mm.yyyy)/nata ogo6peHnus (oa.mm.rrrr): 02.12.2022

(Signature & Date) Quality Assurance/(Moanuck/naTa) obecneveHuskadecTsa:

Release by/Bbinyiero Deputy Qualified Person/:
(Signature & Date)/(Mognucs/aata) Macarena Gonzalez

Manufacturing Site/MpouasoacTeeHHas nrnowjaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUSA

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPoayKT OMES kancyrnbl Kule4yHopacTeopuMblie 40 Mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC70935 Nata npouseopctea 09.2022 Fopen no 08.2024

TEST / TECT REQUIREMENT / CNELWU®UKALIUA RESULT / PE3YINBbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANMUHHOCTb B3XX (DAD petekTtop)

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®-criekTp norrnolleHusi OCHOBHOIO MNuKa,
CHATBLIN Npu XpomaTorpadmposaHum
UCMLITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBaThL Y®-CreKkTpy norroLeHust
OCHOBHOIO MWKa, CHATOMY Npu
XpomarorpacmpoBaHUm cTaHAapTHOro
pactBopa (pasfen «KonuuectseHHoe
onpeperneHue»)

Conforms / CooTBeTCcTBYET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KOJIMMECTBEHHOE OMNPEQENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro copepXaHus 98,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEAENEHUE
MI/KANCYNA

38.0 mg/capsule to 42.0 mg/capsule
Or 38,0 mr/kancyna go 42,0 mr/kancyna

39,2 mg/cap / MI/KATICYIA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHUE (KucnotHas ctagus) He Gonee 10 % oT 3asaBneHHOro copepXxaHus 1%
C17H19N303S (omenpa3ona) yepes 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 3asiBrieHHOro 96 %
copepxanusi C17H19N303S (omenpasona)
yepe3 30 MUH.

RELATED SUBSTANCES

POACTBEHHbIE NPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Owmenpa3sona kap6okcunar He Gonee 1,0 % <0,1%

Q///(, izl

Approval date (dd.mm.yyyy)/aata ogobperus (aa.mm.rrrr): 02.12.2022

(Signature & Date) Quality Assurance/(Moanucb/aara) obecreveHusikadecrsa:
Release by/Boinywero Deputy Qualified Person/: )
(Signature & Date)/(Moanuck/narta) Macarena Gonzalez

Manufacturing Site/lMpoussogcTBeHHas nnollaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUSA

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancyrbl KulieyHopacTBopumMbie 40 mMr

CODE
Ko 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC70935 Nara npoussoactea 09.2022 Fopen no 08.2024
TEST / TECT REQUIREMENT / CMELUUA®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
INMo6as eguHuyHas He 6onee 0,2 % <0,1 %
HeuaeHTUULMPOBaHHas NPpUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymmMa npumecei He 6onee 2,0 % 0,1 %
TOTAL AEROBIC MICROBIAL COUNT Not more than 1000 CFU/g
(TAMC)
O6Lee YUCIo a3poBHbLIX He G6onee 1000 KOE/r <10 %
MUKpPOOpraHu3MoB
TOTAL COMBINED YEASTS/MOULDS Not more than 100 CFU/g
COUNT(TYMC)
He 6onee 100 KOE/r <10 %

O6Lee YUCIO APOXOKEBBLIX U NIeCHEBbIX
rpubon

Escherichia coli
Escherichia coli

Absencelg
OtcytctBUEe B 1T

Conforms / CooTBeTCTBYET

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUU ¢ HO. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

S// OY22¢

Approval date (dd.mm.yyyy)/nata ono6perus (ag.mMm.rrrr): 02.12.2022
(Signature & Date) Quality Assurance/(Moanucb/aara) obecrneveHusikadecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognucs/nata) Macarena Gonzélez
Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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, \) LABORATORIOS LICONSA, S.A.
\(\\Nj Avda Miralcampo 7. Polig Ind. de Miralcampo
il 19200 Azuqueca de Henares - Guadalajara - Spain

(’% H E Em @ Phone: +34 949 34 97 00
> Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPooyKT OME3 kancynbl KulieyHopacTBopUMble 40 mMr

CODE
Kon 237303

BATCH Manufacturing Date: Expire Date:
CEPUA LC70935 Oara npoussoactea 09.2022  Topen po 08.2024

TEST / TECT REQUIREMENT / CNELUU®UKALIAA 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.
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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep n3 Conforms / CooTBeTcTBYEeT**
anoMuHueBon donbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe
C VHCTPYKLUUEl No NPUMEHEHUIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepoB no 6 kancyn BMecTe
C MHCTPYKLMEN MO NPUMEHEHUIO B MaYvKy
KapTOHHY!O.
Mo 1, 2,4, 8 unu 14 6nuctepoB no 7
Karicyn BMecTe ¢ MHCTPpYKUUel no
NpPUMeHeHUIO B NMayvKy KapTOHHYHO.
Mo 10 unu 14 kancyn B MBX-MN3-NBAX/
AntoMuHUEBBIN 6nucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepoB no
10 Kancyn BMecTe C UHCTPYKUUel no
NpUMEHEHUI0 B NauKy KapTOHHYO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Karicyn BMecTe C MHCTPYKLUeli no
NPUMEHeHUIO B NMayvKy KapTOHHYIO.

Analysis performed according ND
nn-006953-180122

AHanus npoBepgeH no HI:
J1n-006953-180122

S 022

Approval date (dd.mm.yyyy)/aata opobpexus (aa.mm.rrrr): 02.12.2022 ( L =

(Signature & Date) Quality Assurance/(Mognuce/aaTa) obecneyeHuskadectsa: \_) \\: \ ) = \‘ \ l (

Release by/BoinyweHo Deputy Qualified Person/: r /: > % (,‘4 Y L -

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

Manufacturing Site/lMpoussoacTeerHast nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5



LABORATORIOS LICONSA, S.A.
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.( \g) Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

g:% H E m@ 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
nPOOYKT OMES kancynbi kuwevyHopacTeopumMbie 40 Mr

CODE

Koq, 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC70935 Mara npoussopctea 09.2022  Togen no 08.2024

TEST / TECT REQUIREMENT / CMELUD®UKALINA RESULT / PE3YJIbTAT

Notes / HabntogeHusi
**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 antoOMUHUEBON (onbru.
Mo 5 6nvcTepoB no 6 Karcyn BMecTe ¢ UHCTPYKLMel Mo npuMeHeHuto B naYky KapTOHHY.

Hourn ,.

\
Approval date (dd.mm.yyyy)/naTta ogo6perus (aa.Mm.rrrr): 02,12.2022 k\% \ AL

(Signature & Date) Quality Assurance/(Mognucb/aara) obecneyeHusikayecTsa: N ,:‘_/ ; l
\)——*v/\,\ e Ou 1L (

Release by/BbinyuieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
Manufacturing Site/lpouasofcTBeHHas nrolaaka: Laboratorios Liconsa, S.A.
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(F\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N>~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelieHue Ha BbiNyck
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OME3 kancynbl kKuwe4yHopacTBopumMble 40 Mr

PRODUCT

Kopn : 237303

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPU4 : LC70935 Nata npoussoactea : 09/2022
BATCH MANUFACTURING DATE

lopen po : 08/2024 Paamep cepum : 119.395 UN
EXPIRY DATE BATCH SIZE

HacTosilyuM sl MOATBEPXAalo, UTO AaHHas MH(opMaLUsA sIBMAETCS AOCTOBEPHONM U TOYHOI. [laHHas napTus npoaykra
6bina NpousBeeHa, BKMIOYas yNakoBKy/MapKupOBKY U KOHTPOSIb KayecTBa, Ha YKa3aHHOM HuKe y4acTke (y4acTkax)
B MOMIHOM COOTBETCTBUM ¢ TpeGosaHusMu GMP MecCTHOro perynupytouiero opraHa, cneyudukauusmy B paspelleHmu
Ha MapKETMHT CTPaHbI-UMNOPTEPa M TEXHUYECKUMI COrnaLleHNsIMU, KOTOPbIe MOTYT 6bITh 3aKMHOYeHbI, Unu dainnom
cneuundukauum npoaykra ana Mccnegyembix nekapcTBeHHbIX CPEACTB.

3anucu no 06paboTke, yNakoBKe 1 aHanu3y NapTuu GbINU NPOBePeHkl U NPU3HaHbI COOTBETCTRYHOLMMU TPeGoBaHUAM
GMP.

MapTus 6Lina nponsseseHa B Jlabopatopuoc lukorca SA., a Tam, rae NPpUMEHMMO MUKpoGUronoruieckoe
uccnenoBaHue,
oHo npoBoauTcs B llabopaTopun SueBapHe 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.

\P }B ‘o0N4. )2 .2 L

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

PerucTtpaumoHnHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19





