ﬁﬁﬁd LABORATORIOS LICONSA, S.A.
K L.\. Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
e 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O_I_ m—.jo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3A

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

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC78481 Oara npounseopctea 10.2023  Togen go 09.2025
TEST / TECT REQUIREMENT / CNELU®PUKALIUA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No. 3 with white
cap and grey body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable WenaTUHoBbIE Kancynbl pasmepa Ne 3, Conforms / CooTBeTCcTBYET
C Kpblweykoi 6enoro uBeTa U KOPNYCcoM
ceporo uBeTa, cofepxaliue cepuyeckue
rpaHynbl oT 6enoro Ao noyry 6enoro ¢
WenToBaTbIM 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.
OOHOPOOHOCTbL OO3UPOBAHUA (AV) 3Ha4yeHue AV, paccyuTtaHHoe ana 10 kancyn, 59

AOMKHO BbITb He Gonee 15,0 %.

3HayeHue AV, paccumTtaHHoe ana 30 kancyn,

AOMmKHO 6bITh He Gonee 15,0 % u cogepxaHue

omenpas3sona HU B OHOW Kancyrne He JOoMmKHO

BbIXOAUTHL 3a npeaensi 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).
NOANUHHOCTL (B3XX) Bpemsa yaepXUBaHUA OCHOBHOTO Conforms / CooTBeTcTBYET
n1Ka Ha XpoMaTorpaMmMe UCNbITYEMOro
pacTBopa A0MKHO COOTBETCTBOBATb
BpeMeHMU yOepHMBaHWA OCHOBHOIO NUKa
Ha XpomaTtorpaMMe cTaHOapTHOro pacTeopa
(paspen «KonuuyecTBeHHOe onpefeneHue»).

Approval date (dd.mm.yyyy)/nata onobpenus (og.mm.rrrr): 15.11.2023

(Signature & Date) Quality Assurance/(lMognucs/aata) obecneveHusikayecTea: ,.,r. F
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/naTa) Macarena Gonzélez

Manufacturing Site/lNpouasoncteeHHan nnowagka: Laboratorios Liconsa, S.A. /_V A
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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 AHANU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4yHopacTBopuMble 40 Mr

CODE

kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC78481 Oata npouseoactea 10.2023  lopen no 09.2025

TEST / TECT REQUIREMENT / CMELUW®UKALIUA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MNOONMHHOCTL B3XX (DAD petekTop)

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 nornoweHuss OCHOBHOrO NUKa, Conforms / CooTBeTcTBYET
CHATLIW NpU XpomaTorpadupoBaHumn
UCcnbiTyeMoro pacrteopa, gonxeH
cooTBeTcTBOBaTh Y®-cnekTpy nornoweHus
OCHOBHOroO nNukKa, CHATOMY npu
XpomarorpadupoBaHuy cTaHAapTHOro
pacTtBopa (pasgen «KonuyectBeHHOe
onpefeneHue»)

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWMYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % oT 3asBneHHOro cogepXaHus 101,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUMYECTBEHHOE OMPEOENEHUE
MP/KANCYNA

38.0 mgl/capsule to 42.0 mgl/capsule
Ot 38,0 mr/kancyna go 42,0 mr/kancyna 40,7 mg/cap / M[/KAMNCYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas cragun)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOro coaepXaHus 0%
C17H19N303S (omenpasona) 4epes 120 mMuH;

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3aaBneHHoOro 98 %
cogepanua C17H19N303S (omenpazona)

Yyepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE MPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpazona kap6okcunar

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

Approval date (dd.mm.yyyy)/gata ogobpenus (oa.mm.rerr): 15.11.2023
(Signature & Date) Quality Assurance/(Moanuce/naTa) obecneveHusikadectea: fAf AS. 4. 213

Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/gara) Macarena Gonzélez

Manufacturing Site/lTpoussogcTeeqHas nnowaaka: Laboratorios Liconsa, S.A. .V\_ 7 A Sl D Pagelctp. 2/5




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

O_l_ m—-jo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

_‘“f.z/w LABORATORIOS LICONSA, S.A.
(L\

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl Kuwe4yHopacTBopuMbie 40 mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPMUA LC78481 Dara npouseoactea 10.2023 Fogen oo 09.2025
TEST / TECT REQUIREMENT / CNELUW®UKALIAA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecsk F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumece G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Nwban equHUYHaRA He 6onee 0,2 % <0,1%

-..mshm:#s%s_.:\_—uomm::wm_ npuMechb

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceit He 6onee 2,0 % 0,1 %

TOTAL AEROBIC MICROBIAL COUNT Not more than 1000 CFU/g

(TAMC)

O6uee 4yucno aspobHbIX He 6onee 1000 KOE/r <10 CFUIr
MWKpOOpPraHu3MoB

TOTAL COMBINED YEASTS/MOULDS Not more than 100 CFU/g

COUNT(TYMC)

0buwee YUCNO APOXKEBLIX U NIMECHEBbIX He 6onee 100 KOE/r <10 CFUIr

rpubos

Escherichia coli Absencelg

Escherichia coli OtcytctBUe B1 T Conforms / CooTBeTCTBYET
LABELING According to ND

MAPKWUPOBKA B cooTBeTcTBMM ¢ H]. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepatype He Bblwe 25 °C.

SHELF-LIFE 2 years

CPOKIOgHOCTH 2 roga.

Approval date (dd.mm.yyyy)/nata ogobpeHus (ag.mm.rrrr): 15.11.2023

(Signature & Date) Quality Assurance/(lognuce/aata) ofecneveHuakayecTsa: [ f A 5.2}
Release by/BrinylieHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez .
Manufacturing Site/lpouasogcTeeHHan nnowaaka: Laboratorios Liconsa, S.A. w: &m.. jl 2 Page/ctp. 3/5




\\u.//w LABORATORIOS LICONSA, S.A.
ﬁ/\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
NS~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O _I_ m 3 O 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
nPOAYKT OMES3 kancynbl Kuwe4yHopacTtesopumble 40 Mr

CODE
Kon 237303

BATCH Manufacturing Date: Expire Date:
CEPUA LC78481 Oarta npouzeopnctea 10.2023 Fopen no 09.2025

TEST / TECT REQUIREMENT / CNELU®PUKALIMA RESULT / PE3YNILTAT

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 6nucTep U3 Conforms / CooTBeTcTBYET**
anwMuHUeBol gonbru
Mo 2 unu 20 6nucTepos no 5 kancyn BMecTe
C UHCTPYKUMENA NO NPUMEHEHUIO B NayKy
KapTOHHYH.
Mo 5 unu 10 6nucTepoB no 6 kKancyn BMecTe
C UHCTPYKUUEN MO NPMMEHEHUH B MaYKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucTtepor no 7
Karcyn BMecTe C UHCTPYKLuelA no
MPUMeHeHUIo B NaYvyKy KapToHHYHo.
Mo 10 unu 14 kancyn s NBX-N3-NBAX/
AnomMmuHUeBLIA BnucTep.
Mo 1, 2, 3,5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ MHCTPYKLUEN no
NPpYMEHEHUI0 B NaYKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Kancyn BMecTe C MHCTPYKLUUel no
NPUMEHEHUIO B Na4Ky KapTOHHYHO.

Analysis performed according ND

nn-006953-180122

AHanus npoBegeH no HL: v
nn-006953-180122

Approval date (dd.mm.yyyy)/aata opobpenus (aa.mm.rrrr): 15.11.2023

(Signature & Date) Quality Assurance/(Mopanuck/naTa) obecneyeHuaKavecTsa: ju £ AS. i '23
Release by/Buinywexo Deputy Qualified Person/:
(Signature & Date)/(lMognucs/aata) Macarena Gonzélez
Manufacturing Site/MpoussoacTeerHas nnowaaka: Laboratorios Liconsa, S.A. _J A 1S 1 -y Pagelctp. 4 /5




LABORATORIOS LICONSA, S.A.

\ln//y
ﬁ /l.l\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O _l_ m 3 O 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
nPoayYKT OME3 kancynbl KuweyHopactBopuMbie 40 mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC78481 Oara npoussoactea 10.2023 Nopen no 09.2025

TEST / TECT REQUIREMENT / CMELIU®UKALIWA RESULT / PE3YNILTAT

Notes / HaGnogeHus
**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 6nMcTep U3 antOMUHWEBOWU (oONBru.
Mo 5 6nucTepos no 6 kancyn BMecTe ¢ UHCTPYKLIWEN MO NPUMEHEHUHD B NMaYKy KapTOHHYH,

Approval date (dd.mm.yyyy)/aaTta ogobpenus (ag.mm.rrrr): 15.11.2023
(Signature & Date) Quality Assurance/(Moanuck/nata) obecneyenusikavectsa: (L AS A1 7 3
Release by/BuinyweHo Deputy Qualified Person/: B

(Signature & Date)/(Moanuck/agara) Macarena Gonzalez , F— :
Manufacturing Site/lNpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. /U_: /S J 1L g
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i ) LABORATORIOS LICONSA, S.A.

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

O _I_ m—-:o Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 Karicyrnbl Kuwe4yHopacTtBopumMbie 40 mr

PRODUCT

kop : 237303

CODE Homep MA / MA NUMBER : JIMN-006953
CEPUA : LC78481 Data npoussoactea : 10/2023
BATCH MANUFACTURING DATE

logen no : 09/2025 Paamep cepuu : 86.048 UN
EXPIRY DATE BATCH SIZE

Hactosawwum s nogTeepxaarn, YTo AaHHas HgopMauus SBnseTcs JOCTOBEPHOW U TOUHOM. [laHHas napTusa npoaykra
6bina npou3BeAeHa, BKNKOYas YNaKOBKY/MapKUPOBKY U KOHTPONb KA4eCTBa, Ha YKa3aHHOM HUKe yyacTKe (yyacTkax)
B NOMHOM COOTBETCTBUMU ¢ TpebGoBaHuaMu GMP MecTHOro perynupyrolero opraHa, cneuudukaliuamMm B pazpelieHuu
Ha MapKeTUHI CTPaHbl-MMNOpTEpa U TEXHWYECKMMU COrnalleHUAMU, KOTOpkIe MOTYT BbITk 3aKNKYeHbl, UNK dainom
cneuudcukauum npogykta ana UccnegyeMbix neKkapcTBEHHLIX CPeACcTR.

3anucu no o6paboTke, ynakoBKe M aHanu3y napTuy 6kINY NPOBEPEHkLI U NPU3HaHbI COOTBETCTBYHLIMMU TpeboBaHUAM
GMP.

MapTusa 6b1na npousBegeHa B NabopaTopuoc NukoHca SA., a Tam, rae NPUMeHUMO MUKpoBuonorudeckoe
uccnenoBaHue,
oHo npoBoauTcs B llaGoparopuu 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.

)2

Moanucek u gara / Signature&Date: Macarena Gonzdlez
/ Deputy Qualified Person

\i\u. 1) N\Jv

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



