(’5\\) LABORATORIOS LICONSA, S.A.
(&

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS
nPoOYKT OME3 kancynbl KulieyHopacTBopumMbie 10 mr

RU

CODE
Kon 231902

BATCH Manufacturing Date:
CEPUSA LC84083 Harta nponzeoactea 06.2024

Expire Date:
Fopen no 05.2026

TEST / TECT REQUIREMENT / CNELN®UKALIUA RESULT / PE3YNILTAT

APPEARANCE Hard gelatin capsules No. 4 with green
cap and white body containing white to
off-white with yellowish tint spherical
granules

OINMUCAHUE TeepAble XenaTUHOBLIE Kancynbl pasmepa Ne 4, Conforms / CooTBeTCTBYET
C KpblLLeyKo 3eneHoro LBeTa U Kopnycom
6enoro UBseTa, cogepxallue cepuyeckue

rpaHynei oT 6enoro A0 No4YTU 6enoro ¢
WHenToBaTbIM OTTEHKOM UBeTa.

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.

OHOPOOHOCTEL JO3UPOBAHUA (AV) 3HaveHue AV, paccuuTaHHoe ans 10 kancyn, 14,0

AOMKHO 6biTh He Bonee 15,0 %.

3HaveHue AV, paccuutaHHoe gna 30 kancyn,
AoMmKHO BbITh He Gonee 15,0 % 1 cogepxaHue
OoMenpa3ona H1 B OAHOW Kancyne He A0MKHO

BbIXOoAUTH 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) Bpewmsa yaepxuBaHUA OCHOBHOTO

nUKa Ha XpomarorpamMmme UCMbITYEMOro

pacTBopa AOMKHO COOTBETCTBOBATh

Conforms / CooTBeTcTRYET

BpeMeHU yAepHUBAHUA OCHOBHOFO NUKa
Ha XpoMaTorpamMme CTaHOapTHOro pacTeopa
(pazgen «KonuuyecteeHHOe onpeaeneHuer).

Approval date (dd.mm.yyyy)/nata onobpexus (o0.MM.ITTT):

(Signature & Date) Quality Assurance/(Moanuce/aara) obecneveHusKavecTsa: 2
Release by/BeinyweHo Deputy Qualified Person/: = .1/5;* g A
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez o /.//
Manufacturing Site/MpouasoacTeenHas nnowanka: 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), Espanal/Spain

Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoayKT OME3 kancynbl Kuwe4yHopacTeBopumbie 10 Mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC84083 DNata npousesoactea 06.2024 Fopen no 05.2026

TEST / TECT REQUIREMENT / CNELUWU®UKALILA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANMUMHHOCTL B3XX (DAD peTekrop)

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®-cneKrtp nornolyeHusi OCHOBHOrO NUKa,
CHATLIW NpuU XpomaTorpaduposaHumn
WUCNbITYEMOro pacTteopa, gomxKeH
COOTBETCTBOBATb ym-CHEKpr nornoweHus
OCHOBHOTIO NUWKa, CHATOMY Npu
xpoma‘rorpadmpcsauuu CTaHgapTHOro
pacteopa (pa3gen «KonuvyecteeHHoe

Conforms / CooTBeTCcTBYeET

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 3,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWMYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3anABNEeHHOro coaepXaHus 101,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE OMNPEQENEHUE
MI/KATMCYIA

9.5 mg/capsule to 10.5 mg/capsule
Ot 9,5 mr/kancyna go 10,5 mr/kancyna

10,1 mglcap | MI/KAMCYIA

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 3asBneHHoro cogepxa 96 %
C17H19N303S (omenpa3sona) yepes 30 MuH.

RELATED SUBSTANCES

POOCTBEHHBIE NMPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpasona kapbokcunart He 6onee 1,0 % <0,1%

IMPURITY F not more than 0.2 %

Mpumecsk F He 6onee 0,2 % <0,1%

IMPURITY G not more than 0.2 %

Mpumecs G He Gonee 0,2 % <0,1 %

Approval date (dd.mm.yyyy)/aaTa onoSperus (AA.MM.ITTT):
(Signature & Date) Quality Assurance/(lNognuck/nata) obecneyeHuskayecTsa:

Release by/Buinywiero Deputy Qualified Person/: ,// -_, i } e
(Signature & Date)/(Moanuce/narta) Macarena Gonzalez ~ L ////// e

Manufacturing Site/lpoussoncTeeHHas 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), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoayKT OME3 kancynbl Kuwe4yHopacTeopuMble 10 Mr

CODE
Kon 231902
BATCH Manufacturing Date: Expire Date:
CEPUA LC84083 Nara npouzeogctea 06.2024  Topen no 05.2026
TEST / TECT REQUIREMENT / CMTIELUU®UKALIUA RESULT / PE3YNLTAT
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMwobas eguHUYHaA He 6onee 0,2 % <0,1 %
HeuZeHTUhULMPOBAHHAA NPUMECH
TOTAL IMPURITIES not more than 2.0 %
CymMa npumeceit He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooteercTBuM ¢ HA. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE lMpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rofiHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aata ogobpeHus (40.MM.ITrT):

(Signature & Date) Quality Assurance/(lMognuce/aarta) obecneyeHuska4ecTaa:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nata) Macarena Gonzélez

Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

~
(3{)' LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nrPoayKT OME3 kancynbl KuweyHopacTtBopumMbie 10 mMr

CODE
Kon 231902

BATCH Manufacturing Date: Expire Date:
CEPUA LC84083 Dara npoussoactea 06.2024  Topen oo 05.2026

TEST/TECT REQUIREMENT / CMEUA®PUKALIUA RESULT / PE3YIILTAT

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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep us Conforms / CooTBeTcTBYET**
antoMuUHUeBoln donbru
Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C MHCTPYKUUWEN MO MPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 5 unu 10 6nucTepor no 6 Kancyn BMecTe
C MHCTPYKUUWEN MO NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 1,2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe C MHCTPYKUUe no
NPYMeHEHMIO B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AnOMUHUEBEIA GrivcTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucTtepos no
10 Kancyn BMecTe ¢ UHCTPYKUUEN no
NpYMeHeH1Io B NaYKy KapTOHHYO.
Mo 1,2, 3,4 unn 7 6nucrepoe no 14
Kancyn BMecTe C MHCTPYKLUUWel no
npUMeHeHUHo B NaYKy KAPTOHHYHO.

Analysis performed according ND
1nn-006953-180122

AHanuz nposegeH no HO:
Jn-006953-180122

L7 )5S
Approval date (dd.mm.yyyy)/nata onobpenus (O4.MM.Irrr): 7,‘/7 < >\—"It. ],
(Signature & Date) Quality Assurance/([oagnuce/aaTa) obecnevyeHuskadecTsa: o
Release by/Buinywiero Deputy Qualified Person/: ///% Z 5 g ) & Cr
(Signature & Date)/(Moanuck/gata) Macarena Gonzalez ;/:--’
Manufacturing Site/llpou3asoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. = Pagelctp. 4 /5



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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

PRODUCT OME PREMIUM 10MG X10CAP OTC DR REDDYS RU
nPoaykKT OMES kancynbi Kuwe4yHopacTeopumMble 10 Mr

CODE

Kon 231902

BATCH Manufacturing Date: Expire Date:

CEPUA LC84083 Darta npouzsogctea 06.2024  ropen no 05.2026

TEST / TECT REQUIREMENT / CMIELUWM®UKALIUA RESULT / PE3YIILTAT

Notes / HaGngeHusA
**5 capsules in an aluminum foil blister.
2 blisters of 5 capsules each and a patient information leaflet in a carton.
Mo 5 kancyn B 6nucTep U3 antoMUHUeBON honbru.
Mo 2 6nucTepa no 5 kancyn BMecTe ¢ MHCTPYKLUEN Mo NPpUMeHeHUIo B NaYKy KapToHHYI0.

/
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Approval date (dd.mm.yyyy)/aata ogobpeHus (04.MM.ITTT):

(Signature & Date) Quality Assurance/(lNognuce/aarta) obecneyeHusKayecTsa: _ o 25 )-\ ¢ ) &
Release by/Buinywexo Deputy Qualified Person/: /}‘; 4 P / '// e — a
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez - /: (
Manufacturing Site/lpovasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. o j Pagelctp.5/5




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

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

PaspelwieHue Ha BbInycK
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancynbl kuweyHopacTBopumbie 10 mr

PRODUCT

KoAa : 231902

CODE Homep MA / MA NUMBER : JIMNM-006953
CEPKA : LC84083 Nara npouseoacrtea : 06/2024
BATCH MANUFACTURING DATE

lNogen po : 05/2026 Pasmep cepuu : 64.512 UN
EXPIRY DATE BATCH SIZE

HacToswwum s noaTeepxaao, 4To AaHHas UHGOPMaLMs SBMAETCH JOCTOBEPHON M TOYHOI. [JaHHas napTusl NpoayKTa
Obina npousBefeHa, BKNOYasa yNakoBKy/MapKUPOBKY U KOHTPONb Ka4yecTBa, Ha YKasaHHOM HUKe y4yacTke (ydacTkax)
B NONHOM COOTBETCTBUM C TpeboBaHuaMu GMP MecTHoro perynupytoliero opraia, cneyupuKkauuamMu B pazpelueHuu
Ha MapKeTUHF CTPaHbI-UMNopTepa U TEXHUYECKMMU COrMalleHUsiIMU, KOTOPLIE MOTYT GbiTh 3aKMOYeHbl, UMK (annom
cneuucukaumm npoaykra ana UccneayeMbix NeKapCcTBEHHbIX CPEOCTB.

3anucu no obpaboTke, ynakoBKe W aHaNU3y NapTUM Gbinu NpoBepeHbl U NPU3HAHbI COOTBETCTBYIOWUMU TpeBoBaHUAM
GMP.

MapTun 6ina npouseeneHa B Nabopartopuoc NukoHca SA., a Tam, rae NnpMMeHUMO MUKpoBuonoruyeckoe
uccnegoBaHue,
OHo npoBoautcs B [labopatopun 34yeBapHe 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.

AW g4

o g
LT —
=

Mognucek u .ana-fS'igngﬁre&Date: Macarena Gonzalez
/ Deputy Qualified Person

PeructpauuonHoe ygoctosepeHue / Manufacturing Authorization: 3414E
Homep lukoHca GMP / LICONSA GMP Number: ES/085HVI/19



