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

,F\\) LABORATORIOS LICONSA, S.A.
(&4

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OME3 kancynbl KMLWIeYHopacTBOpuMbIie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPMA  LC79600 Nara npouseoactea 11.2023  Topen no 10.2025
TEST / TECT REQUIREMENT / CNEUNDUKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE TeepAble }enaTUHOBLIE Kancynbl pa3mepa N°4, Conforms / CooTBeTCcTBYET
€ KpbIWEYKON CUHEro LiBeTa U KOpnycoMm
6Genoro LBeTa, cogepxalyue cpepudeckue
rpadynbi oT BGenoro 40 No4YTH 6enoro c
HenrtoBaTbiM 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.
OOHOPOOHOCTL OO3UPOBAHMUA (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn,

AomKHo 6bITh He Gonee 15,0 %.

3HayeHue AV, paccyuTaHHoe ana 30 kancyn,

AomkHo 6bITh He Bonee 15,0 % v copnepxaHue

OMenpa3ona HY B OAHOW Kancyrne He AOMKHO

BbIX0AWTb 3a npegensi 0,75M-1,25M.

7,4

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).
NOANMUHHOCTL (B3XX) Bpemsa yaepXuUBaHUA OCHOBHOIO
nUKa Ha XpomMaTorpamMmme UCNbITYeMoro
pacTBOpa AOMKHO COOTBETCTBOBATL
BpeMeHU yaepXuUBaHUA OCHOBHOrO NUKa
Ha XpomaTorpaMme cTaHAapTHOro pacTeopa
(paszgen «KonuyecTBeHHOE onpegeneHue).

Conforms / CooTBeTCTBYET

Approval date (dd.mm.yyyy)/naTta onobpenus (aa.mm.rrrr): 04.01.2024 = 7 O“e

(Signature & Date) Quality Assurance/(lMognuck/aara) obecnevyeHuakadecTsa:
Release by/Buinywero Deputy Qualified Person/: { l
(Signature & Date)/(Mognuck/aata) Macarena Gonzalez oy A ' fl {
Manufacturing Site/lpouasofcTeeHHan nnowaaka: Laboratorios Liconsa, S.A. | (2 XTI\
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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
CEPTU®UKAT AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOoyKT OMES3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79600 Oara npouseogctea 11.2023  Topen mo 10.2025

TEST / TECT REQUIREMENT / CNIELWPUKALIUA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb 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®-cneKkTp nornoiyeHus OCHOBHOTO NUKa, Conforms / CooTBeTCcTBYET
CHATLIA NpU XpoMaTorpagupoBaHum
UCnbITYeMOro pacTeopa, fOoMmKeH
COOTBeTCTBOBaThL Y®-cnekTpy nornoweHus
OCHOBHOTIO NWKa, CHATOMY nNpu
XpomartorpagupoBaHuU cTaHQapTHOro
pacTteopa (pasgen «KonuuyecteseHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KOINMUWYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % oT 3aABNEHHOro coaepXXaHusa 99,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOINMU4YECTBEHHOE ONPEOENEHUE
MIKAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap /| MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABneHHOro cogepmaHus 1%
C17H19N303S (omenpa3sona)

yepesz 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHan cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3aaBneHHoro 98 %
copgepxanua C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NMPUMECH

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Omenpazona kapbokcunart He 6onee 1,0 % <0,1 %
Approval date (dd.mm.yyyy)/naTta ogobpexus (ag.mm.rrrr): 04.01.2024 el 7 w12y
(Signature & Date) Quality Assurance/(Mognucs/aata) obecriedeHuskadecTea: & -

Release by/Beinywiero Deputy Qualified Person/:
(Signature & Date)/(Moanuce/gaTta) Macarena Gonzalez
Manufacturing Site/lMpouaeogcTeenHas nnowagka: Laboratorios Liconsa, S.A. 1 ! @’ «’\
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl Kuwe4yHopacTtsopuMsle 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79600 Dara npouzsogctea 11.2023  Tlopen po 10.2025
TEST /| TECT REQUIREMENT / CMIELUU®PUKALIUA RESULT / PE3VYIIBTAT
IMPURITY F not more than 0.2 %
Mpumecsk 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
INwobas eguHU4Han He 6onee 0,2 % <0,1 %
HeuOeHTUULMPOBaHHaA NpUMech
TOTAL IMPURITIES not more than 2.0 %
CymMmma npumeceit He 6onee 2,0 % 0,1%
TOTAL AEROBIC MICROBIAL COUNT NMT 103 CFU/g
(TAMC)
ObLee YACNO a3pOBHbLIX He 6onee 1000 KOE/r <10 CFUIr
MUKpPOOpPraHUu3iMoB
TOTAL COMBINED YEASTS/MOULDS NMT 10*2 CFU/g
COUNT(TYMC)
He 6onee 100 KOE/r <10 CFUIr

O6Lyee YUCNO APOXOKEBLIX U NNECHeBbIX
rpubos

Escherichia coli
Escherichia coli

Absencelg
OtcytcTBUE B 1T

Conforms / CooTBeTCcTBYET

LABELING According to ND

MAPKUPOBKA B cooTBetcTBUM c H]. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHME Mpu TemnepaTtype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 roga.

Approval date (dd.mm.yyyy)/aata ogobpeHus (oo.mm.rrrr): 04.01.2024
(Signature & Date) Quality Assurance/([Noanuce/nara) obecnedeHuskadecTsa:

Release by/BeinyueHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/naTa) Macarena Gonzélez
Manufacturing Site/lpouaeoacTeerHas nnowagka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

/"‘:\) LABORATORIOS LICONSA, S.A.
(&4

C H El I lo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl KuweyHopacTeopumble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79600 Dara npouseogctea 11.2023  Topen no 10.2025

TEST / TECT REQUIREMENT / CNELLU®UKALIUA

RESULT / PE3YINbTAT

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-PVDCJ/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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3
antoMuHueBor donbru
Mo 2 unu 20 6nucTtepoB no 5 kKancyn BmecTe
€ UHCTPYKUWEN MO NPUMEHEHUIO B NMaYKy
KapTOHHYH.
Mo 5 unu 10 6nucTtepos no 6 kKancyn BMecTe
C UHCTPYKUMEN MO NPUMEHEHUIO B MaYKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepoe no 7
Kancyn BMmecTe C MHCprKUMEﬁ no
MPpUMEHEHUID B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnOMUHUEBLIA GnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos. no
10 Kancyn BMecTe ¢ UHCTPYKLIMEA NO
NpYMeHeHUI0 B NaYKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karncyn BMecTe ¢ UHCTPYKUMe: no
NpUMeHeHUIo B NaYKy KapTOHHYIO.

Conforms / CooTBeTcTBYET**

Analysis performed according ND
In-006953-180122

AHanu3a npoeeneH no HA:
1n-006953-180122

o)
Approval date (dd.mm.yyyy)/naTa ogobpeHnus (og.mm.rrrr): 04.01.2024 ( \_”'“ \ ) ool

(Signature & Date) Quality Assurance/(loanuce/aara) obecneyeHuskayecTaa

Release by/Breinywero Deputy Qualified Person/: ]
(Signature & Date)/(Mognucs/gata) Macarena Gonzélez ‘ {’ >4 |
Manufacturing Site/lpou3asogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. [ o \ )
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(\1} LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES kancynbl KulleyHopacTBopumMbie 20 mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79600 Oara npouzeopcrea 11.2023 Fonen oo 10.2025

TEST / TECT REQUIREMENT / CNELUIN®UKALIAA RESULT / PE3YNILTAT

Notes / HabnogeHUs
**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 6GnucTep U3 anlOMUHUEBOW (BOMbIU.
Mo 5 GnucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUMEH Mo NpUMeHeHUHo B NaYKy KapToHHYI0.

—
Approval date (dd.mm.yyyy)/aata onobpenus (ag.mm.rrrr): 04.01.2024 _f__u;__ 3 =0
(Signature & Date) Quality Assurance/(lMognuck/nata) obecnevyeHuakadecTsa: | " O-0(&
Release by/Brinywero Deputy Qualified Person/:

(Signature & Date)/(MNopnuce/nara) Macarena Gonzalez
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Manufacturing Site/lpoussoacTeeHHan nnowaaka: Laboratorios Liconsa, S.A. ! B I‘El‘t' B Pagelctp. 5/5
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7)) LABORATORIOS LICONSA, S.A.
(k_,) Avda, Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espaiial/Spain

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

Pa3spelueHue Ha BbINyck
CERTIFICATE OF COMPLIANCE

nMPOAYKT : OME3 kancynsl kuweyHopacTteopumbie 20 Mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : I1NM-006953
CEPUA : LC79600 Oara npouseoactea : 11/2023

BATCH MANUFACTURING DATE

Fopen po : 10/2025 Pazmep cepuu : 85.008 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s nogTBepXOalo, YTo JaHHaA MHhopMaUuA ABNSAETCA JOCTOREPHOW U ToYHOW. [laHHaA napTusa nNpoaykra
6bina npov3BeeHa, BKNKOYaA YyNakoBKy/MapKMpOBKY U KOHTPONbL Ka4yecTBa, Ha YKa3aHHOM HUXe yJyacTke (yyacTiax)

B NONHOM COOTREeTCTEBMM c TpeBoBaHuamMu GMP MmecTHoro perynupyiollero opraHa, cneyudukayMamMm B paspeLlieHnm
Ha MapKeTUHT CTPaHbLI-UMNOopTEepa U TEXHUYECKUMU cornalleHUAMM, KOTopble MOTYT BkITh 3aKnYeHkl, Unu cainom
cneyudukauuu npoaykTa ana Uccnegyembix NnekapcTBeHHbIX CPeACcTB.

3anucu no o6paboTke, yNnakoBKe U aHanNU3y NapTuu BbLINY NPoBepeHbI U NPU3HaHbLI COOTBETCTRYHIOLWUMU TpeGoBaHUAM
GMP.

MapTusa 6bina npouasedeHa B JlabopaTopuoc INukoHca SA., a Tam, rae npMMeHUMo MUKpobuonornyeckoe
uccrnenoBaHue,
oHo npoeoguTtcA B [labopatopuu 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.

I = [_’\.(

Mognuck u gara / Signature&Date: Macarena Gonzalez
[ Deputy Qualified Person

PervcTpauuoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



