;—‘\) 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 AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl Kuwe4yHopacTtBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83890 Dara npoussoactea 06.2024  Topen o 05.2026
TEST/ TECT REQUIREMENT / CNEUW®UKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeBepAble WenaTMHOBLIe Kancynkl paaMepa N°4, Conforms / CooTBeTCTBYET
C KpbILWeYKoi CUHEro LiIBeTa U KOpnycom
6enoro UBeTa, cofepxallue cdepuyeckue
rpaHynsl oT 6enoro Ao no4Tu Genoro ¢
WENTOBaThIM OTTEHKOM LiBeTa.
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.
OOHOPOOHOCTE JO3UPOBAHUA (AV) 3HayeHue AV, paccuyutanHoe ansa 10 kancyn, 7,9

nomkHo BbITh He Gonee 15,0 %.

3HaveHue AV, paccuntaHHoe ans 30 kancyn,

AOMKHO BbITh He 6onee 15,0 % v cogepxaHue

oMenpazorna HU B OAHOM Kancyne He AOMKHO

BbIXOAUTL 3a npenens! 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).
NOoONUHHOCTb (B3XKX) Bpems yaepXXUBaHUA OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XpomMaTtorpaMmMe UCNbITyeMoro
pacTeopa AOMKHO COOTBETCTBOBAaTb
BpeMeHU YAepKUBaHUSA OCHOBHOIO NUKa
Ha Xxpomartorpamme cTaHAapTHOro pacrteopa
(paspen «KonuyectBeHHoe onpeaenexHunen).

(A

2R0%. 2&[
Approval date (dd.mm.yyyy)/nata ono6perus (A0.MM.ITTT):
(Signature & Date) Quality Assurance/(loanvck/aata) obecneveHunKaqecTsa:
Release by/Buinywexo Deputy Qualified Person/: . - :
74 g C
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez // 7/ {;// 227 24
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
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 kuwe4yHopacTBopuMble 20 Mr

CODE

Ko[n 231903

BATCH Manufacturing Date: Expire Date:

CEPKA LC83890 DNata npouseoactea 06.2024  Topex no 05.2026

TEST / TECT REQUIREMENT / CMIELIM®UKALNA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOMIMHHOCTb B3XX (DAD aetekrop)

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 nornoLeHnus oCHOBHOro NuKa, Conforms / CooTBeTCcTBYET
CHSATbIA NPpU XpoMaTtorpadupoBaHum
WUCMbITYEMOro pacTeopa, fofmKeH
COOTBETCTBOBaThL Y®-cnexkTpy nornoljeHus
OCHOBHOTO NUKa, CHATOMY Nnpu
XpomaTtorpatpupoBaHuu CTaH4apTHOro
pactBopa (pasnen «KonuyecTBeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 25%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % oT 3aABNeHHOro cogepmxaHus 98,3 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYHECTBEHHOE OMNPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mgl/cap | MI/KATCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBneHHoOro cogepxaHus 0%
C17H19N303S (omenpa3ona)

Yyepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHWE (BychepHas cTagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3asBneHHOro 98 %
cogepxanusa C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECH

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Omenpasona Kapbokcunat He Gonee _1\,1?\% <0,1 %
LA

Approval date (dd.mm.yyyy)/aaTa ogobpeHus (00.MM.ITTT): ? 2 Oy -?'L\»{

(Signature & Date) Quality Assurance/(lMoanucek/naTa) obecneyeHuskavecTsa: 4 //_7 ) &

Release by/BuinyweHo Deputy Qualified Person/: /‘///// 22 7. 2 7

(Signature & Date)/(Mognucs/nata) Macarena Gonzélez =

Manufacturing Site/MNpouasogcTeeHHan 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), Espaia/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
nPoOyYKT OMES3 kancynbl KuwevyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83890 DOata npouseoactea 06.2024 Mogen go 05.2026
TEST/TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Noban eguHuyHan He Gonee 0,2 % <0,1 %
HenpeHTU(gULMpOBaHHan NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKWUPOBKA B cooteeTtcTBUM ¢ HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bellwe 25 °C.

SHELF-LIFE 2 years

CPOKTIOOHOCTH 2 roga.

CR

Approval date (dd.mm.yyyy)/nata ono6peHus (Aa.Mm.rrr);
(Signature & Date) Quality Assurance/(Moanuce/aata) obecneyeruskadecTsa:
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/gara) Macarena Gonzalez

Manufacturing Site/Mpou3BofcTeeHHas nnoiiaaka: Laboratorios Liconsa, S.A.
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(ﬂ) LABORATORIOS LICONSA, S.A.
(&

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

19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

CHEmO 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
nPOOYKT OME3 kancynbl Kuwe4yHopacTeopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83890 Data npoussoacrea 06.2024 Fopen oo 05.2026

TEST / TECT REQUIREMENT / CNELW®UKALIUA

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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3
anoMuHueBoln donbru
Mo 2 unu 20 6nucTtepoB no 5 Kancyn BMecTe
[+ MHCprKLlMEfI Mo NpUMEHEHUK B Nadvky
KapTOHHYHO.
Mo 5 unu 10 6nuctepoe no 6 kancyn BMecTe
€ UHCTPYKUMEN NO NPUMEHEHUIO B NayKy
KapTOHHYH.
Mo 1,2, 4, 8 unu 14 6nucTtepoB no 7
Karicysn BMecTe ¢ UHCTPYKLUWei no
NPUMEHEHUIO B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMuHUEBbIW GniucTep.
Mo 1, 2,3, 5,6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ MHCTPYKUWeN no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKUUel no
MPUMEHEHUIO B NaYKy KapTOHHYIO.

Conforms / CooTtBeTcTBYET**

Analysis performed according ND
nn-006953-180122
Ananu3s npoeepeH no HJ:

nn-006953-180122 /‘“‘ ;“\
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Approval date (dd.mm.yyyy)/nata opobperus (Aa.MM.ITrT):

(Signature & Date) Quality Assurance/(Moanuce/nata) obecneyeHusKkayecTsa: p
Release by/Buinywero Deputy Qualified Person/: //’// = Z
(Signature & Date)/(lMoaonuce/nata) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHas nnowaaxa: Laboratorios Liconsa, S A. -~ —4
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@ LABORATORIOS LICONSA, S.A.

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

CH EI | lO 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
NMPOOYKT OME3 kancynbl K4lIe4YHopacTBOopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC83890 Nata npouseoactea 06.2024 Nopen go 05.2026

TEST /| TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YIBTAT

Notes / HabnrogeHus
**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 anOMUHUEBOM hONbLIK.
Mo 5 6nucTepor no 6 Kancyn BMecTe ¢ MHCTPYKLUUWeNR No NpUMeHeHUI0 B NaYky KapTOHHYH.

(A

U W
Approval date (dd.mm.yyyy)/aata ogobpenus (00.MM.ITIT):
(Signature & Date) Quality Assurance/(lNognuce/aata) obecneveHuskayecTsa:
Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(lMoanuck/nata) Macarena Gonzalez
Manufacturing Site/lpouasoacTeeHHasn nnowagka: Laboratorios Liconsa, S.A.
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(ﬂ) LABORATORIOS LICONSA, S.A.
(\\JJJ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

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

PaspelwueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl Kuwe4yHopacTBopuMbie 20 mMr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUS : LC83890 Nara npouseoacTra : 06/2024
BATCH MANUFACTURING DATE

Fopen go : 05/2026 Paamep cepuu : 365.040 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosyum s noATBepXAalo, YTo AaHHaA MHGOpMaLUa ABNAETCA 4OCTOBEPHOM U TOMHOM. [laHHaa napTvsa NpoaykTa
6bina npousBeAeHa, BKIOYas YynakoBKy/MapKUpPOBKY U KOHTPOIb Ka4ecTBa, Ha YKa3aHHOM HUXKe y4acTKe (y4acTKax)
B NONTHOM COOTBETCTBUM ¢ TpeboraHuaMU GMP MecTHOro perynvpyroliero opraHa, cneyuukauusammu B paspeLueHnm
Ha MapKeTUHT CTpaHbI-UMNOPTepa U TeXHUHECKUMU COrnalleHUsIMU, KOTOpble MOryT 6biTh 3aKnYeHbl, Unu dainom
cneyuduKalum npoAykTa aAns Wccneayembix nekapcTBeHHbIX CPeAcTB.

3anucu no o6paboTKe, ynakoBKe U aHanu3y NapTuu 6bINU NpoBepeHbl U NPU3HaHbl COOTBETCTRYHOLMMU TpeGoBaHUAM
GMP.

MapTuna 661na npouaseneHa B llabopatopuoc NlukoHca SA., a TaM, roe NpMMeHMMO MUKpOGUONorMyeckoe
uccrnefoBaHue,
OHo npoBoauTcA B JllabopaTtopun 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.

///////Zc/} 2Ly

Moanuck 1 gata / S|gnature&Date Macarena Gonzalez
/ Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Autharization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



