1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

1.3.1.1.1 Product Description

Artworks of Decitabine 50 mg Powder for Concentrate for Solution for Infusion (Single
Dose Vial) enclosed overleaf.
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Each Vial contains 50 mg of Decitabine Imported by APL Pharma Thai Ltd., Bangkok
To Reconstitute: Add 10 mL of water for Reg. No. 1C..........(NG)
Injection to make a solution containing st
5 i Degtaine DECINJET {7l
Reconstituted solution must be further B o Anfouw . .
diluted within 15 minutes. Decitabine 50 mg iloyitbiedunsoioussla
The diluted solution for intravenous Powder for Concentrate for aovlamulamsmuquuassmoii
infusion can be stored at 2°C - 8°C for up Solution for Infusion M.L. No.: 24/RRITS/2015/F/G
to a maximum of 3 hours, followed by up Single Dose Vial P1427726
to 1 hour at room temperature For Intravenous Batch No.:
(20°C - 25°C) before administration I Mio. Date: Coding Zone will b
Store below 30°C. Discard unused portion Infusion only Exg D:te o\?erlr;%d:;ed::‘inge
Manufactured by . Date: production(22 x 10 mm)
Eugia Pharma Specialities Limited, India AUROBINDO  Cytotoxic duay
A/s:80x25mm * Batch:, Expiry: will be over coded during production
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Batch Details along with variable data &
Unique serial number on each carton

with 2D data Matrix shall be printed

GTIN: XXXXXXXXXXXXXX
XXXXXXXXXXX
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DECINJET

Decitabine 50 mg
Powder for Concentrate for
Solution for Infusion

Single Dose Vial

For Intravenous
Infusion only

Cytotoxic
1 Vial

A2

AUROBINDO

>
2
§ jo)) !
== X i
L eef e e
s B 2 Lot G
s&s 8 g | ‘21eq By
sScZgEsf | E2RSS05L110601 LD
552 % £ :
zEg = 3 859€70Ld

Each Vial contains 50 mg
Decitabine.

To Reconstitute: Add 10 mL of
water for Injection to make a
solution containing 5 mg/ml
Decitabine.

Reconstituted solution must be
further diluted within 15 minutes.
The diluted solution for
intravenous infusion can be
stored at 2°C - 8°C for up to a
maximum of 3 hours, followed by
up to 1 hour at room
temperature (20°C - 25°C)
before administration.

Store below 30°C.

Discard unused portion
Prescription only medicine.

See package insert for full
prescribing information.
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Decitabine 50 mg
Powder for Concentrate for
Solution for Infusion

Single Dose Vial

For Intravenous
Infusion only

Cytotoxic
1 Vial
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Manufactured by:

Eugia Pharma Specialities Limited,
Survey No. 550, 551 & 552,

Kolthur Village, Shameerpet Mandal,
Medchal-Malkajgiri District,
Telangana, India.

Imported by APL Pharma Thai Ltd.,
Bangkok

Reg. No. 1C..........(NG)
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