1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

Artworks of Bendamustine Hydrochloride 2.5 mg/mL Powder for Concentrate for

Solution for Infusion 25 mg/vial and 100 mg/vial enclosed overleaf.

_ ‘) MARKETING AUTHORISATION APPLICATION
[ = Bendamustine Hydrochloride 2.5 mg/mL Powder for Concentrate for Solution for
Infusion 25 mg/vial — 1.3.1.1.1



{AINVIA vial

Unwinding Direction
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Each Vialcontains - Manufactured by: Eugia Pharma Specialities Limited, India
Bendamusiine Hycrochloride 25 mg. Imported by APL Pharma Thai Ltd, Bangkok
Et;crs"m‘zea‘gecmlw“wmLs(emeWater ?ENDOKEY 25 gAY lfiavnzaamunmina
for injcton. ; 25mgimL. Red:No. 1C...).NG) M.L. No.: 24/RRITS/2015/FIG
concentration n the reconsiituted soluton s Powder for Concentrate for P1427721
25 mg/mL Soluton for Infusion 25 mghval
Requires immediate further dilution with 0.9% Single Dose Vial Batch No.
Sodium Chloride Injection (See package insert
for fullprescribing information). For Intavenous usae":n\y Mfg. Date :
For storage conditions and " Coding Zone will be
ition of e produc, <ce package inser > Diution Required Exp, Date: > sver coded during
Discard unused portion AurosINDo Cytotoxic uduay production(28 x 12 mm)
X * ’ ) )
Size : 80 x 20 mm Batch:, Expiry: will be over coded during production
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2a1nVIG vial

Unwinding Direction
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Each Vial contains Bendamustine Hydrochloride 100 mg. UIAIANTILFLY Idawnzamunweina

Store below 30°C. . . Reg. No. 1C...

Reconstitute the vial with 40 mL Sterile Wal‘e’: :a;\mecnon. BE N Do KEY 100 Fh:!iau: T ) )

solution is 2.5 mg/mL. 1% Bend tine Hydrochlorid ziqurzlnvam:ll@mnawswummm‘L'n .

Requires immediate further dilution with 0.9% Sodium Chloride endamustine rochloride navlgnialanismupasmami

Injection (See package insert for full prescribing information). 2.5 mg/mL Powder for Concentrate . P1427722

For storage conditions after reconstitution and dilution of the for Solution for Infusion 100 mg/vial N B
Batch No.:- : Coding Zone will be

product, see package insert. Sin N
gle Dose Vial - For Intravenous use only . !

Discard unused pomu‘n o » Reconstitution and Mig. Date - R ove; cotqed g;nr!]gz
Manufactured by: Eugia Pharma Specialities Limited, India. Dilution Required B N production(33 x mm)
Imported by APL Pharma Thai Ltd., Bangkok q_ Exp, Date: - N
M.L. No.: 24/RR/TS/2015/F/G AUROBINDO Cytotoxic oduany

- * A . . .
A/s:120 x 25 mm 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

Batch No.:
Mfg. Date:
Exp. Date:
during packing

Unvarnished Zone
(dotted line not for printing)
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Each Vial contains gllan_ulgcl:ured bsy: ‘aliies Limited
Bendamustine Hydrochloride 25 mg. Sﬂ?&gy N:rrggo zgﬁlllgg; imited,

Kolthur Village, Shameerpet Mandal,

Reconstitute the vial with 10 mL Sterile Water for Medchal-Malkajgiri District,
B E N DO KEY 2 5 Injection. Bendamustine Hydrochloride B E N DO KEY 2 5 Telangana, India.

concentration in the reconstituted solution is

2.5 mg/mL. Imported by APL Pharma Thai Ltd., Bangkok
Bendamustine Hydrochloride Requires immediate further diluton with 0.9% Bendamustine Hydrochloride e Aiawngamumenng

Sodium Chloride Injection (See package insert for

25 mg/ml— full prescribing information). 25 m /mL Reg. No. 1C...../.....(NG)

Powder for Concentrate for e thefna soluton i Powder for Concentrate for ML No. 24/RRTS/2015/F/G
. . . se the final solution within 48 hours when stored . . .
Solution for Infusion 25 mg/vial | at2:c to & orwithin 35 hours when stored at Solution for Infusion 25 mg/vial | wgow: o

25°C. fanavi e 1

Single Dose Vial Single Dose Vial 2;3%’;2?212&222‘321‘;?5..‘3UTW

From a microbiological point of view, the product
should be used immediately. For Intravenous use only

Reconstitution and
Dilution Required

For Intravenous use only
Reconstitution and
Dilution Required

Store below 30°C.

Keep the vial in the outer carton in order to

Cytotoxic protect from light. Cytotoxic
&? Discard unused portion &?
AUROBINDO 1 Vial Prescription only medicine. AUROBINDO 1 Vial glop1175llo55289

50 x 40 x 70 mm
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Batch Details along with variable data &
Unique serial number on each carton

with 2D data Matrix shall be printed

during packing
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BENDOKEY 100
B

Bendamustine Hydrochloride
2.5 mg/mL
Powder for Concentrate for
Solution for Infusion 100 mg/vial
Single Dose Vial

For Intravenous use only

Reconstitution and
Dilution Required

Cytotoxic
1 Vial

~

AUROBINDO

Each Vial contains Bendamustine
Hydrochloride 100 mg.

Reconstitute the vial with 40 mL Sterile Water
for Injection. Bendamustine Hydrochloride
concentration in the reconstituted solution

is 2.5 mg/mL.

Requires immediate further dilution with 0.9%
Sodium Chloride Injection (See package insert
for full prescribing information).

Use the final solution within 48 hours when
stored at 2°C to 8°C or within 3.5 hours when
stored at 25°C.

From a microbiological point of view,
the product should be used immediately.

Store below 30°C.

Keep the vial in the outer carton in order
to protect from light.

Discard unused portion

Prescription only medicine.
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BENDOKEY 100
B

Bendamustine Hydrochloride
2.5 mg/mL
Powder for Concentrate for
Solution for Infusion 100 mg/vial
Single Dose Vial

For Intravenous use only

Reconstitution and
Dilution Required

Cytotoxic
1 Vial

I

AUROBINDO

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

M.L. No.: 24/RR/TS/2015/F/G
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56 x 52 x 90 mm

[

6173

AWIAGN LU 1163 b DUNWAUTI bO 6T BIDYU A LA T

BVaTUSINDAAUUBRATNU A BUEUTFI Tjn*j-ﬁw La*FUna ansad

@TINUUTNT) = (n) 132w () UAS (@) BATUERZNIT

—4



