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 Pemetrexed 100 mg and 500 mg Powder for Concentrate for
Solution for Infusion [Single Dose Vial] enclosed overleaf.
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Cytotoxic

1 Vial
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PEXARITE 100

Pemetrexed 100 mg
Powder for Concentrate
for Solution for Infusion

Single Dose Vial

For Intravenous use only

Each Vial contains 100 mg of Pemetrexed
(as Pemetrexed Disodium).

To Reconstitute: Add 4.2 ml of 0.9%
Sodium Chloride Injection (preservative
free) to make a solution containing

25 mg/ml Pemetrexed.

Reconstituted solution must be further
diluted before use (see package insert)

Store below 30°C.

From a microbiological point of view,

the product should be used immediately.
If not used immediately, Reconstituted
and Diluted solutions stored at refrigerated
temperature (2°C to 8°C) and should be
administered within 24 hours after initial
reconstitution.

Discard unused portion
Prescription only medicine.
See package insert for full prescribing
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PEXARITE 100

Pemetrexed 100 mg
Powder for Concentrate
for Solution for Infusion

Single Dose Vial
For Intravenous use only

Cytotoxic

1 Vial
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A/s: 40 x 36 x 65 mm
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Manufactured by:

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

Kolthur Village, Shameerpet Mandal,
jgiri District,

Medchal
Medchal

India.

Imported by APL Pharma Thai Ltd.,
Bangkok ;
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T A/s: 120 x 25 mm

Each Vial contains 500 mg of Pemetrexed

(as Pemetrexed Disodium).

To Reconstitute: Add 20 ml of 0.9% Sodium Chloride
Injection (preservative free) to make a solution containing
25 mg/ml Pemetrexed.

Reconstituted solution must be further diluted before use
(see package insert).

Store below 30°C.

For storage conditions after reconstitution and dilution of
the product, see package insert.

Discard unused portion

Manufactured by: Eugia Pharma Specialities Limited, India.

Imported by APL Pharma Thai Ltd., Bangkok

Unwinding Direction

<
<

o
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Pemetrexed 500 mg
Powder for Concentrate for
Solution for Infusion

Single Dose Vial

o Forntravenous use only
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* Batch:, Expiry: will be over coded during production
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PEXARITE 500

% Pemetrexed 500 mg
Powder for Concentrate for
Solution for Infusion

Single Dose Vial

For Intravenous use only

Cytotoxic

1 Vial

I

AUROBINDO

Each Vial contains 500 mg of Pemetrexed
(as Pemetrexed Disodium).

To Reconstitute: Add 20 ml of 0.9%
Sodium Chloride Injection (preservative
free) to make a solution containing

25 mg/ml Pemetrexed.

Reconstituted solution must be further
diluted before use (see package insert).

Store below 30°C.

From a microbiological point of view,

the product should be used immediately.

If not used immediately, Reconstituted
and Diluted solutions stored at refrigerated
temperature (2°C to 8°C) and should be
administered within 24 hours after initial
reconstitution.

Discard unused portion

Prescription only medicine.

See package insert for full prescribing
information.

r -
PEXARITE 500

% Pemetrexed 500 mg
Powder for Concentrate for
Solution for Infusion

Single Dose Vial

For Intravenous use only

Cytotoxic

1 Vial

R

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
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A/s: 55 x 52 x 95 mm
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