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1 Introduction
In this Stability Study Summary, the data regarding Bicalutamide 150 mg

tablets are presented. These data are gathered as a result of the execution of
SDE.NUS.BCM.tab150.002.

Explanation of terms used in this Stability Study Summary:

Long term study: 25°C/60% RH

Intermediate study: 30°C/65% RH

Accelerated study: 40 °C/75% RH

C: Complies with specification

NC: Does not comply with specification

- Not performed or no results available

electronically controlled version: SSS.NUS.BCM.tab150.002 (10.0)
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2 Overview long term stability data
2.1 Long term stability study: 25 °C/60 % RH blister (PVC/PE/PVDC:Al)

In this part of the stability study summary, the results of Bicalutamide 150
mg tablets, packaged in a PVC/PE/PVDC:AI blister and stored at 25 °C/60 %

RH are presented.

electronically controlled version: SSS.NUS.BCM.tab150.002 (10.0)
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2.2 Long term stability study: 25 °C/60 % RH Bulk packaging

In this part of the stability study summary the results of Bicalutamide 150 mg
tablets, packaged in bulk container, stored at 25 °C/60 % RH are presented.

electronically controlled

version: SSS.NUS.BCM.tab150.002 (10.0)
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3.1

Overview intermediate stability data
Intermediate stability study: 30 °C/65 % RH blister (PVC/PE/PVDC:Al)
In this part of the stability study summary, the results of Bicalutamide 150

mg tablets, packaged in a PVC/PE/PVDC:Al blister, stored at 30 °C/65 % RH
are presented.
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32 Intermediate stability study: 30 °C/65 % RH Bulk packaging

In this part of the stability study summary, the results of Bicalutamide 150
mg tablets, packaged in a bulk container stored at 30°C/65 % RH are
presented.
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4 Overview accelerated stability data
4.1 Accelerated stability study: 40 °C/75 % RH blister (PVC/PE/PVDC:Al)

In this part of the stability study summary, the results of Bicalutamide 150
mg tablets, packaged in a PVC/PE/PVDC:Al blister, stored at 40 °C/75 % RH
are presented.
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