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What will happen 
Submissions will be reviewed by the TGA and feedback on submissions will be provided through 
the TGA's Internet site. Recommendations made by the TGA following consideration of submissions 
from interested parties will be published on the TGA website. 

The proposed advisory statements will then be included in the next update of the RASML 
document. 

Confidentiality 

All submissions will be placed on the TGA's website unless marked confidential. Any confidential 
material contained within your submission should be provided under a separate cover and clearly 
marked 'IN CONFIDENCE'. Reasons for a claim to confidentiality must be included in the space 
provided on the TGA submission coversheet. 

For submissions made by individuals, all personal details other than your name will be removed 
from your submission before it is published on the TGA's website. 

 

The RASML Edition 1 including update 4 (dated September 2008) remains the current 
version which sponsors should continue to refer to. 
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Summary of proposed changes 

Substance Change type 

Fexofenadine New entry 

Loperamide Amendment to existing entry 
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1. Amendment to existing entry 

Medicines Containing … Which Meet The Following Conditions ... Required 
Statement(s) 

Loperamide (a) When included in SUSDP SUSMP Schedule 2; or  
(b) When excluded from the Schedules to the SUSMP. 

(6, 17 159, 180#, 
184#, xx^, A, B)j  

#Statement as proposed for update for RASML 5 

^Statement as proposed in response to submissions to the consultation for update 6, therefore no 
number has been allocated. 

2. New entry 

 Medicines Containing  Which Meet The Following Conditions . Required 
Statement(s) 

Fexofenadine (a) When included in SUSMP Schedule 2; or  
(b) When excluded from the Schedules to the SUSMP. 
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Section 2 – Advisory statements 
1. Added new advisory statements 

No Statement Text 

180# If the [condition] persists after two days of treatment, seek medical advice as soon as possible. 

184# Drink plenty of water 
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No Statement Text 

xx^ If you are pregnant or breastfeeding, check with your doctor or pharmacist before using this 
medicine. 

A* See your doctor or pharmacist before taking [this product/product name] if you have a fever, severe 
stomach pain, bloody diarrhoea or ongoing affecting the bowel 

B* Do not take if you suffer a medical condition where constipation should be avoided 

#Statement as proposed for update for RASML 5. 

^Statement as proposed in response to submissions to the consultation for update 6, therefore no 
number has been allocated. 

*A number will be allocated in the RASML document at the time of updating to ensure consistency 
with the numbering system. 
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