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TGA use only 

This form, when completed, wlll be classified as 'For offidal use only'. 
For guidance on how your information wi ll be treated by the TGA see: Treatment of information provided to the TGA at 
"-hltp:/lwww,.)9a.gov.au/aboutilga-information-to,hlrn>. 
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Document 39 

Please complete clearly and in full - forms cannot be processed if incomplete or illegible 

0o not provide the name of the patient. Only provide the patient's initials and other information as requested on thYfi~r:,:.,j~;·:.',-::c. 
Email completed form to SAS@tg11.9ou..l! (profotred) or fa JC to 02. 6232 811i. ·<1'j:. //;,:: .. ,;;,; ;?: 

"::f;::J;;;-,. ,,•••, 

: :;;:fr:, -:·;/F Pl'ivacy information 

For general privacy informaijon , 90 to <!!\!QJfwW-1,'.JQ.~ov.au.fll.lwJ.t!~sjte-tiri'!l1S:.¼D.1ro>. 
The TGA is collecting persona! Information In this form in order to; 

Ass&Ss lhe application. 
Conto\Ct th() medical praclitiooer and discuss the application where necessary. .,;::.·. ::',\,:.:,\ .,. ':'\ . 

The person~! inforn,a\i on of the rneok:al practtlloner may l>e disclosl!d to Stato and Territory aulhoritie{ r.iith respo~s1'11~~ty for lherapeutlc goods 
or mediC81 practitioner registration. "·,,::.. '.( 

Patient details (minimum of 3 (three) Identifiers required) i::,r 

Clinlcal Justification for use 
of product. 

tnd!cated as p;;-of routine Ma(iag~fu.~'ht o{titru11M~~mia type 1. 
For treatment of elevated ammonia ieiie!sT" .. .. . 

Fer example. Include 

wtousness or condWon, 
detaiJs of revious treatment 

. ;:· ~::·~-~:~:::· 

Product details Attach efficacy)ind safely data ii;}:support proposed use of the product and details of intended 
monitoring. Note': Boxes marked with 811 ., must be completed for deviC~$. 

Active ingredient Sodium Benfoate Trade name/device name· 

Compenylsupplf er• Route of administration Per oral 

Dose form & slrength {e.g'.<~06~~~bletf 500mg tablet . 
-·----·-·--·-

Proposed treatment duration Lifelong 
, ,::~r,· . : ; ... 

5grams TOS 

01/03/2017 I Proposed qu.intity"' J Maximum du~,a_t_io_n __ __...., 
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