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Thla fDnn, 1Mllln completed, will be c1ulllflad as 'For offlc:111 MH only'. 
For guidance on hOw your 1ntorma11on will bo treotoel l)Vtn11 TGA see: tre111ment rit lnfonnatloo prowled lo the TGA at <MPl'[I\Nffl{,tga.AQ11.a\iltN11111'al·IDRXOMOQD:PCQIIIOeg:taa>. 
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'· ·The~~ ~01,:i=J:;~i1~·~::f~iin~hi~1d;; ) :: :(;:i? 
The TGA is eollectlng S"nlQf\111 lntQIJll~tlQn In thl& ronn in oroer to: 

• ASSD3 !M appbtloo, 

• Contact the mvdlcal pnicllUQnef end dial:u&a tM application where necessary. 
camptittct If guliMi~• .. ~~ a~•:~ •1'··u~ii,'rovld good WIii ;: , 
bo mat'lnd tu SAA Car.gnry.:A·or.lWl'Cmgary C · 
pathway• ara'riotapplinblii1:>::::.::: :·· ::::: ::;· ••.. :;-· .• :· 

.. . . , .. .. , .. , .. ... ,, ... .. .. , .. .. ... , .. " ' . . . ... . Th• p81'50nal lnfo~allon Qf the JTI!ldk:al ·~,.a(:ffllOnl!I' may be dfsdosect ta· State ·and Tl!l'l'ltoty 
au1hol1tl4'$ with re,pon,lbillty fl)t t~etl!lpetJ!le gooda or medical pracllttonet regls1raU011 . 
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Patient details (minimum ot 3 (three) identifiers required} 
---------~----------

-------------------------

Dlagnosis(es) or Medical Condition(&): Non-ketotic hyperglycinemia 

Indication: Non-ketotic hyperglycinemia 

Cllnlcal Justification for use of product: (e.g. Include seriousness of condition, details of previous treatment Including reasons why a therapeutic good 
currently listed on the ARTG cannot be used for the nstment of tt,ls patient in this circumstance) 

This medication conjugates glycine, a neurotransmitter, to normalise levels in plasma and CSF 

Product details (.ittac1i efficacy and safety data to support proposed use ot the product anct details ot intend~ monitoring) 

Tharapauttc good type Medicine 181 Biological D Medical device D 

,iGAHealth Safety I ~ R!!f;,rulation 
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Medicine/biological Medical device 

Trade Name rff known) Sponsor I Supplier Tradsname 

Active lngredlant(sJ Product de11erlptf on (Including varla.nt1J 

Sodium benzoate 

Dosage form {e.g. tablet) Strength (e.g., 1 mg/mQ Mo of unlbl Sponsor I Suppll•r 

tablet 500mg 

Route of admlnislr.!tlon (e .. g .. IV) Dou & frequency (1 tds) 
Propos«I duration ot treaanent lnt9nded date of use 

PO 4g tds 

QuanUty1 requlrad for treatment or duration 

12 months 

I 
The l'la!Gillh pnodltloner typo, le flllY al IN ro1.,..;,ng: Medir.81 ~ Klontr. ATSI t.:,;llh pmctlOOner; donll,t r1dlogrllf)lle r, ~u"'9; mld-Mlw, -..,114io~ th1N11)111: oplotnelllst, phmnedet : podiatri•~ 

psydlotolll•l 

' ~ot oubol'!rlc .. ceptured by tl'la CUM<>m• (PIQMlllllec:I lmpOn~) Rag111'1non1 19!i6 lh• qt,1enllty mull ba provided 
'VDlianl ,.,..._ • l'lladloal ~.Viot U\6 dmlQn of "'11ch hos bMn v""4t1 te> •ccoMmcdAI• <lltrerelll pa8-,, -tomleal 11,qulrom,,m, (l<Jr -mi,le, relodng ,o 1M -11•. , r:co, longlh, Clle11181et t1t 9GU9" of lt,­
lle\'ICt) 

Sp11Glal Access Scheme - Category B (July 2017) 
For offletal use only Page 2 of2 




