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Therapeutic Goods Adninisiration

This form, when completed, witl be cigssified as 'For official use onty'.
For guidancs on how your information will be treated by the TGA see: Treatment of informietion provided to the TGA at
<hBoiiwww tga gov. aw/aboutftga-information-to hims>.

Category B form Special Access Scheme
Please complete clearly and in full - forms cannot be processed if incomplete or illegible

Do not provide the name of the patient. Only provide the patient's initials and other information as requested an this form.
Email completed form to SAS@tga.qov.au (preferred) or fax to 02 6232 8112, '

Privacy informetioa

Far gencral privacy information, go to <htipfwww tga gov.aulaboutiwebsite-privacy him=,

The TGA Is collecting persenal infermation in this form in order to:

+»  Assess the application.

. Conlactthe medical practitioner and discuss the application where necessary.

=  The personal information of the madical practiionar may be disclosed to Btate and Territory authorilies with respons'bsllty for therapeutic goods
or medical practiticner registration.

Patient details (minimum of 3 {three) identifiers required

Diagnosis Non-ketotic hyperglycinemia Previous SAS No, {|f applicable)

of product,

For example - lnclude
seriousness of coridition, l
details of previous treatment - N

Clinicat justfication for use | Sgunglow A Flyro /7,7 \,Qf ;Jw;q é( Lok'c 147%7@:?{7 C/,«mgmk,

Product details Attach efficacy and safety data fb-'suﬁﬁo;t proposed use of the product and defails of intended
matitoring. Mole: Boxes marked with an * must be completed for devices.

Active ingradient sodium benzoate Trade name/device name*  {Amzoate
Company/supplier* Symbion Hospital Supplies Route of administration oral
Dose form & strength (e.g. 500mg tablety |500mg tablet Proposed treatmert duration |12 months

Dose & frequency® (e.g 1 tds) 250mgfkg/day in divided doses

intended date of use” 2311017 Propesed quantity™ 12 months

Prescriber details

Phons: 1800 020 653 or 02 6232 8644 Fax: 02 6232 8112 Email: SAS@tga.gov.au hitp/fvaww tca.gov.ay Regulation
{September 2014}
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