








3(2)  Particulars to be included on a label 
Subject to qualifications in subclauses listed below, the labels MUST include; 

   3(6) – large volume injections 

  3(11) – small containers 

  3(12) – individually wrapped goods 

  3(13) – strip, blister and dial dispenser packs 

  3(14) – directions for use 

  3(17) – plastic ampoules 
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Note: for products in a small container (≤ 20mL capacity)  use the column for primary pack in section 
3(2) (strike out column for container) and use the column for container in section  3(11) 

  (a) The product name 

  (b) The name(s) of all the active ingredients in the goods 

  (c) The quantity or proportion of all active ingredients in the goods in accordance with clause 4 
- Expression of quantity or proportion of active ingredient in medicines [page 15 of 
this document] 

   

(d) 

 

 

Note – not applicable to products in Schedule 4 of the SUSMP 

Where the medicine contains any ingredient referred to in column 1 of the First Schedule as 
an excipient (page 37-40 in TGO 69) and:  

(i)  a condition, if any, stated in column 2 of the First Schedule applies in relation to such an 
ingredient; and 

(ii) the medicine is intended to be administered via any one or more of the routes referred to 
in column 4 of the First Schedule; and  

(iii) the medicine is not included in Schedule 4 or Schedule 8 of the Poisons Standard  

Then – a statement must be included on the primary pack indicating the goods contain 
these ingredients. See page 16 of TGO69 for more details. 

  (e) The name of the dosage form e.g. Injection, powder  for 

  (f) The quantity of the goods (except for medicines for injection) 

  (g) Warning statements, where these apply to the medicines [see page 18 of this document for 
additional information on warning statements] 

  (h) The batch number of the goods preceded by the batch number prefix 

  (i) The expiry date of the goods preceded by the expiry date prefix 
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  (j)  The storage conditions applicable to the goods in accordance with clause 7 – Permitted 
statements of storage conditions 

  (k) Directions for use of the goods – [if there is not sufficient space,  refer to 3(14)] 

  (l) The name and address of the sponsor or supplier of the goods 

  (m) A statement of the purpose or purposes for which it is intended that the goods be used, 
except;  

(i) where the goods are specified in Schedule 4 or Schedule 8 of the Poisons Standard 

(ii) where the goods are a dispensing pack supplied solely to a complementary  healthcare 
practitioner and include on the label the words ‘For Practitioner Dispensing Only’ 

  (n) Where the goods are included in the Australian Register of Therapeutic Goods, the 
registration or listing number is to be: 

(i) on the label; or 

(ii) on a securely affixed label adjacent to the main label; or 

(iii) if the container is enclosed in a primary pack, on the primary pack label 

3(3) Particulars to be included on a main label 
Subject to qualifications in subclauses listed below, the MAIN LABEL must include; 

   3(6) – large volume injections 

  3(11) – small containers 

  3(12) – individually wrapped goods 

  3(13) – strip, blister and dial dispenser packs 

  3(17) – plastic ampoules 
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Section 3(3) is compulsory 

  3(2)(a) The product name 

  3(2)(b) The name of all active ingredients in the goods 

  3(2)(c) The quantity or proportion of all active ingredients in the goods in accordance with clause 4 
- Expression of quantity or proportion of active ingredient in medicines 

  3(2)(e) The name of the dosage form 

  3(2)(f) The quantity of the goods (except for medicines for injection) 
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Warning statements 
According to the Standard for the Uniform Scheduling of Medicines and Poisons 

Part 2.7.1 The primary pack and immediate container of a Schedule 4 medicine for human use 
  must be labelled as follows: 

 (a) with the signal words relating to the Schedule in which the poison is included and the  
  purpose for which it is to be used, 

   ‘PRESCRIPTION ONLY MEDICINE’ for human use, written: 

  (i) on the first line or lines of the main label; and 

  (ii) in bold-face sanserif capital letters of uniform thickness; and 

  (iii) in letters at least half the height of the largest letter or numeral on the label but need  
  not be large than 6mm on labels for packages having a nominal capacity of 2 litres or less 

  (iv) with nothing else written on that line (except in case there is a Class label as specified 
  in the Australian Code for the Transport of Dangerous Goods by Road and Rail) 

 (c) with the cautionary statement – ‘KEEP OUT OF REACH OF CHILDREN’ written: 

  (i) on a separate line or lines immediately below the signal words ‘PRESCRIPTION ONLY 
  MEDICINE’ 

  (ii) in bold-face sanserif capital letters of uniform thickness; and  

  (iii) in letters at least four tenths the height of the letters used for the signal words; and 

  (iv) with no other statement written on that line (except in case there is a Class label as  
  specified in the Australian Code for the Transport of Dangerous Goods by Road and Rail) 
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