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GOVERNMENT GAZETTE, WA 5 October 2004

o Regulation 38G amended

(1) Regulation 38G(2) is amended by deleting “a statement as
follows — ™ and inserting instead —

a warning in the following words, or other words
having the same effect —

(2) Regulation 38G(2) is amended by deleting “DO NOT USE IF
PREGNANT OR LIKELY TO BECOME PREGNANT™.

6. Regulations 380 and 38P inserted

After regulation 38N the following regulations are inserted —

380.
(1)

(2)

3)

38P.

Bosentan for human use

Bosentan or a substance containing bosentan shall not
be prescribed except —
(a) by aphysician; or
(b) by any other medical practitioner authorised in
writing by the Commissioner of Health.

Where bosentan or a substance containing bosentan is
supplied in accordance with a prescription under
subregulation (1) the supplier shall ensure that the
container in which the bosentan or the substance
containing bosentan is supplied is labelled with a
warning in the following words, or other words having
the same effect —

“*WARNING — CAUSES BIRTH DEFECTS™.

A physician, or other medical practitioner, who
prescribes bosentan or a substance containing bosentan
shall ensure that the possibility of pregnancy has been
excluded prior to the commencement of treatment and
that the patient is informed that she must not become
pregnant during or for a period of 3 months after
completion of treatment.

Teriparatide for human use
Teriparatide or a substance containing teriparatide shall
not be prescribed except —
(a) by aphysician, a rheumatologist,
an immunologist, an endocrinologist or
a geriatrician; or
(b) by any other medical practitioner authorised in
writing by the Commissioner of Health.






