
FINISIIED PRODUCTS CFE ORTE couNTER'e TypE

Productu consisting of therapeutic substances and excipientsalready used ini productu availabie on the Australian market viibe considered for importation. Applications shouid b. accompanied
by:
A. Compl.ted Fora H1312 - National Register of TherapeuticI Qoods which must give full formulation details and listing&Ul substances in the formulation using Australian ApprovedNames or chemical names if substances do flot have AustralianApproved Names. (Herbai ingredients by correct botanicaiI naine.> The actuai amounts of *ach active ingredient perdosage unit ini descending numericai order must aiso bestated. If coiourings are included indicate the Colour Index

Number.
B. Draft copies or mock-ups of ail iabeliing, packaging andpromotionai materiai vhich it i. proposed to use fordistribution in Australia. Draft labels and packagingsubmitted must confiru to Therapeutic Gooda Order No 22described in the next section.
C. Certificat. of Pharmaceuticai Product for each item, issuedby the Regulatory Authority in the Country of Origin.

The Commonwealth Departinent of Coiuiunity Services and Heaithexpects that responsibilities r.iating to State Heaith Regulationsviii b. complied with by the importer. State Heaith Departinentsshould be consuîted if necessary.

Foilowing examination of thi. information by the Department

required.

Applicants are provided vith a copy of TEERAPEUTIC GOODS ORDER NO22 with which ail labels and packaging for therapeutic goodsmarketed in Australia are expected to conform in ail respects.

The Department requi res that labels for ail f inished producta
imported into Australia shahl include the folloving information in

product.


