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This completed document constitutes the legal authority for an Australian sponsor to supply the
specified drug and should be forwarded to the Australian Sponsor of the Drug, accompanied by a prescription

where necessary.

A copy of the form must be forwarded to the TGA within 28 da¥s of its completion.
Send to: Medical Officer - SAS, TGA, PO BOX 100, WODEN ACT 2606 [Fax No: (02) 6232 8112]

The basis for these SAS arrungements is that responsibility for prescribing an unapproved therapeutic good
appropriately rests with the parient's medical practitioner and the patient. Category A patients are defined in the

erapeutic Goods Regulations, 1991 as "persons who are seriously ill with a condition from which death is reasonably
likely to occur within a matter of months, or from which premature death is reasonab_}y likely to occur in the absence of
early treatment”. Under s31A(2) of the Therapeutic Goods Act 1989 (the Act) the TGA may seek clarification of the
Category A classification of patients. In addition, under s61(3A) of the Act the TGA may release details of
inappropriate supply and/or use of unapproved medicines and medical devices to State and Territory authorities. If you
intend to import this product, be aware that an import permit may be required for Customs purposes. Details
of goods for which a permit is required may be found at www.health.gov.au/tga.

PATIENT AND PRODUCT DETAILS - COMPLETE ALL SECTIONS AND PRINT CLEARLY

PATIENT DETAILS:
(Name and Address)

DIAGNOSIS:

MEDICINEDEVICE: |  }Usmira
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DOSAGE FORM: _iﬂ_au:q‘-z 'é P o STRENGTH: 400 /
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ROUTE OF ADMINISTRATION: ‘S}‘d DOSAGE: 40 g
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DURATION OF TREATMENT:

QUANTITY TO BE SUPPLILD:

AUSTRALIAN SPONSOR OF PRODUCT:
NAME AND ADDRESS FOR SUPPLY OF PRODUCT (PHARMACIST OR DOCTOR):

MEDICAL PRACTITIONER CERTIFICATION - COMPLETE ALL SECTIONS AND PRINT CLEARLY

L, the undersigned, a registered medical practitioner in a State/Territory of Australia, certify that:

In my opinion the patient ubove is a Category A patient as defin Regulations 1989,

| am prepared to prescribe the medicine/medical device request
T have obtained the informed consent of the patient, or the patie

NAME: SIGNATURE:

PHONE:

ADDRESS:;
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This completed document constitutes the legal authority for an Australian sponsor to supply the
spectfied drug and should be forwarded to the Australian Sponsor of the Drug, accompanled by a prescription

where necessary,

A copy of the form must be forwarded to the TGA within 28 days of its completion,
Send to: Medical Officer - SAS, TGA, PO BOX 100, WODEN ACT 2606 [Fax No: (02) 6232 8112]

The basig for these SAS arrangemcnts is that regponsibility for prescribing an unapproved tHerapeutic good
%p’pmpnat{:iy rests with the patient's medical practitioner and the patient, Catogory A patients aré dcfined in the
'herapeutic Goods Regulations, 1991 as "persons who are scriously ill with a condition from which dedth is reasonably
likely to oceur within a matter of months, or from which premature death is reagonably likely to oceur in the absencs of
early ireatment”. Under s31A(2) of the Therapeutic Goods Act 1989 (the Act) the TGA may seck clafification of the
Category A classification of patients. In addition, under s61(3A) of tho Act the TGA may reieasc details of

and/or use of unapproved medicines and medical devices to State and Terntory authoritics. If you

inappropriate suppl?’
intend to import this product, be aware that an import permit may be required for Customs punpoeses. Details
of goods for which a permit is required may be found at www.health.gov.au/tga.

PATIENT AND PRODUCT DETAILS - COMPLETE ALL SECTIONS AND PRINT CLE Y

PATIENT DETAILS:
(Name and Address)

DIAGNOSIS: | TASTULIZING CRoHUN 'S “BI\SEASE
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DURATION OF TREATMENT Sl MO NTHS.

QUANTITY TO BE SUPPLIED: ,['_3 NOLES, l

AUSTRALIAN SPONSOR OF PRODUCT: _

NAME AN ADDRESS FOR SUPPLY OF PRODUCT (PHARMACIST OR DOCTOR):

MEDICAL PRACTITIONER CERTIFICATION - COMPLETE ALL SECTIONS AND PRINT CLEARLY

I, the undersignex, a registered medical practitioner in a State/Territory of Australia, certify that:
In my opinion the patient above is a Cufogw A patient as defined in the Therapewtic Goods Regulatiohs 1989,
16

I am preparcd to prescribe the medicine/medical device requested; and E
I have obtained the informed consént of tho patient, or the patient’s legal representative, 10 the proposed reatment,
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ADDRESS: South Bustave,
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This completed document constitutes the legal authority fur an Australian sponsor to supsll}r the
spt:ecnﬁed drag and should be forwardced to the Australian Sponsor of the Drug, accompanied by a prescription
where necessary.

A copy of the form must be forwarded to the TGA within 28 dn,wf"s ol its completion.
Send to: Medical Officer - SAS, TGA, PO BOX 100, WODEN ACT 2606 [Fax No: (02) 6232 8112}

The basis for these SAS arrangements is that responsibility for prescribing an wnapproved therapeutic good
appropriately rests with the patient's medical practitioner and the patient. Calggory A patients arc delined in the
"herapeutic Goods Regulations, 199] as "persons who are seriously {ll with a condition from which death is reasonably
likely to occur within a matter of months, or from which premature death is reasonably lLikely to ocour in the absence of
carly wreatment". Under s31A(2) of the Therapeutic Geods Act 1989 (the Act) the TGA may seek clarification of the
Catepoary A classification of patients, In addition, under s61(3A) of the Act the TGA may relcasc details of
inappropriate supply and/or use of unapproved medicines and medical davices to State and Territory authorities. If you
intend to import this product, be aware that an import permit may be required for Customs purposes. Details
of goods for which a permit is required may be found at www,health.gov.au/1ga,

PATIENT AND PRODUCT DETAILS - COMPLETE ALL SECTIONS AND PRINT CLEARLY

PATIENT DEIAILS:
(Name and Address)

DIAGNOSIS: |Conrerg Urnfam ™ Dimoge

MEDICINE/DEVICE: [ Ak o Tiainmials -
DOSAGE FORM: {_Lt 0 gy / O VA Vil sTRENGTH: | “0w~9 [ 6 R
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ROUTE OF ADMINISTRATION: | S, . DOSAGE: | 4O g 214 ».%
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DURATION OF TREATMENT: HB\ Aontias .

QUANTITY TOBESUPPLED: | % Do Ses

AUSTRALIAN SPONSOR OF PRODUCT:

NAME AND ADDRESS FOR SUPPLY OF PROD ST OR DOCTORY):

MEDICAL PRACTITIONER CERTIFICATION - COMPLETE ALL SECTIONS AND PRINT CL.EARLY
I, the undersigned, a registered medical praciitioncr in a State/Territory of Australia, certify that:
In my opinion the patient above is a Category A patient as defined in the Therapeutic Goods Regulations 1989,

I ain prepared to prescribe the medicine/medical device requested; and )
I havg obtained the informed consent of the patient, or (he patient's lagal representative, to the proposed treatinent,
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NAME: | SIGNATURE:

PHONE:

ADDRESS: |
|






