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::...: M E D I C I`N E S ACT 1 9 8 8 . 

Product Lic'ence'No. 0055/0107 

SCHEDULE 

• Part 1 - PARTICULARS OF THE PRODUCTS TO WHICH THE LICENCE RELATES 

1. Name  of Product: . KOATE--HT _ 

• 2. Pharmaceutical 
tors: Koatte-HT 

is a white lyophilised 
powder 

presented in vials 
containing approximately 

250, 500, 1000 and 1.500 International 
Units of 

Factor VIII. for reconstitution with Water for 
Injection. 

3. Active constituents: Coagulation Factor VIII - (Heat treated) 
NLT 0.8 i.u.✓ag protein.

4. Uses: The treatment of classical haeaophilia 
(Haeeophilia'A) in 

which there is a 
demonstrated deficiency of Factor VIII 
activity. 

3. Recommended dose and The following formulae provide.a-guide for 
dosage schedule: dosage calculations: 

Expected Factor VIII increase (in % of normal) 
• lu administered x 2.0 

bodyweight (in kg) 

in required = bodyweight (kg) x desired Factor 
VIII (% normal) x 0.5 

All efforts should be made to follow the
course of therapy with Factor VIII level 
assays. It may be dangerous to assume 

any 

certain level has been reached unless direct 
evidence is obtained. 

8. Contra-indications, 
There are no specific contraindications to the 

Precautions and Warnings: use of Koate-HT. 
Precauitions 
1. Koate-HT 

is 

intended for the treatment of 
bleeding disorders arising from a deficiency 

• of Factor VIII. This deficiency should be 
• proven prior to administering Koate-HT, since 

no benefit may be expected from its use in 
treating other causes of haemorrhage. 

2. After reconstitution, administer as 
promptly as possible and within 3 hours. Do 
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MEDIC I'MES ACT 1968 

Product Licence No. 0055/0107. 

SCHEDULE 

Part 1 - PARTICULARS Or THE PRODUCTS TO WHICH THE LICENCE RELATES,. _= 

6. Contra-inditations, - ,. Koate-lT concentrate is a purified dried -: 
Precautiotea and Warnings: fraction of pooled plasma obtained 

fruit zany 
(continued) donors. The presence of hepatitis viruses -; 

should be assumed and the hazard of ,. .-- 
.-. administering Koate-HT should be weighed. - 

- against the medical consequence of withholding 
it. particularly in: persons who have had few :- •- 
previous transfusions of blood or blood -_.. _. :.,...:
products.` 

T. Legal Category: V Prescription Only Medicine 

8. Method of retail To haemophilia: centres as a prescription item 
sale or supply: 

Cutter Biological_ ': 
Division of Miles Laboratories Inc USA 

9. Manufacturer of • - Berkeley, California, USA 
dosage form: - Clayton, North Carolina, USA 
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MEDICINES ACT 196$ 

Product Licence No. 0055/0107 

- _.- 
SCHEDULE 

',• Part a — FURTHER PROVISIONS SUBJECT TO WHICH-THE,LICENCE.HAS BEEN GRANTED 

All the provisions of Part I of Schedule 2 of the Medicines (Standard 

Provisions for Licences -and Certificates) Regulations. 1971 (SI.1971 No 972) --- 

as-  amended by the Medicines' (Standard Provisions for Licences and

Certificates) Amendment Regulations 1972 (SI;1972'No 1226). the Medicines --. - 

(Standard Provisions for Licences and Certificates) Amendment Regulations 

1974 (St 1974 No .1523). The Medicines (Standard` Provisions for Licences and 

Certificates) Amendment Regulations 1977 (SI 1977 Na 973) and the Medicines 

(Standard Provisions for Licences and Certificates) Amendment (No 2) 

Regulations 1971 (SI 1977 No 1039) shall apply. 

2. Leaflets issued with proprietary medicinal products shall comply with the 

requirements of the Medicines (Leaflets) Regulations 1977 (SI 1977 No 1055). 

Labels of medicinal products shall comply with the Medicines (Labelling) 

=~' -•- Regulations 1976 (SI 1976 No 1726) as amended by the Medicines (Labelling) 

-- Amendment Regulations 1977 (St 1977 No 996). 

The product(s) shall not be recommended to be used for any purposes other 

'- • than those specified in Part 1 of this Schedule as Uses. 

.•;-•= ̂  4. The specification of the constituent and of the finished product shall be in 

accordance with the information contained in the application for this product 

licence. 

5. The product shall be manufactured only in accordance with the method given in 

the application for this product licence. 

6. This product may  sold or supplied only in accordance with a prescription 

given by an appropriate practitioner. 
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