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Dear Sirs 

HMICI?TES ACT 1968: PART II LICT SING 

I refer to your nprliczltion dated 24 January 1980 as amended by 
of 6 March 1980. 

 Your letter 

Authority has now been given for the grant of R Product licence for: 

PRODUCT LICENCE NM4BF~ 
:Antihemophilio Factor (Human) Koate 1605/0004 

The formal documents are- enclosed. If you consider they contain information which is incorrec.t or is not in accordance with your apDlication and amendment(, please 
return them with brief details. 

• In relation to the above licence you will wish to note and consider the following: 

1. The licence i.e subject to standard provisions which are contained in the schedule to the licence. 

2. Your attention is. drawn to the requirements concerning the reporting of Suspected adverse reactions under Article 4 of Schedule I (Pert 1) to the Medicines (Standard Provisions for Licences and Certific^tea) Regulations 1971 (SI 1971 No 972). 
Attached is a Stnndnrd Direction which sets out those Men-rirennnto. 

3. All products are subject to review by the Committee on Review of Medicines: 
( currently anti—rheumatic, analgesic, biological and psychotropic 

catecorios are under review. 

4. If any data sheets for the nroduct(~s) covered by his/t  a licence('s,) are to be 
.issued,  will you please arrange for copies to be sent to this office. The 
particulars to be included in such sheets are set -gut in the Medicines (Data .Sheet) Reulntions 1972 (Si 1972 No 2076). 

5. Please let me know the date( on which the nroduct(tis,) is/4e introduced on to 
the market. In this connection you are requested to comnlete item 3 of the 
attached letter and return it in the enclosed envelope Rs soon Q.s possihle. " 

6. This product is subject to batch release procedure as stated in the npnropri:nte letter which is Also enclosed. 
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