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RS:KS 
15th June, 1998 

Mr Keith Smith 
Manager 
Registerable Devices Unit 

Fax: 0262 328685 

Dear Mr Smith, 

PORTLAND SQUARE PTY LTD 

A.C.N. 001243434 
Suite 3, Level 5 

St Georg� Privnt.c Hospital Mt:rlknl Centre 

1 South Sb-�t 
KOGARAH NSW 2217 

Tel;(02) 9588 21.21 
F<tx:(02) 9587 1014 

&nnil;orthopod@cGgle�.�om.u\1 

The Margron hip replacement !!otem ancl nec:k compon�:.nts; Aust. L No: 53760 
are to be int.rodnce-..d the the European market. 

I would be interest in obtaining a CE mark for tht: prosthesis, and your assistance in this regard 
would be appreciated. 

The device docs not have USA F.D.A. approval, but the prosthesis has been im;erted into 
t.hirt.y.-five patients over a fourteen month period and there have been no significanL problems or 

regulatory action taken against. the Margron hip rcplaccmc�nl components. 

The device does not contain significm1t new technology and tht: device is not of human or animal 
origin. 

Yours fa.it.hfu11y, 

�-f� 
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I<ONALD SEKEL 


