“~

ﬁm

latially s3gals slsalls o123l Al s adatiy ALl sa Lol casba) (imyal) Aliias dga olsalls £13 Aalall Ll
2lsm Apalall Cilaiially Byl o lsally o300 Y laa b il gally ddll il pia s Lgalen (a5 Aanasiiilly dlal)
o Aglly Aplal) Claially 33al) g U ol 5 cdiaradic b glal Aaudy lae dxicas ol 33)5ie il
A alpdl i "oy el Akl 5al) lialse Jac (@8 " (SFDA/MDS/TC 150) &8y Godll Jee galin
exall == KU 5 Sl el @yl Jeaie == Lalia de gy all 33621 " (ISO 7206-12:2016) 48, 45l
g Alall gy el " Geill A el Aadaidl' Lghaal lly ¢ "Jaatall 30 ¢ Uaall ositll Hld) 35k 112
G5 () A 5oV Gudae g laa) & ellyg LAY Lgtady Aaally 3ligie 350 s Al el Adialsall 028 Ciadic]

(520../../.0) Gilsall (& 14.). /. ) Gl die

Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with purpose of regulating
and monitoring of foods, drugs and medical devices. One of SFDA functions is to issue national
Standards /Technical Regulation in the fields of foods, drugs and medical devices, whether imported
or manufactured locally, through specialized technical committees (TCs). SFDA medical devices
sector through the work program of technical committee (SFDA/MDS/TC 150) “Implants for surgery”
has adopted the International Standard No.(1SO 7206-12:2016) “Implants for surgery -- Partial and
total hip joint prostheses -- Part 12: Deformation test method for acetabular shells”, issued by
“International Organization for Standardization” in its original language. This standard is adopted
identically in its original language and has been approved as national standard by SFDA board of
directors in its meeting No () Held on (/// AH) , agreed with (// G).



Scope

This part of 1ISO 7206 specifies a test method for determining short-term deformation of a
press-fit acetabular component for total hip joint replacement under specific laboratory
conditions. It also defines the conditions of testing so that the important parameters that affect
the components are taken into account and it describes how the specimen is set up for testing.
Furthermore, this part of ISO 7206 specifies the test parameters of press-fit acetabular
.components tested in accordance with this part of 1ISO 7206

The described method is intended to be used to evaluate the comparison of various designs
and materials used for acetabular components in total hip joint replacement when tested under
similar conditions

The loading of the acetabular components in vivo will, in general, differ from the loading
defined in this test method. The results obtained here cannot be used to directly predict in
vivo performance

This part of ISO 7206 does not cover methods of examining the test specimen.set up for
testing.



