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Ä]¹Z¿ Y|y 

ÊËZÀ�M Z] È��R» {�Y|¿Zf�Y Á cZ¬Ì¬ve Êf À� ½Y�ËY 

È��R» {�Y|¿Zf�Y Á cZ¬Ì¬ve Êf À� ½Y�ËY Ä] \mÂ» |À] ®Ë Ç{Z»� ½Â¿Z« sÔ�Y ¾Ì¿YÂ« Á cY��¬» È��R» {�Y|¿Zf�Y �Á
cZ¬Ì¬ve Êf À� ,½Y�ËY [Â�» ¾¼Æ] ÃZ» ���� ZÆÀe �m�» Ê¼�� �Â�¯ d�Y Ä¯ Ä¨Ì�Á ,¾ÌÌ e ¾ËÁ|e Á ��¿ �ÉZÅ{�Y|¿Zf�Y

�Ê¸»�Ê¼����½Y�ËY Y� Ä] Ã|Æ� {�Y{.��
¾ËÁ|e {�Y|¿Zf�Y �{ Ã�Âu ÉZÅ ¦¸fz» �{ ½ÂÌ�Ì¼¯ ÉZÅ ÊÀ§ \¯�» �Y Ä��R»�½Z�ZÀ��Z¯��\uZ� ½Y��¿ �¯Y�» Á �cZ��R»
,Ê¼¸� ,Ê�ÅÁ�a É|Ì·Âe Á É{Z�f«Y ÃZ³M Á �^e�» ¹Zn¿Y Ê» {Â� Ê��Â¯Á ¹Z´¼Å Z] t·Z�» Ê¸» Á Z] ÄmÂe �ËY���Ä] �,É|Ì·Âe
É�ÁZÀ§ Á É�Zne d�Y Ä¯ �Y d¯�Z�» Ä¿ZÅZ³M Á È¿Z¨�À» ½Z^uZ� ªu Á ,�¨¿ ¶»Z� ,½Z³|ÀÀ¯|Ì·Âe ¥��»ÀÀ¯�,½Z³|

½Z³|ÀÀ¯�{Z� Á {�YÁ ,½Z³|ÀÀ¯ �¯Y�» Ê¼¸� Á ,Ê��ze ,ZÅ{ZÆ¿ ½Z»�Z� ÉZÅ Êf·Á{ Á �Ì£ Êf·Á{ ¶�Zu Ê» {Â�. �Ìa ��ËÂ¿
ÉZÅ{�Y|¿Zf�Y Ê¸» ½Y�ËY ÉY�] ÊÅYÂy��¿ Ä] �mY�» É} �¨¿ Á ÉZ��Y ½ÂÌ�Ì¼¯ ÉZÅ ÊÀ§ �Â]�» µZ��Y Ê»{Â� Á �a ��Y

d§ZË�{ ZÅ��¿ Á ZÅ{ZÆÀ�Ìa �{ ÈfÌ¼¯ Ê¸» »�^e� Z] ½M Äf�� s�� Á �{ c�Â� \ËÂ�e Ä] ½YÂÀ� {�Y|¿Zf�Y Ê¸» )Ê¼��� �½Y�ËY
_Zq Á ��fÀ» Ê» {Â�.��
�Ìa �ËÂ¿ ÊËZÅ{�Y|¿Zf�Y Ä¯ cZ��R» Á ½Z»�Z� ÉZÅ Ä«Ô� |À» Á sÔ�Ë} �Ì¿ Z] dËZ�� �]YÂ� ¾ÌÌ e Ã|� ÄÌÆe Ê» �|ÀÀ¯

ÈfÌ¼¯�{ Ê¸» s�� Á Ê���] Á c�Â��{ ,\ËÂ�e Ä] ½YÂÀ� �Y|¿Zf�Y{ Ê¸» ½Y�ËY _Zq Á ��fÀ» Ê» {Â�. �,\Ìe�e� ¾Ë|]
ÊËZÅ{�Y|¿Zf�Y Ê¸» Ê¬¸e Ê» {Â� Ä¯ �] �Z�Y {Z¨» Äf�Â¿ Ã|� �{ {�Y|¿Zf�Y Ê¸» ½Y�ËY Ç�Z¼� � ¾ËÁ|e Á �{ ÈfÌ¼¯ �Ê¸»

{�Y|¿Zf�Y �Â]�» Ä¯ Ä��R» {�Y|¿Zf�Y ¶Ì°�e Ê»|Å{ Ä] \ËÂ�e Ã|Ì�� |�Z].��
È��R» {�Y|¿Zf�Y Á cZ¬Ì¬ve Êf À� �ËY½Y �Y ÉZ��Y Ê¸�Y ½Z»�Z� ¾Ì] Ê¸¸¼·Y � {�Y|¿Zf�Y(ISO)��½ÂÌ�Ì¼¯ ¾Ì] �Ê¸¸¼·Y

�®ÌÀ°eÁ�f°·Y�(IEC)�Á ½Z»�Z� ¾Ì] Ê¸¸¼·Y Ã�Y|¿Y Ê�ZÀ� Ê¿Â¿Z«��(OIML)�d�Y Á Ä]�½YÂÀ� ZÆÀe �]Y�� ½ÂÌ�Ì¼¯ ��¯|¯
�ÊËY~£ �(CAC)��{ �Â�¯ dÌ·Z § Ê» |À¯.��{ ¾ËÁ|e ÉZÅ{�Y|¿Zf�Y Ê¸» ½Y�ËY ¾¼� ÄmÂe ]Ä �ËY�� Ê¸¯ Á É|À»�ZÌ¿ ÉZÅ 

�Zy ,�Â�¯ �Y ¾Ë�yM ÉZÆf§��Ìa ,Ê¼¸� ÊÀ§ Á Êf À� ½ZÆm Á ÉZÅ{�Y|¿Zf�Y Ê¸¸¼·ZÀÌ] Ã�Æ]É�Ì³ Ê»{Â�. 

È��R» {�Y|¿Zf�Y Á cZ¬Ì¬ve Êf À� ½Y�ËY Ê» |¿YÂe Z] dËZ�� ¾Ë�YÂ» �Ìa ÊÀÌ] Ã|� �{ ,½Â¿Z« ÉY�] dËZ¼u �Y ¥��» 

�¨u� ,½Z³|ÀÀ¯ d»Ô� Á ÊÀ¼ËY �§É{ Á ,Ê»Â¼� µÂ�u ½ZÀÌ¼�Y �Y dÌ¨Ì¯ cÓÂ�v» Á cZ�uÔ» d�Ë� Ê�Ìv» Á 
,É{Z�f«Y Ê� ]�ÉY�mY �Y ÉZÅ{�Y|¿Zf�Y Ê¸» ½Y�ËY Y� ÉY�] cÓÂ�v» É|Ì·Âe ¶yY{ Â�¯ � Á / ZË ¹Ô«Y ,ÊeY{�YÁ ]Z \ËÂ�e 

ÉY�Â� Ê·Z� É�Z^mY�,{�Y|¿Zf�Y |ËZ¼¿� � Ä��R» Ê» |¿YÂe Ä] �Â�À» �¨u ÉZÅ�Y�Z] ¾Ì] ·YÊ¸¸¼ ÉY�] cÓÂ�v» ,�Â�¯ ÉY�mY 

{�Y|¿Zf�Y ÉZÅÓZ¯ ÊeY�{Z� Äm�{� ÁÉ|À] ½M Y� É�Z^mY |ËZ¼¿� � ¾ÌÀr¼Å ÉY�] ½ZÀÌ¼�Y ½|Ì�z] Ä] Ã{Z¨f�Y ½Z³|ÀÀ¯ �Y 

cZ»|y Z� ZÆ¿Z»� Á cZ��R» µZ § ÈÀÌ»���{ ,Ã�ÁZ�» ,��Â»M ,Ê���Z] É�Ì¼» Á ÊÅYÂ³�Á|� ºf�Ì� ÉZÅ dË�Ë|» dÌ¨Ì¯ Á 
dË�Ë|» d�Ë�»,Ê�Ìv ÃZ´�ËZ»�M ZÅ �¯Y�»�Á �½ÂÌ�Y�^Ì·Z¯�ÊnÀ�YÁ� ¶ËZ�Á �nÀ� , È��R» {�Y|¿Zf�Y ¾ËY Ä¿Â³ ½Z»�Z� ZÅ Á 
cZ��R» Y� �] �Z�Y �]YÂ� ¹Z�¿ dÌuÔ��|ÌËPe ½Y�ËY Ê]ZË��Y Ê» |À¯ Á �{ c�Â� �Y�uY �ËY�� ,¹�Ó È»ZÀÌÅYÂ³ |ÌËPe 

dÌuÔ� Ä] ½M ZÅ Z��Y Á �] {�°¸¼� ZÆ¿M Ê»�c�Z�¿ |À¯. lËÁ�e ÃZ´f�{ ¾Ì] Ê¸¸¼·Y ,ZÅZ°Ë �½ÂÌ�Y�^Ì·Z¯�ÊnÀ�YÁ� ¶ËZ�Á 

,�nÀ� ¾ÌÌ e �ZÌ� cY�¸§ ZÆ^¿Y�³ Á ¹Zn¿Y É{�]�Z¯�cZ¬Ì¬ve ÉY�] ÉZ¬e�Y t�� ÉZÅ{�Y|¿Zf�Y Ê¸» ½Y�ËY �Y �´Ë{ ¦ËZ�Á ¾ËY 

Ä��R» d�Y. 

� �

                                                 
��È��Â»{�Y|¿Zf�YÁcZ¬Ì¬veÊf À�½Y�ËY 

1- International organization for Standardization 
2 - International Electro technical Commission 
3-  International Organization for Legal Metrology (Organization International de Metrology Legal)  
4 - Contact point 
5 - Codex Alimentarius Commission 
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� Ã{Z»��[Â�»�½Y�ËY�Êf À��cZ¬Ì¬ve� Á� {�Y|¿Zf�Y�cY��¬»� Á�¾Ì¿YÂ«�sÔ�Y�½Â¿Z«�ÃZ»�¾¼Æ]����� ,�½YÂÀ ]

Ê¸»�{�Y|¿Zf�Y���fÀ»�½Y�ËY�{Â��Ê»���
Æm�Á�Ê¸»�ÉZÅ�d§��Ìa�Á�cÓÂve�Z]�Ê´ÀÅZ¼Å�Á�Ê»Z´¼Å��¨u�ÉY�]���,cZ»|/y�Á�¹Â/¸��,�ËZÀ��ÄÀÌ»���{�Ê¿Z

�¶Ì¼°e�ZË�sÔ�Y�ÉY�]�Ä¯�É{ZÆÀ�Ìa�Ä¿Â³��Å�Á�|��|ÅYÂy���¿�|Ë|ne�¹Á�·��«YÂ»��{�½Y�ËY�Ê¸»�ÉZÅ{�Y|¿Zf�Y
d§�³�|ÅYÂy��Y�«�ÄmÂe�{�Â»��Â]�»�ÊÀ§�½ÂÌ�Ì¼¯��{���¿�|Ë|ne�¹Z´ÀÅ�,{Â��ÄWY�Y�{�Y|¿Zf�Y�¾ËY����¾ËY�]Z/À]
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ISO 14602 :2010, Non-active surgical implants - Implants for osteosynthesis - Particular 
requirements 
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|�Z]�Ê»�,|¿Á��Ê»��Z¯�Ä]�½YÂzf�Y���c�Z^��ÉZm�Ä]�{�Y|¿Zf�Y�¾ËY��{�������/Ì£�Ê/uY�m�ÉZ/Å�ÊÀf�Z¯

½YÂzf�Y�ºÌ»�e�ÉY�]�µZ §��{Â��Ê»�Ã{Z¨f�Y�ÊÀf�Z¯�Ä¼¸¯��Y���
�{�Y|¿Zf�Y�]� ÃÁÔ� ISO 14630�cZ�z�»� ,��¿� {�Â»�{�°¸¼��ÉY�]� Ã�ËÁ� �cZ»Y�·Y� Ä]� {�Y|¿Zf�Y�¾ËY

Á�É|À]�Äf�]�,½{�¯�½Á�f��,|Ì·Âe�,ÊuY���Ê]ZË��Y�,{YÂ»�,ÊuY����|Ì·Âe���Âe�Ã|��ÄWY�Y�cZ�Ô�Y
{�Y{�a�Ê»�Ã|ÀÀ¯���

���Ê»Y�·Y��mY�»� �
����Ã{Y{��Z/m�Y�Z/Å�½M�Ä/]�½Y�ËY�Ê¸»�{�Y|¿Zf�Y�¾ËY�¾f»��{�Ä¯�d�Y��ÊeY��¬»�ÉÁZu��Ë��Ê»Y�·Y�­�Y|»

d�Y�Ã|���{Â��Ê»�[Â�v»�½Y�ËY�Ê¸»�{�Y|¿Zf�Y�¾ËY��Y�ÊË�m�cY��¬»�½M�\Ìe�e�¾Ë|]�� 

��¯}�Z]�Ê¯�|»�Ä]�Ä¯�Êe�Â��{���É|/ ]�ÉZ/Å��¿�|Ë|ne�Á�ZÅ�ÄÌuÔ�Y�,|�Z]�Ã{Y{��Zm�Y��Z�f¿Y�xË�Ze
d�Ì¿�½Y�ËY�Ê¸»�{�Y|¿Zf�Y�¾ËY���¿�{�Â»�½M����Z/Å�½M�Ä]��Z�f¿Y�xË�Ze��¯}�½Á|]�Ä¯�Ê¯�Y|»�{�Â»��{

d�Y���¿�{�Â»�ZÅ�½M�É| ]�ÉZÅ�ÄÌuÔ�Y�Á���¿�|Ë|ne�¾Ë�yM�Ã�YÂ¼Å�,d�Y�Ã|��Ã{Y{��Zm�Y����
��Ë���mY�»��Y�Ã{Z¨f�Yd�Y�Ê»Y�·Y�{�Y|¿Zf�Y�¾ËY�ÉY�]���

2-1 ISO 14630:2008, Non-active surgical implants - General requirements� 
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2- Bone structures� 
3- Cartilaginous 
4- Tendinous 
5- Ligamentous 
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1- Osteotomy� 
2- Arthrodesis� 
3- Graft sites 
4- Adjunct� 
5- Scoliosis� 
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1- Anchorage 
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1- In vitro 
2- Cadaveric � 
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�ISO/TR 14283� �

��
¦·Y�µÁ|m�����{�Y|¿Zf�Y�Á�{�Y|¿Zf�Y�¾ËY�¾Ì]Z»�d¬]Z�»ISO/TR 14283� �

{�Y|¿Zf�Y�¾ËY�ÉZÅ�|À]� ��ÉZÅ�|À]��Ë��Z]��Z^e�Y{�Y|¿Zf�Y2004 �� ISO/TR 14283��
���3.1 � 3.2 � 3.4 � 4.1.1 

���3.1 � 3.2 � 3.3 � 3.4 � 3.5 � 4.1.1 � 4.1.2 � 4.1.3 � 4.1.5 � 4.1.6�  
4.2 � 4.3.1 � 4.3.2 

���3.1 � 3.2 � 4.1.1 � 4.1.2 � 4.1.3 � 4.1.4 � 4.1.5 � 4.2.2 � 4.3.2 

���3.1 � 3.2 � 3.3 � 3.4 � 3.6 � 4.1.1 � 4.1.2 � 4.1.3 � 4.1.5 � 4.1.6� 
4.2- 4.3.1 � 4.3.2 � 4.9 

���3.1 � 3.2 � 3.3 � 3.4 � 3.5� 4.1.1-4.1.2  

���3.1 � 3.2 � 3.3 � 4.2.1- 4.2.3- 4.2.4 

����3.1 � 3.2 � 3.3 � 3.5 � 4.1.2 � 4.2.4 

����3.1 � 3.2 � 4.2.7 � 4.8.1 
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�Ê°ÌÀÌ¸¯�Ã{Z¨f�Y�ªË���Ã|��Äf§�Ë~a�½YÂzf�Y�ºÌ»�e��{���¿�{�Â»�ÉZÅ{�°¸¼��ÉY�] 

|À�Z]�Ê»��

É�ÁM{ZË����{�|/�Z]�Ê»�ZÅ{�Y|¿Zf�Y�É���¾ËY��Y�É�´Ë{�ÉZÆf¼�«�¶»Z��Ä¯�ÊeZ�Ô�Y�ÉZÅ{�Y|¿Zf�Y��]ZÀ»��Ä/»ZÀ]Zf¯�
�{�Y|¿Zf�YISO 14630:2008�d�Y�Ã|»M���

[����Å�Y�]Y�Á�ZÅ�ÊÀf�Z¯�¦¸fz»��YÂ¿Y�{�Â»��{�Ê»Â¼��ÃZ³|Ë{½YÂzf�Y�ºÌ»�e�ÉY�]��^e�»�ÉZ�
|¿Y�Ã|��d��Æ§�ZÅ�f¿Y�a��{�Ã|��Ä§Z�Y�ÉZÅ�Ã�Z¼��dve��^e�»�Ê¸¸¼·Y�¾Ì]�ÉZÅ{�Y|¿Zf�Y���

¦·Y���� ZÆ¿M�ÉZÅ�Y�]Y� Á� �Y{���Âa�½YÂzf�Y�ºÌ»�e�ÉZÅ�ÊÀf�Z¯�Ê¸¯�cZ»Y�·Y�[�|À]�Ä]����Ä mY�»
|ÌÀ¯��  ���
[���½YÂzf�Y�ºÌ»�e�ÉZÅ�ÊÀf�Z¯�[�|À]�Ä]���|ÌÀ¯�Ä mY�»����
���Ê¿YÂzf�Y�ÉZÅ�pÌa�[�|À]�Ä]������|ÌÀ¯�Ä mY�»�-��
���Ê¿YÂzf�Y�ÉZÆ¯Ôa�[�|À]�Ä]�����|ÌÀ¯�Ä mY�»�-��
���ZÅ�Ã�Æ»�½Âf��Ã|ÀÀ¯�dÌ^je�¶ËZ�Á�[�|À]�Ä]������|ÌÀ¯�Ä mY�»�-��
���½Y�����½YÂzf�Y�ÉZÆf¿Y�dÌ^je�ÉY�]�ZÅ�ÊÀf�Z¯�[�|À]�Ä]������|ÌÀ¯�Ä mY�»�-��
��YÂzf�Y�ÉZÅ�¾Ìa�Á�ZÅ�ºÌ��É|À]�½�[�|À]�Ä]������|ÌÀ¯�Ä mY�»�-��
���ZÅ�Ã�Ì³�[�|À]�Ä]������|ÌÀ¯�Ä mY�»�-��
��ÉZÆ¼Ì���\�¿�¥Y|ÅY��ËZ��Á�½|¿ZÌa�ÉY�]��Ë~a�¥Z� ¿Y�[�|À]�Ä]������|ÌÀ¯�Ä mY�»�-��
���ZÆ¿YÂzf�Y�Êm�Zy�dÌ^je�ÉY�]�Ê¸ËZ�Á�[�|À]�Ä]������|ÌÀ¯�Ä mY�»����
_����^e�»�ÉZÅ�Y�]Y�[�|À]�Ä]���|ÌÀ¯�Ä mY�»����
���É�Y~´ËZm�ÉZÅ�Y�]Y�[�|À]�Ä]������|ÌÀ¯�Ä mY�»�-��
���É�Z¯��ËÁÔ«�Á�É�Z¯�wY�Â��ÉZÅ�Y�]Y�[�|À]�Ä]�����|ÌÀ¯�Ä mY�»����
[����ÊËZ¼ÀÅY��Á�Ê¸¯�cZ»Y�·Y� �
��� Ã�Z¼�� ½Y�ËY� Ê¸»� {�Y|¿Zf�Y������ µZ������ ,� ÊuY�m� ÉZÆÌÀf�Z¯����Á� ÊËZn]Zm� ÉZ¼ÀÅY�

É|aÂe�Y�ÉZÅ�ÊÀf�Z¯�É�Y|Æ´¿��
��

� ISO/TR 9586, Implants for surgery - Usage of the terms �valgus� and �varus� in 

orthopaedic surgery 
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� ISO 15374, Implants for surgery - Requirements for production of forgings 
[�����Äf�]YÁ�Ê¸»�Á�Ê¸¸¼·Y�¾Ì]�ÉZÅ{�Y|¿Zf�Y�Á�¾fyY|¿Y�Zm�ÉZÅ�ÊÀf�Z¯��YÂ¿Y� �
[�������pÌa½YÂzf�Y�ÉZÅ��
���{�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»�������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯���Z]�Ê¿YÂzf�Y�É�¸§�ÉZÅ�pÌa

½�Z¬f»�Z¿�ÃÁ���Z]�,ÉÁ�¯�Ä¸¯��Ë��,�Â³�����Ây��ZqM���{Z ]Y��
���{�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»�������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯���Z]�½YÂzf�Y�É�¸§�ÉZÅ�pÌa

Ê�Á�z»�ÃZ¯��Ë����Y{Z ]��
[������Ê¿YÂzf�Y�ÉZÆ¯Ôa��

� {�Y|¿Zf�YÃ�Z¼��½Y�ËY� Ê¸»������µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯���Ê¿YÂzf�Y�É�¸§�ÉZÆ¯Ôa��
ÉÁ�¯�Ä¸¯��Ë��Á�½�Z¬f»�Z¿�ÃÁ���Z]��ÉZÅ�pÌa�Ä]��Â]�»�ÉZÅ�wY�Â���

� {�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»�������µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯��Ê¿YÂzf�Y�É�¸§�ÉZÆ¯Ôa���
�Â�Ê�Á�z»�Ä¸¯��Ë��Ä]�ÉZÅ�pÌa�Ä]��Â]�»�ÉZÅ�¥Z°��ZÅ�wY��
[������½YÂzf�Y��¤»�Ã|ÀÀ¯�dÌ^je�¶ËZ�Á��
���{�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»����������µZ������ �ÊuY�m�ÉZÆÌÀf�Z¯���¶yY{�¶Ì¿�ÉZÆ¼f�Ì�

�µÁY�d¼�«�Ê·Z¿Z¯��t���Z]�Ê·Z¿Z¯�¶yY{�ÉZÅ�¶Ì¿ ZË�É�|^����¬» V ¶°���
���{�Y|¿Zf�Y�½Y�ËY�Ê¸»�Ã�Z¼�����������µZ�������ÊÀf�Z¯��ÊuY�m�ÉZÅ����¶yY{�¶Ì¿�ÉZÆ¼f�Ì�

�¹Á{�d¼�«�Ê·Z¿Z¯��¾Ìa�Ê·Z¿Z¯�¶yY{�ÉZÅ��
���{�Y|¿Zf�Y� Ã�Z¼��½Y�ËY�Ê¸»�����������µZ��������ÊuY�m�ÉZÅ�ÊÀf�Z¯���¶Ì¿�ÉZÅ�ºf�Ì�

�Ê·Z¿Z¯�¶yY{�É�¸§��µÁY�d¼�«��¶yY{�ÉZÅ�¶Ì¿ �Ê·Z¿Z¯���ZÆÌ³�ËÁ��
��� {�Y|¿Zf�YY�Ê¸»� Ã�Z¼��½Y�Ë�����������µZ��������ÊuY�m�ÉZÅ�ÊÀf�Z¯���¶Ì¿�ÉZÅ�ºf�Ì�

�Ê·Z¿Z¯�¶yY{�É�¸§��¹Á{�d¼�«��Ã|ÀÀ¯�¦«�Y�mY � ZÆÌ³�ËÁ��
���{�Y|¿Zf�Y� Ã�Z¼��½Y�ËY�Ê¸»�����������µZ��������ÊuY�m�ÉZÅ�ÊÀf�Z¯���¶Ì¿�ÉZÅ�ºf�Ì�

�Ê·Z¿Z¯�¶yY{�É�¸§��¹Â��d¼�«����«�É�Ì³�Ã�Y|¿Y ÀÅ{�µZ�eY�LY�mYÂ«�]�Á�Ã|��
[������½Y�����½YÂzf�Y�ÉZÆf¿Y�Á{�dÌ^je�ÉY�]�ZÅ�ÊÀf�Z¯��
���{�Y|¿Zf�Y�Ã�Z¼��½Y�ËY�Ê¸»�������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯���ÉY�]�Ã|ÀÀ¯�dÌ^je�¶ËZ�Á

½ÓZ�³��]�½Y�����½YÂzf�Y�ÉZÆf¿Y�Á{��{�Ã{Z¨f�Y��
[�������Ê¿YÂzf�Y�ÉZÅ�¾Ìa�Á�ZÅ�ºÌ���
��� {�Y|¿Zf�Y� Ã�Z¼�� ½Y�ËY� Ê¸»���������� µZ�������� ÊuY�m� ÉZÆÌÀf�Z¯����ÉZÆ¼Ì�� Á� ZÆÀÌa

�µÁY�d¼�«�Ê¿YÂzf�Y��Ê°Ì¿Z°»�cZ»Y�·Y�Á�{YÂ»�¾ÌÌ e��
��� {�Y|¿Zf�Y� Ã�Z¼�� ½Y�ËY� Ê¸»���������� µZ�������� ÊuY�m� ÉZÆÌÀf�Z¯���ÉZÆ¼Ì�� Á� ZÆÀÌa

�¹Á{�d¼�«�Ê¿YÂzf�Y���¾¼ÀËZf�Y�Ê¿YÂzf�Y�ÉZÆÀÌa±�{Z ]Y��
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��� {�Y|¿Zf�Y� ½Y�ËY� Ê¸»� Ã�Z¼����������� µZ�������� ÊuY�m� ÉZÆÌÀf�Z¯���ÉZÆ¼Ì�� Á� ZÆÀÌa
�Ê¿YÂzf�Y���¹Â��d¼�«��Ê¿YÂzf�Y�ÉZÆ¼Ì��ÉZÆÌ³�ËÁ �À��¯ 

[�������ZÅ�Ã�Ì³� �� �
� {�Y|¿Zf�Y� Ã�Z¼��½Y�ËY�Ê¸»����������� �ÊuY�m�ÉZÅ�ÊÀf�Z¯���ÉZÅ�ÄËZa� Z]� ÄËZa� Á{�ÉZÅ�xÌ»

É|aÂe�Y�Ã{Z¨f�Y�dÆm�É�YÂ»���Ê¸¯�cZ»Y�·Y��
[�������ZrÌa�ÉY�]�¹�¿�ÉZÅ�ºÌ�¿½{�¯�º°v»�¥Y|ÅY��ËZ��Á�½|� �
� �

��� ISO 10334, Implants for surgery - Malleable wires for use as sutures and other 

surgical applications 
[��������½YÂzf�Y�Êm�Zy�Ã|ÀÀ¯�dÌ^je�ÉZÅ�Y�]Y� �

É�ÁM{ZË���{ÂmÁ��Â�Â»�Z]�Ä�]Y���{�Ê¸¸¼·Y�¾Ì]�{�Y|¿Zf�Y�pÌÅ{�Y|¿���
[�������cY�¬§�½Âf��Ã|ÀÀ¯�dÌ^je�ÉZÅ�Y�]Y� �

É�ÁM{ZË���Z]�Ä�]Y���{�Ê¸¸¼·Y�¾Ì]�{�Y|¿Zf�Y�pÌÅ�¾ËY{�Y|¿�{ÂmÁ��Â�Â»���
[������^e�»��Y�]Y�Z]��Z^e�Y��{�Ê¸»�ÉZÅ{�Y|¿Zf�Y��
[������É�Y~´ËZm�ÉZÅ�Y�]Y� �

- ISO 8319-1, Orthopaedic instruments - Drive connections - Part 1: Keys for use with 
screws withhexagon socket heads 
 
- ISO 8319-2, Orthopaedic instruments - Drive connections - Part 2: Screwdrivers for 
single slot head 

¦·Y���� �½{�¯��ËÁÔ«�Á�É�Z¯�wY�Â��ÉZÅ�Y�]Y� �
��� ISO 9714-1, Orthopaedic drilling instruments � Part 1: Drill bits, taps and 

countersink cutters 
��
��
��
��
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|¿Y�Äf§�³�� �

���{�Y|¿Zf�Y�Ã�Z¼��½Y�ËY�Ê¸»���������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§�{YÂ»��µÁY�d¼�«��
Ã|���Z¯�½�¿�²¿��{ÓÂ§��

�Y�{�Y|¿Zf�Ã�Z¼��½Y�ËY�Ê¸»���������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§�{YÂ»���¹Á{�d¼�«
É�ZÌ·M��Ì£�¹ÂÌ¿ZfÌe��

��� {�Y|¿Zf�Y� Ã�Z¼��½Y�ËY�Ê¸»���������µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§� {YÂ»���d¼�«
¹Â�����¹ÂÌ¿ZfÌe�Ã|���Z¯��ZÌ·M�����¹ÂÌÀÌ»Â·M���¹ÂË{Z¿YÁ��
��� {�Y|¿Zf�Y¼��½Y�ËY� Ê¸»� Ã�Z�������� µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§� {YÂ»���d¼�«

¹�ZÆm��d·Z^¯�Ê´fzË���ZÌ·M��¹Á�¯��½|^Ì·Â»��
��� {�Y|¿Zf�Y� Ã�Z¼��½Y�ËY� Ê¸»�������� µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§� {YÂ»���d¼�«

ºnÀa���d·Z^¯�Ã|���Z¯��ZÌ·M��¹Á�¯��¾f�´Àe��¶°Ì¿��
��� {�Y|¿Zf�Y� Ã�Z¼��½Y�ËY�Ê¸»���������µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯���É�¸§� {YÂ»���d¼�«

º����Ã|���Z¯��ZÌ·M��d·Z^¯��¶°Ì¿��¹Á�¯��½|^Ì·Â»��
�{�Y|¿Zf�Y�Ã�Z¼��½Y�ËY�Ê¸»��������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯���É�¸§�{YÂ»��ºf¨Å�d¼�«��

d·Z^¯�É�´ÀÅM�¶]Z«�Á�Ã|���Z¯��ZÌ·M��¶°Ì¿��¹Á�¯��½|^Ì·Â»��¾ÅM��
��� {�Y|¿Zf�Y½Y�ËY� Ê¸»�� Ã�Z¼��������� µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§� {YÂ»���d¼�«

ºf�Å��d·Z^¯�Ã|���Z¯��ZÌ·M��¶°Ì¿��¹Á�¯��½|^Ì·Â»��¾f�´Àe���¾ÅM��
�{�Y|¿Zf�Y�Ã�Z¼��½Y�ËY�Ê¸»��������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§�{YÂ»���ºÆ¿�d¼�«���

{ZË��½�Á�fÌ¿�Z]�Ã|���Z¯�½�¿�²¿��{ÓÂ§��
��� {�Y|¿Zf�YËY�Ê¸»� Ã�Z¼��½Y����������µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§� {YÂ»���d¼�«

ºÅ{�ZË���¹ÂÌ¿ZfÌe�Ã|���Z¯��ZÌ·M�����¹ÂÌÀÌ»Â·M���ºÌ]ÂÌ¿��
��� {�Y|¿Zf�Y� Ã�Z¼��½Y�ËY�Ê¸»���������µZ������ �ÊuY�m�ÉZÅ�ÊÀf�Z¯��É�¸§� {YÂ»���d¼�«

ºÅ{�YÁ{��d·Z^¯�Ã|���Z¯��ZÌ·M��¶°Ì¿��¹Á�¯��½|^Ì·Â»��
���Y|¿Zf�Y�{�Ã�Z¼��½Y�ËY�Ê¸»�������µZ�������ÊuY�m�ÉZÅ�ÊÀf�Z¯��®Ì¸Ë�¯Y�¾Ë���ÉZÆ¿Z¼Ì����

�Á�ZÆÌ³�ËÁ½Â»�M�ÉZÅ��Á���
��� ISO 5832-14, Implants for surgery- Metallic materials -Part 14: Wrought titanium 

15-molybdenum�5-zirconium 3-aluminium alloy 
�ISO 5833, Implants for surgery � Acrylic resin cements 
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���{�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»�������µZ��������ÊuY�m�ÉZÆÌÀf�Z¯���Ê°Ì»Y���{YÂ»���®Ì»Y��

ÓZ]��Â¸y�Z]�ZÀÌ»Â·M��
��� {�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»�������µZ�������ÊÀf�Z¯�ÊuY�m�ÉZÅ��Ê°Ì»Y��{YÂ»���ÉZÌ¿Â¯�Ë�

ZË�fËY�Z]�Ã|��Y|ËZa�µZ¿Â³Y�fe (Y-TZP)��
���{�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»����������µZ��������ÊuY�m�ÉZÆÌÀf�Z¯���Ê°Ì»Y���{YÂ»���d¼�«

µÁY��dÌeZaM�Ê�¯Á�|ÌÅ�cZ �«��
���{�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»����������µZ�������ÊuY�m�ÉZÆÌÀf�Z¯���Ê°Ì»Y���{YÂ»���d¼�«

�¹Á{��dÌeZaM�Ê�¯Á�|ÌÅ�ÉZÆ��Âa��
���{�Y|¿Zf�YÃ�Z¼��½Y�ËY�Ê¸»�������µZ��������ÊuY�m�ÉZÅ�ÊÀf�Z¯��»�É�¸§�{YÂ�����Ì£�¹Â·Zf¿Ze

ÊuY�m�ÊÀf�Z¯�ÉZÅ{�]�Z¯�ÉY�]�É�ZÌ·M - ½Â»�M�ÉZÆ�Á��Á�ZÆÌ³�ËÁ��
 

��ISO 6474-1, Implants for surgery- Ceramic materials- Part 1: Ceramic materials 

based on high purity�alumina 
 
� ISO 6474-2, Implants for surgery - Ceramic materials - Part 2: Composite materials 

based on a high�purity alumina matrix with zirconia reinforcement 
 
� ISO 14949, Implants for surgery - Two-part addition-cure silicone elastomers 

 
� ISO 20160, Implants for surgery - Metallic materials - Classification of                             

microstructures for alpha+beta�titanium alloy bars 

É�ÁM{ZË���|À�Z]�Ê»�{�]�Z¯�¶]Z«�Ä]Z�»�Ê¸»�ÉZÅ�{�Y|¿Zf�Y��� ���
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- ISO 9583, Implants for surgery - Non-destructive testing - Liquid penetrant 
inspection of metallicsurgical implants 
 
- ISO 9584, Implants for surgery - Non-destructive testing- Radiographic examination 
of cast metallic surgical implants 
 
- ISO 9585, Implants for surgery- Determination of bending strength and stiffness of 
bone plates 
- ISO 13779-4, Implants for surgery - Hydroxyapatite - Part 4: Determination of 
coating adhesion strength 
 
- ISO 15814, Implants for surgery- Copolymers and blends based on polylactide- In 
Vitro degradation testing 
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- ISO 16402, Implants for surgery - Acrylic resin cement - Flexural fatigue testing of 
acrylic resin cements used in orthopaedics 
- ISO 16428, Implants for surgery - Test solutions and environmental conditions for 
static and dynamic corrosion tests on implantable materials and medical devices 
 
- ISO 16429, Implants for surgery - Measurements of open-circuit potential to assess 
corrosion behaviour of metallic implantable materials and medical devices over 
extended time periods 
 
-ISO20160, Implants for surgery-Metallic materials - Classification of microstructures 
for alpha+beta titanium alloy bars 
 
- ISO 23317, Implants for surgery- In vitro evaluation for apatite-forming ability of 
implant materials 
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[1] ISO/TR 14283:2004, Implants for surgery - Fundamental principles 
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