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�¹Z¿�Ä]�Y|y  

ÊËZÀ�M Z] ½Y�ËY�{�Y|¿Zf�Y�Ê¸»�½Z»�Z� 
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 ��¿ �Y|¿Zf�Y�ÉZÅ{

�Ê¸»�Ê¼����½Y�ËY Y� Ä] Ã|Æ� {�Y{.���
¹Z¿�ÃZnÀa�Á�|�°Ë�\mÂ»�Ä]�½Y�ËY�Êf À��cZ¬Ì¬ve�Á�{�Y|¿Zf�Y�Ä��Â»�Á���w�Â/»�É�Y{Y�Ê·Z��ÉY�Â��Ä�¸m�¾Ì»Á{��������Ä/]

�Ã�Z¼��Ä»Z¿�Ê��Á��ÌÌ¤e�½Y�ËY�{�Y|¿Zf�Y�Ê¸»�½Z»�Z�����������w�Â»�������d�Y�Ã|��¡Ô]Y�Y�mY��dÆm����
¾ËÁ|e �Y{�Y|¿Zf �{ Ã�Âu ÉZÅ ¦¸fz» �{ ½ÂÌ�Ì¼¯ ÉZÅ ÊÀ§ \¯�» �Y �½Z�ZÀ��Z¯�½Z»�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/] �Ä/mÂe ���ËY�/��Ä/] 

É�ÁZÀ§�,É|Ì·Âe Á É�Zne d�Y Ä¯ �Y d¯�Z�» Ä¿ZÅZ³M Á ¿Z¨�À»È ½Z^uZ� ªu Á ,�¨¿ ¶»Z� ,½Z³|ÀÀ¯|Ì·Âe ¥��»��,½Z³|/ÀÀ¯
½Z³|ÀÀ¯�{Z� Á {�YÁ ,½Z³|ÀÀ¯ �¯Y�» Ê¼¸� Á ,Ê��ze ,ZÅ{ZÆ¿ ½Z»�Z� ÉZÅ Êf·Á{ Á �Ì£ �Ê/f·Á{ �¶/�Zu �Ê/» �{Â/�. ��Ì/a 

ÉZÅ{�Y|¿Zf�Y��ËÂ¿ Ê¸» ½Y�ËY ÉY�] ÊÅYÂy��¿ Ä] �mY�» É} �¨¿ Á ÉZ��Y ½ÂÌ�Ì¼¯ ÉZÅ ÊÀ§ �Â]�» µZ��Y Ê»{Â� Á �a 

d§ZË�{��Y ZÅ��¿ Á ZÅ{ZÆÀ�Ìa �{ ÈfÌ¼¯ Ê¸» �^e�» Z] ½M Äf�� s�� Á �{ c�Â� \ËÂ�e Ä] ½YÂÀ� {�Y|¿Zf�Y Ê¸»���Ê¼/��� 
_Zq�½Y�ËY Á ��fÀ» Ê» {Â�.��

�Ìa �ËÂ¿ ÊËZÅ{�Y|¿Zf�Y Ä¯ cZ��R» Á ½Z»�Z� ÉZÅ Ä«Ô� |À» Á É} sÔ� �Ì¿ Z] dËZ�� �]YÂ� �¾Ì/Ì e �Ã|/� �Ä/ÌÆe �Ê/» 

ÈfÌ¼¯�{�|ÀÀ¯ ¸»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 �{ �È/fÌ¼¯ ��Ê/¸»

{�Y|¿Zf�Y �Â]�»�Ä¯ �½Y�ËY�{�Y|¿Zf�Y�Ê¸»�½Z»�Z�¶Ì°�e Ê»{|Å Ä] \ËÂ�e Ã|Ì�� |�Z].��
{�Y|¿Zf�Y�Ê¸»�½Z»�Z� ½Y�ËY �Y ÉZ��Y Ê¸�Y ½Z»�Z� ¾Ì] �Ê/¸¸¼·Y ��{�Y|¿Zf/�Y(ISO)��,�½ÂÌ/�Ì¼¯ �¾Ì/] ���®/ÌÀ°eÁ�f°·Y�Ê/¸¸¼·Y

�(IEC)�Á ½Z»�Z� ¾Ì] Ê¸¸¼·Y Ã�Y|¿Y Ê�ZÀ� Ê¿Â¿Z«��(OIML)�d�Y Á Ä]��½YÂ/À� �Z/ÆÀe ��/]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 ��Z/y 

�Â�¯�, �Y ¾Ë�yM d§��Ìa�ÉZÅ ,Ê¼¸� ÊÀ§ Á Êf À� ½ZÆm Á ÉZÅ{�Y|¿Zf�Y ¾Ì]�Ê¸¸¼·Y Ã�Æ]É�Ì³ Ê»{Â�. ��
{�Y|¿Zf�Y�Ê¸»�½Z»�Z���½Y�ËYÊ» |¿YÂe Z] dËZ�� ¾Ë�YÂ» �Ìa ÊÀÌ] Ã|� �{ ,½Â¿Z« ÉY�] �d/ËZ¼u �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 �,Ê/eY{�YÁ �/]Z �\ËÂ/�e �ÉY�Â/� �Ê·Z/� ��,{�Y|¿Zf/�Y
É�Z^mY |ËZ¼¿�� Z�½Z»� Ê» |¿YÂe Ä] �Â�À» �¨u ÉZÅ�Y�Z] ¾Ì] Ê¸¸¼·Y �ÉY�/] �cÓÂ/�v» �,�Â/�¯ �ÉY�/mY �{�Y|¿Zf/�Y �ÉZ/ÅÓZ¯ 

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 �½Z»�Z/���Z/Å Á 
cZ��R» µZ § ÈÀÌ»���{ ,Ã�ÁZ�» ,��Â»M ,Ê���Z] É�Ì¼» Á Â³�Á|�ÊÅY ºf�Ì� ÉZÅ dË�Ë|» �d/Ì¨Ì¯ Á �dË�Ë|/» �d/�Ë��

,Ê�Ìv» ÃZ´�ËZ»�M ZÅ �¯Y�»�Á �½ÂÌ�Y�^Ì·Z¯�ÊnÀ�YÁ� ¶ËZ�Á ,�nÀ� ½Y�ËY�{�Y|¿Zf�Y�Ê¸»�½Z»�Z� ¾ËY �Ä/¿Â³ �½Z»�Z/� �Z/Å 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� ½M�ZÅ 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 

½Z»�Z� d�Y.��
                                                 

1- International Organization for Standardization 
2 - International Electrotechnical Commission 
3-  International Organization of  Legal Metrology (Organisation Internationale de Metrologie Legale)  
4 - Contact point 
5 - Codex Alimentarius Commission 
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ÊËZÀ�M Z] È��R» {�Y|¿Zf�Y k 

½ÂÌ�Ì¼¯ ÊÀ§ ¾ËÁ|e {�Y|¿Zf�Y �{ 

�Zf¨³��Ìa ���
Ä»|¬» s��

�����������{�]�Z¯�ÄÀ»Y{�Á�¥|Å ���
������������Ê»Y�·Y��mY�»�����
�������������¦Ë�Z e�Á�cZuÔ��Y�����
�������������Âa�����
�����������Àf�Z¯�Ä¿Z»Z���Ê¿Y|¿{�Ê�����
������������ÊÀ§�¶ËZ§�����
����������[M�[~m�����
������������cZ»Y�·Y�����
�����������cZÌ¸¯�����
�����������Ã{Z¨f�Y��¿�{�Â»�����
�����������ÊuY���ÉZÅ�Ä�z�»�����
�����������Ã|ÀÅ{�¶Ì°�e�{YÂ»��YÂy�����
�����������ÊËZÆ¿�µÂ�v»�cZÌ�Â�y�����
�����������Ê¸^«�ÉZÅ�¶�¿��Zm�Y�����
������������y�Ê]ZË��Y�����
���������Ê]Á�°Ì»�Ê³{Â·M�Á�d¿Â¨��µ�fÀ¯�����
����������Ê°Ë�Â·ÂÌ]�Ê]ZË��Y�����
��������ÊÀÌ·Z]�Ê]ZË��Y�����
���������dyZ��|ÀËM�§�����
���������Êf�Z¯�dyZ��|ÀËM�§�dÌ¨Ì¯�µ�fÀ¯�����
����������É|À]�Äf�]�����
����������\�q�]�����
���������Ã{Z¨f�Y�ÉZÅ�¶¼ ·Y�Âf�{�����
��¦·Y�d�ÂÌa���ÊeZ�Ô�Y��Ä»Z¿�[Zf¯�����
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a�Zf¨³��Ì��
{�Y|¿Zf�Y "��Ê°��b¿Y|¿{±��Ê°��b¿Y|¿{�ÊÀf�Z¯�ÉZÅ�Ä¿Z»Z��ÉY�]�ÊÀ§�¶ËZ§�cZËÂfv»� Ä¯ �Ìa �ËÂ¿ ½M 

½ÂÌ�Ì¼¯�{ ÉZÅ �Â]�» ÄÌÆe Á ¾ËÁ|e Ã|� Á �{ ¾Ì¼nÀa�Á�|�Ì� �ÔmY ÈfÌ¼¯ Ê¸» {�Y|¿Zf�Y��Ê�|ÀÆ»
Ê°��a�w�Â» ������ {�Â» \ËÂ�e �Y�« Äf§�³ d�Y , ®ÀËY Ä] {ZÀf�Y |À] ®Ë Ç{Z» � ½Â¿Z« sÔ�Y ¾Ì¿YÂ« 

Á È��R»�cY��¬» {�Y|¿Zf�Y Á cZ¬Ì¬ve Êf À� ,½Y�ËY [Â�» ¾¼Æ] ÃZ» ���� , Ä] ½YÂÀ� {�Y|¿Zf�Y Ê¸» 

½Y�ËY Ê»���fÀ»{Â�. ��
ÉY�] �¨u Ê»Z´¼Å Á Ê´ÀÅZ¼Å Z] =ÂvecÓ Á d§��Ìa ÉZÅ Ê¸» Á Ê¿ZÆm �{ ÈÀÌ»� �,�ËZÀ ¹Â¸� Á �,cZ»|y

ÉZÅ{�Y|¿Zf�Y Ê¸» ½Y�ËY �{ �«YÂ» ¹Á�· |Ë|ne ��¿ |ÅYÂy |� Á �Å É{ZÆÀ�Ìa Ä¯ ÉY�] sÔ�Y Á ¶Ì¼°e �¾ËY
ZÅ{�Y|¿Zf�Y ÄWY�Y ,{Â� ¹Z´ÀÅ |Ë|ne ��¿ �{ ½ÂÌ�Ì¼¯ ÊÀ§ �Â]�» {�Â» ÄmÂe �Y�« |ÅYÂy d§�³ . �,¾ËY�]ZÀ]

|ËZ] Ã�YÂ¼Å �Y ¾Ë�yM ��¿|Ë|ne ÉZÅ{�Y|¿Zf�Y Ê¸» Ã{Z¨f�Y {�¯.��
���

É~yZ»�Á��^À» Ä¯ ÉY�] ÈÌÆe ¾ËY {�Y|¿Zf�Y {�Â» Ã{Z¨f�Y �Y�« Äf§�³ Ä] s�� �Ë� d�Y:��
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d�Y� d§��Ìa� µZu� �{� Ê¸¸¼·Y� ¾Ì]� ª�ZÀ»� Á� ¦¸fz»� ÉZÅ�Â�¯� �{� É{| f»� �½Z¼Å��d À�� Ä¯� �Â�������
�µZ §��ZÌ�]�Ê¿ZÆm�ÄËZa�Á�µÂ�Y���¿��Y�Ê¿Y|¿{�ÉZÅ�ÊÀf�Z¯Ã{Â]�d§��Ìa�µZu��{�Á�d�YY�´¿� ,�ÉY�]� ZÅ�Ê¿

Ê¸»�ÉZÅ{�Y|¿Zf�Y�Ä]��ZÌ¿�½Y�ËY�Ê¸ËZ�Á�¾ÌÀq�ÉY�mY�Á�ÊuY���cY|Àf�»�ÉY�]�Ä§���Á{�ÊËZ�ZÀ��¶]Z«�Á,���{
d�Y��ËY�§Y�µZu��
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�Ê°��b¿Y|¿{±�Ê°��b¿Y|¿{�ÊÀf�Z¯�ÉZÅ�Ä¿Z»Z��ÉY�]�ÊÀ§�¶ËZ§�cZËÂfv»��

�� ��¥|Å�{�]�Z¯�ÄÀ»Y{�Á� �
�cZ»Y�·Y�¾ÌÌ e� ,{�Y|¿Zf�Y�¾ËY�¾ËÁ|e� �Y�¥|ÅÉY�]�ÊÀ§�¶ËZ§�cZËÂfv»,�|�Z]�Ê»� �{�Y|¿Zf�Y�¾ËY,�Ä]���Â�À»

�ZË�tÌ�Âe�s���ÊuY�m��Y�| ]�Ä¯�ÉY�ÄfyZ���Ìa�cZ �«��´Ë{�Á�Ê°��b¿Y|¿{�ÉZÅ�ÊÀf�Z¯�µÂ¼ »�cZ»Y�·Y
�½ZÅ{��{³{�Y{�{�]�Z¯�,|¿Â��Ê»�Äf�Y~����

{�Y|¿Zf�Y�¾ËY,��ÉY�]ZÅ�Y�]Y��Ä¯�ÊeZ �«��ËZ��Á]�Ä�Ã�ËÁ��Â��{�ÉZÅ�ÊÀf�Z¯�ÉY�]|¿Y�Ã|��ÄfyZ��Ê¿Y|¿,�Ì·Á¾°�
{�Y|¿�{�]�Z¯�,|¿Â��Ê¼¿�Äf�Y~³��Z¯�½ZÅ{��{��{ÂmÁ�¾ËY�Z],��¾ËY�Ä]��Â]�»�cY|Àf�»Y�mY��¶ËZ§��{�d�Y�¾°¼»

|�Z]�{ÂmÂ»�ÊÀ§����

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

{Â��Ê»�[Â�v»�½Y�ËY�Ê¸»�{�Y|¿Zf�Y�¾ËY��Y�ÊË�m�cY��¬»�½M�\Ìe�e�¾Ë|]���
��{�Â»�½M�É| ]�ÉZÅ��¿�|Ë|ne�Á�ZÅ�ÄÌuÔ�Y�,|�Z]�Ã{Y{��Zm�Y��Z�f¿Y�xË�Ze��¯}�Z]�Ê¯�|»�Ä]�Ä¯�Êe�Â��{

�d�Ì¿�½Y�ËY�Ê¸»�{�Y|¿Zf�Y�¾ËY���¿���Ä]��Z�f¿Y�xË�Ze��¯}�½Á|]�Ä¯�Ê¯�Y|»�{�Â»��{�Ã|��Ã{Y{��Zm�Y�ZÅ�½M
d�Y���¿�{�Â»�ZÅ�½M�É| ]�ÉZÅ�ÄÌuÔ�Y�Á���¿�|Ë|ne�¾Ë�yM�Ã�YÂ¼Å�,�d�Y���
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�cY�ÌÆne���
�����{�Y|¿Zf�Y��Ê¸»Ã�Z¼�������,Ê°��b¿Y|¿{�±��YÁ��z]�cZuÔ��Y�Á�ZÅ�Ã�����Ê¿Y|¿{�{YÂ»���
������Ã�Z¼��½Y�ËY�Ê¸»�{�Y|¿Zf�Y�����,��Ê�ZÀ��d�Ë��ZË�Ê°Ë�Â·ÂÌ]�Ê]ZË��Y�dÆm�½Â»�M��ÀË�³�ÉZ¼ÀÅY�

Ê°��a�¶ËZ�Á����
������ Ã�Z¼��½Y�ËY�Ê¸»� {�Y|¿Zf�Y��������,��Ê°��a�cÓÂ�v»�Ê¿Á�f�±��ÊÅ{Âe�a��Á�±��d¼�«����

lÀ��{�{�Â»��{�ÊËZ¼ÀÅY��� �
������ Ã�Z¼��½Y�ËY�Ê¸»� {�Y|¿Zf�Y������,�Ê°��b¿Y|¿{�±�� ZÅ�ÊÀf�Z¯±��Ê´f�y�½Â»�M�ÉY�]�®Ì»ZÀË{

�Ê¿YÂzf�Y�¶yY{�Ê¿Y|¿{�ÉZÅ�ÊÀf�Z¯���
������ Ã�Z¼�� ½Y�ËY� Ê¸»� {�Y|¿Zf�Y����,�� Ê°��a� cÓÂ�v»� Ê¿Á�f�±�� cZ»Y�·YÊ¸¯��¶»Z�� Ê³�ËÁ� ÉY�]
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������Ã�Z¼��½Y�ËY�Ê¸»�{�Y|¿Zf�Y������,��Ê°��a�¶ËZ�Á±�Ê°��a�¶ËZ�Á��{�®�Ë��dË�Ë|»�{�]�Z¯����
������� Ã�Z¼�� ½Y�ËY� Ê¸»� {�Y|¿Zf�Y�����,�� Ê°��a� cÓÂ�v»� Ê¿Á�f�±���Âe� |ËZ]� Ä¯� ÊeZ�Ô�Y����������������

°��a�¶ËZ�Á�É�Z��Ã{Z»M�|ÀËY�§�ÉY�]�Ã|ÀÀ¯�|Ì·Âe��Ê¿Á�f��¶]Z«�Ê�ÄWY�Y�{|n»{Â����
 

2-11  ISO 7405,Dentistry � Evaluation of biocompatibility of medical devices used in 
dentistry. 
2-12  ISO 8601,Data elements and interchange formats � information interchange � 
Representaion of dates and times. 
2-13  ISO 10993-7,Biological evaluation of medical devices � Part7: Ethylene oxide 
sterilization residuals. 
2-14  ISO 10993-9, Biological evaluation of medical devices � Part9: Framework for 
identification and quantification of potential degradation products. 
2-15  ISO 11135-1, Sterilization of health care products � Ethylene oxide-Part1: 
Requirements for development, validation and routine control of sterilization process for 
medical devies. 
2-16  ISO/TS 11135-2, Sterilization of health care products � Ethylene oxide � Part2: 
Guidance on the application of ISO 11135-1. 
2-17  ISO 11137-1, Sterilization of health care products � Radiation � Part1: Requirements 
for development, valiation and routine control of a sterilization process for medical devices 
2-18  ISO 11137-2, Sterilization of health care products � Radiation � Part2: Establishing the 
sterilization dose. 
2-19  ISO/TS 22911,Dentistry � Preclinical evaluation of dental implant systems � Animal 
test methods. 
2-20 ISO 11607-1, Packaging for terminally sterilized medical devices � Part1: Requirements 
for materials, sterile barrier systems and packaging systems. 
2-21 ISO 11607-2, , Packaging for terminally sterilized medical devices � Part 2: Validation 
requirements for forming , sealing and assembly processes.��
2-22 ISO 14155-1, Clinical investigation of medical devices for human subjects � Part 1: 
General requirements.��
2-23 ISO 14155-2, Clinical investigation of medical devices for human subjects � Part2: 
Clinical investigation plans. 
2-24 ISO 14405-2, Geometrical product specifications (GPS) � Dimensional tolerancing � 
Part 2: Dimensions other than linear sizes. 
2-25 ISO 17665-1, Sterilization of health care products � Moist heat � Part1: Requirements 
for development, validation and routine control of a sterilization process for medical devices.��

��� ��¦Ë�Z e�Á�cZuÔ��Y��
�Ã�Z¼��½Y�ËY�Ê¸»�{�Y|¿Zf�Y��{�Ã|��¾ÌÌ e�¦Ë�Z e�Á�cZuÔ��Y��]�ÃÁÔ��,{�Y|¿Zf�Y�¾ËY��{�����cZuÔ��Y�,

{Á��Ê»��Z¯�Ä]��Ì¿��Ë��¦Ë�Z e�Á����
�������� �
����Âa��� �

                                                 
1-Coating 
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���m[M�[~�� �

�Ê]M�½Y�Ì»�|�Z]�Ê»�ºnu�|uYÁ��{�Ä¯Ä¸Ì�Á�Ä]��Ä¿Â¼¿Á�Ã{Â]�®�y�Y|f]Y��Y�Ä¯�ÉY��b����Á�Ä�Â£�[M��{
�z�»�½Z»���Y��a�Á�Ã|�,�d�Y�Ã|��[~m���

�����������cZ»Y�·Y� �
����������Ì¸¯cZ�� �

��{�Ã|��½ZÌ]�{�YÂ»�¶»Z��¶«Y|u�|ËZ]�Ê¿Y|¿{�ÊÀf�Z¯�Ä¿Z»Z��¶ËZ§�ÉZÅ|À]�����Ze������,|�Z]����
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����������Ã{Z¨f�Y��¿�{�Â»��
�Ã{Z¨f�Y���¿�{�Â»�Ä]�|ËZ]ÊÀ�Á��ZÌ]{Â��½��Ã{Z¨f�Y�{�YÂ»��ËÁ|��Á�Ã��Ã{Z¨f�Y�¹�Ä¸Ì�Á,�{Â��Ã{Y{�|ËZ]���

                                                 
1-Dental implant system��
2-Technical  File 
3-Water sorption 
4- Specific indications 
5- Contra - indications 
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������������ÉZÅ�Ä�z�»��ÊuY����
cZ�Ô�Y��Ë����{�|ËZ]ÉZÅ�Ä�z�»��ÊuY��{Â��¾Ì»Ze����

�¦·Y���ÊuY���ÄÌmÂe��ÊuY���Ê³�ËÁ�ÉY�]�ÄÌmÂe,��|ËZ]Ã{Y{�{Â�� 

�[����{Z ]Y� �½Z�¿� Y��½Z¿M�É�Y{YÁ��Á�{Z ]Y�Ä¯�ÊÀ§�ÉZÅ�Ä�¬¿�|Å{�Ê»,��|ËZ]¾Ì»Ze�{Â����Ê»�ÄÌ�Âe�{Â���{
É�Y{YÁ���Ã�Z¼��½Y�ËY�Ê¸»�{�Y|¿Zf�Y��������,�Á�{�Y|¿Zf�YISO14405-2�,�{Â��dËZ��� 

�_��¹ZffyY�t������ �s���¹ZffyY�� ,�ZÌ¿� {�Â»�t��ÉZÅ�Ä�z�»��Á�� Á�½M�½Â»�M�� ZÅ�½Â»�MÉ��{�Â»�
�Ã{Z¨f�Y�ÉY�]ZÅ�Ä�z�»�½M,��|ËZ]Ã{Y{�{Â�����

��������Ã|ÀÅ{�¶Ì°�e�{YÂ»��YÂy��
�|ËZ]�{�Â»��{��Ë��cZ�Ô�Y�YÂy��¾ËY�É�Y�«�]�ÉY�]�Ã{Z¨f�Y�{�Â»�½Â»�M�ÉZÅ��Á��Á�Ã|ÀÅ{�¶Ì°�e�{YÂ»

�YÂy,�\�ZÀ»�¶v»��{�{Â��Ã{�ÁM����
�¦·Y���Ì���YÂyÊËZÌ¼Ì�Á�f°·Y��YÂy�¶»Z��,ÊËZÌ¼� 
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��� Ã|��Ã{Z¨f�Y�½Â»�M��Á��Á�dÌ·Ôu�- 

��� �µÔv¼�Y���Ã{Z¨f�Y�½Â»�M��Á��ÁÃ|�- 

��� ½M�cÔyY|e�Á�{YÂ»�Ê·Z¼fuY�cZ^Ì¯�e�{�Â»��{�cZ�Ô�Y��ZÅ- 

��� ��¼Ì¸a�{YÂ»�ÉY�]É����Á�[M�[~m�Á���Ã{Z¨f�Y�½Â»�M-Ã|� 

��� �cY�¸§�ÉY�]��ZÌ¼Ì�Á�f°·Y��YÂy�Á�Ê³{�Ây�ÉZÅ�Ã{Y{�ÊËÁ��Á��ÉZÅ��Ã{Z¨f�Y�{�Â»�½Â»�MÃ|�- 
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�_�� ¿Z°»��YÂy�Ê°Ì���
��� �É�¸§�{YÂ»- 

� �Ã{Z»��ËY����É�Z¯{����Êe�Y�u�cZÌ¸¼��,���Á�����- 

� ��]Y�]��{�Ê^�¿��Ì£�ºÌ¸�e��Àe�µÂ���ËY�§Y���Ê¼Ì¸�e�¹Z°vf�Y��-  

                                                 
1- Surface finish��
2-Degradation��
3-Degree of radio - opacity��
4-Surface porosity��
5-Crystallographic 
6-Cold-worked  
7-Heat treated 
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� �Ê��¯�¹Z°vf�Y- 

� |��{�Ä]�¶¯�µÂ��{ZË{�Y- 

� �Ê¿Z��¯�\Ë��- 
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� �d�°��¹Z°vf�Y- 
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|�Z]���
�����������Ê]Á�°Ì»�Ê³{Â·M�Á�d¿Â¨��µ�fÀ¯��
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¦·Y�d�ÂÌa� �
��ÊeZ�Ô�Y�� �

Ä»Z¿�[Zf¯��
� �

1-ISO 178, plastics � Determination of flexural properties��

2-ISO 5832,Implants for surgery � metallic materials � part2: unalloyed titanium��

3-ISO 5832-3, Implants for surgery � metallic materials � part 3: Wrought titanium               
6-aluminium. 
4-ISO 13356, Implants for surgery � Cersmic materials based on yttria � stabilized tetragonal 
zirconia (Y_TZP) 
5- ISO 6474-1, Implants for surgery � Ceramic materials � Part1: Ceramic materials based on 
high purity alumina 
6- ISO 6507-1, Metallic materials � Vickers hardness test � Part1: Test method��

7- ISO 6892-1, Metallic materials � Tensile testing � Part1: Method of test at room 
temperature 
8- ISO 9001, Quality management systems � Requiremets 
9- ISO 13485, Medical devices � Quality management systems � Requirements for regulatory 
purposes��
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