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%6 (1 ,62 ����������

7KLV %ULWLVK 6WDQGDUG ZDV 
SXEOLVKHG XQGHU WKH DXWKRULW\
RI WKH 6WDQGDUGV 3ROLF\ DQG
6WUDWHJ\ &RPPLWWHH RQ
� 0D\ ����

� %6, � 0D\ ����

,6%1 � ��� ����� �

1DWLRQDO IRUHZRUG
7KLV %ULWLVK 6WDQGDUG LV WKH RIILFLDO (QJOLVK ODQJXDJH YHUVLRQ RI
(1 ,62 ����������� ,W LV LGHQWLFDO ZLWK ,62 �����������

7KH 8. SDUWLFLSDWLRQ LQ LWV SUHSDUDWLRQ ZDV HQWUXVWHG E\ 7HFKQLFDO &RPPLWWHH 
&+����� 'HQWLVWU\� WR 6XEFRPPLWWHH &+������� 2UDO K\JLHQH SURGXFWV� ZKLFK 
KDV WKH UHVSRQVLELOLW\ WR� 

$ OLVW RI RUJDQL]DWLRQV UHSUHVHQWHG RQ WKLV VXEFRPPLWWHH FDQ EH REWDLQHG RQ 
UHTXHVW WR LWV VHFUHWDU\�

&$87,21 3OHDVH QRWH WKDW WKH 8. KDV FRQVLVWHQWO\ YRWHG DJDLQVW SXEOLFDWLRQ
RI WKLV VWDQGDUG� SULQFLSDOO\ RQ WKH JURXQGV WKDW WHVW SURFHGXUHV DUH QRW 
VWDQGDUGL]HG� 7KLV DOORZV PDQXIDFWXUHUV� LI WKH\ VR ZLVK� WR XVH DQ\ WHVW
SURFHGXUH RI WKHLU FKRRVLQJ DQG FODLP FRQIRUPLW\ WR WKLV VWDQGDUG� 7KLV
SUREOHP FDQ EH VHHQ� IRU H[DPSOH� LQ VXEFODXVH ��� +HDY\ PHWDOV §���RU RWKHU 
PHWKRG RI VLPLODU VHQVLWLYLW\ DQG DFFXUDF\¨ DQG LQ VXEFODXVH ��� 5HDGLO\
IHUPHQWDEOH FDUERK\GUDWHV� §���SHUIRUPLQJ WHVWV LQ DFFRUGDQFH ZLWK FRPPRQO\ 
XVHG DQDO\WLFDO PHWKRGV¨�

&URVV�UHIHUHQFHV
7KH %ULWLVK 6WDQGDUGV ZKLFK LPSOHPHQW LQWHUQDWLRQDO RU (XURSHDQ
SXEOLFDWLRQV UHIHUUHG WR LQ WKLV GRFXPHQW PD\ EH IRXQG LQ WKH %6, &DWDORJXH
XQGHU WKH VHFWLRQ HQWLWOHG §,QWHUQDWLRQDO 6WDQGDUGV &RUUHVSRQGHQFH ,QGH[¨� RU 
E\ XVLQJ WKH §6HDUFK¨ IDFLOLW\ RI WKH %6, (OHFWURQLF &DWDORJXH RU RI
%ULWLVK 6WDQGDUGV 2QOLQH�

7KLV SXEOLFDWLRQ GRHV QRW SXUSRUW WR LQFOXGH DOO WKH QHFHVVDU\ SURYLVLRQV RI D
FRQWUDFW� 8VHUV DUH UHVSRQVLEOH IRU LWV FRUUHFW DSSOLFDWLRQ�

&RPSOLDQFH ZLWK D %ULWLVK 6WDQGDUG GRHV QRW RI LWVHOI FRQIHU LPPXQLW\
IURP OHJDO REOLJDWLRQV�

¦ DLG HQTXLUHUV WR XQGHUVWDQG WKH WH[W�

¦ SUHVHQW WR WKH UHVSRQVLEOH LQWHUQDWLRQDO�(XURSHDQ FRPPLWWHH DQ\ 
HQTXLULHV RQ WKH LQWHUSUHWDWLRQ� RU SURSRVDOV IRU FKDQJH� DQG NHHS WKH 
8. LQWHUHVWV LQIRUPHG�

¦ PRQLWRU UHODWHG LQWHUQDWLRQDO DQG (XURSHDQ GHYHORSPHQWV DQG
SURPXOJDWH WKHP LQ WKH 8.�

6XPPDU\ RI SDJHV

7KLV GRFXPHQW FRPSULVHV D IURQW FRYHU� DQ LQVLGH IURQW FRYHU� WKH (1 ,62 WLWOH
SDJH� WKH (1 ,62 IRUHZRUG SDJH� WKH ,62 WLWOH SDJH� SDJHV LL WR LY� SDJHV � WR �
DQG D EDFN FRYHU�

7KH %6, FRS\ULJKW QRWLFH GLVSOD\HG LQ WKLV GRFXPHQW LQGLFDWHV ZKHQ WKH 
GRFXPHQW ZDV ODVW LVVXHG�

$PHQGPHQWV LVVXHG VLQFH SXEOLFDWLRQ

$PG� 1R� 'DWH &RPPHQWV
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Foreword

This document (EN ISO 16408:2004) has been prepared by Technical Committee ISO/TC 106
"Dentistry" in collaboration with Technical Committee CEN/TC 55 "Dentistry", the secretariat of
which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of
an identical text or by endorsement, at the latest by October 2004, and conflicting national
standards shall be withdrawn at the latest by October 2004.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of
the following countries are bound to implement this European Standard: Austria, Belgium,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.

Endorsement notice

The text of ISO 16408:2004 has been approved by CEN as EN ISO 16408:2004 without any
modifications.

EN ISO 16408:2004
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'3OFVLG )UHPLD
LK7V 3') ILOH P\D FWQRLDQ HPGHEW GHG\IHSFDHV� ,Q FFDFQDGURZ HLW$ K
HERGV OLFQHVLORS JQLF�\ WLKV ILOH PLUS HE \DWQGH LY URZHE GHWX
VODKO WRQ LGH HEWOQX GHHVV WHK W\SIHFDHV ZLKFH HUD KPO HUD GHGGHELFVQHGH WL GQD RQVWODOGH W QRHK FRPXSWIUHS UHURPLJQ WLGH HKWLQ�J ,Q
ZRGOQLGDRW JQLKV ILO�H WUDSLVH DWSHFF WLHUHKW QVHU HKQRSVLLEOLW\ IR QWR LIQULLJQJQ $
HERGV OLFQHVLORS JQLF�\ HK7 ,62 WQH&ODU 6HFUWHLUDWD
FDFHSWO RQ VLLEDOLW\ LQ WKLV �DHUD

$L HERGV D WHGDUPIR NUD $HERG 6\VWHP, VQFWDURSUR�GH

WH'LDOV IR WHK VIRWZFXGRUS HUDWV VXW GHR FUWDHH WLKV 3') ILOH FQD I HEL GQXRQ WODUHQH* HK ,IQOHU RDWLW HYW RHK ILOH� W3 HK'F�)UWDHLQR
PDUDSWHUHZ VWSR HUHLPL]GH IUR LUSWQL�JQ (Y\UH FHUD QHHE VDK WDNQH WVQH RHUX WDKW WHK ILOH LV VLXWOEDH IRVX UH \E ,62 PHPGRE UHEHLV� ,Q
WOQX HKLNOHWQHYH \ WWDK OERUS DHP OHUWDLW JQR LW LV I�GQXR SOVDHH LIQURP WWQH& HKODU 6HFWHULUDWD WD WHK VHUGGDLJ VOHE QHYZR�

� ,62 ���� 
$OO LUWKJV HUVH�GHYU OQ8HWR VVZUHKLVH VSHFLILHG� RQ WUDS IR WKLV OEXSLFWDLRQ PDHE \ FXGRUSHUUR GH WXLOL]L GHQ \QD IRUP UR QD \EP \QDH�V
OHFHWULQRF UR PFHLQDKFOD� LQFOLGXQWRKS JFRL\SRGQD JQ PLFUIRLOP� ZLWWXRK UHSPLVVLL QRZ QULWLJQ IURP LHW, UHK6D 2W WVVHUGGD HK HEROZ RU
,6
2V PHPUHE L \GREQ WKH FQXRWIR \U WWVHXTHU HKH�U

,62 FLU\SRWKJ IRILFH
VD&H WVRSDOH �� HQH* �����+& �� DY
OH7� � � �� ��� �� � �� 
[D)� ��� �� �� � � ��
(�PLDO FRLU\SWKJL#V�R JUR
:H EZZZ�LV�R JUR

LL � ,62± ���� $OOU LWKJVU HVHGHYU
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