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ÚVOD 
 
Dne 1.7.1997 vstoupil v SODWQRVW�]iNRQ�þ����������6E��DWRPRYê�]iNRQ��NWHUê�Y�����XNOiGi�NDåGpPX��
NGR� SURYiGt� þLQQRVWL� YHGRXFt� N R]i�HQt�� SRYLQQRVW� S�HGQRVWQ�� ]DMLã"RYDW� UDGLDþQt� RFKUDQX� D� ]DYpVW�
V\VWpP�MDNRVWL��Y�UR]VDKX�VWDQRYHQpP�YH�Y\KOiãFH�6Ò-%�þ�����������6E����.DåGpPX�GUåLWHOL�SRYROHQt�
k QDNOiGiQt�VH�]GURML�LRQL]XMtFtKR�]i �HQt��GiOH�=,=��SDN��NURP��MLQpKR��XNOiGi�>�����RGVW����StVP��D)] 
VOHGRYDW�� P��LW�� KRGQRWLW�� RY��RYDW� D� ]D]QDPHQiYDW� SDUDPHWU\� D� YODVWQRVWL� =,=� �Y\KOiãND� 6Ò-%��������������
þ�����������6E��������Då����� 
- S�L�GRYR]X�=,=�Y UR]VDKX�SRW�HEQpP�SUR�SRVRX]HQt�VKRG\�VH�VFKYiOHQêP�W\SHP��Y\KOiãND�6Ò-%�

þ����������6E���QHER�]D podmínek stanovených v rozhodnutí o typovém schválení, 
- S�L� S�HY]HWt� =,=� MHãW�� S�HG� ]DKiMHQtP� MHKR� SRXåtYiQt� Y UR]VDKX� Y\PH]HQpP� SUR� S�HMtPDFt�

zkoušku, 
- v SU$E�KX�SRXåtYiQt�=,=�Y rozsahu vymezeném pro zkoušku dlouhodobé stability a pro zkoušky 

provozní stálosti. 
 
Vzhledem k WRPX�� åH� MH� QH]E\WQp� QDVWDYLW� VSUiYQRX� D� MHGQRWQRX� SUD[L� S �L� QDNOiGiQt� VH� ]GURML�
LRQL]XMtFtKR� ]i�HQt� Y� VRXODGX� V� SRåDGDYN\� QRYêFK� SUiYQtFK� S �HGSLV$� Y REODVWL� UDGLDþQt� RFKUDQ\��
SRY��LO�S�HGVHGD�6WiWQtKR�~�DGX�SUR�MDGHUQRX�EH]SHþQRVW��6Ò-%��QiP�VWND�SUR�UDGLDþQt�RFKUDQX�Y\GDW�
WRWR�Ä'RSRUXþHQt³� 
 
ÒþHOHP� WRKRWR� GRNXPHQWX� MH� SRVN\WQRXW� LQIRUPDFH� åDGDWHO$P�R� SRYROHQt� N� SURYiG�Qt� S�HMtPDFtFK�
]NRXãHN� SRGOH� �� ��� Y\KOiãN\� þ�� ��������� 6E�� D� ]NRXãHN� GORXKRGREp� VWDELOLW\� SRGOH� �� ��� Y\KOiãN\������
þ�� ��������� 6E�� SRW�HEQp� SUR� ]DYHGHQt� RGSRYtGDMtFtKR� V\VWpPX� MDNRVWL� Y  souladu s SRåDGDYN\�
Y\KOiãN\� þ�� ��������� 6E�� „'RSRUXþHQt³� EXGH� VRXþDVQ�� SRGNODGHP� NH� ]SUDFRYiQt� NRQHþQp� YHU]H�
GRNXPHQWX�� NWHUê� 6Ò-%� Y\Gi� YH� IRUP�� Ä%H]SHþQRVWQtFK� QiYRG$³� �6DIHW\� *XLGHV�� QD� ]iNODG��
zkušeností s SUDNWLFNRX� DSOLNDFt� Ä'RSRUXþHQt³� D� QD� ]iNODG�� 9DãLFK� S�tSDGQêFK� S�LSRPtQHN������������������
D�NRPHQWi�$� 
 
Ä'RNXPHQW³� E\O� ]SUDFRYiQ� SUDFRYQtN\� VSROHþQRVWL� 1RVWD -Hertz, s.r.o., ve spolupráci s pracovníky 
6Ò-%�3UDKD�D�VSROHþQRVWPL�7HVWLPD�3UDKD , s.r.o., Qualitest Pardubice, s.r.o., RadexPrimar Brno, s.r.o., 
a dále ve spolupráci s � 51'U�� 7�� .ODFORYRX�� 51'U�� ,�� 3�LGDOHP�� &6F��� D� ,QJ�� -�� 1RYRWQêP�� &6F�����������
WM��V�RVREDPL�SURYiG�MtFt�S�HGHSVDQp�]NRXãN\�]GURM$�LRQL]XMtFtKR�]i�HQt� 
 
 
             ����������������������������������������������������������������,QJ��=GHQ �N�3URX]D��&6F� 
�������������������������������������������������������������QiP �VWHN�S�HGVHG\�6Ò-%�SUR�UDGLDþQt�RFKUDQX  
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=SUDFRYiQt�SURJUDPX�]DEH]SHþRYiQt�MDNRVWL�SUR�SUR YiG�Qt�]NRXãHN 
]GURM$�LRQL]XMtFtKR�]i�HQt 

 
 
 
 

3UYQt�þiVW�GRNXPHQWX�XYiGt�D�Y\VY�WOXMH�QD�S�tNODGHFK�]iNODGQt�SRMP\�] REODVWL�V\VWpP$�MDNRVWL�� 
'UXKi� þiVW� Y\VY�WOXMH� SULQFLS\� V\VWpPX� MDNRVWL� V S�LKOpGQXWtP� N REODVWL� UDGLDþQt� EH]SHþQRVWL��

Dále popisuje strukWXUX�D�QiSO��GRNXPHQWDFH�V\VWpPX�MDNRVWL�� 
7�HWt�þiVW�Y\VY�WOXMH�MHGQRWOLYp�SUYN\�V\VWpPX�MDNRVWL�V XYHGHQtP�SUDNWLFNêFK�S�tNODG$�� 
ýWYUWi� þiVW� MH� ]DP��HQD� QD� SURJUDP� ]DEH]SHþRYiQt� MDNRVWL�� =GH� MH� IRUPRX�QiYRGX� D� S�tNODG$�

Y\VY�WOHQR� QDSOQ�Qt� MHGQRWOLYêFK� SUYN$� V\VWpPX� MDNRVWL� S�L� SURYiG�Qt� ]NRXãHN� GORXKRGREp� VWDELOLW\���������
D�S�HMtPDFtFK�]NRXãHN� 

V S�tORKiFK� MVRX� XYHGHQ\� SRåDGDYN\� QD� QiSO�� SURWRNROX� R� ]NRXãFH� D� QD]QDþHQD� VWUXNWXUD��������������
D�REVDK�QDYD]XMtFt�GRNXPHQWDFH��VP�UQLFH���Y]RU�RUJDQL]DþQtKR�VFKpPDWX�YþHWQ��QD]QDþHQt�RGSRY�GQRVWt�
a pravomocí. 

 

 
,��9é./$'�=È./$'1Ë&+�32-0# 
 
 
3RORåND -� WR�� FR� O]H� LQGLYLGXiOQ�� SRSVDW� D� Y]tW� Y úvahu (výrobek, proces, organizace, systém, osoba), 
QDS���P��LFt�S�tVWURM�SUR�SURYiG�Qt�]NRXãN\��RVRED��NWHUi�]NRXãNX�SURYidí, metodika zkoušky, protokol      
o zkoušce, dokumentace, smlouva, dozimetrie, havarijní plán.  

'$OHåLWi�SRORåND�] KOHGLVND�UDGLDþQt�RFKUDQ\ -� MH�YãH�FR�P$åH�RYOLYQLW� UDGLDþQt�RFKUDQX�� WHG\�PLPR�
YêãH�XYHGHQp�S�tNODG\� MH�G$OHåLWRX�SRORåNRX�QDS��� VUR]XPLWHOQRVW�GRNXPHQWDFH��GYH�Qt� VStQDþ� �MLãW�Qt��
SURVWRUX�VH�]GURML�]i�HQt��IDQWRP\��P�UN\��S�tVOXãHQVWYt�]D�t]HQt��Y\PH]HQt�NRQWURORYDQpKR�SiVPD� 

Proces -� VRXERU� Y]iMHPQ�� SURSRMHQêFK� þLQQRVWt�� NWHUp� S�HP��XMt� YVWXS\� QD� YêVWXS\� �QDS��� SURYiG�Qt�
zkoušky, kalibracH�S�tVWURMH��QiNXS��WYRUED�PHWRGLN\�� 

Výrobek -� YêVOHGHN� þLQQRVWt� QHER� SURFHV$� -� KPRWQê� �P��LFt� S�tVWURM��� QHKPRWQê� �VRIWZDUH��PHWRGLND�� 
YêVOHGHN�VOXåE\�MH�WDNp�YêUREHN��QDS���YêVOHGHN�]NRXãN\�GORXKRGREp�VWDELOLW\�� 

'UåLWHO�SRYROHQt��NH�]NRXãNiP��GRGDYDWHl) - VXEMHNW��NWHUê�P$åH�SURYiG�W�]NRXãN\�(i fyzická osoba). 

äDGDWHO�R�SRYROHQt -�SUiYQLFNi�QHER�I\]LFNi�RVRED��NWHUi�åiGi�R�SRYROHQt�N þLQQRVWHP�Y souladu s § 9 
]iNRQD�þ����������6E�� 

8åLYDWHO�]GURMH (zákazník) -�WHQ��MHKRå�]D�t]HQt�MH�]NRXãHQR� 

Zkouška provozní stálosti -�RY��RYiQt�SURYR]QtFK�YODVWQRVWt�D�SDUDPHWU$�]D�t]HQt�Y rozsahu stanoveném 
v WHFKQLFNp�GRNXPHQWDFL�]GURMH�D�SURMHGQDQp�S�L�W\SRYpP�VFKYiOHQt�D�S�L�S�HMtPDFt�]NRXãFH��PLQLPiOQ��
však v UR]VDKX�S�tVOXãQêFK�þHVNêFK�QRUHP��=NRXãNX�SURYiGt�QHER�]DMLã"XMH�GUåLWHO�SRYROHQt�N nakládání 
s GDQêP�]GURMHP�LRQL]XMtFtKR�]i�HQt� 

Postup - GRNXPHQWRYDQê�]S$VRE�SURYiG�Qt�þLQQRVWL��QDS���SRSLV�SURYiG�Qt�]NRXãN\��� 

Jakost (kvalita) -� FHONRYê� VRXKUQ�SDUDPHWU$� SRORåN\��NWHUp�RYOLY�XMt� VFKRSQRVW�XVSRNRMRYDW� VWDQRvené      
D� S�HGSRNOiGDQp� SRW�HE\�� 9 REODVWL� MDGHUQp� D� UDGLDþQt� EH]SHþQRVWL� MVRX� W\WR� SRW�HE\� Y�WãLQRX�
specifikovány legislativou �QDS��� YãH� FR� PXVt� VSO�RYDW� P��LFt� S�tVWURM�� DE\� V QtP� ãOR� P��LW� WR�� FR� VH�
RþHNiYi��D�V GHNODURYDQRX�S�HVQRVWt���  

3RåDGDYN\�Qa jakost -�Y\MiG�HQt�SRW�HE�QHER�MHMLFK�S�HYHGHQt�GR�VRXERUX�NYDQWLWDWLYQ��QHER�NYDOLWDWLYQ��
Y\MiG�HQêFK� SRåDGDYN$� SUR� SDUDPHWU\� SRORåN\�� 3RåDGDYHN� QD� MDNRVW� PXVt� Y\MDG�RYDW�
VWDQRYHQp�S�HGSRNOiGDQp�SRW�HE\�OHJLVODWLY\��XåLYDWHOH�]GURMH��]iND]QtND���LQWHUQt�SRåDGDYN\�VSROHþQRVWL��
6WDQRYHQt� SRåDGDYN$� QD� MDNRVW�PXVt� ]DMLVWLW� YKRGQRVW� SRORåN\� SUR� ]DPêãOHQp� SRXåLWt� �QDS��� WR�� FR� RG�
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S�tVWURMH�RþHNiYiWH��DE\�Y\KRYRYDO�]DPêãOHQpPX�~þHOX�SRXåLWt��WM��QHVWDþt��DE\�E\O�S�tVWURM�VFKRSHQ�P��LW�
XUþHQp�SDUDPHWU\��DOH�DE\�E\O�SUR�P��HQt�YKRGQê�] KOHGLVND�S�HVQRVWL��FLWOLYRVWL�DWG��� 

%H]SHþQRVW - stav, v Q�På� MH� UL]LNR� SRãNR]HQt� ]GUDYt� QHER� PDWHULiOQt� ãNRG\� RPH]HQR� QD� S�LMDWHOQRX�
~URYH��� 3UR� ]DMLãW�Qt� WpWR� S�LMDWHOQp� ~URYQ�� MH� W�HED� PtW� V\VWpP� WHFKQLFNêFK� D� RUJDQL]DþQtFK� RSDW�HQt�
k RPH]HQt�R]i�HQt�RVRE�D�åLYRWQtKR�SURVW�HGt� 

Shoda -� VSOQ�Qt� VSHFLILNRYDQêFK� SRåDGDYN$� �QDS��� YêVOHGN\� ]NRXãN\� GORXKRGREp� VWDELOLW\� RGSRYtGDMt�
stanoveným kritériím). 

Neshoda -� QHVSOQ�Qt� VSHFLILNRYDQpKR� SRåDGDYNX�� WM�� QHGRVWDWHN� YH� YODVWQRVWHFK�� GRNXmentaci nebo 
postupu, v G$VOHGNX� Q�KRå� VH� MDNRVW� SRORåN\� SRNOiGi� ]D� QHVKRGQRX� V danou specifikací nebo 
nezjistitelnou� �QDS��� YêVOHGN\� ]NRXãN\� GORXKRGREp� VWDELOLW\� QHRGSRYtGDMt� VWDQRYHQêP� SRåDGDYN$P� E\"������
i v jediném parametru). 

Kontrola  -� þLQQRVW� �QDS���P��HQt�� ]NRXãHQt�� NDOLEUDFH� s FtOHP�XUþLW� ]GD� VWDQRYHQp�YODVWQRVWL� SRORåN\�
E\O\�GRVDåHQ\�� 

=DEH]SHþRYiQt�MDNRVWL -�YãHFKQ\�SOiQRYDQp�D�V\VWHPDWLFNp�þLQQRVWL�UHDOL]RYDQp�D�S�tSDGQ��SURND]RYDQp�
v rámci systému jakosti s FtOHP� SRVN\WQRXW� S�LP��HQRX�G$Y�UX�� åH� SRORåND� VSOQt� SRåDGDYN\�QD� MDNRVW��
'$Y�UX� MH� W�HED� SRVN\WQRXW� MDN� YHGHQt� VSROHþQRVWL�� WDN� L� LQVSHNþQtP� RUJiQ$P� D� XåLYDWHOL� ]GURMH�
(zákazníkovi). 

Systém jakosti -�RUJDQL]DþQt�VWUXNWXUD��SRVWXS\��SURFHV\�D�]GURMH�SRW�HEQp�N ]DEH]SHþRYiQt�SRåDGDYN$�
na jakRVW�� 6\VWpP� Pi� EêW� WDN� REVDåQê�� DE\� VSOQLO� FtOH� MDNRVWL�� -DNRVW� þLQQRVWt� SURYiG�QêFK� Y rámci 
systému jakosti musí být prokazatelná. 

3�H]NRXPiQt� YHGHQtP -� RILFLiOQt� Y\KRGQRFHQt� VWDYX� D� S�LP��HQRVWL� V\VWpPX� MDNRVWL� YHGHQtP�
VSROHþQRVWL� 

3�H]NRXPiQt�VPORXY\ - VRXVWDYQp�þLQQRVWL�SURYiG�Qp�GUåLWHOHP�SRYROHQt�NH�]NRXãNiP��GRGDYDWHOHP��
S�HG�SRGHSViQtP�VPORXY\��DE\�]DMLVWLO�� åH�SRåDGDYN\�QD� MDNRVW� MVRX�VWDQRYHQ\�S�LP��HQêP�]S$VREHP��
MVRX� MHGQR]QDþQp�� MVRX� GRNXPHQWRYiQ\� D�PRKRX� EêW� UHDOL]RYiQ\�� =D� S�H]NRXPiQt� VPORXY\ odpovídá 
GRGDYDWHO�� 3�H]NRXPiQt� P$åH� EêW� Y S�tSDG�� SRW�HE\� RSDNRYiQR� Y U$]QêFK� Ii]tFK� VPORXY\� �QDS���
Y\MiG�HQt�NYDOLILNRYDQp�RVRE\�NH�VPORXY��R�QiNXSX�QRYpKR�P��LFtKR�]D�t]HQt�QHER�R provedení zkoušky, 
]DMLãW�Qt��åH�VPORXYD�REVDKXMH�YãHFKQ\�VWDQRYHQp�QiOHåLWRVWL��QDS���]S$VRE�]DEH]SHþRYiQt�SUDFRYLãW��S�L�
SURYiG�Qt� ]NRXãHN�� SRYLQQRVW� ]iND]QtND� SRVN\WQRXW� GRNXPHQWDFL� R� ]NRXãHQpP� ]D�t]HQt�� VWDQRYHQp�
SRåDGDYN\�QD�MDNRVW�� 

Návrh - je proces NWHUê�VH�QHWêNi�SRX]H�NRQVWUXNFH�QRYêFK�]D�t]HQt��DOH�L�WYRUE\�QRYp�PHWodiky zkoušky 
nebo stanovení rozsahu zkoušky��QDS���QiYUK�]NRXãN\�GORXKRGREp�VWDELOLW\�S�L�S�HMtPDFt�]NRXãFH�� 

3�H]NRXPiQt� QiYUKX -� GRNXPHQWRYDQp� Y\þHUSiYDMtFt� D� V\VWHPDWLFNp� ]NRXPiQt� QiYUKX� V cílem 
Y\KRGQRWLW� MHKR� ]S$VRELORVW� SOQLW� SRåDGDYN\� QD� MDNRVW�� LGentifikovat problémy, pokud existují,                
D� QDYUKQRXW� SRVWXS� �HãHQt� �QDS��� RY��HQt� QHVWUDQQRX� QHER� QH]iYLVORX� RVRERX�� åH� QiYUK� PHWRGLN\� MH�
odpovídající zadání a v S�tSDG���åH�WRPX�WDN�QHQt��WDN�QDYUåHQt�~SUDY\�PHWRGLN\�� 

Záznam - dokument posk\WXMtFt� REMHNWLYQt� G$ND]� R� SURYHGHQêFK� þLQQRVWHFK� QHER� GRVDåHQêFK�
YêVOHGFtFK��=i]QDP�P$åH�PtW�StVHPQRX�IRUPX�QHER�P$åH�EêW�XORåHQ�QD�MDNpPNROL�GDWRYpP�QRVLþL��QDS���
protokol o zkoušce, protokol o kalibraci, záznamy o kvalifikaci a školení). 

Sledovatelnost -� VFKRSQRVW�]S�WQ��]MLVWLW�KLVWRULL�SRXåLWt�QHER�XPtVW�Qt�SRORåN\�SRPRFt�LGHQWLILNDþQtFK�
]i]QDP$��9ãHFKQ\�DVSHNW\� WêNDMtFt�VH�SRåDGDYN$�QD�VOHGRYDWHOQRVW�PDMt�EêW� MDVQ�� VSHFLILNRYiQ\��QDS���
þDVRYêP�REGREtP��SRþiWHþQtP�QHER� LGHQWLILNDþQtP�ERGHP� �QDS��� LQIRUmace o tom, od koho a kdy byl 
P��LFt�S�tVWURM�NRXSHQ��MHKR�YêUREQt�D�LQYHQWiUQt�þtVOR�� 

Bod pozastavení - bod definovaný v S�tVOXãQpP�GRNXPHQWX��]D�QtPå�GDOãt�þLQQRVW�QHVPt�SRNUDþRYDW�EH]�
VFKYiOHQt�XUþHQRX�RVRERX�QHER�SRY��HQêP�RUJiQHP��6FKYiOHQt�N SRNUDþRvání se dává obvykle v písemné 
IRUP�� QHER� MLQêP�GRKRGQXWêP�]S$VREHP� �QDS��� EH]�SURYHGHQt�S�HMtPDFt� ]NRXãN\�QHP$åH�6Ò-%�Y\GDW�
VRXKODV�SRXåtYiQt�]GURMH�LRQL]XMtFtKR�]i�HQt�� 
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3URY�UND� MDNRVWL (audit jakosti) -� V\VWHPDWLFNp� D� QH]iYLVOp� ]NRXPiQt�� MHKRå� FtOHP� MH stanovit, zda 
þLQQRVWL�Y�REODVWL� MDNRVWL�D�V nimi spojené výsledky jsou v souladu s SOiQRYDQêPL�]iP�U\�D�]GD�VH� W\WR�
]iP�U\� UHDOL]XMt�HIHNWLYQ�� D� MVRX�YKRGQp�SUR�GRVDåHQt�FtO$��3URY�UND�VH�]SUDYLGOD� WêNi�V\VWpPX�MDNRVWL�
QHER� MHKR� SUYN$�� SURFHV$�� YêUREN$� QHER� VOXåHE�� 3URY�UN\� SURYiG�Mt� SUDFRYQtFL�� NWH�t� QHPDMt� S�tPRX�
RGSRY�GQRVW�]D�SURY��RYDQp�REODVWL� 

3UHYHQWLYQt� RSDW�HQt -� RSDW�HQt� SRGQLNQXWp� V cílem odstranit S�tþLQ\ PRåQp� QHVKRG\ nebo jiné 
QHåiGRXFt� VLWXDFH� �QDS��� ]S$VRE� WUDQVSRUWX� P��LFtKR� S�tVWURMH�� SUDYLGHOQi� NDOLEUDFH� DSRG��� ]S$VRE�
]DEH]SHþRYiQt�SUDFRYLãW���  

2SDW�HQt�N QiSUDY� -�RSDW�HQt�SRGQLNQXWp�V cílem odstranit S�tþLQ\�H[LVWXMtFt�QHVKRG\��aby se zabránilo 
jejich opakovanému výskytu �QDS��� ]DMLãW�Qt� MLQp� PHWRG\� NDOLEUDFH� QHER� MLQêFK� WUDQVSRUWQtFK� REDO$�
DSRG���~SUDYD�]DEH]SHþRYiQt�QD�]iNODG��]MLãW�QêFK�QHGRVWDWN$�� 

9\SR�iGiQt�QHVKRG\ -�RSDW�HQt��NWHUp�VH�Pi�S�LMPRXW�Y]KOHGHP�N H[LVWXMtFt�QHVKRGQp�SRORåFH��V cílem 
Y\�HãLW� WXWR� QHVKRGX�� ýLQQRVW� P$åH� PtW� IRUPX� QiSUDY\�� MDNR� MH� RSUDYD� QHER� S�HSUDFRYiQí, fyzická 
OLNYLGDFH�QHER�]G$YRGQ�Qi�YêMLPND��QDS���QiNXS�QRYpKR�]D�t]HQt�QHER�RSUDYD�VWiYDMtFtKR�� 

Oprava -�þLQQRVW�SRGQLNQXWi�QD�QHVKRGQpP�YêURENX�]D�~þHOHP�VSOQ�Qt�SRåDGDYN$�QD�]DPêãOHQp�SRXåLWt��
W�HEDåH�QHPXVt�EêW�VKRGQê�V S$YRGQ��VSHFLILNRYDQêPL�SRåDGavky.  

3�HSUDFRYiQt -� þLQQRVW� XVNXWHþQ�Qi� QD� QHVKRGQpP� YêURENX� ]D� ~þHOHP� VSOQ�Qt� VSHFLILNRYDQêFK�
SRåDGDYN$��QDS���RSDNRYDQp�SURYHGHQt�]NRXãN\�V SRXåLWtP�VSUiYQp��PHWRGLN\�� 

 

3RXåLWp�]NUDWN\ 

AZ - ]iNRQ�þ���������6E���DWRPRYê�]iNRQ 

PJ -�S�tUXþND�MDNRVWL 

SJ - systém jakosti 

PZJ -�SURJUDP�]DEH]SHþRYiQt�MDNRVWL 

SÚJB -�6WiWQt�~�DG�SUR�MDGHUQRX�EH]SHþQRVW 

SÚRO -�6WiWQt�~VWDY�UDGLDþQt�RFKUDQ\ 

ý,$ -�ýHVNê�LQVWLWXW�SUR�DNUHGLWDFL 

ÚNMZ  -�Ò�DG�SUR�WHFKQLFNRX�QRUPDOL]DFL��PHWURORJLL�D�VWiWQt�]NXãHEQLFWYt 
 
 
 
 
II. PRINCIP <�6<67e08�-$.267,�$�5$',$ý1Ë�%(=3(ý1267 
 
 
���.ULWpULXP�EH]SHþQRVWL�D�NULWpULXP�NYDOLW\ 
 
6\VWpP�MDNRVWL�MH�MHGQRWtFtP�QiVWURMHP�SUR�]DEH]SHþRYiQt�GYRX�KODYQtFK�NULWpULt�SRYRORYDQêFK�þLQQRVWt��
které spolu úzce souvisí:  
• NULWpULD�EH]SHþQRVWL��WM��]DEH]SHþRYiQt�RFKUDQ\�RVRE�D�åLYRWQtKR�SURVW�HGt�S�HG�QHåiGRXFtPL�~þLQN\�

LRQL]XMtFtKR� ]i�HQt� D� VQtåHQt� VWiYDMtFt� ~URYQ�� R]i�HQt� �QDS��� PLQLPDOL]DFH� UL]LND� R]i�HQt� REVOXK\�
UHQWJHQX� D� SDFLHQW$��� EH]SHþQRVW� MH� UR]KRGXMtFtP� IDNWRUHP� S�L� KRGQRFHQt� ~URYQ�� ]DEH]SHþRYiQt�
jakosti,  

• kritéria kvality � �IXQNþQRVWL��� WM�� ]DMLãW�Qt� SRGPtQHN� SUR� WR�� DE\� þLQQRVWL� VSO�RYDO\� SRåDGDYN\� QD��
YêVWXS\�� 8YiåtPH-OL�� åH� Y QDãHP� S�tSDG�� MH� NYDOLWQtP� YêURENHP� VSUiYQ�� SURYHGHQi� ]NRXãND����������������
D� SURWRNRO� R� Qt�� RYOLY�XMH� NYDOLWQt� SURYHGHQt� ]NRXãN\� QiVOHGQ�� L� EH]SHþQRVW� S�L� SURYR]RYiQt�
]NRXãHQpKR�]D�t]HQt��9 S�tSDG��� åH�QDP��HQp�KRGQRW\�QHRGSRYtGDMt� VNXWHþQRVWL�QHER�PHWRGLND�QHQt�
GRNRQDOi�� P$åH� GRMtW� N QHNYDOLWQtP� YêVOHGN$P� S�L� SURYR]X� ]D�t]HQt�� 1DS��� NY$OL� QHNYDOLWQtPX�
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rentgenového snímku je t�HED� VQtPNRYiQt� RSDNRYDW� QHER�Y]KOHGHP�NH� ãSDWQpPX�QDVWDYHQt� ]D�t]HQt�
dochází k R]D�RYiQt� ]E\WHþQ�� Y\VRNêPL� GiYNDPL�� 1HNYDOLWQt� YêUREHN� �]NRXãND�� ]Y\ãXMH� UL]LNR�
]E\WHþQpKR�Y\VWDYRYiQt�RVRE�LRQL]XMtFtPX�]i�HQt� 

&HONRYi�~URYH��]DMLãW�Qt�RERX�W�FKWR�NULWpULt� MH�GiQD�NYDOLWRX�MHGQRWOLYêFK�þLQQRVWt�Y NDåGp�Ii]L�FHOpKR�
SURFHVX�� -H� WHG\� QXWQp�� DE\� YãHFKQ\� W\WR� þLQQRVWL� E\O\� ÄSRG� NRQWURORX³�� 7R� ]QDPHQi�� åH� PXVHMt� EêW�
Y\WYR�HQ\� WDNRYp� SRGPtQN\�� DE\�YãHFKQ\� Ii]H� SURFHVX� SUREtKDO\� VSUiYQêP�D� GHILQRYDQêP�]S$VREHP��
Od pRþiWNX�� WM�� RG� Ii]H� QiYUKX QiNXSX� P��LFtKR� ]D�t]HQt�� S�HV� MHKR� QiNXS�� GiOH� QiYUK� D� VFKYiOHQt�
PHWRGLN\� P��HQt�� SR� VDPRWQp� SURYiG�Qt� P��HQt� D� ]NRXãHN� V nezbytnými záznamy, musí být postupy 
MHGQR]QDþQ�� GHILQRYiQ\� D� SRSViQ\�� $E\� E\OD� ]DMLãW�QD� QiYD]QRVW� D� VWDQGDUGQt� S�tVWXS� N jednotlivým 
þLQQRVWHP��MH�QH]E\WQp�Y\WYR�LW�V\VWpP��NWHUê�MH�]DVW�HãXMH��7HQWR�V\VWpP�R]QDþRYDQê�MDNR�V\VWpP�MDNRVWL�
MH�WYR�HQ�VSROX�VRXYLVHMtFtPL�SUYN\��NWHUp�MVRX�]DP��HQp�QD�MHKR�MHGQRWOLYp�þiVWL��GRNXPHQWDFH��]i]QDP\��
nákup atd.). 

LegiVODWLYQt� SRåDGDYN\� QD� UR]VDK� D� QiSO�� V\VWpPX� MDNRVWL� YH� Y]WDKX� N� Yê]QDPX� SRXåtYDQêFK� ]GURM$�
]i�HQt�MVRX��SRSViQ\�YH�Y\KOiãFH�6Ò-%�þ�����������6E��7HQWR�GRNXPHQW�REVDKXMH�LQIRUPDFH��MDN�VSOQLW�
W\WR� SRåDGDYN\� X� RVRE� SURYiG�MtFt� ]NRXãN\� GORXKRGREp� VWDELOLW\� D� ]NRXãN\� S�HMtPDFt� X� Yê]QDPQêFK��������
D� YHOPL� Yê]QDPQêFK� ]GURM$� LRQL]XMtFtKR� ]i�HQt�� X� RVWDWQtFK� MH� PRåQp� SRVWXSRYDW� REGREQ�� V WtP�� åH�
PLQLPiOQt� SRåDGDYN\� VWDQRYXMH� �� ��–� ��Y\KOiãN\�6Ò-%�þ�����������6E��� Y W�FKWR�S�tSDGHFK�QHQt� WHG\�
nutné zpracovat dokumentaci v takovém rozsahu a do takové hloubky jako u významných a velmi 
Yê]QDPQêFK�]GURM$�LRQL]XMtFtKR�]i�HQt� 

2. Dokumentace systému jakosti 

 
Systém jakosti musí být popsán -�MHGQDN�]D�~þHOHP�]DMLãW�Qt�VWDQGDUGL]DFH�SURYiG�QêFK�þLQQRVWt�D�MHGQDN�
SUR�XMLãW�Qt�GR]RUQpKR�RUJiQX��]iND]QtND���åH�SURFHV\�MVRX�GHILQRYiQ\�D��t]HQ\��'RNXPHQWDFH�RGVWUD�XMH�
QHXUþLWRVW� D� QHMLVWRW\� YêNRQ$� þLQQRVWt� D� MH� SRGPtQNRX� IXQNþQRVWL� V\VWpPX�� 0XVt� EêW� MHGQR]QDþQ���������������
D� VUR]XPLWHOQ�� VWDQRYHQR�kde, co, jak, kdy, kdo má vykonat, s MDNêP�YêVOHGNHP��D� WR�PLQLPiOQ��SUR�
YãHFKQ\� þLQQRVWL�� NWHUp� MVRX� G$OHåLWp� ] KOHGLVND� UDGLDþQt�RFKUDQ\�D�EH]SHþQRVWL��'RNXPHQWDFH� V\VWpP$�
MDNRVWL�EêYi��SRGOH�NRQNUpWQtFK�SRGPtQHN��KLHUDUFKLFN\�VWUXNWXURYDQi�GR�W�HFK�VWXS�$�� 

���VWXSH�: základní dokument, který v organizaci popisuje systém jakosti, tj. 

• S�tUXþND�MDNRVWL�D�QHER 

• SURJUDP�]DEH]SHþRYiQt�MDNRVWL,  

���VWXSH����VP�UQLFH� 

���VWXSH����SRVWXS\�� 
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Obr. 1 Rozsah dokumentace systému jakosti a dokumentace spojené s Y\XåtYiQtP�,= 

 

 

2. stupen
(smernice)

3. stupen
(postupy)

1. stupen
(PJ, PZJ)

rozsah dokumentace

popisující cinnosti spojené
s povolovanou cinností

rozsah systému jakosti

 

 

'RNXPHQWDFH����VWXSQ� 

• 3�tUXþND� MDNRVWL� �dále PJ)� SRSLVXMH� UR]VDK� D� SULQFLS\� V\VWpPX� MDNRVWL� D� VORXåt� RUJDQL]DFL� WDNp�
k SUH]HQWDFL� V\VWpPX� MDNRVWL�]iND]QtN$P�HYHQWXiOQ��GR]RUQêP�RUJiQ$P��3RSLV�V\VWpPX�MDNRVWL� IRUPRX�
S�tUXþN\� MDNRVWL� QHQt� GiQ� SRX]H� SRåDGDYNHP� FHUWLILNDþQtFK� RUJiQ$�� DOH� L� ý,$� MDNR� S�HGSRNODG� SUR�
DNUHGLWDFL�]NXãHEQt�ODERUDWR�H��0$åH�VH�MHGQDW�R�UHODWLYQ��VWUXþQê�GRNXPHQW��2EVDKXMH�SRSLV\�þLQQRVWt��
Y]iMHPQêFK� Y]WDK$�� YD]HE�� RGSRY�GQRVWt� D� SUDYRPRFt�� .DSLWRO\� S�tUXþN\� MDNRVWL� MVRX� REY\NOH� �D]HQ\�
SRGOH�SRVORXSQRVWL�MHGQRWOLYêFK�SUYN$�V\VWpPX��MDN�MVRX�XYHGHQ\�QDS�tNODG�Y QRUPiFK�ý61�,62����������
,QIRUPDFH� XYiG�Qp� Y MHGQRWOLYêFK� þiVWHFK� S�tUXþN\� PXVt� EêW� WDNRYp�� DE\� SRSVDQp� VNXWHþQRVWL� E\O\�
pravdivé a s QiOHåLWRX� Y\SRYtGDFt� VFKRSQRVWí o zavedeném systému jakosti. V S�tUXþFH� MDNRVWL� QHEêYi�
popsáno technologické know-KRZ�VSROHþQRVWL��WR�MH�SRSViQR�Y QDYD]XMtFtFK�VP�UQLFtFK��QD�NWHUp�PXVt�EêW�
v S�tVOXãQêFK� NDSLWROiFK� RGND]\�� 3UR� S�tSDG�� åH� VH� MHGQi� R� YHOPL� PDORX� RUJDQL]DFL� V� MHGQRGXFKêP�
RUJDQL]DþQtP� VFKpPDWHP� �FFD� GR� ��� RVRE��� MH�PRåQp� Y S�tUXþFH� MDNRVWL� SRSVDW� WHQWR� V\VWpP�SRGUREQ��������
D� QHQt� QXWQp� Y\WYi�HW� GRNXPHQWDFL� QDYD]XMtFt�� 3�tUXþND� MDNRVWL� QHQt� SRYLQQi� YH� YD]E�� QD� OHJLVODWLYQt�
SRåDGDYN\�D�MH�QD�RUJDQL]DFL��]GD�]YROt�WHQWR�]S$VRb zdokumentování systému jakosti. 
 
• 3URJUDP�]DEH]SHþRYiQt� MDNRVWL��dále PZJ) Y\FKi]t�]�SRåDGDYNX�OHJLVODWLY\��Y\KOiãND�þ�����������
6E��� �� �� D� �� ���� D� REVDKXMH� ]HMPpQD� YêþHW� G$OHåLWêFK� SRORåHN�� RUJDQL]DþQt� VWUXNWXUX� D� SRSLV� V\VWpPX�
jakosti.  
PZJ je nezbytnou� VRXþiVWt� GRNXPHQWDFH� N� åiGRVWL� R� SRYROHQt� �GOH� $=��� 6FKYiOHQt� SURJUDPX�
]DEH]SHþRYiQt�MDNRVWL�6Ò-%�MH�MHGQRX�]��SRGPtQHN�SUR�Y\GiQt�SRYROHQt�6Ò-%�� 
3=-� MH�SRGREQê�GRNXPHQW� MDNR�S�tUXþND� MDNRVWL��SURWRåH�DOH�QHPXVt�EêW�YåG\�QXWQp�SRSLVRYDW�YãHFKQ\�
prvky sysWpPX��YL]�REU������MDN�MVRX�XYHGHQ\�QDS���Y QRUPiFK�ý61�,62����������MH�]DP��HQ�QD�SRSLV�W�FK�
SUYN$�� NWHUp� MVRX� G$OHåLWp� ] KOHGLVND� UDGLDþQt� RFKUDQ\�� 9 3=-� QHQt� QXWQp� SRSLVRYDW� QDS��� REODVW�
PDUNHWLQJX�QHER�SHUVRQiOQt�]iOHåLWRVWL��NWHUp�VH�QHWêNDMt�RVRE�G$OHåLWêFK�] KOHGLVND�UDGLDþQt�RFKUDQ\�� 
6SROHþQRVWL�� NWHUi� MLå� Pi� Y\EXGRYDQê� V\VWpP� MDNRVWL� P$åH� Y\XåtW� VYp� S�tUXþN\� MDNRVWL� D� Y Qt� R]QDþLW�
�QDS���MLQi�EDUYD�VWUiQHN��NDSLWRO\��NWHUp�MVRX�S�HGP�WHP�GRKOHGX�6Ò-%�D�WXWR�S�tUXþNX�S�HGORåLW�MDNR�3=-�
�GRSOQ�QRX� R� GDOãt� GRNXPHQW\�� NWHUp� PXVt� EêW� QH]E\WQRX� VRXþiVWt� 3=-��� 0RåQp� MH� WDNp� Y PZJ uvést 
RGND]\�QD�S�tVOXãQp�NDSLWRO\�3-�D�WXWR�GiW�MDNR�S�tORKX�N PZJ. V RERX�S�tSDGHFK�MH�YãDN�QXWQp��DE\�E\O\�
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XYHGHQ\�RGND]\�QD�QDYD]XMtFt�GRNXPHQWDFL���� VWXSQ�� D�QD� MHGQRWOLYp�Petodiky zkoušek. Dokumentace   
���VWXSQ��SRSLVXMH�SRGUREQ��S�tVOXãQp�SUYN\�D�þLQQRVWL�� 
ýLQQRVWL� D� SURFHV\� SRSVDQp� Y� 3=-�PRKRX� EêW� NRQWURORYiQ\� 6Ò-%� D� ]MLãW�Qt� QHVURYQDORVWt�PH]L�
WtPWR�GRNXPHQWHP�D�VNXWHþQRVWt�P$åH�EêW�S�HGP�WHP�VDQNFt��GOH������- 42 zákonD�þ����������6E��� 
 
'RNXPHQWDFH����VWXSQ� 

3RSLVXMH�� MDN� MH� V\VWpP� MDNRVWL� QDSO�RYiQ� Y MHGQRWOLYêFK� SUYFtFK�� -HGQi� VH� R� RUJDQL]DþQt� VP�UQLFH��
SRSLVXMtFt� MHGQRWOLYp� þiVWL� V\VWpPX� SRGOH� ]iVDG\�� KDO, CO vykonává a JAK � S�L� WRP� SRVWXSXMH��
'$OHåLWRX�VRXþiVWt�GRNXPHQWDFH�MVRX�Y]RU\�]i]QDP$��NWHUp�XPRå�XMt�SURNi]DW�GRVDåHQRX�~URYH��MDNRVWL�
�EH]SHþQRVWL�� NRQNUpWQt� SRORåN\�� 0XVt� EêW� VWDQRYHQ\� SRVWXS\� SUR� WYRUEX� ]i]QDP$�� WM�� MDNi� MH� IRUPD�
]i]QDPX��NGR�]i]QDP�SR�L]XMH��NGR�MH�DGUHViWHP�]i]QDPX��NGH�MH�]i]QDP�XORåHQ�D�MDk dlouho. Musí být 
Y\WYR�HQ� SRVWXS� SUR� WYRUEX� GRNXPHQWDFH� RG� VWDGLD� QiYUKX� D� S�LSRPtQNRYpKR� �t]HQt� Då� SR� ]S$VRE�
VFKYDORYiQt�D�]P�QRYpKR��t]HQt� 

'RNXPHQWDFH����VWXSQ� 
 
3RSLVXMH� NRQNUpWQt� þLQQRVWL� IRUPRX�PHWRGLN�� SUDFRYQtFK� SRVWXS$�� LQVWUXNFt� D�QiYRG$��0DOi� VSROHþQRVW�
QHPXVt� Y\WYi�HW� GRNXPHQWDFL� ��� VWXSQ��� DOH� Y S�tUXþFH� MDNRVWL�� UHVS�� SURJUDPX� ]DEH]SHþRYiQt� MDNRVWL�
P$åH�SRSVDW�V\VWpP�MDNRVWL�SRGUREQ��D�XYiG�W�RGND]\�QD�GRNXPHQWDFL����VWXSQ�� 
 
 
III. PRVKY SYSTÉMU JAKOSTI 
 
9�QiYD]QRVWL�QD�S�HGFKR]t�þiVW�MH�SRGiQR�Y\VY�WOHQt�REVDKX�MHGQRWOLYêFK�SUYN$�V\VWpPX�MDNRVWL�D�MHMLFK�
SUDNWLFNpKR�QDSOQ�Qt� 
8VSR�iGiQt� D� þtVORYiQt� SUYN$� RGSRYtGi�ý61� ,62� ������ X� SUYN$� MVRX� XYHGHQ\� RGSRYtGDMtFt� SDUDJUDI\�
Y\KOiãN\�þ�����������6E�� 
 
����2GSRY�GQRVW�YHGHQt�  § 3 

9HGHQt� VSROHþQRVWL� MH� RGSRY�GQp� ]D� SOQ�Qt� VFKYiOHQpKR� 3=-�� 7DWR� RGSRY�GQRVW� ] KOHGLVND� SRåDGDYN$�
Y\KOiãN\�þ�����������6E���PLPR�MLQp�]QDPHQi�]DMLãW�Qt�ILQDQþQtFK��SHUVRQiOQtFK�D�PDWHULiOQtFK�]GURM$�SUR�
SRYRORYDQp� þLQQRVWL� D� VWDQRYHQt� SUDYRPRFt� D� RGSRY�GQRVWt� ]D� W\WR� þLQQRVWL�� 9HGHQt� MH� RGSRY�GQp� ]D�
VWDQRYHQt�FtO$�VSROHþQRVWL�Y�MDNRVWL�D�EH]SHþQRVWL�D�MHMLFK�UR]SUDFRYiQt�QD�MHGQRWOLYp�~URYQ��� 
 
4.2 Systém jakosti  § 2 a § 32d 

6\VWpP� MDNRVWL� QH]QDPHQi�� åH� MH� Y\NRQiQD� Q�MDNi� þLQQRVW� SRX]H� VSUiYQ�� D� Y\SRYtGDMtFtP� ]S$VREHP�
(nap���VSUiYQRX�PHWRGLNRX�SURYHGHQi�]NRXãND�D�SURWRNRO�R�Qt���DOH�åH�MVRX�Y\WYR�HQ\�L�S�HGSRNODG\�SUR�
WR�� DE\� E\OD�PD[LPiOQt� MLVWRWD�� åH� EXGH� Y\NRQiQD� VSUiYQ�� YåG\��3UYQtP�S�HGSRNODGHP je, aby byly 
GHILQRYiQ\�D�SRSViQ\�þLQQRVWL��NWHUp�PRKRX�RYOLYQLW�MDNRVW�YêURENX�QHER�VOXåE\�X�W�FK�]QDN$��NWHUp�MVRX�
G$OHåLWp�] KOHGLVND�UDGLDþQt�RFKUDQ\��7R�]QDPHQi�GHILQRYDW��FR�MH�YVWXSHP�SUR�SURYHGHQt�Q�MDNp�þLQQRVWL�
�QDS��� PDWHULiO�� PHWRGLND� ]NRXãN\��� MDN� SUREtKi� VDPRWQi� þLQQRVW� �QDS��� SURYHGHQt� ]NRXãN\�� D� FR� MH�
YêVOHGNHP�þLnnosti -�YêVWXS��QDS���VSUiYQp�~GDMH�Y�SURWRNROX�R�]NRXãFH�� 
'UXKêP� S�HGSRNODGHP� MH�� åH� SUDFRYQtFL� Y�Gt�� FR�PDMt� G�ODW�� NGH� ]DþtQi� D� NRQþt� MHMLFK� RGSRY�GQRVW��������
a pravomoc. 
7�HWtP�S�HGSRNODGHP�MH��DE\�þLQQRVWL�E\O\�Y\NRQiYiQ\�VSUiYQ��SRGOH�VWDQRYHQêFK�SRVWXS$� 
ýWYUWêP� S�HGSRNODGHP� MH� QH]iYLVOp� RY��RYiQt� IXQNþQRVWL� D� ~þLQQRVWL� SUYQtFK� W�t� S�HGSRNODG$�� 1D�
]iNODG��WRKRWR�RY��RYiQt�MVRX�SRGQLNiQ\�NURN\�N jejich zlepšování. 
Z YêãH�XYHGHQpKR�MH�]�HMPp��åH�V\VWpP�MDNRVWL�QHQt�VWDWLFNê��DOH�VWiOH�VH�Y\YtMHMtFt� 
Vzhledem k UR]VDKX� SRYRORYDQêFK� þLQQRVWt � QHPXVt� V\VWpP� MDNRVWL� SRNUêYDW� YãHFKQ\� þLQQRVWL� QHER�
SURYR]\��QDS���DXWRGRSUDYX��SRGQLNRYRX�SURGHMQX��PDUNHWLQJ�DSRG����SURWR� MH�Y�SRSLVX�V\VWpPX�MDNRVWL�
QXWQp�XYpVW�UR]VDK�D�REODVWL��þLQQRVWL���NWHUêFK�VH�WêNi�� 

3UR�]DMLãW�Qt�IXQNFHVFKRSQRVWL�V\VWpPX�MH�W�HED�VWDQRYLW��MDNi�EXGH�RUJDQL]DþQt�VWUXNWXUD�����D�D�� 32d),  
WM��SRSLV�YD]HE�D�RGSRY�GQRVWt�]D�SRORåN\�G$OHåLWp�] KOHGLVND�UDGLDþQt�RFKUDQ\� 
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'HILQRYiQt� RUJDQL]DþQt� VWUXNWXU\� VSROX� V S�tVOXãQêPL� RGSRY�GQRVWPL� D� pravomocemi je pro fungující 
systém jakosti jedním z QHMG$OHåLW�MãtFK� SUYN$�� = WpWR� VWUXNWXU\� GiOH� Y\SOêYi� NRQNUpWQt� SRSLV� þLQQRVWt�
(dokumentace) a jejich vazby.  
0XVt�EêW�XUþHQD�RVRED�VH�]YOiãWQt�RGERUQRX�]S$VRELORVWt�N Y\NRQiYiQt�GRKOHGX�QDG�GRGUåRYiQtP�UDGLDþQt�
RFKUDQ\� D� VWDQRYHQD� MHMt� RGSRY�GQRVW� D� SUDYRPRF�� 7DWR� RVRED� E\�P�OD� SUDYLGHOQ�� LQIRUPRYDW� YHGHQt�������
R�VWDYX�]DMLãW�Qt�UDGLDþQt�RFKUDQ\��GiYDW�SRGQ�W\�N MHMtPX�]OHSãRYiQt�D�QDYUKRYDW�QiSUDYQi�RSDW�HQt� 
 
����3�H]NRXPiQt�VPORXY\� § 7 

ÒþHOHP�S�H]NRXPiQt�VPORXY\�MH�VWDQRYLW�D�RY��LW��]GD�YH�VPORXY��PH]L�GRGDYDWHOHP�D�RGE�UDWHOHP�MH�
MDVQ��IRUPXORYiQR��FR�VH�RG�GRGDYDWHOH�SRåDGXMH��6PORXYD�PXVt�EêW�S�H]NRXPiQD�] hlediska:  

formálního           - S�tVOXãQê�IRUPXOi���S�tVOXãQp�SRGSLV\�DSRG�� 
Y�FQp�QiSOQ�         -�S�HVQê�Qi]HY�]D�t]HQt��PDWHULiOX��VOXåE\� 
]DMLãW�Qt� MDNRVWL�  -� VWDQRYHQt� SDUDPHWU$� �UR]P�U$�� S�HGP�WX� VOXåE\�� D� ]S$VREX� MHMLFK� RY��HQt�����

S�tSDGQp�RGND]\�QD�QRUP\�� MHMLFKå�VSOQ�Qt� MH�SRåDGRYiQR�� WHUPtQ\�GRGiQt��
podmínky záruky a servisu. 

'$OHåLWp�MH��DE\�VPORXYX�S�HG�MHMtP�VFKYiOHQtP�]NRQWURORYDOD�QHVWUDQQi�RVRED��WM��Q�NGR�MLQê�QHå�WHQ��NGR�
ML�Y\WYi�HO��DOH�V RGSRYtGDMtFt�NYDOLILNDFt��DE\�VH�PRKO�Y\MiG�LW�NH�NRQNUpWQtP�~GDM$P� 
V S�tSDG��QiNXSX�]D�t]HQt�MH�W�HED�S�H]NRXPDW��]GD�MH�YH�VPORXY��XYHGHQ�UR]VDK�SRåDGRYDQêFK�]NRXãHN�
]D�t]HQt��NWHUp�PXVt�GRGDYDWHO�]D�t]HQt�GRNODGRYDW�QHER�EXGRX�S�HGP�WHP�S�HMtPDFt�]NRXãN\��1XWQp�MH�
WDNp�VPOXYQ��]DMLVWLW�VHUYLV�D�GRGiYiQt�QiKUDGQtFK�GtO$�D�S�tVOXãHQVWYt�� 
3RNXG� VH� VPORXYD� WêNi� GRGiYN\� VOXåE\� �QDS��� SURYHGHQt� ]NRXãN\� GORXKRGREp� VWDELOLW\��� MH� W�HED�
S�H]NRXPDW�� ]GD� REVDKXMH� ]S$VRE� ]DEH]SHþHQt� SUDFRYLãW�� S�L� SURYiG�Qt� ]NRXãN\�� ]S$VRE nakládání se 
]D�t]HQtP�XåLYDWHOH�]GURMH�LRQL]XMtFtKR�]i�HQt��]iND]QtND��D�]S$VRE�S�HGiQt�YêVOHGN$�]NRXãN\��6RXþiVWt�
VPORXY\�P$åH� EêW� SRåDGDYHN� DVLVWHQFH� SUDFRYQtND� XåLYDWHOH� ]GURMH� LRQL]XMtFtKR� ]i�HQt� �QDS��� REVOXK\�
]D�t]HQt��S�L�]NRXãFH� 
 

�����t]HQt�QiYUKX� § 9 

�t]HQt� QiYUKX� ]QDPHQi�]DMLVWLW�� åH�QDYUKRYDQi�SRORåND� �YêUREHN��PHWRGLND�� VOXåE\�� VRIWZDUH� DSRG��� MH�
vhodná pro zamýšlenp� SRXåLWt� S�L� VRXþDVQpP� VSOQ�Qt� SRåDGDYN$� MDNRVWL� D� UDGLDþQt� EH]SHþQRVWL�� -H�
QH]E\WQp�Y\WYR�LW�SRGPtQN\��NWHUp�]DMLVWt��åH�QiYUK�SURYHGRX�D�RY��t�NYDOLILNRYDQp�RVRE\��-H�W�HED��DE\�
E\O�]DMLãW�Q�GRVWDWHN�]GURM$��ILQDQFH��PDWHULiO��RG�HWDS\�]DGiQt�Då�SR�RY��HQt�YêVOHGQpKR�QiYUKX��3U$E�K�
WYRUE\� QiYUKX� D� MHKR� RY��RYiQt� PXVt� EêW� GRNXPHQWRYiQR�� DE\� E\OR� PRåQp� SURNi]DW� VSUiYQRVW����������������
D� RG$YRGQ�QRVW� þLQQRVWt�� 2Y��HQt� QiYUKX� PXVt� SURYpVW� QHVWUDQQi� RVRED�� WM�� RVRED�� NWHUi� S�tPR�
QHSURYiG�OD�YODVWQt�SURFes návrhu. 

�t]HQt�QiYUKX�PHWRGLN\�P��HQt 

1DYUåHQi�PHWRGLND�E\�P�OD�EêW�SRURYQiQD�V GRVXG�SRXåtYDQRX�D�S�H]NRXPiQD� MHMt�YKRGQRVW�D�S�tQRV\�
�S�HVQRVW�� QiNODG\�� VORåLWRVW��� 0��HQt� PXVt� EêW� SURYiG�QR� SDUDOHOQ�� RE�PD� PHWRGDPL� SR� VWDQRYHQRX�
dobu. Metodika musí bêW� RY��HQD� D� S�H]NRXPiQD� QHVWUDQQRX� RVRERX� �MLQRX�� QHå� ML� Y\WYi�HOD��� 3RNXG�
åDGDWHO�QHPi�YH�YODVWQt�RUJDQL]DFL�QHVWUDQQRX��GRVWDWHþQ��NYDOLILNRYDQRX�RVREX�N S�H]NRXPiQt�PHWRGLN��
PXVt� VL� WXWR� RVREX� ]DMLVWLW� H[WHUQ��� 3RVX]RYiQt� PHWRGLN� Y UiPFL� VSUiYQtFK� �t]Hní SÚJB není tímto 
QH]iYLVOêP� S�H]NRXPiQtP� Y UiPFL� V\VWpPX� MDNRVWL� RVRE\� SURYiG�MtFt� ]NRXãN\�� 2� SU$E�KX� QiYUKX������������
D�]S$VREX�S�H]NRXPiQt�PHWRGLN\�PXVt�EêW�YHGHQ\�]i]QDP\��YL]��t]HQt�]i]QDP$�R�MDNRVWL� 
 
�����t]HQt�GRNXPHQWDFH�D�~GDM$ § 10 
 

U veškerýcK� þLQQRVWt�� NWHUp� PRKRX� RYOLYQLW� MDNRVW� G$OHåLWêFK� SRORåHN� D� ]QDN$� ] KOHGLVND� UDGLDþQt�
RFKUDQ\��PXVt�EêW�SRSViQR��NGR��MDNêP�]S$VREHP�D�]D�MDNêFK�SRGPtQHN�MH�Y\NRQiYi�D�FR�MH�YêVOHGNHP�
W�FKWR�þLQQRVWt��QDS���SRXåLWt�GR]LPHWU$��REMHGQiYND��PHWRGLND�]NRXãN\� software atd). Zdokumentovány 
PXVt� EêW� YãHFKQ\� SUYN\� V\VWpPX� MDNRVWL�� 3�tVOXãQi� GRNXPHQWDFH�PXVt� EêW� Y platné verzi dostupná na 
SUDFRYLãWtFK��NWHUêFK�VH�WêNi��3UDFRYQtFL�PXVt�EêW�SURND]DWHOQ��VH]QiPHQL�V dokumentací, která se týká 
REODVWL� MHMLFK� S$VREQRVWL�� 3�tVOXãQRX� GRNXPHQWDFL� ]SUDFRYiYi� RGSRY�GQi� RVRED�� NWHUi� ]DMLã"XMH� MHMt�
DNWXDOL]DFL�� S�LSRPtQNRYiQt� D� VFKYiOHQt�� 'RNXPHQWDFH� PXVt� EêW� Y\WYi�HQD� GHILQRYDQêP� D� SRSVDQêP�
]S$VREHP�� 0XVt� EêW� VWDQRYHQ� SRVWXS� QiYUKX�� S�LSRPtQNRYiQt�� VFKYDORYiQt� D� GLVWULEXFH� GRkumentace          
D�]S$VRE�]P�QRYpKR��t]HQt��8UþHQD�PXVt�EêW�L�IRUPiOQt�VWUiQND�GRNXPHQWDFH� 
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0XVt� EêW� XUþHQD� RVRED�� NWHUi� RGSRYtGi� ]D� WYRUEX� D� ~SOQRVW� 3=-� D� MHKR� DNWXDOL]DFL�� =S$VRE� WYRUE\��
VFKYDORYiQt�D�SURYiG�Qt�]P�Q�PXVt�EêW�SRSViQ�� 
Dokumentace, která� REVDKXMH� ~GDMH� G$OHåLWp� ] KOHGLVND� UDGLDþQt� RFKUDQ\� �QDS��� PHWRGLN\�� QiYRG\�������������
D� GRSRUXþHQt� YêUREFH ]D�t]HQt��� PXVt� PtW� VWDQRYHQRX� GREX� SODWQRVWL� D� VWDQRYHQ� ]S$VRE� DUFKLYDFH��
'$OHåLWêP� DVSHNWHP� Y tomto prvku je srozumitelnost dokumentace. To znamHQi�� åH� SRNXG� VH� SUDFXMH�
s FL]RMD]\þQRX�GRNXPHQWDFt� �QDS��� QiYRG\�RG�YêUREFH�]D�t]HQt���PXVt�EêW�]DMLãW�Q� MHMLFK�NYDOLILNRYDQê�
S�HNODG�QHER�PXVt�SUDFRYQtFL��NWH�t�V WRXWR�GRNXPHQWDFt�SUDFXMt��]QiW�S�tVOXãQê�MD]\N�WDN�GRNRQDOH��DE\�
nemohlo dojít ke špatné interpretaci informací. Návod k SRXåLWt�]D�t]HQt�Pi�EêW�YåG\�Y þHVNpP�MD]\FH� 
 
4.6 Nakupování (Obstarávání)  § 8 

Tento prvek úzce souvisí s S�H]NRXPiQtP�VPORXY\��9 GRNXPHQWHFK�SUR�QDNXSRYiQt��QDS���REMHGQiYND��
technická specifikace, návody výrobce, ale i vlDVWQt� VPORXYD�� PXVt� EêW� MHGQR]QDþQ�� SRSViQ� S�HGP�W�
QiNXSX� �W\S�� Qi]HY��� SRåDGRYDQp� SDUDPHWU\�� RGND]\� QD� QRUP\� D� GDOãt� SRåDGDYN\� G$OHåLWp� ] hlediska 
UDGLDþQt�RFKUDQ\�D�MDNRVWL�� 
3�HG� WtP�� QHå� MH� Y\WYR�HQD� VPORXYD��PXVt� EêW� Y\EUiQ� QHMYKRGQ�Mãt� GRGDYDWHO��.ULWpULD� YêE�UX�� ]S$VRE�
KRGQRFHQt� D� RY��RYiQt� ]S$VRELORVWL� GRGDYDWHOH� PXVt� EêW� S�HGHP� VWDQRYHQD� D� SRSViQD� Y S�tVOXãQp�
dokumentaci o nakupování.  
.ULWpULHP�KRGQRFHQt�GRGDYDWHOH�P$åH�EêW� 
• certifikát systému jakosti,  
• FHUWLILNiW�YêURENX��NWHUê�MH�S�HGP�WHP�QiNXSu, 
• dlouhodobá dobrá zkušenost s jeho dodávkami (musí být dokumentováno), 
• VURYQiQt�V�YtFH�GRGDYDWHOL�SRGOH�GRGDFtFK�OK$W��MDNRVWQtFK�SDUDPHWU$��VHUYLVX��FHQ\�DSRG� 
'RGDYDWHOH� MH� W�HED� KRGQRWLW� ]HMPpQD� SRGOH� VFKRSQRVWL� ]DUXþLW� SRåDGRYDQp� MDNRVWQt� D� EH]SHþQRVtní 
SDUDPHWU\� �QDS��� Pi-OL� GRGDYDWHO� FHUWLILNiW� MH� QXWQp� Y�G�W�� þHKR� VH� FHUWLILNiW� WêNi��� 6SROXUR]KRGRYDW���������
R�QiNXSX�PXVt�NYDOLILNRYDQi�RVRED��NWHUi�GRNiåH�GHILQRYDW�D�SRVRXGLW�SRåDGRYDQp�D�QDEt]HQp�SDUDPHWU\�
jakosti. 
'$OHåLWRX� SRORåNRX� MH� QDNXSRYiQt� QiKUDGQtFK� GtO$� D� S�tVOXãHQVWYt�� -H� YKRGQp� ]DMLVWLW� QiNXS� SRX]H�
RULJLQiOQtFK�GtO$�D�S�tVOXãHQVWYt�]HMPpQD�X�S$YRGQtKR�GRGDYDWHOH�]D�t]HQt�� 
6RXþiVWt� SURFHVX� QiNXSX� PXVt� EêW� S�HMtPND�� WM�� RY��HQt� ~SOQRVWL� GRGiYN\� Y souladu se smlouvou               
a dodactP� OLVWHP�� RY��HQt�� ]GD� VRXKODVt� QDS��� SRþHW� NXV$�� QiKUDGQtFK� GtO$�� YêNUHVRYp� GRNXPHQWDFH��
NRQWUROD�S�tSDGQpKR�SRãNR]HQt�DSRG�� 
 
4.7 Výrobky dodané zákazníkem �]DYHGHQt�WRKRWR�SUYNX�QHQt�SRåDGDYNHP�OHJLVODWLY\� 

V S�tVOXãQp� GRNXPHQWDFL� E\� P�O� EêW� SRSViQ� ]S$VRE�� NWHUê� GiYi� ]iND]QtNRYL� GRVWDWHþQRX� MLVWRWX�� åH�
s YêURENHP� �]D�t]HQtP��� NWHUp� SRVN\WQXO� GRGDYDWHOL� SUR� VSHFLILNRYDQp� SRXåLWt�� EXGH� QDNOiGiQR�
GHILQRYDQêP�]S$VREHP��NWHUê�PLQLPDOL]XMH�PRåQRVW�SRãNR]HQt��]QHXåLWt�QHER�]WUiW\�� 
3�tNODGHP�YêURENX� GRGDQpKR� ]iND]QtNHP� MH� ]D�t]HQt� XåLYDWHOH� ]GURMH�� QD� NWHUpP�H[WHUQt� ILUPD�� GUåLWHO�
SRYROHQt�NH�]NRXãNiP��GRGDYDWHO���SURYiGt�]NRXãN\��1HER� L�P��LFt�S�tVWURM�XåLYDWHOH�]GURMH�YêMLPHþQ��
]DS$MþHQê�SUR�SURYHGHQt�]NRXãN\��9 RERX�S�tSDGHFK�MH�YKRGQp��DE\�E\O\�VPOXYQ��VWDQoveny podmínky 
SRXåLWt�]D�t]HQt��=DYHGHQt�WRKRWR�SUYNX�E\�P�O�SRåDGRYDW�RGE�UDWHO��X�Yê]QDPQêFK�D�YHOPL�Yê]QDPQêFK�
]GURM$�GUåLWHO�SRYROHQt�N�SURYR]X�]GURMH�� 
 
4.8 Identifikace a sledovatelnost výrobku § 11 

0XVt�EêW�VWDQRYHQ�SRVWXS�SRSLVXMtFt�]S$VRE�LGHQWLILNDFH�SRORåHN��7R ]QDPHQi��åH�]S$VRE�MHMLFK�R]QDþHQt�
XPRåQt�GRNODGRYDW�MHMLFK�S$YRG��]S$VRE�QDE\Wt�D�S�L�D]HQt�N XUþLWpPX�FHONX�D�VWDY��YL]�VWDY�SR�NRQWUROH����
a zkouškách).  
=S$VRE� LGHQWLILNDFH�D�VOHGRYDWHOQRVWL�PXVt�XPRåQLW�QDS�tNODG�SRGOH�LQYHQWiUQtKR�þtVOD�QD�S�tVWURML�QDMtW�
GRNODG� R� MHKR� QiNXSX�� YþHWQ�� VPORXY\� VSHFLILNXMtFt� SRåDGDYN\� XYHGHQp� Y� ������ QDOp]W� KLVWRULL� RSUDY����������
D� ~GUåE\� DSRG�� 7\WR� SULQFLS\� VH� WêNDMt� L� QHKPRWQêFK� SRORåHN�� MDNR� MH� VRIWZDUH� QHER� PHWRGLN\��
Identifikovatelnost je nutná i X�S�tVOXãHQVWYt�]D�t]HQt��]HMPpQD�Y S�tSDG���åH�MH�VSROHþQp�S�tVOXãHQVWYt�SUR�
YtFH� ]D�t]HQt� �QDS��� Q�NROLN� JDPPDPDGHIHNWRVNRS$� D� N QLP� VSROHþQp� S�tVOXãHQVWYt��� ,GHQWLILNDFH� MH�
QH]E\WQi�SUR�VOHGRYiQt�åLYRWQRVWL�D�SRXåLWHOQRVWL�WRKRWR�S�tVOXãHQVWYt�D�SUR�]DMLãW�Qt��åH�QHGRMGH�N SRXåLWt�
QHHYLGRYDQêFK�VRXþiVWt�V QH]QiPRX�NYDOLWRX�D�S$YRGHP� 
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3RåDGDYHN�LGHQWLILNDFH�VH�WêNi�WDNp�P��LFtFK�SRP$FHN��HWDORQ$�D�IDQWRP$���NWHUp�PXVt�EêW�R]QDþHQ\�WDN��
DE\�E\O\� LGHQWLILNRYDWHOQp� MHMLFK� G$OHåLWp� SDUDPHWU\� D�S$YRG��=S$VRE�R]QDþHQt� ]D�t]HQt� D�S�tVOXãHQVWYt�
PXVt� EêW� WDNRYê�� DE\� E�KHP� SRXåtYiQt� ]$VWDOD� Y\SRYtGDFt� VFKRSQRVW� R]QDþHQt� �RGOHSHQt�� VPD]iQt��
XWUåHQt��D�QHE\OD�t�VQtåHQD�NYDOLWD�D�EH]SHþQRVW�]D�t]HQt��HYHQWXiOQ�� MHKR�NRPSRQHQW��Y\UDåHQt�þtVOD�QD�
kluzné plochy). 
V S�tSDG��� åH� YêURENHP� VH� UR]XPt� VOXåED� �]NRXãND� D� SURWRNRO���PXVt� EêW� MDVQi� LGHQWLILNDFH� SURWRNROX�������
D� MHKR� S�L�D]HQt� NH� NRQNUpWQtPX� ]iND]QtNRYL� D� ]D�t]HQt�� 7R� ]QDPHQi�� åH� PXVt� EêW� VOHGRYDWHOQê� FHOê�
SU$E�K�VOXåE\�RG�X]DY�HQt�VPORXY\��SRXåLWp�PHWRGLN\�D�S�tVWURM$�Då�SR�S�HGiQt�S�HGP�WX�SOQ�Qt�VPORXY\� 
 
4.9 �t]HQt�SURFHVX�� § 6 

9ODVWQt� þLQQRVW� �QDS��� ]NRXãND� GORXKRGREp� VWDELOLW\��PXVt� SUREtKDW� S�HGHP� GHILQRYDQêP� D� SRSVDQêP�
]S$VREHP��3RXåLWp� ]D�t]HQt� D�PHWRGLND�PXVt�EêW�YKRGQp�] KOHGLVND�S�HVQRVWL�� VWDELOLW\� D� FLtlivosti, aby 
]tVNDQp� YêVOHGN\� E\O\� VP�URGDWQp�� 'DOãt� QXWQRX� SRGPtQNRX� MH� Y\NRQiYiQt� þLQQRVWL� RVRERX�� NWHUi� MH�
GRVWDWHþQ��D�SURND]DWHOQ��NYDOLILNRYDQi�� 
Pracovní procesy musí být popsány v souladu s YD]EDPL�QD�RNROt��NWHUp�P$åH�SU$E�K�SURFHVX�RYOLYQLW��
=S$VRE�]DMLãW�Qt�WRKRWR�ÄRNROt³�P$åH�EêW�SRSViQ�VSROX�V SRSLVHP�SURYiG�Qt�þLQQRVWL�QHER�IRUPRX�RGND]$�
QD� RGSRYtGDMtFt� GRNXPHQWDFL� �YL]� VWUXNWXUD� VP�UQLFH� - odkazy). Z popisu procesu má být jasné                
L� SRXåtYDQp� P��LFt� ]D�t]HQt� D� ]S$VRE� ]DMLãW�Qt� MHKR� YKRGQRVWL� SUR� GDQp� P��HQt� �]S$VRE� HYLGHQFH��
NDOLEUDFH�� PDQLSXODFH� DSRG���� NYDOLILNDFH� RVRE�� NWHUp� ]NRXãNX� SURYiG�Mt�� D� ]S$VRE� YHGHQt� ]i]QDP$�����������
o zkoušce.  
3URFHV\� VH�PXVt�QHXVWiOH� VOHGRYDW� D�KRGQRWLW�� ]GD�SUREtKDMt� VSUiYQ��� N WRPX�~þHOX�PXVt�Eýt stanoveny 
znaky (kritéria), které stanovují jakost procesu.  
 
 
Z hlediska tohoto dokumentu je výrobním procesem provedení zkoušky, a proto jsou uvedeny v tomto 
prvku.  

3�HMtPDFt�]NRXãND 
3�HGP�WHP� S�HMtPDFt� ]NRXãN\� MH� RY��LW�� ]GD� SDUDPHWU\� ]D�t]HQt� G$OHåité z KOHGLVND� UDGLDþQt� RFKUDQ\�
GHNODURYDQp�YêUREFHP�RGSRYtGDMt�]MLãW�QêP�VNXWHþQRVWHP�� 
3�HG�X]DY�HQtP�VPORXY\�MH�YKRGQp�XS�HVQLW�UR]VDK�]NRXãHN�D�]S$VRE�RY��HQt�SDUDPHWU$�]D�t]HQt�WDN��DE\�
PD[LPiOQ�� ]DKUQRYDO\� UR]KRGXMtFt� SDUDPHWU\� G$OHåLWp� ] hlediska raGLDþQt� RFKUDQ\� D� ~þHOX� SRXåLWt�� 3UR�
VPOXYQt� VWUDQ\� MH� RERXVWUDQQ�� YêKRGQp� VPOXYQ�� SRWYUGLW� GRKRGQXWê� UR]VDK� D� ]S$VRE� SURYiG�QêFK�
]NRXãHN��1DS���X�UDGLRWHUDSHXWLFNêFK�D�UDGLRGLDJQRVWLFNêFK�]D�t]HQt� MH� W�HED�G$VOHGQ��RY��LW� IXQNþQRVW�
YãHFK� MLVWLFtFK� D� EH]SHþQRVWQtFK� REYRG$� �LQWHUORFN$��� DE\� E\OD� MLVWRWD�� åH� MH� ]D�t]HQt� EH]SHþQp� SUR�
SDFLHQWD�L�REVOXKX��9åG\�E\�P�OD�EêW�S�HGNOiGiQD�WHFKQLFNi�GRNXPHQWDFH�D�QiYRG\�N ]D�t]HQt��2EHFQi�
QiSO�� S�HMtPDFt� ]NRXãN\� MH� Y� �� ��� Y\KOiãN\� þ�� ��������� 6E��� MHMt� PLQLPiOQt� UR]VDK� MH� VWDQRYHQ� S�L�
W\SRYpP�VFKYDORYiQt�]D�t]HQt�6Ò-%��6RXþiVWt�S�HMtPDFt�]NRXãN\�MH� L�]tVNiQt�SURYR]QtFK�~GDM$�]D�t]HQt�
SUR� MHKR�QDVWDYHQt�QD�SDUDPHWU\�RGSRYtGDMtFt�SOiQRYDQpPX�SRXåLWt�D�QD�]iNODG�� WDNWR�]tVNDQêFK�~GDM$��������
D�]NXãHQRVWt� MH�QDYUåHQ� UR]VDK�zkoušky dlouhodobé stability a zkoušky provozní stálosti. O výsledcích 
zkoušek a jejich vyhodnocení musí být vedeny záznamy.  
3URYiG�W�S�HMtPDFt�]NRXãN\�SRGOH������RGVW����Y\KOiãN\�þ�����������6E��PRKRX�MHQ�RVRE\�PDMtFt�SUR�WXWR�
þLQQRVW�S�tVOXãQp�SRYROHQt�6Ò-%�D��tGLW�MHMLFK�Y\NRQiYiQt�PRKRX�MDNR�þLQQRVWL�]YOiãW��G$OHåLWp�] hlediska 
UDGLDþQt�RFKUDQ\�SRX]H�I\]LFNp�RVRE\�PDMtFt�RSUiYQ�Qt�6Ò-%�Y\GDQp�SRGOH�Y\KOiãN\�þ�����������6E�� 

Zkouška dlouhodobé stability 
7DWR� ]NRXãND� Pi� ]DMLVWLW�� åH� VH� G$OHåLWp� SDUDPHWU\� ]D�t]HQt� E�KHP� SURYR]X� SRK\EXMt� YH� VWDQRYHQpP�
UR]S�Wt��5R]VDK�]NRXãN\�MH�VWDQRYHQ�SUR�NRQNUpWQt�]D�t]HQt�QD�]iNODG��S�HMtPDFt�]NRXãN\�D�MH�VFKYDORYiQ�
6Ò-%��2EHFQi�QiSO���WHUPtQ\�D�]S$VRE�SURYiG�Qt�]NRXãN\�MVRX�XYHGHQ\�Y������Y\KOiãN\�þ�����������6E��
ZkoušND� GORXKRGREp� VWDELOLW\� VH� QHWêNi� MHQRP� VDPRWQpKR� ]GURMH� ]i�HQt�� QDS��� SDUDPHWU$� UHQWJHQRYp�
ODPS\� QHER� W�VQRVWL� X]DY�HQpKR� ]i�LþH�� DOH� WDNp� S�tVOXãHQVWYt� ]D�t]HQt�� SRNXG� MHKR� NYDOLWD� RYOLY�XMH�
UDGLDþQt� EH]SHþQRVW�� 1DS��� X� ]D�t]HQt� SUR� JDPDGHIHNWRVNRSLL� MH� NYDOLWD� S�tVOXãHQVWYt� YHOPL� G$OHåLWi�
z KOHGLVND�UDGLDþQt�RFKUDQ\��SU$FKRGQRVW�D�SUXåQRVW�ERYGHQX�D�MHKR�XFK\FHQt�N QRVLþL��SUXåLQ\�NRQFRYHN�
apod.), a proto musí být v náplni zkoušky zahrnuta a popsána metodika této zkoušky. 
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6RXþiVWt� SRVWXS$� MH� L� SRåDGDYHN� QD� NYDOLILNDFL� SUDFRYQtN$�� NWH�t� ]NRXãN\� SURYiG�Mt�� SRåDGDYN\� QD�
podmínky a technické vybavení zkoušek -� W\S\� S�tVWURM$� SRXåLWêFK� QD� ]NRXãNX�� þDVRYp�� ILQDQþQt��
RUJDQL]DþQt�]DEH]SHþRYiQt�SUDFRYLãW��Y SU$E�KX�]NRXãHN�� 
'$OHåLWRX�SRORåNRX�QHQt�MHQ�VDPRWQê�P��LFt�S�tVWURM�D�SRXåLWi�PHWRGLND�P��HQt��DOH�L�ILOPRYp�PDWHULiO\��
NWHUp� VH� S�L� ]NRXãFH� SRXåtYDMt� D� ]S$VRE� MHMLFK� ]SUDFRYiQt� �WêNi� VH� QDS��� ]NRXãHN� GHIHNWRVNRSLFNêFK����������
D�GLDJQRVWLFNêFK�UHQWJHQ$�� 

Zvláštní procesy  

-VRX� WR� WDNRYp�SURFHV\� QHER� þLQQRVWL�� X�NWHUêFK� MH�NYDOLWD�SURGXNWX�SRVX]RYDWHOQi� Då�S�L� MHKR�SRXåLWt��
Proces v MHKR�SU$E�KX�QHO]H�NRQWURORYDW��D�MH�SURWR�QXWQp�PD[LPiOQ��]DEH]SHþLW�YêFKR]t�SRGPtQN\�SUR�
MHKR�VSUiYQê�SU$E�K��=YOiãWQt�SURFHV\�E\�P�O\�PtW�VWDQRYHQ\�NYDOLWDWLYQt�NULWpULD�QD�YODVWQt�SURFHV��P�O\�
E\�MH�SURYiG�W�RVRE\�V SURND]DWHOQ��SURY��HQRX�NYDOLILNDFt��]NRXãNRX���]D�t]HQt�SUR�SURYiG�Qt�]YOiãWQtFK�
SURFHV$� E\� P�OR� EêW� VSUiYQ�� VH�t]HQR� D� Y\]NRXãHQR� D� Y SU$E�KX� SRXåtYiQt� SUDYLGHOQ�� ]NRXãHQR� ]D�
provozních ustálených podmínek. 
Jedním z S�tNODG$�MH�SURFHV�H[SR]LFH�VQtPN$�D�MHMLFK�Y\YROiYiQt��3UR�]tVNiQt�NYDOLWQtKR�VQtPNX�MH�W�HED�
SHþOLYi� YROED� H[SR]LFH� D� GRGUåHQt� YêUREFHP�XUþHQpKR� ]S$VREX�Y\YROiYiQt��=iOHåt� SURWR� UR]KRGXMtFtP�
]S$VREHP�QD� NYDOLILNDFL� D� ]NXãHQRVWL� SURYiG�MtFtKR� SUDFRYQtND�� ]GD� MH� VFKRSHQ�Y\WYR�LW� D� NRQWURORYDW�
výchozí podmínky procesu -�VSUiYQp�QDVWDYHQt�H[SR]LFH��SRXåLWt�VSUiYQp�PHWRGLN\�]SUDFRYiQt�ILOPX��VWDY�
a teplotu lázní, kvalitu zesilujících folií, filmu atd. 
 
4.10 Kontrola a zkoušení § 12 

ÒþHOHP�NRQWURO�D�]NRXãHQt� MH�RY��HQt�GRVDåHQp� MDNRVWL�D�EH]SHþQRVWL��0XVt�EêW�VWDQRYHQ�SOiQ�D�UR]VDK�
NRQWURO� SUR� NRQNUpWQt� þLQQRVW�� 3�HG� SURYiG�QtP� ]NRXãHN�PXVt� EêW� MDVQp� FR� MH� FtOHP� ]NRXãN\�� WM�� MDNp�
parametry a s MDNRX� S�HVQRVWt� VH� EXGRX� VOHGRYDW�� GiOH�PXVt� EêW� VWDQRYHQ� SOiQ� D� þHtnost zkoušek. Pro 
jednotlivé zkoušky musí být popsán v S�tVOXãQp� GRNXPHQWDFL� ]S$VRE� ]i]QDP$� R� YêVOHGFtFK� ]NRXãHN��������
a jejich archivace. 
Z KOHGLVND�WRKRWR�GRNXPHQWX�VH�WHQWR�SUYHN�WêNi�NRQWURO�D�]NRXãHQt�Y�SU$E�KX�]NRXãN\� 
3RNXG�MH�WR�YKRGQp�D�~þHOQp��MH�W�HED�VWDQRYLW�GtOþt�YêVWXS\�Y SU$E�KX�]NRXãHN��NWHUp�SURND]XMt�GRGUåHQt�
metodiky zkoušky. 
 
������t]HQt�NRQWUROQtKR��P��LFtKR�D�]NXãHEQtKR�]D�t]HQt § 13 

0XVt�EêW�SRSViQ�]S$VRE�RY��RYiQt�P��LFtFK� ]D�t]HQt� D�SRXåtYDQêFK�PHWRGLN��DE\�E\OD�]DMLãW�QD� MHMLFK�
VFKRSQRVW� VSO�RYDW� ~þHO� SRXåLWt��0XVt� EêW�GHILQRYiQD�RVRED��NWHUi� MH�RGSRY�GQi�]D� ]DMLãW�Qt�NDOLEUDFH�������
D� MHMt�HYLGHQFH��]D�]DMLãW�Qt�~GUåE\��RSUDY��VNODGRYiQt�D�PDQLSXODFH�VH ]NXãHEQtFK�]D�t]HQtP��0XVt�EêW�
vedeny záznamy o provedených opravách zkušebntKR�]D�t]HQt�D�MHKR�QiVOHGQêFK�NRQWUROiFK�� 
V S�tSDG��� åH� MH� VRXþiVWt� NRQWUROQtKR� D� ]NXãHEQtKR� ]D�t]HQt� VRIWZDUH�� PXVt� EêW� VWDQRYHQ� ]S$VRE� MHKR�
zálohování a ochrany (antivirová, elektromagnetická a pod.). 
.RQWUROQt� D� ]NXãHEQt� ]D�t]HQt�PXVt� EêW� R]QDþHQR� LGHQWLILNDþQt� ]QDþNRX� �LQYHQWiUQt� þtVOR�� R]QDþHQt� RG�
Ò10=�� DSRG���� NWHUi� XPRå�XMH� XUþLW�� R� MDNp� P��LFt� QHER� NRQWUROQt� ]D�t]HQt� MGH� D� SRWYU]XMH� MHKR�
]S$VRELORVW�SRXåtYiQt��3UDFRYQt�P��LGOD�QHPXVt�NDOLEURYDW�DNUHGLWRYDQi�LQVWLWXFH��DOH�S�L�MHMLFK�NDOLEUDFL�
se mXVt�SRXåtW�DNUHGLWRYDQRX�LQVWLWXFt�VFKYiOHQpKR�HWDORQX�QHER�S�tVWURMH�D�PHWRGLN\�� 
0XVt�EêW�VWDQRYHQ�SRVWXS�SUR�S�tSDG�SRGH]�HQt�QD�ãSDWQRX�IXQNFL�]D�t]HQt�Y SU$E�KX�]NRXãN\��QDS���åH�VH�
SURYHGH� NRQWUROQt� P��HQt� VSRUQêFK� SDUDPHWU$� MLQêP� P��LGOHP�� D� WR� V miQLPiOQ�� VWHMQRX� S�HVQRVWt��
HYHQWXiOQ�� MLQRX� PHWRGLNRX� PLQLPiOQ�� VH� V� VWHMQRX� S�HVQRVWt�� QHER� RY��HQt� HWDORQHP��� ,QIRUPDFH�� åH�
došlo k SRUXãH� P��LFtKR� ]D�t]HQt� D� E\OR� SRXåLWR� MLQp� PHWRGLN\� QHER� S�tVWURMH�� PXVt� EêW� XYHGHQD�
v protokolu o zkoušce. Pokud se zjiVWt��åH�E\OR�SRXåLWR�QHVKRGQp�P��LGOR�QHER�]NXãHEQt�]D�t]HQt�PXVt�EêW�
LGHQWLILNRYiQ\�D�RSDNRYiQ\�YãHFKQ\�]NRXãN\��NWHUp�PRKO\�EêW�SURYHGHQ\� WtPWR�QHVKRGQêP�]D�t]HQtP��
1HVKRGQp�]D�t]HQt�MH�L�QDS���P��LGOR�V� SURSDGORX�OK$WRX�NDOLEUDFH��RY��HQt�� 
 
4.12 Stav po kontrole a zkouškách  § 14 

0XVt�EêW�MHGQR]QDþQ��SDWUQp��åH�P��LFt�]D�t]HQt�D�S�tSDGQp�SRP$FN\�MVRX�]NDOLEURYiQ\�D�XYROQ�Q\�SUR�
SRXåLWt��0XVt�EêW�WDNp�SRSViQR�D�]H�]S$VREX�XORåHQt�QHER�]�R]QDþHQt�SDWUQR��åH�P��LFt�]D�t]HQt�MH�S�HG�
kontrolou nebo nezkontrRORYDQp�D�QHP$åH�EêW�SRXåLWR�� 
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������t]HQt�QHVKRGQpKR�YêURENX § 15 
 

=D� QHVKRGQê� MH� SRYDåRYiQ� WDNRYê� YêUREHN�� NWHUê� QHVSO�XMH� S�HGHP� VWDQRYHQi� NULWpULD� QD� EH]SHþQRVW�������
a jakost. V S�tSDG��� åH� MH� YêURENHP� VOXåED� �]NRXãND���PXVt� EêW� VWDQRYHQR�� MDN� SRVWXSRYDW� S�L� ]MLãW�Qt�
QHVKRG\��QDS���FK\EQ��Y\SOQ�Qê�SURWRNRO�R�]NRXãFH��G�tYH��QHå�MH�S�HGP�W�VOXåE\�S�HGiQ�XåLYDWHOL�]GURMH�
LRQL]XMtFtKR�]i�HQt��]iND]QtNRYL���L�SUR�S�tSDG��åH�MLå�N S�HGiQt�GRãOR� 
=S$VRE� ]DFKi]HQt� V neshodným výrobkem musí být popsán v S�tVOXšné dokumentaci a je nutné 
SRGQLNQRXW�WDNRYi�RSDW�HQt��DE\�QHVKRGQê�YêUREHN��PHWRGLND��P��LFtP�S�tVWURM��VRIWZDUH��QHE\OR�PRåQp�
]DP�QLW�VH�VKRGQêP��WM��]DEUiQLW�SRXåLWt�QHVKRGQpKR�YêURENX� 
Musí být stanoveno, jak se s WDNRYêP�YêURENHP�GiOH� QDNOiGi��=GD�P$åH� EêW� SRXåLW� SRX]H� RPH]HQêP�
�GHILQRYDQêP��]S$VREHP��]GD�PXVt�EêW�]OLNYLGRYiQ��RSUDYHQ�QHER�S�HSUDFRYiQ�� 
7HQWR� SUYHN� VH� QHY]WDKXMH� QD� ]NRXãHQê� ]GURM� LRQL]XMtFtKR� ]i�HQt�� 9\SR�iGiQt� V neshodným zdrojem 
LRQL]XMtFtKR�]i�HQt�MH�Y RGSRY�GQRVWL�RGE�UDWHOH��GUåLWHOH�SRYROHQt�N�SURYR]X�]GURMH�LRQL]XMtFtKR�]i�HQt�
nebo k nakládání s WtPWR�]GURMHP���1HVKRGQê�]GURM� LRQL]XMtFtKR�]i�HQt�P$åH�EêW�]D�XUþLWêFK�SRGPtQHN�
SRXåLW� 
 
�����2SDW�HQt�N�QiSUDY��D�SUHYHQWLYQt�RSDW�HQt § 16 

-VRX�WR�þLQQRVWL��NWHUêPL�VH�RGKDOt�D�LGHQWLILNXMH�QHVKRGD�D�þLQQRVWL��NWHUp�XPRåQt�S�HGHMtW�Y]QLNX�QRYp�
QHVKRG\�� 7\WR� þLQQRVWL� PXVt� EêW� SRSViQ\� D� SRSLV� PXVt� ]DKUQRXW� L� ]S$VRE� UHDOL]DFH� ]P�Q�� NWHUp�
z QiSUDYQêFK�D�SUHYHQWLYQtFK�RSDW�HQt�Y\SOêYDMt��QDS���]P�QRYp��t]HQt�WHFKQRORJLFNpKR�SRVWXSX�� 
Za neshRGX�O]H�SRYDåRYDW�L�R]i�HQt�RVRE��MHKRå�KRGQRWD�S�HNURþt�VWDQRYHQRX�~URYH���VP�UQp�KRGQRW\��S�L�
YêNRQX�S�tVOXãQp�þLQQRVWL��9 WpWR�VRXYLVORVWL�MVRX�SUHYHQWLYQtPL�RSDW�HQtPL�YãHFKQ\�þLQQRVWL�D�WHFKQLFNi�
D�RUJDQL]DþQt�]DMLãW�Qt��NWHUi�UL]LND�R]i�HQt�PLQLPDOL]XMt��-HGQi�VH�QDS���R�EORNRYiQt�]D�t]HQt�Y souvislosti 
VH�YVWXSHP�GR�SURVWRUX�R]D�RYiQt��]HMPpQD�Y GHIHNWRVNRSLL���]iPN\�]DEUD�XMtFt�QHRSUiYQ�Qp�PDQLSXODFL�
VH� ]D�t]HQtP�� VSUiYQ�� Y\PH]HQp� NRQWURORYDQp� SiVPR� ��� ��� Y\KOiãN\� þ�� ����������� VH]QiPHQt� VH�
s prograPHP� PRQLWRURYiQt� D� YQLW�QtP� KDYDULMQtP� SOiQHP� SUDFRYLãW��� NGH� VH� SURYiGt� ]NRXãN\����������������
(u zákazníka) a s GRNXPHQWDFt� ]NRXãHQpKR� ]D�t]HQt�� RUJDQL]DþQt� D� WHFKQLFNp� ]DMLãW�Qt� SUDFRYLãW��
k ]DEUiQ�Qt� YVWXSX� QHSRYRODQêFK� RVRE�� 6RXþiVWt� SUHYHQWLYQtFK� RSDW�HQt� MH� L� VWDQRYHQp� Y\EDYHQt�
SUDFRYQtN$�S�L�]NRXãNiFK�YKRGQêPL�GR]LPHWU\� 
 
4.15 Manipulace, balení, ochrana a skladování § 17  

0XVt�EêW�VWDQRYHQR�Y�S�tVOXãQp GRNXPHQWDFL�� MDNêP�]S$VREHP�VH�QDNOiGi�V SRORåNDPL��DE\�VH�S�HGHãOR�
MHMLFK� SRãNR]HQt�� ]QLþHQt� QHER� ]WUiW��� 7HQWR� SRåDGDYHN� VH� WêNi� QHMHQ� KPRWQêFK� YêUREN$�� DOH� L� VOXåE\�
(software, dokumentace, diskety apod).  
V S�tSDG��� åH� VH� MHGQi� R� MDGHUQp�PDWHULiO\� QHER� UDGLRQXNOLGRYp� ]i�LþH�PXVt� EêW� ]RKOHGQ�QD� Y\KOiãND�������
þ�����������6E��D�QHER�Y\KOiãND�þ���42/1997 Sb. 
0XVt� EêW� VWDQRYHQD� WDNRYi� RSDW�HQt�� DE\� QDNOiGiQtP� V SRORåNDPL� QHGRãOR� N QHS�LMDWHOQpPX� VQtåHQt�
jakosti z KOHGLVND�UDGLDþQt�RFKUDQ\� 
 
������t]HQt�]i]QDP$�R�MDNRVWL  § 18 

9êVOHGN\� þLQQRVWt�� NWHUp� MVRX� G$OHåLWp� ] KOHGLVND� UDGLDþQt� RFKUDQ\� D� EH]SHþQRVWL�� PXVt� EêW�
]GRNXPHQWRYiQ\�IRUPRX�]i]QDP$��-H�W�HED�XYpVW�MDNp�]i]QDP\�VH�SR�L]XMt�D�MDN�VH�V QLPL�QDNOiGi��QDS���
Y]RURYê�SURWRNRO� ]NRXãN\�GORXKRGREp� VWDELOLW\�� SURWRNRO� MH� DUFKLYRYiQ�QD�GLVNHW�� D�RULJLQiO�YH� VORåFH�
S�tVOXãQpKR�]iND]QtND��NRSLH�MH�S�Hdána zákazníkovi). 
V S�tVOXãQp�GRNXPHQWDFL�PXVt�EêW�VWDQRYHQR��MDNi�MH�IRUPD�]i]QDP$�SUR�NRQNUpWQt�þLQQRVW��NGR�]i]QDP�
SR�L]XMH��VFKYDOXMH��NRPX�MH�XUþHQ��MDN�GORXKR�D�NGH�MH�XORåHQ�� 
=i]QDP\�R�MDNRVWL�MVRX��YãHFKQ\�]i]QDP\��NWHUp�SURND]XMt��åH�E\OR�GRVDåHQR�SRåDGRYDQp�MDNRVWL�SRORåN\�
D�QHER�~URYQ��EH]SHþQRVWL��=D�]i]QDP\�R�MDNRVWL�O]H�WHG\�PLPR�QDS���SURWRNRO\�R�]NRXãNiFK�SRYDåRYDW������
L�YêVOHGN\�GR]LPHWULFNêFK�P��HQt� 
V ]i]QDPHFK� �SURWRNROHFK� �� R� ]NRXãFH� E\�P�O\� EêW� XYHGHQ\� � VURYQiYDFt� KRGQRW\� �NULWpULD�, aby bylo 
PRåQp�SRURYQDW�KRGQRW\�QDP��HQp�V W�PLWR�NULWpULL� 
V SURWRNROX� RSUiYQ�Qi� RVRED� N SURYHGHQt� ]NRXãN\� XYHGH� SURKOiãHQt�� ]GD� MH� P��HQê� ]GURM� VKRGQê� þL�
neshodný s S�HGHP�GHILQRYDQêPL�NULWpULL� 
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�����,QWHUQt�SURY�UN\�MDNRVWL § 19 

3URY�UN\�MDNRVWL�VORXåt�VSROHþQRVWHP��L�I\]LFNêP�RVREiP��N RY��HQt�IXQNþQRVWL�V\VWpPX�MDNRVWL��3URY�UND�
P$åH�EêW�]DP��HQD�SRX]H�QD�Q�NWHUê�] SUYN$�V\VWpPX��DOH�Y SU$E�KX�GYRX�OHW�E\�P�O�EêW�SURY��HQ�FHOê�
V\VWpP��3URY�UN\�PXVt�SURYiG�W�QHVWUDQQp�RVRE\�� WM��RVRE\��NWHUp�QHMVRX�RGSRY�GQ\�DQL�PRWLYRYiQ\�]D�
YêVOHGN\� Y� SURY��RYDQp� REODVWL�� 3URY�UN\� PXVt� PtW� QDSOiQRYDQê� KDUPRQRJUDP� D� UR]VDK�� YþHWQ��
SHUVRQiOQtKR� ]DEH]SHþRYiQt��2�SU$E�KX� D� YêVOHGFtFK� SURY�UN\�PXVt� EêW� YHGHQ\�]i]QDP\��NWHUp� VORXåt�
VSROHþQRVWHP�MDNR�YêFKRGLVNR�SUR�QiSUDYQi�RSDW�HQt�D�NWHUp�MVRX�LQIRUPDFt�SUR�MHMLFK�YHGHQt��MDN�V\VWpP�
funguje. Z W�FKWR�]i]QDP$�PXVt�EêW�SDWUQp��NGR�MH�]D�UHDOL]DFL�QiSUDYQêFK�RSDW�HQt�RGSRY�GQê��MDNê�MH�
WHUPtQ�MHMLFK�XVNXWHþQ�Qt�D�MDN�EXGH�RY��HQR�VSOQ�Qt� 
0XVt� EêW� XYHGHQD� þHWQRVW� D� ]S$VRE�RY��RYiQt� V\VWpPX� MDNRVWL� D� MHKR� VRXODGX� V SRåDGDYN\� DWRPRYpKR�
]iNRQD� D� QDYD]XMtFtFK� S�HGSLV$�� 7DWR� þLQQRVW� PXVt� EêW� SURYiG�QD� QD� YãHFK� ~URYQtFK� VSROHþQRVWL��
V S�tSDG��YHOPL�PDOp�VSROHþQRVWL�V NXPXORYDQêPL�IXQNFHPL�P$åH�SURY�UNX�SURYiG�W�QHMY\ããt�YHGRXFt� 
 
4.18 Výcvik § 20 

3UR�VSHFLILFNp�þLQQRVWL�PXVt�EêW�VWDQRYHQD�SRåDGRYDQi�NYDOLILNDFH�RVRE�D�YHGHQD�MHMt�HYLGHQFH��0XVt�EêW�
YHGHQ\� ]i]QDP\� R� YêFYLNX� D� GRVDåHQp� NYDOLILNDFL� SUDFRYQtN$�� 0XVt� EêW� GHILQRYiQ� ]S$VRE� YêE�UX�
SUDFRYQtN$�SUR�S�tVOXãQp�ãNROHQt�D�R�SURãNRlení musí být vedeny prokazatelné záznamy.  
3RYRORYDQp� þLQQRVWL� PRKRX� Y\NRQiYDW� SRX]H� RVRE\� V S�tVOXãQRX� NYDOLILNDFt�� NWHUi� MH� VWDQRYHQD� YH�
Y\KOiãFH�þ�����������6E��2�GRVDåHQt�S�tVOXãQp�NYDOLILNDFH�PXVt�EêW�YHGHQ\�]i]QDP\��9HGHQt�VSROHþQRVWL�
PXVt� Y\WYi�HW� S�HGSRNODG\� SUR� GDOãt� NYDOLILNDþQt� U$VW� SUDFRYQtN$�� ]HMPpQD� VOHGRYiQtP� WUHQG$� Y�G\�����������
D� WHFKQLN\�� DE\� E\OR� PRåQp� MHMLFK� DSOLNDFt� QHXVWiOp� VQLåRYDW� UL]LND� R]i�HQt�� 3UDFRYQtFL� PXVt� EêW�
SUDYLGHOQ�� D� SURND]DWHOQ�� ãNROHQL� Y REODVWL� UDGLDþQt� RFKUDQ\� D� � V\VWpPX� MDNRVWL� VSROHþQRVWL��0XVt� EêW�
seznámeni s GRNXPHQWDFt�� NWHUi� VH� WêNi�REODVWL� MHMLFK�S$VREQRVWL�YþHWQ��Y\VY�WOHQt� WRKR�� MDN�QDSO�RYDW�
þLQQRVWL� Y GRNXPHQWDFL� SRSVDQp�� 6RXþiVWt� YêFYLNX� E\� P�OR� EêW� L� SUDNWLFNp� RY��RYiQt� VFKRSQRVWL�
Y\NRQiYDW�XUþHQp�þLQQRVWL��WHG\�QHMHQRP�WHRUHWLFNi�NYDOLILNDFH��DOH�L�NYDOLWQt�SUDNWLFNp�SURYHGHQt�þLQQRVWL�
�QDS���]NRXãN\�GORXKRGREp�VWDELOLW\�QD�NRQNUpWQtP�]D�t]HQt�� 
 

,9��352*5$0�=$%(=3(ý29È1Ë�-$.267,� 

 
)RUPD�SURJUDPX�]DEH]SHþRYiQt�MDNRVWL�MH�GiQD�]Q�QtP������Y\KOiãN\�þ������1997 Sb. 

1tåH�XYHGHQê�3=-�MH�Y\XåLWHOQê�]HMPpQD�SUR�PDOp�VSROHþQRVWL��L�I\]LFNp�RVRE\���NWHUp�QHPDMt�]DYHGHQê�
systém jakosti. Proto je prakticky celý systém jakosti popsán v 3=-�D�QHMVRX�XYiG�Q\�RGND]\�QD�S�tUXþNX�
MDNRVWL�� DQL�QD�GRNXPHQWDFL�GUXKpKR� VWXSQ�� �VP�UQLFH���3=-�QHPXVt�REVDKRYDW�YãHFKQ\�NDSLWRO\�SRGOH�
YêãH� XYHGHQêFK� QRUHP� ,62�� DOH�PXVt� EêW� ]iYD]Q�� SRSViQ\� W\� SUYN\�� NWHUp� VH� Y]WDKXMt� N povolovaným 
þLQQRVWHP�� 

Body 1.1 - 1.5 � MVRX� SRSViQ\� REHFQ�� V XYHGHQtP� S�tNODG$�� Y� ERG�� ���� - Systém jakosti jsou uvedeny 
S�tNODG\�PRåQêFK�IRUPXODFt�� 
8�S�tVOXãQêFK�RGVWDYF$�MVRX�XYHGHQ\�RGSRYtGDMtFt�SDUDJUDI\�þ�����������6E��D�SUYN\�GOH�ý61�,62�������
které souvisí s uvedeným textem. 
 
3UR�~þHO\�WRKRWR�3=-�]QDPHQi� 
dodavatel -�GUåLWHO�SRYROHQt�N SURYiG�Qt�]NRXãHN�GORXKRGREp�VWDELOLW\�D�QHER�S�HMtPDFtFK�]NRXãHN� 
zákazník -�XåLYDWHO�]GURMH�]i�HQt��GUåLWHO�SRYROHQt�N SRXåtYiQt�]GURMH�LRQL]XMtFtKR�]i�HQt�� 
 
 
���6WUXNWXUD�SURJUDPX�]DEH]SHþRYiQt�MDNRVWL 
 
���� ,GHQWLILNDFH� VSROHþQRVWL� - REFKRGQt� MPpQR� VSROHþQRVWL� åDGDWHOH�� ,ý2�� VtGOR�� SRY��HQi� RVRED��
GRKOtåHMtFt�RVRED� 
 
���� 6WUXþQp� S�HGVWDYHQt� VSROHþQRVWL -� Y]QLN�� KLVWRULH�� RUJDQL]DþQt� XVSR�iGiQt�� SRþHW� ]DP�VWQDQF$��
S�HGP�W�SRGQLNiQt��FtOH�Y REODVWL�UDGLDþQt�RFKUDQ\�D�MDNRVWL�� 
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-H�YKRGQp�S�HGVWDYLW�VSROHþQRVW��DE\�E\OR�RG�SRþiWNX�MDVQp��R�MDNê�W\S��]DP��HQt�D�YHOLNRVW�VSROHþQRVWL�
MGH��7RPX�QiVOHGQ��PXVt�RGSRYtGDW�L�UR]VDK�]DYHGHQpKR�V\VWpPX�MDNRVWL�� 

2GSRY�GQRVW�YHGHQt� (§ 3) 
3UR�IXQJXMtFt�V\VWpP�D�VSOQ�Qt�VWDQRYHQêFK�FtO$�E\�P�O�EêW�XYHGHQ�]S$VRE�]DMLãW�Qt�SRW�HEQêFK�]GURM$�- 
to�]QDPHQi�GRVWDWHþQp�ILQDQþQt�SURVW�HGN\�SUR�]DMLãW�Qt�YKRGQêFK�D�]S$VRELOêFK�YêUREQtFK��NRQWUROQtFK��
P��LFtFK� D� ]NXãHEQtFK� ]D�t]HQt� D� PDWHULiO$� D� MHMLFK� REQRYX� Y souladu s SR]QDWN\� Y�G\� D� WHFKQLN\��
]DMLãW�Qt� NYDOLILNDFH�� LQIRUPRYDQRVWL�� PRWLYDFH� SUDFRYQtN$� D� Y\WYR�HQt� SRGPtQHN� �þDV�� SURVW�HGt�� SUR�
SURYiG�Qp�þLQQRVWL� 
-H� W�HED� XYpVW� SROLWLNX� D� FtOH� MDNRVWL�� WM�� FHONRYp� ]iP�U\� D� VP�U� S$VREHQt� VSROHþQRVWL� Y oblasti jakosti            
D�UDGLDþQt�RFKUDQ\�  
Cíle musí vycházet z S�HGSRNODGX��åH�VH�SRåDGDYN\�QD�UDGLDþQt�RFKUDQX�L�RþHNiYiQt�]iND]QtND�Y oblasti 
MDNRVWL� VWiOH� Y\YtMHMt�� -H� SURWR� W�HED� KOHGDW� FHVW\� N ]Y\ãRYiQt� ~URYQ�� EH]SHþQRVWL� D� MDNRVWL� SURYiG�Qp�
þLQQRVWL� 

1DS��� 
&tOHP� VSROHþQRVWL� MH� ]DMLãW�Qt� NYDOLW\� D� EH]SHþQRVWL� S�L� SURYiG�Qt� S�HMtPDFtFK� ]NRXãHN� D� ]koušek 
GORXKRGREp� VWDELOLW\� D� XGUåHQt� MHMLFK� ~URYQ�� Y souladu s SODWQêPL� S�HGSLV\� �Y\KOiãND�þ�� ���������6E��������
þ�����������6E��D�þ�����������6E���D�QRUPDPL� 
3URVW�HGQLFWYtP�]DYHGHQpKR�V\VWpPX�MDNRVWL�Pi�EêW�]DUXþHQR� 
a) SURYiG�Qt� ]NRXãHN� GOH� SRVRX]HQêFK� ]NXãHEQtFK� SRVWXS$� XYHGHQêFK� Y� PHWRGLFH�� NWHUp� XPRåQt�

NRPSOH[Qt�RY��HQt�SDUDPHWU$�WHVWRYDQpKR�]D�t]HQt� 
b) SURYiG�Qt� ]NRXãHN� ]S$VRELOêPL� SUDFRYQtN\�� NWH�t� MVRX� ]QDOt� ]NXãHEQtFK� SRVWXS$� D� ]NXãHEQtKR�

vybavení, 
c) SURYiG�Qt� ]NRXãHN�YKRGQêP�]NXãHEQtP�Y\EDYHQtP��NWHUp�RGSRYtGi�S�HGSLV$P�D�QRUPiP��SODWQêP�

v ýHVNp�UHSXEOLFH��]NXãHEQtP�SRVWXS$P�SRSVDQêP�Y PHWRGLFH�D�MH�DGHNYiWQt�WHVWRYDQpPX�]D�t]HQt� 
d) VWDQRYHQt�V\VWpPX�RGSRY�GQRVWt�D�SUDYLGHO�SHUVRQiOQtKR��WHFKQLFNpKR�D�ILQDQþQtKR�]DMLãW�Qt�]NRXãHN� 
e) ]DMLãW�Qt�PD[LPiOQt�UDGLDþQt�EH]SHþQRVWL�RVRE�S�L�SURYiG�Qt�]NRXãHN� 
 
����2EODVW�S$VREQRVWL 

-H�W�HED�S�HVQ��XYpVW�þLQQRVWL��NWHUp�MVRX�S�HGP�WHP�åiGRVWL�R�SRYROHQt�6Ò-%�SRGOH�]iNRQD�þ����������6E� 
 

1DS��� 
2Y��RYiQt�VKRG\�YODVWQRVWt�D�SDUDPHWU$�]GURM$�LRQL]XMtFtKR�]i�HQt�VH�VFKYiOeným typem dle § 23 odst. 4   
D���]iNRQD�þ����������6E� 
3URYiG�Qt�S�HMtPDFtFK�]NRXãHN�D� ]NRXãHN�GORXKRGREp� VWDELOLW\�GOH������������D������RGVW����Y\KOiãN\���������
þ�����������6E��D�����RGVW����StVP��F��ERG���D���Y\KOiãN\�þ�����������6E��SUR�XU\FKORYDþH�HOHNWURQ$� 
 
����2UJDQL]DþQt�VWUXNWXUD��RGSRY�GQRVWL��SUDYRPRFL�D�NYDOLILNDFH�SUDFRYQtN$����������G� 

V RUJDQL]DþQtP�VFKpPDWX�VH�SRG�SRMPHP�RVRED�QHXYiGt�NRQNUpWQt�MPpQD�SUDFRYQtN$��DOH�IXQNFH��QDS���
I\]LN�� WHFKQLN��~þHWQt��YHGRXFt�~WYDUX�GHIHNWRVNRSLH�DSRG���� -H� W�HED�XYpVW�Y]iMHPQp�RUJDQL]DþQt�YD]E\�
�SRG�t]HQRVW��RVRE��NWHUp�VH�SRGtOHMt�QD�SRYRORYDQêFK�þLQQRVWHFK�D�PXVt�EêW�XYHGHQ�UR]VDK�RGSRY�GQRVWt�
jednotlivých osob. K IXQNFtP�PXVt� EêW� XYHGHQ\� SRåDGDYN\� QD� NYDOLILNDFL� SUDFRYQtN$�� .YDOLILNDFH� MH�
dána legislaWLYRX� D� SRW�HEDPL� VSROHþQRVWL�� ,� X� YHOPL� PDOp� VSROHþQRVWL�� NGH� MVRX� þLQQRVWL� D� IXQNFH�
NXPXORYDQp��PXVt�EêW�GHILQRYDQê�UR]VDK�SUDYRPRFt�D�RGSRY�GQRVWt��9 S�tSDG���åH�VH�MGH�R�MHGQX�RVREX��
SRSLVXMH�RUJDQL]DþQt�VFKpPD�S�tSDGQp�VPOXYQt�YD]E\�QD�H[WHUQt�VSROXSUáci a dozor. 

1DS��� 
Technik –� 3�L� SURYiG�Qt� VH� �tGt� SRN\Q\� RVRE\� SRY��HQp� �t]HQtP� ]NRXãN\�� -H� RGSRY�GQê� ]D� GRGUåHQt�
PHWRGLN\�S�tVOXãQp�]NRXãN\�D�VSUiYQp�Y\SOQ�Qt�SURWRNROX�R�]NRXãFH� 
.YDOLILNDþQt�S�HGSRNODG\� 
� XNRQþHQp� 9â� Y]G�OiQt� I\]LNiOQ�-WHFKQLFNpKR� VP�UX�� ~SOQp� VW�HGQt� Y]G�OiQt� I\]LNiOQ�-technického 

VP�UX��UHVS��6â�Y]G�OiQt�Y oboru radiologický laborant (asistent), 
� DOHVSR�� MHGHQ� URN� SUD[H� QD� I\]LNiOQ�-WHFKQLFNpP� ~VHNX� UDGLRWHUDSHXWLFNpKR� SUDFRYLãW�� D� ~þDVW� QD�

]NRXãFH�VWHMQpKR�W\SX�R]D�RYDþH��XU\FKORYDþ�HOHNWURQ$��UHVS��UDGLRQXNOLGRYê�R]D�RYDþ�� 
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����6H]QDP�SRORåHN�G$OHåLWêFK�] KOHGLVND�UDGLDþQt�RFKUDQ\ 

6H]QDP� IXQNFt� RGSRY�GQêFK� ]D� þLQQRVWL� QHER� NRQWURO\� G$OHåLWp� ] KOHGLVND� UDGLDþQt� RFKUDQ\�� VH]QDP�
S�tPêFK� GRGDYDWHO$� SRORåHN� G$OHåLWêFK� ] KOHGLVND� UDGLDþQt� RFKUDQ\� D� G$OHåLWp� QDNXSRYDQp� SRORåN\��
VPOXYQt� H[WHUQt� SUDFRYQtFL�� NWH�t� VH� SRGtOHMt� QD� SRYRORYDQêFK� þLQQRVWHFK�� VWUXþQê�SRSLV� D�NDWHJRUL]DFL�
]GURM$�]i�HQt��X�NWHUêFK�GUåLWHO�SRYROHQt�EXGH�SURYiG�W�]NRXãN\�� 
6H]QDP�SRORåHN�PXVt� VRXYLVHW� V � þLQQRVWPL�� NWHUp� MVRX� S�HGP�WHP� SRYROHQt�� 7HQWR� VH]QDP�Y SRGVWDW���������
i vymezuje rozsah systému jakosti, který je popsán v 3=-��9ãHFKQ\�XYHGHQp�SRORåN\�PXVt�EêW�VRXþiVWt�
WRKRWR�V\VWpPX��3RYDKD�]GURM$�]i�HQt�D�MHMLFK�NDWHJRUL]DFH�XPRå�XMH�XUþLW�UR]VDK�V\VWpPX�MDNRVWL�SRGle   
����Y\KOiãN\�þ�����������6E� 
1D�REU���� MVRX�]Qi]RUQ�Q\�]iNODGQt�G$OHåLWp�SRORåN\�] KOHGLVND� UDGLDþQt�RFKUDQ\�QH]E\WQp�SUR�NYDOLWQt��������
D� EH]SHþQp� SURYHGHQt� ]NRXãN\�� .DåGi� ] W�FKWR� SRORåHN� MH� VORåHQD� ] GDOãtFK� YtFH� þL� PpQ�� G$OHåLWêFK�
SRORåHN��3�HG�SRSLVHP�V\VWpPX�MDNRVWL�MH�W�HED�PtW�W\WR�SRORåN\�XW�tG�Qp�SRGOH�MHMLFK�G$OHåLWRVWL�D�WRPX�
S�L]S$VRELW�]S$VRE�D�~URYH��MHMLFK��t]HQt� 
 
Obr. 2 
 

0HWURORJLH

3�tVWURMH�D�
S�tVOXãHQVWYt

.YDOLILNDFH

0HWRGLND

3RGPtQN\
SUR�]NRXãNX

=.28â.$ 3URWRNRO
]NRXãN\

+DY��SOiQ�
GR]LPHWULH�
SURYR]Qt��iG

 
 
3RORåND�ÄS�tVWURMH�D�S�tVOXãHQVWYt³�VH�VNOiGi�] GDOãtFK�SRORåHN��QDS��� 
���YKRGQRVW�S�tVWURMH�SUR�XUþHQi�P��HQt, 
���LGHQWLILNDFH�S�tVWURMH��YêUREFH��SDUDPHWU\�� 
���]S$VRE�PDQLSXODFH� 
4. spolehlivost (bezporuchovost),  
���GRNXPHQWDFH�SUR�REVOXKX�D�~GUåEX� 
���GRVWXSQRVW�]QDþNRYêFK�QiKUDGQtFK�GtO$�D�VHUYLVX� 
���LGHQWLILNDFH�S�tVOXãHQVWYt��YêUREFH��SDUDPHWU\�� 
8. jedno]QDþQp�RYOiGiQt�D�QDVWDYRYiQt� 
9ãHFKQ\� XYHGHQp� SRORåN\� PXVt� EêW� ]KRGQRFHQ\� SRGOH� VYpKR� PRåQpKR� YOLYX� QD� UDGLDþQt� EH]SHþQRVW�����������
D� NYDOLWX� YêURENX� �]NRXãN\��� 3RGOH�PtU\� YOLYX�PXVt� EêW� RãHW�HQ\ S�tVOXãQêPL� SUYN\� V\VWpPX� ]DMLãW�Qt�
MDNRVWL�D�WHQWR�]S$VRE musí být popsán v dokumentaci.  
 
1.6 Systém jakosti  (§ 32) 

1DS��� 
5R]VDK�]DYHGHQpKR�V\VWpPX�MDNRVWL�SRNUêYi�YãHFKQ\�þLQQRVWL�D�RVRE\�VSROHþQRVWL�Y\MPD�REODVWL�QiNXSX�
GUREQpKR�VSRW�HEQtKR�PDWHULiOX� 
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'RNXPHQWDFH� V\VWpPX� MDNRVWL� MH� WYR�HQD� SURJUDPHP� ]DEH]SHþRYiQt� MDNRVWL�� PHWRGLNDPL� ]NRXãHN��������������
D�]i]QDP\��2GND]\�QD�S�tVOXãQp�GRNXPHQW\�MVRX�XYHGHQ\�Y jednotlivých bodech PZJ a v VH]QDPX�S�tORK�� 
'DOãt�OHJLVODWLYRX�VWDQRYHQi�GRNXPHQWDFH�MH�SURJUDP�PRQLWRURYiQt�D�YQLW�Qt�KDYDULMQt�SOiQ� 
 
1.6.1 Smlouva o�SURYHGHQt�]NRXãN\������3�H]NRXPiQt�VPORXY\������ 

1DS��� 
=iNODGQt�SUiYQt�Y]WDK�PH]L�GUåLWHOHP�SRYROHQt�N SURYiG�Qt�]NRXãN\��GRGDYDWHOHP��D�XåLYDWHOHP�]GURMH�
�]iND]QtNHP��Y\WYi�t�VPORXYD�R�SURYHGHQt�]NRXãN\��6PORXYD���9\KRWRYXMH�VH�YH�GYRX�YêWLVFtFK��3UYQt�
REGUåt�]iND]QtN��GUXKê�GRGDYDWHO��2EVDKHP�6PORXY\�MH�Y\PH]HQt�FtOH�D�UR]VDKX�]NRXãN\��GDWXP�NRQiQt�
]NRXãN\�� WHUPtQ� S�HGiQt� D� UR]VDK� ]NXãHEQtFK� SRGNODG$�� WHUPtQ� S�HGiQt� SURWRNROX� R� ]NRXãFH��
S�HGSRNOiGDQi�þDVRYi�D�ILQDQþQt�QiURþQRVW�]NRXãN\�D�SUDYLGOD�SUR�]P�Q\�þL�RGVWRXSHQt�RG�VPORXY\��.H�
6PORXY�� VH� GRNOiGi� L� SURKOiãHQt� R� HYHQWXiOQtP� � SRVN\WQXWt� ]NXãHEQtKR� Y\EDYHQt� SUR� ~þHO\� ]NRXãN\�
podepsané osobou s právem disponovat s XYHGHQêPL�S�tVWURML� 
=NXãHEQt�SRGNODG\�SUR�SURYHGHQt�]NRXãN\�MVRX�QDS��� 
a) SURWRNRO�R�S�HMímací zkoušce, respektive protokol výchozí zkoušky dlouhodobé stability, 
b) SURWRNRO\�R�S�HGFKR]tFK�]NRXãNiFK�GORXKRGREp�VWDELOLW\� 
c) YêVOHGN\�RY��HQt�SURYiG�QêFK�QD�S�tVWURML�Y UiPFL�]NRXãHN�S�HGHSVDQêFK�SURJUDPHP�]DEH]SHþRYiQt�

jakosti, 
d) program monitorování, 
e) pODWQê�YQLW�Qt�KDYDULMQt�SOiQ�SUDFRYLãW�� 
f) GRNODG�R�W\SRYpP�VFKYiOHQt�]NRXãHQpKR�]D�t]HQt� 
g) GRNODG�R�VKRG��VH�VFKYiOHQêP�W\SHP� 
h) WHFKQLFNRX�GRNXPHQWDFL�]NRXãHQpKR�]D�t]HQt� 
i) LQIRUPDFH�R�SRUXFKiFK�D�]iVD]tFK��NWHUp�PRKRX�PtW�YOLY�QD�IXQNFL�]NRXãHQpKR�]D�t]HQt� 
j) jPpQR��NYDOLILNDFH�D�VSRMHQt�QD�SUDFRYQtND�SRY��HQpKR�DVLVWHQFt�S�L�]NRXãFH� 

V S�tSDG�� SURYHGHQt� ]NRXãN\� V� S�tVWURMRYêP� Y\EDYHQtP� ]iND]QtND� ����� 9êUREN\� GRGDQp�
zákazníkem): 
a) technickou dokumentaci k S�tVWURM$P� 
b) YêVOHGN\�RY��HQt�S�tVWURMH� 
c) prohlášení o poskytQXWt�S�tVWURM$�NH�]NRXãFH� 
d) LQIRUPDFH�R�VHUYLVQtFK�]iVD]tFK�GR�S�tVWURMH�D�GDOãt�G$OHåLWp�LQIRUPDFH��NWHUp�PRKRX�RYOLYQLW�YêVOHGHN�

P��HQt� 
e) NRSLH�SODWQêFK�RY��RYDFtFK�QHER�NDOLEUDþQtFK�OLVW$�Y\GDQêFK�6WiWQtP�PHWURORJLFNêP�VW�HGLVNHP�� 
Seznam zkušebních podklDG$�VH�MDNR�VRXþiVW�SURWRNROX�R�]NRXãFH�S�HGNOiGi�Ò�DGX� 
 
9HãNHUp�LQIRUPDFH�]tVNDQp�]NXãHEQtP�WêPHP�R�]iND]QtNRYL�QHER�SDFLHQWHFK�OpþHQêFK�X�]iND]QtND�D�GiOH�
YêVOHGN\�]NRXãN\�VH�SRYDåXMt�]D�G$Y�UQp�D�QHMVRX�EH]�StVHPQpKR�VYROHQt�]iND]QtND�SRVN\WRYiQ\�MLQêP 
osobám. 
 
������3URYHGHQt�]NRXãN\�������t]HQt�SURFHVX����� 

1DS��� 
3UR� GDQRX� ]NRXãNX� MPHQXMH� RGSRY�GQê� SUDFRYQtN� ]NXãHEQt� WêP� D� RVREX� SRY��HQRX� �t]HQtP� ]NRXãN\��
6H]QDP� SUDFRYQtN$� V NYDOLILNDFt� SRW�HEQRX� SUR� SURYiG�Qt� D� �t]HQt� ]NRXãN\� MH� S�LORåHQ� N� SURJUDPX�
]DEH]SHþRYiQt�MDNRVWL�SUR�LQIRUPDFL�D�MH�SU$E�åQ��DNWXDOL]RYiQ��VH]QDP�MH�]DVtOiQ�QD�6Ò-%�MDNR�VRXþiVW�
dokumentace k SRYROHQt�� QHQt� YãDN� VFKYDORYiQ� 6Ò-%�� =P�Q\� Y� VH]QDPX� VH� ]DVtODMt� SUR� LQIRUPDFL� QD�
SÚJB. 
ýOHQRYp� ]NXãHEQtKR� WêPX� MVRX� SRYLQQL� UHVSHNWRYDW� SURYR]Qt� �iG�� GRGUåRYDW� ]iVDG\� EH]SHþQRVWL� SUiFH�������
D� LQWHUQtKR� SURJUDPX� ]DEH]SHþRYiQt� MDNRVWL� RY��RYDQpKR� SUDFRYLãW�� D� GRGUåRYDW� KDYDULMQt� SOiQ\�
S�tVOXãQpKR� SUDFRYLãW��� 6� W�PLWR� S�HGSLV\� VH� þOHQRYp� ]NXãHEQtKR� WêPX� SURND]DWHOQ�� VH]QiPt� S�HG�
zahájením zkouãN\�� 3UDFRYQtN� SRY��HQê� �t]HQtP� ]NRXãN\� XUþt� YKRGQRX�PHWRGLNX� ]NRXãN\� D� SRW�HEQp�
S�tVWURMRYp�Y\EDYHQt�D�GDOãt�SRP$FN\�� 
0HWRGLND� ]NRXãHN� MH� VRXþDVQ�� VH� åiGRVWt� R� SRYROHQt� ]DVtOiQD� QD�6Ò-%� MDNR�GRNXPHQWDFH� SRVX]RYDQi�
v UiPFL� VSUiYQtKR� �t]HQt� N vydání povoleQt�� 0HWRGLNX� 6Ò-%� QHVFKYDOXMH�� =P�Q\� PHWRGLN\� PXVt� EêW�
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]DVOiQ\� QD� 6Ò-%� SUR� LQIRUPDFL�� 3�L� ]NRXãNiFK� MVRX� SRXåtYiQ\� YêKUDGQ�� ]NXãHEQt� SRVWXS\� REVDåHQp�
v PHWRGLFH� ]NRXãHN�� 6RXERU� WHVW$�� NWHUê� MH� YêVWXSHP� PHWRGLN\�� MH� VKUQXW� Y VH]QDPX� WHVW$�� NWHUê� MH�
podkladeP� SUR� ]SUDFRYiQt� Y]RURYpKR� SURWRNROX�� =NRXãN\� VH� SURYiG�Mt� Y posloupnosti popsané 
v PHWRGLFH� ]NRXãHN�� 3�L� DSOLNDFL� ]NXãHEQtFK� SRVWXS$� MH� W�HED� Y\FKi]HW� L� ]H� VFKYiOHQpKR� SURJUDPX�
]DEH]SHþRYiQt� MDNRVWL� XåLYDWHOH� ]GURMH�� 3�L� ]SUDFRYiYiQt� YODVWQtKR� YQLW�QtKR� Kavarijního plánu                
D� SURJUDPX� PRQLWRURYiQt� MH� W�HED� UHVSHNWRYDW� SRGPtQN\� YQLW�QtKR� KDYDULMQtKR� SOiQX� D� SURJUDP�
PRQLWRURYiQt�]iND]QtND��3�HG�]DKiMHQtP�]NRXãHN�PXVt�EêW�]DMLãW�QD�EH]SHþQRVW�SUDFRYQtN$�D�SUDFRYLãW�� 
 
1.6.3 Pracovníci  ( 4.18 Výcvik § 5c, § 20) 

1DS��� 
=D� GRGUåHQt� VWDQRYHQp� NYDOLILNDFH� ]NXãHEQtKR� WêPX� D� ]D� SUDYRVW� NYDOLILNDþQtFK� GRNODG$� RGSRYtGi�
dodavatel. Dokládá také kvalifikaci zkušebního týmu v souladu s Y\KOiãNRX� þ�� ��������� 6E�� 6SOQ�Qt�
NYDOLILNDþQtFK�S�HGSRNODG$�]NXãHEQtKR�WêPX�SURND]XMH�GRGDYDWHO�QD�Y\åiGiQt�6Ò-%� 
'RNXPHQWDFH� R� NYDOLILNDFL� MHGQRWOLYêFK� þOHQ$� ]NXãHEQtKR� WêPX� MH� LGHQWLILNRYiQD� MPpQHP�� S�tMPHQtP�
SUDFRYQtND�D�MHKR�URGQêP�þtVOHP��'RNXPHQWDFH�MH�YHGHQD�S�HKOHGQ��D�MH�DUFKLYRYiQD�GUåLWHOHP�SRYROHQt�
k SURYiG�Qt� ]NRXãHN� QHMPpQ�� SR� GREX� GHVHWL� OHW� SR� XYROQ�Qt� SUDFRYQtND� �þOHQD� ]NXãHEQtKR� WêPX��
z SUDFRYQtKR�SRP�UX� 
 
������9êYRM�D�]P�Q\�PHWRGLN��������t]HQt�QiYUKX����� 

1DS��� 
3�L� ]SUDFRYiQt� PHWRGLN\� ]NRXãHN� VH� Y\FKi]t� ] 'RSRUXþHQt� Ä=DYHGHQt� V\VWpPX� MDNRVWL� S�L� Y\XåtYiní 
Yê]QDPQêFK� ]GURM$� LRQL]XMtFtKR� ]i�HQt� Y radioterapii –� 8U\FKORYDþH� HOHNWURQ$� D� UDGLRQXNOLGRYp�
R]D�RYDþH³�� 6Ò-%� ������ 3�L� S�tSUDY�� PHWRGLN\� SUR� NRQNUpWQt� ]NRXãNX� VH� ]RKOHG�XMH� WHFKQLFNi�
GRNXPHQWDFH�D�GRSRUXþHQt�YêUREFH��S�HGiYDFt�SURWRNRO\�]NRXãHQpKR�]D�t]HQt���6H]QDP�WHVW$�O]H�SRWRP�
UR]ãt�LW�R�NRQWURO\�]DKUQXWp�Y SRVN\WQXWp�GRNXPHQWDFL��SRNXG�E\OD�WDWR�NODGQ��SRVRX]HQD�6Ò-%�Y rámci 
W\SRYpKR�VFKYDORYiQt��5R]ãt�HQê�VH]QDP�WHVW$�GRNOiGi�GRGDYDWHO�N protokolu o zkoušce. 
Zákazník má v RG$YRGQ�QêFK�S�tSDGHFK�SUiYR�SRåiGDW�GRGDYDWHOH�R�SURYHGHQt� ]NRXãN\� UHGXNRYDQpKR�
REVDKX�� 3�HG� MHMtP� SURYHGHQtP� VL� ]iND]QtN� Y\åiGi� VWDQRYLVNR� 6Ò-%�� 3RGNODGHP� N XG�OHQt� NODGQpKR�
VWDQRYLVND�6Ò-%�MH�R]QiPHQt�FtOH�D�UR]VDKX�]NRXãN\�D�]G$YRGQ�Qt�]P�Q\� 
 
�������t]HQt�QHVKRGQpKR�YêURENX�§ 15 ) 
=D�Y\�HãHQt�QHVRXODGX�PH]L�SURYHGHQtP�]NRXãN\�D�MHMt GRNXPHQWRYDQRX�IRUPRX�MH�RGSRY�GQê�SUDFRYQtN��
�tGtFt� ]NRXãN\� �V�NYDOLILNDFt�D�SRYROHQtP�6Ò-%�GOH�����RGVW����Y\KOiãN\�þ�����������6E����7DWR�RVRED�
odpovídá za dokumentování odchylky, rozhoduje, zdD� MH�PRåQp�YROLW�DOWHUQDWLYQt�SRVWXS�QHER�MH�QXWQp�
DQXORYDW� WHVW� þL� FHORX� ]NRXãNX�� 2GFKêOHQt� RG� SRVWXS$� S�HGHSVDQêFK� Y PHWRGLFH� ]NRXãHN� MH� W�HED�
]G$YRGQLW�D�GRNXPHQWRYDW�Y protokolu o zkoušce. 
 
������2SDW�HQt�N QiSUDY��D�SUHYHQWLYQt�RSDW�HQt������ 
Pokud dojde k LGHQWLILNDFL�QHVKRG\�� MH�YåG\�DQDO\]RYiQD�D� LGHQWLILNRYiQD�PRåQi�S�tþLQD� WpWR�QHVKRG\��
3RNXG�MH�S�tþLQD�QHVKRG\�FKDUDNWHUX�QHGRVWDWNX�Y GRNXPHQWDFL�R�]DEH]SHþRYiQt�MDNRVWL��3=-��VP�UQLFH��
PHWRGLN\�DSRG���� MH�GRWþHQi�GRNXPHQWDFH� DQDO\]RYiQD�D�QiVOHGQ�� XSUDYHQD��=D� WXWX�þLQQRVW�QD�~URYQL�
3=-� RGSRYtGi�PDQDåHU� MDNRVWL�� QD� ~URYQL� GRNXPHQWDFH� ��� ~URYQ�� SUDFRYQtN� �tGtFt� ]NRXãN\��2� DQDOê]H��������
a provedení nápravných akcí se vedou záznamy. 
-HGQRX� URþQ�� MH� S�H]NRXPiYiQD� GRNXPHQWDFH� ��� ~URYQ�� D� S�tVOXãQp� PHWRdiky z hlediska existence 
PRåQêFK�QHGRVWDWN$�� NWHUp� VH� Y SUD[L� QHSURMHYLO\�� DOH�PRKOL� E\�EêW�S�tþLQRX�PRåQêFK�QHVKRG��=D� WRWR�
S�H]NRXPiQt� RGSRYtGi� SUDFRYQtN� �tGtFt� ]NRXãN\�� 3RNXG� VH� S�LMGH� QD� S�tþLQX� PRåQp� QHVKRG\�� MH� WDWR�
S�tþLQD�RGVWUDQ�QD�D�VRXþDVQ��MH�SURY��HQD�YHãNHUi�GRNXPHQWDFH�D�]i]QDP\��NWHUp�E\�WXWR�QHVKRGX�PRKO\�
obsahovat, k Y\ORXþHQt�H[LVWHQFH�VNU\WêFK�QHVKRG�D�N RGVWUDQ�Qt�S�tþLQ��2�S�H]NRXPiQtFK�D�SUHYHQWLYQtFK�
RSDW�HQtFK�VH�YHGRX�]i]QDP\� 
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������=NXãHEQt�Y\EDYHQt����������t]HQt�NRQWUROQtKR�D�]NXãHEQtKR�]D�t]HQt������� 

1DS��� 
6H]QDP�S�tVWURM$� VWDQGDUGQtKR� ]NXãHEQtKR�Y\EDYHQt�� NWHUp�RGSRYtGDMt� ]NXãHEQtP�SRVWXS$P�SRSVDQêFK�
v metodice zkoušek posouzené SÚJB, je uveden v S�tOR]H� S�tVOXãQp� PHWRGLN\�� 9 seznamu jsou 
VSHFLILNRYiQ\�W\S\�P��LFtFK�S�tVWURM$�D�]D�t]HQt�D�MHMLFK�SDUDPHWU\� 
=NXãHEQt�Y\EDYHQt�PRKRX�SRXåtYDW�SRX]H�þOHQRYp�]NXãHEQtKR� WêPX�D�Y S�tSDG��SURYHGHQt�]NRXãN\�QD�
SRVN\WQXWêFK�S�tVWURMtFK�WDNp�RVRED�SRY��HQi�DVLVWHQFt�S�L�]NRXãFH� 
.RQNUpWQt�]NXãHEQt�Y\EDYHQt�SUR�GDQRX�]NRXãNX�XUþXMH�RVRED�SRY��HQi��t]HQtP�]NRXãN\��9êþHW�P��LFtFK�
S�tVWURM$� ]DKUQXMtFt� W\S\�S�tVWURM$�� MHMLFK�YêUREQt� þtVOD�D�SODWQRVW� MHKR�RY��HQt�QHER�NDOLEUDFH�PXVt�EêW�
VRXþiVWt�SURWRNROX�R�]NRXãFH� 
 

(4.6 Nakupování  § 5a, § 8) 
=D� REQRYX� �QiNXS�� D� ]DMLãW�Qt� VHUYLVX�P��LFtFK� S�tVWURM$� D� MHMLFK� S�tVOXãHQVWYt� RGSRYtGi� XUþHQi� RVRED�
�GiOH�MDNR�PHWURORJ���3�L�YêE�UX�GRGDYDWHO$�]D�t]HQt�Y\FKi]t�]HMPpQD�] SRVRX]HQt�YKRGQRVWL�]D�t]HQt�SUR�
]DPêãOHQp� SRXåLWt� D� ] JDUDQFt� SRVN\WRYDQêFK� GRGDYDWHOHP�� '$UD]� MH� NODGHQ� QD� GRVWXSQRVW� D� UR]VDK 
GRGiYDQpKR� S�tVOXãHQVWYt� D� ]DMLãW�Qt� VHUYLVX�� 9KRGQRVW� QiNXSX� SR� WHFKQLFNp� VWUiQFH� MH� RY��HQD�
GRKOtåHMtFtP�SUDFRYQtNHP�������RGVW����StVP�� L��]iNRQD�þ����������6E��D�����RGVW����StVP��E��Y\KOiãN\�����
þ�����������6E����VRXKODV�N nákupu dává (podpisem objedQiYN\�QHER�VPORXY\��YHGRXFt�VSROHþQRVWL�� 
 

(4.15 Manipulace a skladování  § 17) 
Metrolog odpovídá za XORåHQt�P��LFtFK�S�tVWURM$�D�MHMLFK�S�tVOXãHQVWYt�QD�XUþHQpP�PtVW���NWHUp�Y\KRYXMH�
SRåDGDYN$P�VWDQRYHQêP�YêUREFHP��3UR�WUDQVSRUW�P��LFtFK�S�tVWURM$�D�S�tVOXãHQVWYt�MVRX�SRXåLW\�YKRGQp�
obaly minimalizující riziko poškození. K GRSUDY��MVRX�SRXåtYiQD�YêKUDGQ��VOXåHEQt�YR]LGOD�VSROHþQRVWL� 
 
������3DUDPHWU\�]NXãHEQtFK�S�tVWURM$�D�S�tVOXãHQVWYt��������6WDY�SR�NRQWUROH�D�]NRXãNiFK������� 

1DS��� 
.H� VWDQRYHQt� YêVWXS$, z QLFKå� MH� RGYR]HQD� DEVROXWQt� KRGQRWD� GiYN\� Y UHIHUHQþQtFK� SRGPtQNiFK�� O]H�
SRXåtW� SRX]H�P��LGOD� D� ]D�t]HQt� XYHGHQi� Y VH]QDPX� ]NXãHEQtKR� Y\EDYHQt��0��LGOR�PXVt� EêW� YH� VKRG��
s PHWURORJLFNêPL�S�HGSLV\�RY��HQR��NDOLEURYiQR��D�Y\EDYHQR�SODWQêP�RY��RYDFtP��NDOLEUDþQtP��OLVWHP��
3�tVWURMH�D�MHMLFK�S�tVOXãHQVWYt�MVRX�R]QDþHQ\�LQYHQWiUQtPL�þtVO\��=D�S�L�D]HQt�LQYHQWiUQtFK�þtVHO�D�MHMLFK�
HYLGHQFL�MH�RGSRY�GQê�PHWURORJ�� 
8�S�tVWURM$�� MHMLFKå�VRXþiVWt� MH�VRIWZDURYp�Y\EDYHQt��SURYiGt�PHWURORJ�NRQWUROX�SURJUDP$���[�P�VtþQ���������
a o této kontrole vede záznamy v HYLGHQþQtP�OLVWX�S�tVWURMH�� 
2VWDWQt�SRVWXS\�YþHWQ��GHQ]LWRPHWULFNêFK�PHWRG�MVRX�Y UiPFL�SRSVDQêFK�]NXãHEQtFK�SRVWXS$�QDYi]iQ\�
QD�KRGQRW\�VWDQRYHQp�WtPWR�P��LGOHP�� 
V S�tSDG��]MLãW�Qt�]iYDG\�QD�S�tVWURML�QHER�S�tVOXãHQVWYt�MH�PHWURORJ�RGSRY�GQê�]D�]DPH]HQt�MHMLFK�SRXåLWt�
D� ]DMLãW�Qt� RSUDY\� D� S�tSDGQp� NDOLEUDFH�� 2� SRUXFKiFK� D� RSUDYiFK� YHGH� ]i]QDP\� Y HYLGHQþQtP� OLVWX�
S�tVWURMH� 
 

�������t]HQt�]i]QDP$�R�MDNRVWL�����E������� 
3�L� SRXåLWt� S�tVWURM$� D� S�tVOXãHQVWYt� SRVN\WQXWêFK� ]iND]QtNHP� MH� SUDFRYQtN� SRY��HQê� �t]HQtP� ]NRXãN\��
SRYLQHQ�VL�Y\åiGDW�Y rámci smlouvy návod k REVOX]H�]D�t]HQt�D�GDOãt�SRW�HEQRX�WHFKQLFNRX�GRNXPHQWDFL��
VWHMQ��MDNR�MH�SRYLQHQ�VH�S�HG�]DKiMHQtP�]NRXãN\�VH]QiPLW�V YêVOHGN\�MHMLFK�RY��HQt�D�NDOLEUDFH��6RXþiVWt�
NDåGp�]NRXãN\�PXVt�EêW�RY��HQt�VWiORVWL�D�IXQNþQRVWL�GR]LPHWULFNpKR��HW�]FH�D�VDGD�JHRPHWULFNêFK�WHVW$��
NWHUp�VORXåt�N RY��HQt�SDUDPHWU$�YRGQtKR�IDQWRPX��7\WR�NRQWURO\�MVRX�SRSViQ\�Y metodice zkoušek. 
 

(4.8 Identifikace a sledovatelnost  § 11) 
VešNHUp� ]P�Q\� ]NXãHEQt� YêEDY\� MH� W�HED� GRNXPHQWRYDW� D� V XYHGHQtP� G$YRGX� S�HGORåLW� 6Ò-%�
k SRVRX]HQt� QHMSR]G�ML� VSROHþQ�� V SURWRNROHP� R� ]NRXãFH�� S�L� Qtå� E\O\� DSOLNRYiQ\�� =D� YêE�U� QRYêFK�
]D�t]HQt�GR�VH]QDPX�RGSRYtGi�YHGRXFt�VSROHþQRVWL��1RYi�]D�t]HQt�PXVt�VSO�RYat podmínky této kapitoly  
L�SRGPtQN\�SO\QRXFt�]�PHWRGLN\�]NXãHEQtFK�SRVWXS$� 
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������3URWRNRO�R�]NRXãFH���������t]HQt�]i]QDP$�R�MDNRVWL�����E������� 
 
3RåDGDYN\�QD�QiSO��SURWRNROX�R�]NRXãFH�MVRX�XYHGHQ\�Y S�tOR]H�þ��� 

1DS��� 
Dodavatel ukládá protokoly o ]NRXãNiFK� VSROHþQ�� V GDOãt� GRNXPHQWDFt� �6PORXYD�� P��LFt� SURWRNRO\��
DGPLQLVWUDWLYQt� PDWHULiO\�� GR� YODVWQtKR� UHJLVWUX� ]NRXãHN�� 'RNXPHQW\� MVRX� LGHQWLILNRYiQ\� R]QDþHQtP�
SUDFRYLãW��D�GDWHP�NRQiQt�]NRXãN\�D�MVRX�DUFKLYRYiQ\�SR�GREX�QHMPpQ��GHVHWL�OHW�SR�SURYHGHQí zkoušky. 
=P�Q\� SURWRNROX� R� ]NRXãFH� MVRX� GRNXPHQWRYiQ\� Y souladu s SRSVDQêPL� SUDYLGO\� D� MVRX� S�HGNOiGiQ\�
6Ò-%� QHMSR]G�ML� VSROHþQ�� V protokolem o zkoušce, v Q�På� E\O\� DSOLNRYiQ\�� =D� ]P�QX� SURWRNROX���������������
R� ]NRXãFH� VH� QHSRYDåXMH� GRSOQ�Qt� OLVWX� V dodDWHþQêPL� NRORQNDPL�� SRNXG� VWiYDMtFt� REVDK� NRORQHN�
SURWRNROX�R�]NRXãFH�QHSRVWDþXMH�UR]VDKX�WHVW$�� 
 
������'RNXPHQWDFH��������t]HQt�GRNXPHQWDFH�D�~GDM$����D������� 

1DS��� 
=D�WYRUEX�D�VSUiYX��]P�QRYp��t]HQt��HYLGHQFH��GLVWULEXFH��3URJUDPX�]DEH]SHþRYiQt�MDNRVWL�MH�RGSRY�GQê�
SUDFRYQtN��NWHUê�MH�XUþHQê�YHGRXFtP�VSROHþQRVWL��QDS���PDQDåHU�MDNRVWL���9HGRXFt�VSROHþQRVWL�VFKYDOXMH�
3=-�D�MHKR�]P�Q\� 
=D� WYRUEX�D� VSUiYX�RVWDWQt�GRNXPHQWDFH� �VP�UQLFH��PHWRGLN\�� MH�RGSRY�GQê�VWDQRYHQê�JDUDQW��NWHUê� MH�
XYHGHQ�YåG\�Y S�tVOXšné dokumentaci. 
,QLFLRYDW� SRW�HEX� ]P�Q\� NWHUpKRNROL� GRNXPHQWX�P$åH� NDåGê� SUDFRYQtN� VSROHþQRVWL�� 3RåDGDYHN� ]P�Q\�
PXVt�EêW�SRGiQ�StVHPQ��YHGRXFtPX�VSROHþQRVWL� 
9HãNHUp�GRNXPHQW\�MVRX�SViQ\�þLWHOQ��QD�MHGQRWOLYêFK�OLVWHFK��6RXþiVWt�NDåGpKR�OLVWX�MH�]iKODYt� 
 
'UåLWHO�SRYROHQt� .DSLWROD�þ� 

List 
9êWLVN�þ� 
Nahrazuje 

Název dokumentu: Datum vydání: 
Schválil: 

 
=P�Q\�Y GRNXPHQWDFL��3=-��VP�UQLFH��PHWRGLN\�� 
9HãNHUp�]P�Q\�D�UHYL]H�GRNXPHQWDFH�MVRX�UHJLVWURYiQ\�QD� ]P�QRYpP�OLVW���=P�QRYê�OLVW�REVDKXMH� 
 
Kapitola/list 'DWXP�]P�Q\�QHER�

revize 
'$YRG�]P�Q\�QHER�
revize 

=P�QX�UHYL]L 

   Schválil Provedl 
 
=P�Q\�VH� WêNDMt� MHGQRWOLYêFK�VWUiQHN��QD�NDåGp�VWUiQFH� MH�Y\]QDþHQR�þtVOR�]P�Q\��5HYL]H� MH�SURYHGHQt�
]P�Q\�FHOpKR�GRNXPHQWX��QD�YãHFK�VWUiQNiFK�PXVt�EêW�VWHMQp�þtVOR�UHYLze. 
6RXþiVWt�NDåGp�GRNXPHQWDFH�MH�]P�QRYê�OLVW�NWHUê�VH�QHP�Qt�SRX]H�VH�GR�Q�M�]DSLVXMt�SRåDGRYDQp�~GDMH��
=P�QRYê�OLVW�P$åH�EêW�Y\P�Q�Q�]D�QRYê��SUi]GQê��V vydáním nové revize. 
V S�tOR]H�MH�XYHGHQ�VH]QDP�SODWQêFK�VP�UQLF�D�PHWRGLN�V Y\]QDþHQtP�GDWD�Y\GiQt�D�þtVOD�UHYL]H��3RNXG�
MH�Y\GiQD�QRYi�VP�UQLFH�QHER�PHWRGLND�QHER�SRNXG�MH�Y\GiQD�QRYi�UHYL]H�GRNXPHQWX��MH�QRYHOL]RYiQD�
WDWR�S�tORKD�3=-�D�]DVOiQD�QD�6Ò-%�SUR�LQIRUPDFL� 
6WDUp� QHSODWQp� GRNXPHQW\� QHER� MHMLFK� VWUiQN\� MVRX� VWDåHQ\� �t]HQêP� ]S$VREHP��=D� VWDåHQt� GRNXPHQW$�
RGSRYtGi�S�tVOXãQê�JDUDQW� 
 
 
������1H]iYLVOp�RY��RYiQt�D�KRGQRFHQt�V\VWpPX�MDNRVWL��������,QWHUQt�SURY�UN\�MDNRVWL������������ 

1DS��� 
9HGRXFt�VSROHþQRVWL�QDPiWNRY��RY��XMH�GRGUåRYiQt�VWDQRYHQêFK�SUDYLGHO��9HGRXFt�SUDYLGHOQ��RUJDQL]XMH�
poradu všeFK�SUDFRYQtN$��NGH�MH�KRGQRFHQD�IXQNþQRVW�V\VWpPX�MDNRVWL��S�tSDGQp�QHGRVWDWN\�D�XUþRYiQD�
QiSUDYQi�RSDW�HQt��= W�FKWR�SRUDG�MVRX�SR�L]RYiQ\�]i]QDP\� 



25 

2Y��HQt�YêVOHGN$�VH�SURYiGt�QHS�tPR�SRURYQiQtP�YêVOHGN$�]NRXãHN�D�YêVOHGN$�QH]iYLVOêFK�RY��HQt�QD�
jednotlivých pracovištích. 
 
���6H]QDP�QDYD]XMtFt�GRNXPHQWDFH�D�S�tORK�SURJUDPX�]DEH]SHþRYiQt�MDNRVWL 
 
9]RU\�SURWRNRO$�D�]i]QDP$�SRGOH�RGND]$�Y textu 
6H]QDP�SODWQêFK�VP�UQLF��YþHWQ��YQLW�QtKR�KDYDULMQtKR�SOiQX�D�SURJUDPX�PRQLWRURYiQt� 
Seznam metodik 
Vlastní metodiky 
6H]QDP�SUDFRYQtN$�SURYiG�MtFtFK�]NRXãN\ 
Seznam zkušebního vybavení 

 

 

 

3�tORKD�þ��� 

 

9=2529È�6758.785$�'2.80(17$&(�����67831���VP�UQLFH�� 

���ÒþHO -�þHKR�VH�VP�UQLFH�WêNi 

ÒþHOHP�VP�UQLFH�MH�SRSVDW�]DEH]SHþRYiQt�XUþLWpKR�SUYNX�V\VWpPX�MDNRVWL��WM��co, kdo a MDN�G�Oi� 
1DS��� ÄÒþHOHP� VP�UQLFH� MH� SRSVDW� SRVWXS� S�L� QDNOiGiQt� V P��LFtP� D� NRQWUROQtP� ]D�t]HQtP� YþHWQ��
P��LFtFK�S�tSUDYN$�D�HWDORQ$³� 

2. Rozsah závaznosti -��þLQQRVWL��~WYDU\��RVRE\��IXQNFH��SUR�NWHUp�MH�VP�UQLFH�]iYD]Qi 
3URWRåH� VP�UQLFH� SRSLVXMH� ]DEH]SHþRYiQt� SRX]H� XUþLWpKR� SUYNX�� QHPXVt� VH� WêNDW� YãHFK� ~WYDU$�
�HYHYHQWXiOQ��SUDFRYQtN$��VSROHþQRVWL��-H�SURWR�W�HED�XUþLW�UR]VDK�S$VREQRVWL��NWHUê�MH�QXWQê�L�] hlediska 
GLVWULEXFH�VP�UQLFH��3ODWt�]iVDGD�- správná dokumentace na správných místech. 
1DS���6P�UQLFH� Ä�.RQWUROQt�D�P��LFt�]D�t]HQt³� MH�]iYD]Qi�SUR�SUDFRYQtN\�~WYDUX�PHWURORJLH�D�YãHFKQ\�
samostatné techniky defektoskopie. 
 

3. Definice a zkratky 
-H�W�HED�XYpVW�Yê]QDP�Y GRNXPHQWX�XåtYDQêFK�]NUDWHN��DE\�E\OD�]DMLãW�QD�MHKR��VUR]XPLWHOQRVW�� 

4. Odkazy -�YêþHW�QDYD]XMtFt�GRNXPHQWDFH��GDOãt�VP�UQLFH��OHJLVODWLYD�DSRG�� 
Oblast popsaného prvku není v systému izolovaná, ale má vztah k RNROt�XYQLW��VSROHþQRVWL�D�N OHJLVODWLY�� 
1DS�� 6P�UQLFH� Ä2UJDQL]DþQt��iG³�-�XUþXMH�]DþOHQ�Qt�REODVWL�PHWURORJLH�Y organizaci, 

„Nákup“ -�SRSLVXMH�]S$VRE�QiNXSX�D�RY��RYiQt�NXSQtFK�VPOXY�- týká se  
L�P��LFtKR�]D�t]HQt� 
„Kontroly a zkoušky“ -� SRSLVXMH� ]S$VRE� SURYiG�Qt� ]NRXãHN�� WM�� SRXåLWt��
]NXãHEQtKR�]D�t]HQt� 
„Zákon o metrologii“ -�VWDQRYXMH�]S$VRE�QDNOiGiQt�V P��LGO\� 

��� 2GSRY�GQRVW� D organizace -� RUJDQL]DþQt� XVSR�iGiQt� D� KLHUDUFKLH� RGSRY�GQRVWt� D� SUDYRPRFt� SUR�
REODVW��NWHUp�VH�VP�UQLFH�WêNi 
1DS���=D�HYLGHQFL��NDOLEUDFL�D�]DMLãW�Qt�~GUåE\�NRQWUROQtFK�D�P��LFtFK�]D�t]HQt� MH�RGSRY�GQê�PHWURORJ��
6DPRVWDWQê� WHFKQLN� MH� RGSRY�GQê� ]D� VSUiYQp� SRXåLWt� VY��HQêFK� P��LGHO� D� LQIRUPRYiQt� PHWURORJD� S�L�
]MLãW�Qt�]iYDG\�� 

���3RSLV�þLQQRVWL�-�SRSLV�þLQQRVWt�V XYHGHQtP�NGR��FR�D�MDN�G�Oi��FR�MH�YêVWXSHP�þLQQRVWL�D�MDN�VH�V ním 
nakládá (záznamy) 

���3�tORK\ -�Y]RU\�IRUPXOi�$��SURWRNRO$��REMHGQiYN\��MPHQQp�Veznamy apod. 
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3�tORKD�þ��� 

 

PROTOKOL O ZKOUŠCE (vzor) 

 

Titulní strana 
 

1.  1i]HY�VSROHþQRVWL��NWHUi�]NRXãNX�SURYiGt 

 ýtVOR�SRYROHQt�N SURYiG�Qt�]NRXãN\�D�GRED�MHKR�SODWQRVWL 

 3�HGP�W�]NRXãN\�-�SRXåLWi�PHWRGLND��R]QDþHQt�PHWRGLN\� 

 

2. 1i]HY�XåLYDWHOH�]NRXãHQpKR�]D�t]HQt��GUåLWHO�SRYROHQt�N XåtYiQt� 

 7\S�]D�t]HQt  

ýtVOR�SRYROHQt�N XåtYiQt�]D�t]HQt� 

'DWXP�XYHGHQt�]D�t]HQt�GR�SURYR]X� 

 8PtVW�Qt�]D�t]HQt��DGUHVD� 

 

3. Kdo zkoušku provedl (jméno firmy a pracovníka, razítka) 

 SRGSLV��SURYiG�MtFtKR�SUDFRYQtND� 

schvaOXMtFtKR�SUDFRYQtND�XåLYDWHOH�]D�t]HQt��MH-OL�MHKR�~þDVW�VPOXYQ��XUþHQD 

 Datum provedení zkoušky 

Datum vyhotovení protokolu 

 

 

1.  Rozsah zkoušky��]iOHåt�QD�W\SX�]D�t]HQt� 

2. Terminologie 

3. Normativní a legislativní odkazy (dle typu zkoušky) 

4. Podrobná idHQWLILNDFH�]NRXãHQpKR�]D�t]HQt 

W\S��YêUREQt�þtVOR��GDWXP�YêURE\��GDWXP�LQVWDODFH��QHGtOQp�VRXþiVWL��NRPSRQHQW\��D�S�tVOXãHQVWYt�
]D�t]HQt 

5. Dokumentace  

typové schválení nebo souhlas k dovozu nebo posudek hygienika 

technická dokumentace - návod 
    - výstupní testy výrobce 
    -�YêVWXSQt�WHVW\�PRQWiåH 
    - dodací list (kontrakt) 
    -�S�HMtPDFt�]NRXãND 

- zkoušky provozní stálosti 
- zkoušky dlouhodobé stability* 

 
SRGNODG\�R]QDþHQp��]iYLVt�QD�GUXKX�SURYiG�Qp�]NRXãN\� 
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6. Informace o provozu  

poruchy 

~GUåED  

zázQDP\�XåLYDWHOH 

7.  3RXåLWp�S�tVWURMH�D�SRP$FN\ 

]NXãHEQt�]D�t]HQt�� - typ 
    -�YêUREQt�þtVOR 
    - platnost kalibrace 

 SRP$FN\�-�Y\SVDW�GUXK\��W\S\�DWG���QDS���SRXåLWp�IDQWRP\��� 

8. Zkoušené parametry -�Qi]HY�SDUDPHWUX��QDS���QDS�Wt� 
    - charakteristika SDUDPHWUX��S�HVQRVW��UHSURGXNRYDWHOQRVW� 
    -�SRþHW�P��HQt 
    -�YHOLþLQD�D�MHGQRWND�YH�NWHUp�MH�SDUDPHWU�FKDUDNWHUL]RYiQ 
    - konfigurace a podmínky zkoušky 

-�SRåDGRYDQp�WROHUDQþQt�SROH 
    -�YêVOHGHN�P��HQt�D�]MLãW�Qi�RGFK\OND�RG�WROHUDQþQtKR�SROH 
    -�Y\MiG�HQt�N výsledku - shoda/neshoda 

9. Poznámky    

RGFK\ON\�RG�VWDQRYHQp�PHWRGLN\��]P�QD�S�tVWURMH�D�S�tVOXãHQVWYt�E�KHP�]NRXãN\��SRUXFK\�QD�
]NRXãHQpP�]D�t]HQt�DSRG� 

 
-HGQRWOLYp�OLVW\�SURWRNROX�PXVt�EêW�þtVORYiQ\��QDS�����]�����PXVt�EêW�XYHGHQR�GDWXP�Y\KRWovení protokolu 
D�Qi]HY�VSROHþQRVWL��NWHUi�]NRXãNX�SURYHGOD� 


