DECLARATION OF CONFORMITY
TO COuUNCIL DIRECTIVE 93/42/EEC oF 14 JUNE 1993
CONCERNING MEDICAL DEVICES

u MANUFACTURER:

MEebicAL DevICE:

CLASSIFICATION - ANNEX IX:
CONFORMITY ASSESSMENT ROUTE:

VIScOT MEDICAL, LLC
32 WEST STREET
EAST HANOVER, NJ 07936

STERILE MARKERS
UMDNS NUuMBER 12443

CLASS 1, SECTION I, 1.1, RULE 1
ANNEX V

WE, ViscoT MEDICAL, LLC, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
93/42/EEC oF 14 JUNE 1993 CONCERNING MEDICAL DEVICES;

INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DIRECTIVE 2007/47/EEC.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.

STANDARDS APPLIED: SEE ATTACHED LIST OF (HARMONISED - EN) STANDARDS FOR WHICH DOCUMENTED EVIDENCE OF COMPLIANCE

CAN BE PROVIDED.

1.) BS EN ISO 13485:2003 MEDICAL DEVICES- QUALITY MANAGEMENT SYSTEMS-REQUIREMENTS FOR REGULATORY PURPOSES
2.) EN 980:2008 GRAPHICAL SYMBOLS FOR USE IN THE LABELLING PF MEDICAL DEVICES
3.) ANSY/AAMI/ISO 11137-1:2006 REQUIREMENTS FOR DEVELOPMENT, VALIDATION AND ROUTINE CONTROL OF A STERILIZATION

PROCESS FOR MEDICAL DEVICES.
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