Thank you for contacting us! Please fill in the following data. We need the information for preparing a quotation for you. The questionnaire can be used as a fax copy form. Please be aware that different annexes of the EU - Directives) can be used for different devices or device categories. Thank you for your efforts! 


Please send or fax the filled in form back to EUROCAT Institute for Certification and Testing, �Wittichstraße 2, D-64295 Darmstadt, Germany:


	Fax. No.: +49 6151-500 35-50	e-mail: info@eurocat.de


General data


Company name:�
�
Address :








Phone :	Fax :	www.�
�
Locations (subsidiaries/production sites/selling offices) :�
�






�
�



Contact partner in your company :�
�
�
Name :�
�
Phone:�
�
�
Function :�
�
Fax :�
�
�
e-mail:�
�
�
�
�



European representative :�
�
�
Name :�
�
Phone:�
�
�
Function :�
�
Fax :�
�
�
e-mail:�
�
�
�
�



Short description of the company / service:�
�









�
�
�
Structure of your company and number of employees


Department�
Number of employees (approx.):�
�
Development :�
�
�
Production :�
�
�
Administration :�
�
�
Sales people / service:�
�
�
Quality department:�
�
�
Split up into�
�
�
Full-time employees�
�
�
Part-time�
�
�
Trainee�
�
�
Total :   �
�
�
Subcontractors


Name and address of subcontractor


�
Provided service�
�



�
�
�



�
�
�



Product information (e. g. brochures or instructions for use)





�
Medical device (MD)�
In Vitro �Diagnostics�
general�
�
Product name/�product category�
No�
Yes�
class�
No�
Yes�
List A/B/-�
sterile�
measuring function�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
Product standards used:	


Does the device incorporate  :             � FORMCHECKBOX �� medicine ?                 � FORMCHECKBOX �� animal tissue?


materials/plastics used:	


Is the medical device designed for combination with other products ?	 � FORMCHECKBOX �� yes	� FORMCHECKBOX �� no


�
Desired module of certification


quality system�
medical device�manufacturer�
Directive 93/42/EEC MDD�
Directive 98/79/EC IVD�
�
(  )  DIN EN ISO 9001:2000*�
(  )  DIN EN ISO 13485:2003*�
(  )  Annex II�
(  )  Annex IV�
�
�
(  )  DIN EN ISO 13485:2001�
(  )  Annex V�
(  )  Annex VII�
�
�
(  )  DIN EN ISO 13488:2001�
(  )  Annex VI�
�
�
�
(  )  DIN EN 46003:1999�
�
�
�
*Please fill in the exclusions: _____________________________________________


�
�






If you are already certified


Certified by:�
�
�
�
�
�
Valid until:�
�
Certified according to:











�
DIN EN ISO 900__:____


DIN EN 4600__:____


DIN EN ISO 1348_:____


Annex__  93/42/EWG


Annex__  98/79/EG�
__________________________


__________________________


__________________________


__________________________


__________________________�
�
Next audit date: ___________�
�
�
�
Have all deviations been corrected since the last audit?


� FORMCHECKBOX �� Yes	� FORMCHECKBOX �� No	If not, why :	


	�
�
Reasons for potential change:�
�
What would be the preferred take over date ?�
�



�
Please add a copy of your certificates


Certification


Which departments or locations of your company are subject of certification :


� FORMCHECKBOX �� The company as a whole


� FORMCHECKBOX �� The following parts of the company :	


		


When has your company established the quality system ? 	


Has there been any auditing or certification of your quality system within the last 5 years by other certification firms / organisations ? If yes :


Firm / organisation�
According to which standard�
Date�
�



�
�
�
�



�
�
�
�
Possible date to receive your quality manual for review ?	Date :	


Desired date for the certification audit:	Date :	


Initial meeting desired:	� FORMCHECKBOX �� yes	� FORMCHECKBOX �� no	Date :	


Pre-audit desired :	� FORMCHECKBOX �� yes	� FORMCHECKBOX �� no	Date :	


Audit language:	� FORMCHECKBOX �� English	� FORMCHECKBOX �� German	� FORMCHECKBOX �� other :	


Language in documents:	� FORMCHECKBOX �� English	� FORMCHECKBOX �� German	� FORMCHECKBOX �� other :	


Any remarks and wishes


	


	


	


	








__________________	____________________________


Location and date			Signature of representative


TGA-Scope:	 (filled in by EUROCAT)


B_1_1_001_e�
Questionnaire for the conformity�assessment of quality systems�
�Notified Body�
�






EUROCAT Institute for Certification and Testing GmbH ( Wittichstraße 2 ( D-64295 Darmstadt


Tel.: 06151-500 35-0 ( Fax.: 06151-500 35-50 ( Seite � PAGE  \* MERGEFORMAT �2� von � NUMPAGES  \* MERGEFORMAT �4�( � FILENAME  \* MERGEFORMAT �B_1_1_001_e.DOC�, Rev. 0 ( Apr. 05











