We would like to thank you for your request. �To make an offer, we need additional information. Please find enclosed our questionnaire. As soon as we receive the questionnaire we will send you an offer.

Do not hesitate to contact us, if you need further information.

EUROCAT Institute for Certification and Testing GmbH

Wittichstraße 2

D-64295 Darmstadt, Germany

Fax: +49 6151-50035-50



1. Applicant

Company :�VAT No.:��Contact :�Position :��Address :�Telephone :���Fax :���E-mail :��2. EU Representative (if non  EU applicant)

Company :�VAT No.:��Contact :�Position :��Address :�Telephone :���Fax :���E-mail :��3. Manufacturer (if other than applicant)

Company :�VAT No.:��Contact :�Position :��Address :�Telephone :���Fax :���E-mail:��

�4. Service requested�

	 �Permission according EC directives 93/42/EEC��� FORMCHECKBOX ���Annex III, EG-Type examination ��� FORMCHECKBOX �� �Assessment of technical documentation ��� FORMCHECKBOX ���Voluntary Type examination��� FORMCHECKBOX �� �Annex IV, EG-Testing (Lot testing)���Foreign permissions / testing��� FORMCHECKBOX ���North America  (FDA)                             � FORMCHECKBOX �� 510(k);                   � FORMCHECKBOX �� PMA��� FORMCHECKBOX ���Australia  (TGA)��� FORMCHECKBOX ���UL��� FORMCHECKBOX ���CSA��� FORMCHECKBOX ���Other  ......................................���Further testing��� FORMCHECKBOX ���Climate testing / simulation��� FORMCHECKBOX �� �Validation of medical software  (acc. EN 60601-1-4)��� FORMCHECKBOX �� �Validation of process software��� FORMCHECKBOX ���Protection classes                                      � FORMCHECKBOX �� IP XX                      � FORMCHECKBOX �� AP / APG��� FORMCHECKBOX ���Insulation testing��� FORMCHECKBOX ���component testing        (component: .............................................) ��� FORMCHECKBOX ���Electromagnetic compatibility  (EMC) acc. EN 60601-1-2  ��� FORMCHECKBOX ���Testing against standards    (requested standard:...................................................)��� FORMCHECKBOX ���Process validation acc. QSR  (Quality System Regulation)���5. Product information’s 

Product name / category:���Product type / model: ���Medical device : 

Active / not active :

Class :   � 	Yes � FORMCHECKBOX �� 	No � FORMCHECKBOX �� 

	� FORMCHECKBOX �� a;  � FORMCHECKBOX �� na

	� FORMCHECKBOX �� I;  � FORMCHECKBOX �� IIa;  � FORMCHECKBOX ��  IIb;  � FORMCHECKBOX �� III��General information :�� FORMCHECKBOX ��  medical electrical equipment (without software)

� FORMCHECKBOX �� medical electrical equipment (including software)

� FORMCHECKBOX ��  software 

� FORMCHECKBOX ��  direct contact with cells or tissue ?

� FORMCHECKBOX ��  application time:............................min / h  /  d��Technical data : �weight:....................Kg

voltage:.......................V

frequency:   DC  /  AC:..................Hz

battery operated:         � FORMCHECKBOX �� yes  /   � FORMCHECKBOX �� no

power consumption:........................W/A/VA

class    I � FORMCHECKBOX ��    /   II � FORMCHECKBOX �� 

other:................................................................................................��For development used standards :�� FORMCHECKBOX �� EN 60601-1

� FORMCHECKBOX �� EN 60601-1-2 

� FORMCHECKBOX �� EN 60601-2-XX ............

� FORMCHECKBOX �� ...................................................�� FORMCHECKBOX �� EN 60950 

� FORMCHECKBOX �� EN 61010-1

� FORMCHECKBOX �� ................................................

� FORMCHECKBOX �� ................................................��

6. The following documents are submitted

� FORMCHECKBOX ���Advertising media’s  �� FORMCHECKBOX ���Test reports / Certificates��� FORMCHECKBOX ���User manual�� FORMCHECKBOX ���Photos of the product��� FORMCHECKBOX ���Circuit diagram / Drawings of the product�� FORMCHECKBOX ���Samples��

Please note:

The information’s from this questionnaire is a basic for our offer.

�

7.	Technical documentation��Yes��No�not �applicable��Is a EMC test report of an accredited test laboratory available?�� FORMCHECKBOX ���� FORMCHECKBOX ���� FORMCHECKBOX ����Do you have a test report according to relevant technical standards of an accredited test laboratory?

If yes (): ...............................................................�� FORMCHECKBOX ���� FORMCHECKBOX ���� FORMCHECKBOX ����Is biocompatibility tested of an accredited test laboratory?�� FORMCHECKBOX ���� FORMCHECKBOX ���� FORMCHECKBOX ����Is a risk analysis available?�� FORMCHECKBOX ���� FORMCHECKBOX ���---��Is there a CE-checklist ? 

(The CE-checklist is a survey how to use standards or sections of standards to fulfill the essential requirements according annex I  93/42/EEC.)�� FORMCHECKBOX ���� FORMCHECKBOX ���---��8. 	Language

Requested language of documentation:      � FORMCHECKBOX �� German	        � FORMCHECKBOX �� English

9. Appointments 

requested date:	______________

general information’s (free) requested:	� FORMCHECKBOX �� yes  � FORMCHECKBOX �� no        date:	______________

special information’s (******) requested:  	� FORMCHECKBOX �� yes  � FORMCHECKBOX �� no        date:	______________

10.  Data security

Transmission of confidential information’s :

   � FORMCHECKBOX ��   Fax transmission

   � FORMCHECKBOX ��   e-mail transmission

   � FORMCHECKBOX ��   exclusively by post 

   � FORMCHECKBOX ��   e-mail and encoding software (PGP)*

    * manual and PGP software available by EUROCAT 

11.  Comments

	

	

	



__________________	____________________________

Place and date 	Sign of authorized person 

�Thanks for your effort !�EUROCAT will send you as soon as possible an offer or contact you direct.
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