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Committee on Technical Barriers to Trade


NOTIFICATION

The following notification is being circulated in accordance with Article 10.6.

1.


Member to Agreement notifying:  SWITZERLAND
If applicable, name of local government involved (Articles 3.2 and 7.2):      

2.


Agency responsible:  Federal Office of Public Health, Liebefeld

Agency or authority designated to handle comments regarding the notification shall be indicated if different from above:  State Secretariat for Economic Affairs

3.


Notified under Article 2.9.2 [X], 2.10.1 [   ], 5.6.2 [   ], 5.7.1 [  ], other: 

4.


Products covered (HS or CCCN where applicable, otherwise national tariff heading.

ICS numbers may be provided in addition, where applicable):  Non-clinical testing on chemical substances, preparations or organisms.

5.


Title, number of pages and language(s) of the notified document:  Ordinance concerning Good Laboratory Practice (GLP).

6.


Description of content:  The GLP requirements and their monitoring are so far based on a guideline.  With the proposed order concerning GLP they will be legally binding, as requested by the revised order relating to toxic substances and the order relating to dangerous substances for the environment, both of them in force since 1 January 1998.  The proposal fully complies with the OECD decision-recommendation from 1981 concerning the mutual acceptance of data in the assessment of chemicals and that from 1989 on compliance with principles of GLP.  The ordinance concerning GLP defines the quality criteria for studies in relation to their planing, organization and documentation.  The order shall substantiate the requirements for monitoring by the Swiss authorities.  As studies will often be submitted for notification several years after their conclusion, the traceability of experiments and results is an important objective of the ordinance.

7.


Objective and rationale, including the nature of urgent problems where applicable: Protection of health and the environment, reduction of animal testing. 

8.


Relevant documents:  Article 75a ordinance relating to toxic substances from 19 September 1983.  Article 32 para. 3 ordinance relating to dangerous substances for the environment from 9 June 1986.

9.


Proposed date of adoption:  1 January 2000.

Proposed date of entry into force:  1 January 2000.



10.


Final date for comments:  20 November 1999.

11.


Texts available (in French or German) from:  National enquiry point [X] or address, e‑mail and telefax number of the other body:       

