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

	1.
	Notifying Member:  China 

If applicable, name of local government involved (Article 3.2 and 7.2):   

	2.
	Agency responsible:  State Food and Drug Administration
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above:   

	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):  Medical devices

	5.
	Title, number of pages and language(s) of the notified document:  Notice Regarding the Issuance of Classification Sub-catalog of the IVD Products (3 pages and 32 pages, in Chinese)         

	6.
	Description of content:  The classification sub-catalog concerning 768 IVD products has been made according to the classification principles, which comply with the provision in Article 12 of «Notice Regarding the Issuance of Administration Method (interim) for IVD Products Registration» (SFDA Order No.229). The newly added "reagents related to flow cytometric technology" belongs to Class III. In Class I, the category of "products used in sample processing" are refined. In addition to hemolytic agent, diluents, staining solution in original provisions, it complements and makes clear that buffer solution, extract solution, washing liquid, fixation fluid, preservation solution, substrate solution, stop buffer and extraction and purification solution are managed in accordance with Class I.

	7.
	Objective and rationale, including the nature of urgent problems where applicable:  Safety and health 

	8.
	Relevant documents:  none   

	9.
	Proposed date of adoption:  

Proposed date of entry into force:  
	
	May 2013
November 2013

	10.
	Final date for comments:  60 days after circulation by the WTO secretariat 

	11.
	Text available from:  National enquiry point [X], or address, telephone and fax numbers, e-mail and web-site addresses, if available of the other body:  
WTO/TBT National Notification and Enquiry Center of the People's Republic of China
Tel.:  +86 10 84603768/84603882

Fax:  +86 10 84603811

Email:  tbt@aqsiq.gov.cn
http://members.wto.org/crnattachments/2013/tbt/CHN/13_1060_00_x.pdf
http://members.wto.org/crnattachments/2013/tbt/CHN/13_1060_01_x.pdf
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