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

	1.
	Notifying Member:  CHILE
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible:  Ministerio de Salud (Ministry of Health)
Name and address (including telephone and fax numbers and E‑mail and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above:  Ministerio de Relaciones Exteriores (Ministry of Foreign 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):  Pharmaceutical products

	5.
	Title, number of pages and language(s) of the notified document:  Buenas Prácticas de Manufactura (BPM) para la Industria de Productos Farmacéuticos (Good manufacturing practices (GMPs) for the pharmaceutical industry) (176 pages, in Spanish). 

	6.
	Description of content:  Draft new Technical Standard on Good manufacturing practices (GMPs) in respect of Ministry of Health Supreme Decree No. 3 of 2010 approving the regulations of the National System for the Monitoring of Pharmaceutical Products for Human Use.
This draft Standard will replace Technical Standard No. 127 on Good manufacturing practices (GMPs), approved by Exempt Decree No. 28 of 18 January 2012 and published in the Official Journal of 28 January 2012.

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

	8.
	Relevant documents:  Propuesta de Norma Técnica:  Buenas Prácticas de Manufactura (BPM) para la Industria de Productos Farmacéuticos (Draft Technical Standard:  Good manufacturing practices (GMPs) for the pharmaceutical industry). 

	9.
	Proposed date of adoption:
Proposed date of entry into force: 
	}
	The corresponding decree will be issued once the time required for analysing comments has elapsed.

	10.
	Final date for comments:  10 December 2012

	11.
	Texts available from:  National enquiry point [X] or address, telephone and fax numbers and E‑mail and website addresses, if available, of other body:
Departamento de Acceso a Mercados
Dirección General de Relaciones Económicas Internacionales

Ministerio de Relaciones Exteriores

Teatinos 180, piso 11, Santiago

Tel.:
(+56) 2 827‑5491
Fax:
(+56) 2 380‑9494

E‑mail:
tbt_chile@direcon.cl;  cvasquez@direcon.cl
Text available online at:
Part 1:
http://www.minsal.gob.cl/portal/url/item/c5c3473f9b7e5df0e040010164012ce0.pdf
Part 2:
http://www.minsal.gob.cl/portal/url/item/c5c3473f9b825df0e040010164012ce0.pdf
Part 3:
http://www.minsal.gob.cl/portal/url/item/c5c32c8323602fb0e04001016401020b.pdf
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