G/TBT/N/EEC/291
Page 2

	World Trade

Organization
	

	
	

	
	G/TBT/N/COL/153

11 August 2010



	
	(10‑4278)

	
	

	Committee on Technical Barriers to Trade
	Original:  
Spanish


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

	1.
	Member to Agreement notifying:  COLOMBIA
If applicable, name of local government involved (Articles 3.2 and 7.2):

	2.
	Agency responsible:  Instituto Colombiano Agropecuario, ICA (Colombian Agricultural Institute)
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 Comercio, Industria y Turismo (Ministry of Commerce, Industry and Tourism)

	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):  Medicines, biologics, bases for magistral preparations, cosmetics, pesticides, miscellaneous veterinary products and diagnostic kits and reagents

	5.
	Title, number of pages and language(s) of the notified document:  Proyecto de Resolución del Instituto Colombiano Agropecuario – ICA "Por medio de la cual se establecen los requisitos para el registro de productor, semielaborador, almacenador e importador de medicamentos, biológicos, drogas blancas, cosméticos, plaguicidas, productos varios veterinarios, kit y reactivos de diagnóstico, y se establecen otras disposiciones" (Draft Resolution of the Colombian Agricultural Institute "Laying down the requirements governing the registration of producers, semi‑manufacturers, storage providers and importers of medicines, biologics, bases for magistral preparations, cosmetics, pesticides, miscellaneous veterinary products and diagnostic kits and reagents, and establishing other provisions") (42 pages, in Spanish).

	6.
	Description of content:  The notified draft Resolution establishes the requirements for the registration and control of natural and legal persons engaged in the production, contract production, semi‑manufacturing, importation and storage of medicines, biologics, bases for magistral preparations, cosmetics, pesticides, miscellaneous veterinary products and diagnostic kits and reagents.  The Resolution covers the following:  Purpose;  Scope;  Definitions;  Registration;  Registration procedures;  Technical visit;  Issue of registration;  Technical tests;  Product registration;  Procedures for and issue of product registration;  Labelling;  Amendment or cancellation of registration;  Research and experimentation;  Obligations;  Prohibitions;  Certification of good practices;  Official control;  Documentation;  Penalties;  and Period of validity.

	7.
	Objective and rationale, including the nature of urgent problems where applicable:  To prevent risks to the environment and to human and animal health.

	8.
	Relevant documents:  Andean Community Decision No. 483 of 8 June 2000;  Decree No. 1840 of 3 August 1994;  Colombian Agricultural Institute (ICA) Resolution No. 1056 of 17 April 1996, except for Articles 26 to 29;  ICA Resolution No. 2377 of 1996;  ICA Resolution No. 353 of 1998;  ICA Resolution No. 2045 of 1999;  ICA Resolution No. 588 of 2000;  and ICA Resolution No. 1704 of 2002.

	9.
	Proposed date of adoption:

Proposed date of entry into force:
	
	Date on which the Resolution is signed

As from the date of publication in the Official Journal

	10.
	Final date for comments:  9 November 2010

	11.
	Texts available from:  National enquiry point [X] or address, telephone and fax numbers, E‑mail and website addresses, if available, of other body:
Enquiry Point:

Contact person:  Daniel Héctor Rico R.

E‑mail:  drico@mincomercio.gov.co and Puntocontactotc‑msf@mincomercio.gov.co

Tel.:
+(57‑1) 606‑7676, Ext. 1690

Telefax:
+(57‑1) 606‑4777

Ministerio de Comercio, Industria y Turismo

Dirección de Regulación

Calle 28 Nº 13A ‑ 15, tercer piso

Bogotá, D.C., Colombia

Tel.:
+(57‑1) 606‑4775

Document available at:  https://servicios.vuce.gov.co/puntocon/

Instituto Colombiano Agropecuario ‑ ICA

Subgerencia de Regulación Sanitaria y Fitosanitaria

Dirección Técnica de Asuntos Internacionales

Calle 37 # 8‑43, Piso 4, Oficina 411

Bogotá, D.C., Colombia

Tel.:
+(57‑1) 287‑2728

Fax:
+(57‑1) 285‑3485

Website:
http://www.ica.gov.co/
Document available at: http://members.wto.org/crnattachments/2010/tbt/col/10_3100_00_s.pdf
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通             报

以下通报根据TBT协定第10.6 条分发
	1.
	通报成员：哥伦比亚
如可能，列出涉及的地方政府名称 ( 3.2条和7.2 条)：

	2.
	负责机构：哥伦比亚农业协会（ICA）

	3.
	通报依据的条款 2.9.2 [X ], 2.10.1 [  ], 5.6.2 [  ], 5.7.1 [  ], 其他:       

	4.
	覆盖的产品 ( 如可能，提供产品的HS 或 CCCN编码, 否则提供国家减让表中所列关税税目号。如可能，可另提供国际标准分类ICS号): 药品、生物制剂、配方制剂基料、化妆品、杀虫剂、各种兽药及诊断试剂盒和试剂

ICS:  11.120.10；65.100；71.100.70          HS: 30；33；38

	5.
	通报文件的标题, 页数和使用语言: 哥伦比亚农业协会决议草案“制定药品、生物制剂、配方制剂基料（bases for magistral preparations）、化妆品、杀虫剂、各种兽药及诊断试剂盒和试剂生产商、加工商、存储供应商和进口商登记要求及制定其它规定”（42页，西班牙语）

	6.
	内容简述: 通报的决议草案对从事药品、生物制剂、配方制剂基料、化妆品、杀虫剂、各种兽药及诊断试剂盒和试剂生产、委托加工、加工、进口和存储的自然人和法人规定了登记和管理要求。决议包括以下内容：目的；范围；定义；注册；注册程序；技术考察；注册发布；技术检测；产品注册；产品注册程序和发布；标签；登记的更改或撤销；研究和实验；责任；禁止；生产管理认证；官方控制；文件；处罚；有效期。

	7.
	目标和理由, 如是紧急措施，说明紧急问题的性质: 防止环境及人类和动物健康危险

	8.
	相关文件: 2000年6月8日安第斯共同体决议No. 483；1994年8月3日法令No.1840；1996年4月17日哥伦比亚农业协会（ICA）决议No.1056，除第26至29条以外；1996年ICA决议No.2377；1998年ICA决议No. 353；1999年ICA决议No. 2045；2000年ICA决议No.588；及2002年ICA决议No. 1704

	9.
	拟批准日期:  
拟生效日期:  
	
	决议签署之日

在官方公报上公布之日

	10.
	提意见截止日期: 2010/11/09

	11.
	文本可从以下机构得到：国家咨询点 [X] 或其他机构，地址、 电话和传真号, e-mail 地址和网址:  



