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Medical Device Regulatory
Requirements for

Colombia

Disclaimer: The information contained on this website is derived from public sources and is
current to the best of our knowledge. For detailed and definitive information about a country's
laws and policies, the government of the country concerned should be consulted.

Regulatory Agency

The regulatory agency is the National Institute of Surveillance of Medicine and Foods in the
Ministry of Health. The Colombian Ministry of Foreign Trade controls imports and exports and
enforces regulations.

Registration

The Colombian Government registers imports and exports through the Colombian Ministry of
Foreign Trade (previously registered by INCOMEX). Under the Decrees 1292 and 1298,
Resolutions 2092 and 5039, the following is required, but not enforced:

a. Certificate to Foreign Government

b. Letter of Authorization

c. Final Product Drawings

d. List of Components/Materials

e. Manufacturing Method

f. Labels/Directions for Use

g. Sterilization Parameters

h. Packaging Materials

i. Quality Control Test Methods

j. Product Brochure

Import License

Medical equipment is classified on the free import list, which means that they do not require an
approved import license. However, the importer has to register the transaction with the
Ministry by completing a form provided by the Ministry at a cost of approximately US $15. The
form must be completed in Spanish, except for trade names, book titles, or other terminology



that cannot be translated. It must include the following information:

a. Import value - FOB price in U.S. dollars

b. Customs schedule classification. Only those products

classified under the same four initial digits of the

Harmonized Tariff Schedule can be included in the same

registration form.

c. Units - Quantity - Unit Price - Total Value

d. Product description. Transcription of the product

description, as it appears in the Harmonized Code, and a

complete description of the product to facilitate its easy

and unmistakable identification, specifying characteristics

such as commercial, technical or scientific name, trade

mark, model, size, final use, etc.

e. Name and address of foreign supplier

f. Shipping company name and address

g. Colombian port of entry

h. Country of origin

i. Shipping port

Although the categories of goods may be on the free import list, an import license is still
required when: (1) the importer is a government entity; (2) the importer requests exemption
from payment of import duties; (3) the goods are classified as non-reimbursable. The latter is
the case when the payment does not require use of the country's international reserves, which
is very often true for oil, gas and mining equipment.

Standards

The Colombian Institute of Technical Standards (ICONTEC) is a national governmental
organization in charge of setting standards for products and equipment manufactured or
imported into Colombia. Standards established by ICONTEC are generally in agreement with
international standards and practices.

Pre-shipment Certification

Through Decree 861, adopted in May of 1995 and enforced February 1, 1996, the Colombian
Government officially established a list of sensitive products that must undergo inspection and
clearance for imports into Colombia. This new customs system calls for pre-shipment



certification by authorized international certification companies (ICCs) and the intervention of
Customs intermediation companies (CICs) as sole authorized private customs agents. Two ICCs
and 25 CICs have been authorized to operate under the new system.

Import Duties and Taxes

Since August of 1991 all duties were consolidated into four tariff levels: (a) zero per cent for
primary goods, inputs and capital goods not produced within the country; (b) 5 and 10 percent
for the same categories produced in country; (c) 15 and 20 percent for final consumer goods.
The average duty is currently 11.9 percent. For medical equipment duties range between 5
and 15 percent.

Since January 1996, most imports and sales transacted in Colombia (including medical
equipment) are subject to a 16 percent value added tax (IVA). This tax applies to domestically-
produced goods as well as imports and, in the case of imports, is assessed on the CIF value (in
Colombian pesos) plus any applicable import tariff.

Importers may deduct the paid Value Added Tax (IVA) from their monthly IVA tax report when
retail sales are made to third parties either as the final product, or as a part of a
manufacturing or any other process that adds value to the imported product. This deduction is
not allowed for imports performed by importers who are final users.

As a member of the Andean Community Market (ANCOM) and the Latin American Integration
Association (LAIA), which replaced the Latin American Free Trade Association (LAFTA),
Colombia maintains a system of preferential tariff rates for eligible imports from member
countries. In December of 1991, the presidents of the Andean Common Market (ANCOM)
countries (Bolivia, Colombia, Ecuador, Peru, and Venezuela) met in Cartagena and decided to
accelerate the regional free trade market with common external tariff schedules of 5, 10, 15,
and 20 percent. The Agreement became effective in January of 1995.

Distribution

A key element for success in marketing is to appoint a reliable and well-informed
representative. Colombian representatives of medical equipment are willing to take new and
additional U.S. brands (new to market). If supplying to the public sector, the U.S. firm should
have a representative available and duly registered with prospective end-users to respond
quickly to international and/or private bids.

Introducing new technology based equipment into the Colombian market usually requires
promotion including the following: market exposure at national and international congresses of
the different medical specialties; publication in medical scientific magazines; accurate and
complete information provided to the medical specialty association(s); seminars for medical
doctors organized by the local representative of the U.S. manufacturer.

Contacts

Government Agencies

The Commercial Service



American Embassy

Calle 22D Bis No. 47-51

Bogota, Colombia

Dorothy L. Lutter, Senior Commercial Officer

Maria Teresa Pena, Commercial Assistant - MTeresa@doc.gov

Phone: Embassy Switchboard: (571) 315-0811

Direct lines: (571) 315-2126/315-2298

Fax: (571) 315-2171/315-2190/315-2197

e-mail: OfficeBogota@doc.gov

Ministry of Health

(Ministerio de Salud)

Carrera 13 No. 32-76 Edificio Urano

Santafe de Bogota DC, Colombia

Phone: (571) 336-5066

Fax: (571) 336-0296

Contact: Maria Teresa de Saade, Minister

Luz Stella Mendez, Advisor, Development of Health Care Services

Departemento Nacional de Planeacion

(National Planning Department - DNP)

Calle 26 No. 13-19, Piso 5

Santafe de Bogota DC, Colombia

Phone: (571) 336-1600

Fax: (571) 281-3348

Contacts: Maria del Pilar Granados, Chief, Unidad de Inversiones Publicas

Maria Cristina Penalosa, Advisor, Health Care Division

Financiera de Desarrollo Territorial S.A. - FINDETER

(Regional Development Financial Institution)



Calle 103 No. 21-20

Santafe de Bogota DC, Colombia

Phone: (571) 623-0262

Fax: (571) 623-0270

Contact: Hector Quintero-Arredondo, President

Superintendencia Nacional de Salud

(National Health Care Superintendency)

Cecilia Teresa Garcia-Prieto, Directora General de Entidades

Promotoras de Salud

Carrera 13 No. 32-76 Pisos 6-9

Santafe de Bogota DC, Colombia

Phone: (571) 336-4600/283-3219

Fax: (571) 283-3555

Contact: Luis Alberto Sierra Torres, Superintendent

Superintendencia de Subsidio Familiar

Calle 45 A No. 9-46

Santafe de Bogota DC, Colombia

Phone: (571) 287-3167

Fax: (571) 287-3054

Contact: Luis Alfredo Baena-Riviere, Superintendent

Associations

Academia Nacional de Medicina

Carrera 7 No. 68-15

Santafe de Bogota DC, Colombia

Phone.: (571) 249-3122/212-8670

Fax: (571) 212-8670

Contact: Gilberto Rueda-Perez, President



Asociacion Colombiana de Empresas de Medicina Integral

Calle 104 No. 23-55

Santafe de Bogota DC, Colombia

Phone: (571) 620-6856 / 214-2458

Fax: (571) 619-8412

Contact: Oscar Emilio Guerra, President

Asociacion Colombiana de Facultades de Medicina

Calle 39A No. 28-63

Santafe de Bogota DC, Colombia

Phone: (571) 244-6826/268-8057

Fax: (571) 269-9584 / 269-9584

Contact: Hector Raul Echavarria, President

Asociacion Colombiana de Fisioterapia

Santafe de Bogota DC, Colombia

Carrera 23 No. 47-51

Phone: (571) 287-6106

Fax: (571) 287-0617

Contact: Maria Cristina Gomez, President

Asociacion Colombiana de Hospitales y Clinicas

Carrera 4 No. 73-15

Santafe de Bogota DC, Colombia

Phone: (571) 312-4411

Fax: (571) 312-1005

Contact: Maria Claudia Garcia, Executive Director

Asociacion Medica

Calle 34 No. 14-13



Santafe de Bogota DC, Colombia

Phone: (571) 232-3577

Fax: (571) n/a

Contact: Ruben Cadavid-Villa, President

Asociacion Colombiana de Medicina Interna

Carrera 16A No. 77-11 Oficina 204

Santafe de Bogota DC, Colombia

Phone: (571) 256-0350/236-8994

Fax: 218-7860

Contact: Adolfo Vera, President

Asociacion de Cajas de Compensacion Familiar--ASOCAJAS

(Association of Social Benefits Funds)

Calle 39 No. 19-29

Santafe de Bogota DC, Colombia

Phone: (571) 3405925 or 285-6360

Fax: (571) 285-6231

Contact: Luis Gonzalo Giraldo, President

Asociacion Medica de Los Andes

Carrera 9 No. 117-20

Santafe de Bogota DC, Colombia

Phone: (571) 215-1320/215-1498

Fax: (571) 215-1376

Contact: Francisco Nunez, General Manager

Asociacion Colombiana de Obstetricia y Ginecologia

Carrera 21 No. 82-68 Of. 601

Santafe de Bogota DC, Colombia

Phone: (571) 617-1476



Fax: (571) 617-1455

Contact: Jaime Camargo-Ferro, President
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