Medical Device Regulatory Requirements for Venezuela

Updated: June 2008

Disclaimer: The information contained in this profile, derived from public sources, is
intended for basic market planning. While this and other profiles on this site are updated
periodically and are current to the best of our knowledge, regulatory systems are subject
to change. For detailed and definitive information about a country’s laws and policies, the
government of the country concerned should be consulted. Please contact us if you
discover any necessary changes.

For general information on Venezuela, please visit the CIA World Factbook entry on that
country at https://www.cia.gov/cia/publications/factbook/geos/ve.html

Web links were current as of April 2007.
Overview
Regulatory Agency

The Office of Registration and Control for Medical and Paramedical Equipment and
Supplies (OICEMP), a department of the Ministry of Popular Power for the Health
(MPPS) is charged with regulating medical and dental device registration in Venezuela.

Regulations

All medical equipment, apparatus, systems, etc., whether imported or locally
manufactured, must be registered with OICEMP. For imported goods, MPPS coordinates
with the Venezuelan Customs to verify the equipment's origin and specifications before it
can actually be sold in the local market. All imported medical equipment and supplies,
including disposable items, undergo scrutiny in customs before it be registered by MPPS.

Documents Required

All documentation must be in Spanish. U.S. Food and Drug Administration clearances
are accepted, so products already on the U.S. market should experience little difficulty
entering the Venezuelan market.

The registration of medical devices from the United States requires all the following
documentation:

a) application form (Registro Sanitario de Materiales o Equipos para la Salud), with
fees
b) proof of current registration of VVenezuelan solicitor with OICEMP


https://www.cia.gov/cia/publications/factbook/geos/ve.html

c)
d)

€)

copy of original registration (for registration renewals)

FDA certificate of free sale for the product, translated into Spanish

FDA issued certificate of compliance with Good Manufacturing Practice,
translated into Spanish

letter of authorization to sell the product in Venezuela, issued by the manufacturer
final product drawings

list of components’ materials

labels and directions for use

packaging materials

quality control test methods and records

stability studies certificate

m) clinical publications

n)

product brochure (in Spanish)

Labeling

Labeling requirements for Venezuela, as well as for most Latin American countries, are
as follows, all of which must be in Spanish:

Name of the device

Country of origin

Name of the manufacturer

Importer or distributor’s address

Date of manufacture, series, and model
Expiration date

If appropriate, indication of the product’s sterility
Any special storage conditions

Intended use of the product

Definition of any symbols and warnings
User instructions

Indication if device is refurbished

Taxes and Duties

HTS code 3005: bandages and similar articles, impregnated or coated with
pharmaceuticals or put up for retail sale for medical, surgical, dental or veterinary uses --
10, or 15%.

HTS code 3306: preparations for oral or dental hygiene, including denture fixative pastes
and powders -- dental floss yarn: 20%.

HTS code 3407: modeling pastes, including those for children; dental impression
compounds; preparations for use in dentistry, with a basis of plaster -- pastes: 20%, wax
& impression components: 15%, other preparations: 10%.



HTS code 9018: instruments and appliances used in medical, surgical, dental or
veterinary sciences (including electro-medical and sight-testing); parts etc. thereof -- 5,
10, or 15%.

HTS code 9402: medical, surgical, dental or veterinary furniture; barbers' and similar
chairs having rotating, reclining and elevating movements; parts thereof -- furniture:
20%, parts: 15%.

Contact Information
Government Agencies

Ministerio del Poder Popular para la Salud (MPPS)
Proyecto Salud

Edificio Sur, Piso 8, Centro Simon Bolivar

Caracas 1010, Venezuela

Phone: (011) (58212) 408-0000

Fax: (011) (58212) 481-6371

Oficina de Inscripcion y Control de Equipos y Material
Medico-Paramédico "OICEMP"

Torre Sur, Piso 8, Oficina 821

Centro Simon Bolivar

Caracas 1010, Venezuela

Phone: (011) (58212) 408-0012

Fax: (011) (58212) 483-4219

Instituto VVenezolano de Los Seguros Sociales (IVSS)
Edificio Sede IVSS

Esq. de Altagracia, Ed. sede 1SS, Parroquia Altagracia
Caracas — Venezuela

Phone/Fax: (011) (58212) 801.10.59

Trade Associations

Asociacion Venezolana de Distribuidores de Equipos Médicos, Odontolégicos, de
Laboratorios y Afines (AVEDEM)

Avenida Francisco de Miranda

Edificio Centro Seguros La Paz, Piso 4, Ofic. Norte

41-A. La California Norte

Caracas 1070, Venezuela

Phone: (011) (582) 237-3986 / 239-4873

Fax: (011) (582) 237-2923



U.S. Commercial Service

Betty Castro, Commercial Assistant
U.S. Embassy Caracas

Urb. Colinas de Valle Arriba

Calle F con Suapure

Phone: (58212) 907-8398

Fax: (58212) 975-9643

Email: Betty.Castro@mail.doc.gov
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