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Marketing a Medical Marketing a Medical DeviceDevice inin
LatinLatin AmericaAmerica CountriesCountries::

–– RoutesRoutes to to MarketMarket --

•• UnderstandingUnderstanding thethe LatinLatin AmericaAmerica RA RA LegislationLegislation;;

•• LearningLearning howhow to to improveimprove thethe RA RA environmentenvironment in in LatinLatin

AmericaAmerica CountriesCountries;;
•• CrossCross CultureCulture;;
•• DefinitionDefinition ofof a Medical a Medical DeviceDevice
•• General General PrinciplesPrinciples ((ReasonableReasonable SafetySafety andand EffectivenessEffectiveness))



UnderstandandingUnderstandanding LatinLatin AmericaAmerica RegulatoryRegulatory SystemSystem

••WhatWhat shouldshould
youyou knowknow??

WhatWhat is is thethe rightright routeroute??



DO YOU KNOW WHERE  DO YOU KNOW WHERE  
YOU ARE??!!!YOU ARE??!!!

HOW CAN 
YOU 

DEVELOP 
SUCESSFUL 
STRATEGIES 

FOR THE 
LATIN 

AMERICA 
MARKET?



Cross culture...

•Language;

•Popular culture;

•Timing;

•Interests;

•Local Government



OFFICIAL LANGUAGE OFFICIAL LANGUAGE –– PORTUGUESE AND SPANISHPORTUGUESE AND SPANISH

Argentina; BolArgentina; Bolíívia; via; BrazilBrazil,,
Belize; Caribe; Belize; Caribe; 

Chile; Colômbia; Costa Chile; Colômbia; Costa 
Rica;Rica;
Cuba;  Cuba;  ElEl Salvador; Salvador; 

Equador;Equador;
Guiana Francesa; Guiana Francesa; 

Guiana; Guatemala;Guiana; Guatemala;
Honduras; Honduras; MexicoMexico;;

NicaraguaNicaragua; ; PanamaPanama; Peru; ; Peru; 
ParaguayParaguay;;
Suriname; Suriname; UrugauyUrugauy; ; 
VenezuleaVenezulea

LATIN AMERICA LATIN AMERICA 

21 COUNTRIES21 COUNTRIES



How to Identify the right...
• Partner...
• Consultant...
• Market...
• Distributor...
• Model...
• Strategy...

AndAnd ControlControl youryour
business staff!business staff!

DEVELOPPING 

AN SPECIFIC 

R.A. PLAN



•Legal System;

•Government Structure;

•Administrative Law System;

•Administrative Procedures;

• Legal Requirements;

•International Agreements

Ask: what is the... 



• Understand the legal requirements;
• Identify comum documents;
• Identify the main local laws;
• Identify the main international agreements;
• Identify the “distributor” and/or the distribution

system””;
• Identify the local consultant;
• Control local staff’;

To facilitate the RA process...



TO DO BUSINESS OUTSIDE OF YOUR TO DO BUSINESS OUTSIDE OF YOUR 
COUNTRY...COUNTRY...

Do not wear wrong sizes.....



General General PrincipalsPrincipals ofof MarketMarket
ClearanceClearance......

•• PREVENCION OF HARMPREVENCION OF HARM

•• PROMOTION OF BENEFITPROMOTION OF BENEFIT

ProtectProtect thethe publicpublic fromfrom productsproducts thatthat are are 
unsafeunsafe oror ineffectiveineffective

((ReasonableReasonable SafetySafety andand EffectivenessEffectiveness))



LEGAL CONCEPTSLEGAL CONCEPTS
BRAZIL

Healthcare product such as equipment, device, material, article or system for 
medical, dental or laboratory use or application, intended for the purposes of 
prevention, diagnosis, treatment, rehabilitation or anticonception and that 
does not make use of any pharmacological, immunological or metabdoes not make use of any pharmacological, immunological or metabolic olic 
means to perform its main function in human beingsmeans to perform its main function in human beings, although it may be 
assisted in its functions through such means.

ARGENTINA

• Any healthcare product such as equipment, device, material, article or 
system for medical, dental or laboratory use or application intended for 
prevention, diagnosis, treatment, rehabilitation or anticonception and that that 
does not make use of any pharmacological, immunological or metabdoes not make use of any pharmacological, immunological or metabolic olic 
means to perform its main function in human beingsmeans to perform its main function in human beings, although it may be 
assisted in its functions through such means.



LEGAL DEFINITIONSLEGAL DEFINITIONS
URUGUAY

"Therapeutic device": any article, instrument, device or artifact including the 
components, parts or accessories thereof for use in:

• a) Diagnosis, treatment, attenuation or prevention of a disease, disorder or 
anomalous physical state and the symptoms thereof.

• b) Restoring, correcting or modifying a physiological or bodily structure function.
• c) Avoiding pregnancy.
• d) Caring for human beings during pregnancy or birth, or immediately thereafter. 

MEXICO

Devices, accessories and instruments for a specific purposes, intended to 
provide medical care, surgery or exploratory diagnostic, treatment and 
rehabilitation procedures in patients, as well as those intended for biomedical 
research purposes.



What does the LAW require...
BrazilBrazil, , MexicoMexico, , ColombiaColombia, Venezuela, Uruguai, Chile... , Venezuela, Uruguai, Chile... 

Presence in the countrie (through distributor / 
company);
Product registration / Certification of free sale;
Device Classification – Three levels: Class I, II and III
GMP (not for Chile*);
Technical Report;
Compliance with label requirements (local rules –
people culture)
Instruction of use;
Clinical studies of significant risk,



Regulatory Process

• Application Forms.
• Deed of Entitlement of the Company.
• User Fees
• Valid State/Municipal License.
• Valid Technical Liability Certification.
• Trade Mark.
• Operating Instructions.
• Document showing the technical responsibility - issued by the 

respective entity
• Product Registration in the Country of Origin / BPF Certification.
• Conformity Certificate (if necessary).
• Deed of Liability.
•• TechnicalTechnical ReportReport (!)(!)



Contractual Aspects

• Guarantee of Replacement Parts
• Guarantee that Technical Manuals are supplied
• Technical Competence of the Bidder
• Liability in the case of Technical Failure of the Equipment
• Training 
• Guarantee Conditions

• Guarantee of Replacement Parts
• Form of Maintenance
• Purchase process with commitment from the supplier/manufacturer to furnish

replacement parts/material consumed, for a minimum period of 10 years, guarantee
of the utility of the equipment, regardless of any possible manufacture discontinuity.

• Imported Equipment
• Maintenance with a greater or lesser agility
• Negotiation with the manufacturer and/or supplier of the minimum stock levels of the

parts considered critical



                                                                        R egis t ra t io n o f   M edica l D ev ices  with the  P ublic  H ea lth A utho rit ies   in Lat in A m érica

B razil M exico A rgent ina C o lo m bia Uruguay C hile 2 Venezue la
Yes Yes Yes Y es Yes N o Yes

C o py o f  no t if ica t io n o r autho riza t io n issued by the  public  hea lth autho rit ies   Yes Yes Yes N o N o N o Yes
T echnica l and sc ient í f ic  info rm at io n Yes Yes Yes Y es Yes N o Yes
T echnica l and sc ient í f ic  info rm at io n Yes Yes Yes Y es Yes N o Yes
Ins truc t io ns  fo r use  o r o pera t ing m anua l writ ten in S panish  Yes Yes Yes Y es Yes N o N o
D escript io n o f  fabrica t io n pro cess  Yes Yes Yes Y es Yes N o N o
D escript io n o f  s t ruc ture , m ateria ls , parts  and funct io ns Yes Yes Yes Y es Yes Yes N o
D ec lara t io n o f  go o d fabrica t io n prac t ices  Yes Yes Yes N o N o N o N o
B iblio graphic  re fe rences  Yes Yes N o N o N o N o N o
R est ric t io n- f ree  sa le  cert if ica te  o r equiva lent  issued by the  public  hea lth autho rity in the  co u Yes Yes Yes Y es Yes N o Yes
P o wer o f  A t to rney issued by the  m anufac turer Yes Yes Yes Y es Yes Yes Yes
C ert if ica te  o f  go o d  fabrica t io n pract ices  issued by the  public  hea lth autho rity in the  co untry Yes Yes Yes N o N o Yes Yes

Origina l ana lys is  cert if ica te  issued by the  co m pany m anufac turing the  pro duct , giv ing its  
regis te red co rpo rate  nam e  and  s igned by the  chem ists  represent ing the  fo re ign co mpany Yes Yes N o N o N o N o N o
P ro o f  o f  qua lity co ntro l  N o N o Yes Y es N o N o N o
C ert if ica te  issued by the  Superintendency fo r Industry and T rade, s ta t ing whether o r no t  the  
pro duct  brand name is  regis te red and whether o r no t  it  is  ava ilable  fo r regis t ra t io n   Yes N o N o Y es N o N o N o
C o py o f  regis t ra t io n do cum ent  o f  the  technica l representa t ive  with the   respect ive   
P ro fess io na l B o ard Yes N o Yes N o N o N o N o
Im po rte r cert if ica te  issued by the  C hamber o f  C o mm erce   N o N o N o Y es N o N o N o
Writ ten autho riza t io n issued by to  the  im po rte r by the  pro prie to r o f  the   pro duct   co vering 
the  applica t io n  fo r regis t ra t io n with  the  public  hea lth autho rit ies  and  permiss io n to  se ll 
the   pro duct Yes N o N o Y es N o N o Yes

D o cum entary ev idence  o f  co rpo ra te  regis t ra t io n and s ite  licenses  issued by the   M inis t ry 
fo r P ublic  H ea lth  Yes N o N o N o Yes N o N o

C o py o f  do cum enta t io n appended to  the   pro duct   a t  the  t im e  o f  sa le  ( lea f le ts , inst ruc t io ns , 
warrant ies , e tc .) Yes N o N o N o Yes N o N o
C ert if ica t io n o f   ana lyt ica l and /  o r  c lí nica l ev idence   pro v ing the  qua lity and e f f icacy o f  the   
pro duct  charac teris t ics  as  described, undertaken in the  co untry o f   o rigin and appending 
qua lity, s tability and /  o r ac t iv ity pro to co ls  tha t  guarantee   pro d Yes N o N o N o N o Yes Yes
Qua lity cert if ica te  and  ana lys is  pro to co l pro v iding  sa t is fac to ry do cum entary pro o f  o f  the  
pro duct  charac teris t ics , issued by the  M inis t ry o f  P ublic  H ea lth N o N o N o N o N o Yes Yes

  

2 . N o  regis t ra t io ns  required fo r m edica l dev iced.

1.  N o tarized thro ugh the  lega l  pro cedure  s t ipula ted in the  co untry o f  o rigin, in S panish o r ano ther language  with the  respect ive  
t rans la t io n into  S panish by a  qua lif ied expert   t rans la to r, if  the  pro duct  is  no t  m anufac tured by head o f f ices  by head o f f ic



The Source of Enforcement and
Harmonization Process...

INTERNATIONAL AGREEMENTSINTERNATIONAL AGREEMENTS

•• MercosurMercosur
•• WTO WTO –– GATTGATT
•• NAFTA  NAFTA  
•• PARIS AGREEMENT...PARIS AGREEMENT...



Frequentely asked questions...

WhatWhat are are thethe time frame for medical time frame for medical equipmentequipment
registrationregistration??
Is Is therethere a a premarketpremarket notificationnotification processprocess??

CanCan wewe marketmarket thethe usedused oror recycledrecycled productsproducts??

HowHow is is thethe clinicalclinical trialtrial processprocess for medical for medical devicedevice??

HowHow manymany distributordistributor cancan marketmarket mymy productproduct andand
registerregister it? it? 

WhatWhat is is thethe confidentialconfidential protectionprotection systemsystem??

CanCan wewe launchlaunch thethe productproduct in in thethe marketmarket withoutwithout registrationregistration??



• BRAZIL – ANVISA (www.anvisa.org.br)

• ARGENTINA – ANMAT (www.anmat.org.ar)

• BOLÍVIA – DINAMED (www.sns.gov.bo/dinamed)

• México – Cofepris (www.cofepris.gov.mx)

• URUGUAY – (www.msp.gub.uy)

• CHILE – Instituto de Salud Pública (www.ispch.cl) *

• VENEZUELA – (www.msds.gov.ve/msds)

GOVERNMENT OFFICESGOVERNMENT OFFICES



ThankThank YouYou!!

Eliana @Eliana @silvademoraes.comsilvademoraes.com..brbr
www.silvademoraes.com.brwww.silvademoraes.com.br

www.abpvs.com.brwww.abpvs.com.br


