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Foreword 
 

 The 2012 Pharmaceutical Country Profile for Peru 

has been produced by the Ministry of Health, in 

collaboration with the Pan American Health 

Organization / World Health Organization 

(PAHO/WHO). 

 

This document contains information on existing socio-

economic and health-related conditions, resources; as 

well as on regulatory structures, processes and 

outcomes relating to the pharmaceutical sector in Peru. The compiled data 

comes from international sources (e.g. the World Health Statistics1,2), surveys 

conducted in the previous years and country level information collected in 2011. 

The sources of data for each piece of information are presented in the tables that 

can be found at the end of this document. 

 

On behalf of the Ministry of Health, I wish to express my appreciation to the local 

office of the PAHO/WHO in Lima, which leaded the conduction of this survey; to 

the different Directorates and Offices of the Ministry, which provided important 

information for te present document; to the Instituto Nacional de Salud; to the 

Ministry of Defense; to the Ministry of Commerce and Tourism; to the Consejo 

Nacional de Ciencia y Tecnología; to the Instituto Nacional de Defensa de la 

Competencia y de la Protección de la Propiedad Intelectual; to the 

Superintendencia Nacional de Aseguramiento en Salud; to the Social Security 

(EsSALUD); to the Consejo de Evaluación, Acreditación y Certificación de la 

calidad de la Educación Superior/Universitaria (CONEAU); to the non-profit 

organizations as Health Action International (HAI); to the Associations of 

pharmaceutical laboratories as ADIFAN, ALAFARPE, ALAFAL; to the Chamber 
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of Commerce; among others; and also to all the people and the organizations 

that contributed to the process of data collection and the creation of this 

document. I would specially like to recognize the diligent work done by Dr. César 

Amaro Suárez and Dr. Amelia Villar López at the country level and by Dr. Edgar 

Robinson Rojas, regional consultant at PAHO/WHO. 

 

It is my hope that partners, researchers, policy-makers and all those who are 

interested in the Peru pharmaceutical sector will find this profile a useful tool to 

aid their activities. 

 

 
Dr. VÍCTOR ALEJANDRO DONGO ZEGARRA M.D. 
Director General  
Dirección de Medicamentos, Insumos y Drogas (DIGEMID)  
July 26th, 2011 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

v 
 

Table of content 
 
Republic of Peru Pharmaceutical Country Profile ........................................... ii 

 
Foreword ............................................................................................................. iii 

 
Table of content .................................................................................................. v 

 
List of tables ....................................................................................................... vii 

 
Acronyms and abbreviations ............................................................................ ix 

 
Introduction ......................................................................................................... 1 

 
Section 1 - Health and Demographic Data ........................................................... 4 

 
1.1 Demographics and Socioeconomic Indicators............................................. 4 

1.2 Mortality and causes of death ...................................................................... 5 

 
Section 2 - Health Services .................................................................................. 8 

 
2.1 Health expenditures .................................................................................... 8 

2.2 Health Personnel and Infrastructure .......................................................... 11 

 
Section 3 - Policy Issues .................................................................................... 13 

 
3.1 Policy framework ....................................................................................... 13 

 
Section 4  Medicines Trade and Production .................................................... 16 

 
4.1 Intellectual Property Laws and Medicines ................................................. 16 

4.2 Manufacturing ............................................................................................ 18 

 
Section 5  Medicines Regulation ...................................................................... 19 



 
 

vi 
 

   5.1 Regulatory framework ................................................................................ 19 

5.2 Marketing authorization ............................................................................. 21 

5.3 Regulatory inspection ................................................................................ 22 

5.4 Import control ............................................................................................ 23 

5.5 Licensing ................................................................................................... 24 

5.6 Market control and Quality control ............................................................. 25 

5.7 Medicines advertising and promotion ........................................................ 27 

5.8 Clinical Trials ............................................................................................. 27 

5.9 Controlled medicines ................................................................................. 28 

5.10 Pharmacovigilance .................................................................................. 29 

 
Section 6  Medicines financing......................................................................... 32 

 
6.1 Medicines coverage and excemptions ...................................................... 32 

6.2 Patients Fees and Copayments ................................................................ 35 

6.3 Pricing regulation for the private sector ..................................................... 36 

6.4 Precios, disponibilidad y asequibilidad de medicamentos esenciales ....... 37 

6.5 Price components ...................................................................................... 39 

6.6 Duties and taxes on pharmaceuticals (market) ......................................... 39 

 
Section 7  Pharmaceutical procurement and distribution ................................. 41 

 
7.1 Public sector procurement ......................................................................... 41 

7.2 Public sector distribution............................................................................ 43 

7.3 Private sector distribution .......................................................................... 43 

 
Section 8  Selection and rational use of medicines .......................................... 44 

 
8.1 National structures .................................................................................... 44 

8.2 Prescribing ................................................................................................ 45 

8.3 Dispensing................................................................................................. 47 



 
 

vii 
 

List of tables 

 
Table 1. Top 10 diseases causing mortality in the country  (Page 6) 
 

Table 2. Top 10 diseases causing morbidity in the country  (Page 7) 
 

Table 3. Human resources for health  (Page11) 
 

Table 4. Health infrastructure  (Page 12) 
 

Table 5. Coverage of pharmaceutical policies  (Page 14) 
 

Table 6. TRIPS-specific flexibilities and safeguards present in the National Law  
(Page 17) 
 

Table 7. Peru manufacturing capabilities  (Page 18) 
 

Table 8. Functions of the DIGEMID  (Page 19) 
 

Table 9. Local entities inspected in Peru  (Page 23) 
 

Table 10. Legal provisions pertaining to licensing  (Page 24) 
 

Table 11. Reasons for medicines testing  (Page 26) 
 

Table 12. International conventions on controlled substances to which Peru is a 

signatory  (Page 28) 
 

Table 13. Consumption of selected controlled substances  (Page 29) 



 
 

viii 
 

 

Table 14. Particular population groups provided with medicines free of charge  
(Page 32) 
 

Table 15. Particular conditions for which, medications are provided publicly at no 

cost  (Page 33) 
 

Table 16. Prices, availability and affordability of key medicines  (Page 38) 
 

 

 

Figure 1. TPE as a percentage of the Total Expenditure on Health  (Page 9) 
 

Figure 2. Total Pharmaceutical Expenditure, by sector  (Page 10) 
 

Figure 3. Density of the health workforce (all sectors)  (Page 12) 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

ix 
 

Acronyms and abbreviations 
 
 
AC   Andean Community 
ADIFAN  Asociación de Industrias Farmacéuticas Nacionales 
ADR   Adverse Drug Reaction 
ALAFAL Asociación de Laboratorios Farmacéuticos 

Latinoamericanos 
ALAFARPE  Asociación Nacional de Laboratorios Farmacéuticos 
APEC   Asia Pacific Economic Cooperation 
API   Active Pharmaceutical Ingredient 
ASIS   Análisis de la Situación de Salud del Perú 
CENAMID Centro Nacional de Documentación e Información de 

Medicamentos 
CNCC   Centro Nacional de Control de Calidad 
CONEAU Consejo de Evaluación, Acreditación y Certificación de la 

Calidad de la Educación Superior Universitaria 
DARES Dirección de Abastecimiento de Recursos Estratégicos en 

Salud 
DIGEMID  Dirección General de Medicamentos, Insumos y Drogas 
DL   Decreto Legislativo (Legislative Decree) 
DTC   Drug and Therapeutics Committee  
DS   Decreto Supremo (Supreme Decree) 
EAMI Encuentro de Autoridades Competentes en Medicamentos 

de los Países Iberoamericanos 
EML Essential Medicines List 
ENDES  Encuesta Demográfica y de Salud Familiar 
ESN   Estrategias Sanitarias Nacionales 
FIOCRUZ  Oswaldo Cruz Foundation 
GCP   Good Clinical Practices 
GDP   Good Distribution Practices 
GDP   Gross Domestic Product 
GMP   Good Manufacturing Practices 
GPP   Good Pharmacy Practices 
GSP   Good Storage Practices 
HAI   Health Action International 
HIV/AIDS Human Immunodefficiency Virus / Acquired 

Immunodefficiency Syndrome 
ICD   International Classification of Diseases 
INCB   International Narcotics Control Board 
INDECOPI Instituto Nacional de Defensa de la Competencia y 

Propiedad Intelectual 
INEI   Instituto Nacional de Estadística e Informática 



 
 

x 
 

INN   International Nonproprietary Name 
INS   Instituto Nacional de Salud 
ISO   International Organization for Standardization 
LPG   Lowest Price Generic 
LPIS   Listado Prioritario de Intervenciones Sanitarias 
MERCOSUR  Common Southern Market 
MINSA  Ministry of Health 
MoH   Ministry of Health 
MPR   Median Price Ratio 
MRA   Medicines Regulatory Authority 
NCU   National Currency Unit 
NHA   National Health Account 
NHP   National Health Policy 
NMP   National Medicines Policy 
OGEI   Oficina General de Estadística e Informática 
OSCE   Organismo Superior de las Contrataciones del Estado 
OTC   Over-the-counter 
PAHO   Pan American Health Organization 
PANDRH  Pan American Network for Drug Regulatory Harmonization 
PARSALUD  Programa de Apoyo a la Reforma del Sector Salud 
PEAS   Plan Esencial de Aseguramiento en Salud 
PNME   Petitorio Nacional Único de Medicamentos Esenciales 
R&D   Research and Development 
RENAES Registro Nacional de Establecimientos de Salud y Servicios 

Médicos de Apoyo 
RM   Resolución Ministerial (Ministerial Resolution) 
RUM   Rational Use of Medicines 
SEACE  Sistema Electrónico de Contrataciones del Estado 
SIS   Seguro Integral de Salud 
SISMED Sistema Integrado de Medicamentos e Insumos Médico 

Quirúrgicos 
STD Sexually Transmitted Disease 
STG Standard Treatment Guidelines 
SUNASA  Superintendencia Nacional de Aseguramiento en Salud 
SUNAT  Superintendencia Nacional de Administración Tributaria 
TPE   Total Pharmaceutical Expenditure 
TRIPS   Trade Related aspects of Intellectual Property Rights 
TUPA   Texto Único de Procedimientos Administrativos 
UIT   Unidad Impositiva Tributaria 
UN   United Nations 
UNICEF   
UNMSM  Universidad Nacional Mayor de San Marcos 
UPCH   Universidad Peruana Cayetano Heredia 



 
 

xi 
 

URL   Uniform Resource Locator 
URP   Universidad Ricardo Palma 
US$   United States dollar 
USAID United States Agency for International Development 
VAT Value Added Tax 
WHO World Health Organization 
WTO World Trade Organization 
 
 



 

1 
 

Introduction 
 
This Pharmaceutical Country Profile (PCP) provides data on existing socio-

economic and health-related conditions, resources, regulatory structures, 

processes and outcomes relating to the pharmaceutical sector of Peru. The aim 

of this document is to compile all relevant, existing information on the 

pharmaceutical sector and make it available to the public in a user-friendly format.  

In 2010, the country profiles project was piloted in 13 countries 

(http://www.who.int/medicines/areas/coordination/coordination_assessment/en/in

dex.html). During 2011, the World Health Organization (WHO) has supported all 

Member States to develop similar comprehensive pharmaceutical country 

profiles. 

 

The information is categorized in 8 sections, namely: (1) Health and 

Demographic data, (2) Health Services, (3) Policy Issues, (4) Medicines Trade 

and Production (5) Medicines Regulation, (6) Medicines Financing, (7) 

Pharmaceutical Procurement and Distribution, and (8) Selection and rational use. 

The indicators have been divided into two categories, namely "core" (most 

important) and "supplementary" (useful if available).  

 

This narrative profile is based on data derived from both the core and 

supplementary indicators. The tables in the annexes also present all data 

collected for each of the indicators in the original survey form. For each piece of 

information, the year and source of the data are indicated; these have been used 

to build the references in the profile and are also indicated in the tables. If key 

national documents are available on-line, links have been provided to the source 

documents so that users can easily access these documents. 
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The selection of indicators for the profiles has involved all technical units working 

in the Essential Medicines Department of the World Health Organization (WHO), 

as well as experts from WHO Regional and Country Offices, Harvard Medical 

School, Oswaldo Cruz Foundation (known as Fiocruz), University of Utrecht, the 

Austrian Federal Institute for Health Care and representatives from 13 pilot 

countries.  

 

Data collection in all 193 member states has been conducted using a user-

friendly electronic questionnaire that included a comprehensive instruction 

manual and glossary. Countries were requested not to conduct any additional 

surveys, but only to enter the results from previous surveys and to provide 

centrally available information.  

 

To facilitate the work of national counterparts, the questionnaires were pre-filled 

at WHO Head Quarter (HQ) using all publicly-available data and before being 

sent out to each country by the WHO Regional Office, which in the Americas 

corresponds to the Pan American Health Organization (PAHO). A coordinator 

was nominated to provide support for each of the member states.  

 

The coordinator for Peru was Cesar Amaro Suárez with support of Amelia Villar 

López and the PAHO/WHO team. The completed questionnaires were then used 

to generate individual country profiles. In order to do this in a structured and 

efficient manner, a text template was developed. Experts from member states 

took part in the development of the profile and, once the final document was 

ready, an officer from the Ministry of Health certified the quality of the information 

and gave formal permission to publish the profile on the PAHO/WHO web site.  

 

This profile will be regularly updated by the PAHO/WHO in partnership with the 

country officials. 
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Users of this Profile are encouraged to send comments, corrections or queries to:  

 

Dr. Rosa Amelia Villar López.  
Medicines and Health Technologies National Advisor - PAHO / Peru 

Los Pinos 251 Urb.Camacho La Molina- Lima 12 - Peru 

Phone: (511) 3195700 

Fax: (511) 4378289 

rvillar@per.ops-oms.org  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

mailto:rvillar@per.ops-oms.org
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Section 1 - Health and Demographic Data 
 
This section gives an overview of the demographics and health status of Peru. 

 
 
1.1 Demographics and Socioeconomic Indicators 
 
The total population in Peru in 2011 was 29,797,0003 with an annual population 

growth rate of 1.13% (2010). The annual Gross Domestic Product (GDP) growth 

rate for 2009 was 0.9%4. The GDP per capita was US$ 4,374 (exchange rate 

2009, Banco Central de Reserva del Perúi).  

 

30% of the population is under 15 years of age, and 8.7% of the population is 

over 60 years of age3.  The urban population stands at 75.9% of the total 

population. The fertility rate in Peru is 2.5 births per woman4. 

 

In 2009, 5.9% of the population was living with less than US$ 1/day (International 

Poverty Line) 5 , and in 2010, 31.3% of the population was living under the 

nationally defined poverty line4. The income share held by the lowest 20% of the 

population was 3.9% in 20095. 

 
According to the Instituto Nacional de Estadística e Informática (INEI) the adult 

literacy rate for the population over 15 years of age was 92.6% in 2010. 

 

 

 

 

                                                 
i Exchange rate (2009): 3.01 Nuevos Soles = US$ 1 
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 1.2 Mortality and causes of death 
 
The life expectancy at birth is 68.7 and 73.9 years for men and women 

respectively. The infant mortality rate (i.e. children under one year) is 21/1,000 

live births4. For children under the age of 5, the mortality rate is 23/1,000 live 

births; and the neonatal mortality rate is 11/1,000 live births6. The maternal 

mortality rate is 93/100,000 live births7.  

 

In 2009, the adult mortality rate for both sexes between 15 and 60 years of age 

was 110/1,000 population6. The age-standardized mortality rate by non-

communicable diseases was 534/100,000 population in 20041; by cardiovascular 

diseases, 132.8/100,000 population in 2008 8 ; and by cancer, 163/100,000 

population in 20042.   

 

In 2007, the mortality rate due to HIV/AIDS was 4.5/100,000 population. The 

mortality rate due to tuberculosis was 11/100,000 population in the same year8. 

In 2008, the mortality rate for malaria was 0.1/100,000 population6. 

 

The top 10 diseases causing mortality in Peru (according to the report by Marco 

Polo Bardales  technical officer of the Oficina General de Estadística e 

Informática (OGEI) at the MoH  based on the institutional database) are shown 

in Table 1. 
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Table 1. Top 10 diseases causing mortality in the country 

 Diseases  (International Classification of Diseases ICD-X  - WHO) 

1  Tumors (malignant neoplasms). C00  C14 

2  Influenza and pneumonia. J10-J18 

3  Other bacterial diseases. A30-A49 

4  Ischaemic diseases of the heart. I20-I25 

5  Other diseases of the respiratory system. J95-J99 

6  Other external causes of accidental injury. W00-Y36 

7  Cerebrovascular diseases. I60-I69 

8  Liver disease. K70-K77 

9  Renal insufficiency. N17-N19 

10  Other forms of heart disease. I30-I52 

 

The top 10 diseases causing morbidity in Peru, according to the mentioned 

report from the MoH, are shown in Table 2.  
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Table 2. Top 10 diseases causing morbidity in the country  

 Diseases  (International Classification of Diseases ICD-X  - WHO) 

1  Acute upper respiratory infections. J00-J06 

2  Diseases of the oral cavity, salivary glands and jaws. K00-K14 

3  Intestinal infectious diseases. A00-A09 

4  Other diseases of urinary system. N30-N39 

5  General symptoms and signs. R50-R69 

6  Helminthiases. B65-B83 

7  Diseases of oesophagus, stomach and duodenum. K20-K31 

8  Other acute lower respiratory infections. J20-J22 

9  Dorsopathies. M40-M43 

10  Chronic lower respiratoriy diseases. J40-J47 
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Section 2 - Health Services 
 
This section provides information regarding health expenditures and human 

resources for health in Peru. The contribution of the public and private sector to 

overall health expenditure is shown and the specific information on 

pharmaceutical expenditure is also presented. Data on human resources for 

health and on the pharmaceutical sector are also provided. 
 
 
2.1 Health expenditures 
 
In 2009, the Total Annual Expenditure on Health was 17,635 million Nuevos 

Soles 9  (5,856 million dollars). The Total Annual Expenditure on Health 

represented 4.3% of the GDP. The Total Expenditure on Health per capita was 

591.8 Nuevos Soles, (US$ 196.5).  

 

The General Government Expenditure on Health ii for 2009, according to the 

National Health Accounts, was 10,328 million Nuevos Soles (3,431.2 million 

dollars) ie, 15.3% of the Total Annual Expenditure on Health; with an annual 

General Government Expenditure on Health per capita of 346.6 Nuevos Soles  

(US$ 115.9). 

  

The annual General Government Expenditure on Health represents 58.6% of the 

total government budget. The Private Expenditure on health corresponds to the 

remaining 41.4% of the Total Expenditure on Health. 

 

                                                 
ii According to the NHA definition, by "government expenditure" it is meant all expenditure from 
public sources, like central government, local government, public insurance funds and parastatal 
companies. 
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Of the total population, 64.7% is covered by public health insurance; and 4.7% 

has private coverage10.  

 

The Total Pharmaceutical Expenditure (TPE) in Peru was 3,764.39 million 

Nuevos Soles (1,250 millon dollars) in 2009, ie, a TPE per capita of 126.3 

Nuevos Soles (US$ 41.97). The TPE represents 0.95% of the GDP, and 21.3% 

of the Total Expenditure on Health, as shown in Figure 1.  

 

The Public Expenditure on pharmaceuticals represents 33.86% of the TPE 

(Figure 2), ie, a Public Pharmaceutical Expenditure per capita of 42.78 Nuevos 

Soles (US$ 14.21)11. 
 
Figure 1. TPE as a percentage of the Total Expenditure on Health (2009).  The Total 
Expenditure on Health was 17,635 million Nuevos Soles (5,856 million dollars) in 
2009 
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Figure 2. Total Pharmaceutical Expenditure, by sector (2009) 

 
 

The Private Expenditure on pharmaceuticals is 2,489.39 million Nuevos Soles  

(827 million dollars).  

 
The market share by value held by generic products (branded and sold under 

International Nonproprietary Name - INN) corresponds to 26.47% and 46.75% 

respectively11. 

 
The Social Security Expenditure represented 50.7% of the General Government 

Expenditure on Health in 2009; and, in the same year, the Private out-of-pocket 

expenditure on Health was 75.7% of the Private Expenditure on Health. The 

premiums for private prepaid health plans represented 20.4% of the Private 

Expenditure on Health9. 
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2.2 Health Personnel and Infrastructure 
 
The health workforce is described in Table 3 and in Figure 3. There are 15,000 

(5/10,000) licensed pharmacists12, of which 1,822 work in the public sector13. The 

number of pharmaceutical technicians and assistants is unknown. 

  

In Peru, there are 41,778 (14/10,000) physicians and 35,516 (11.91/10,000) 

members of nursery and midwifery personnel4. The ratio of doctors to 

pharmacies is 2.38 and the ratio of doctors to members of nursery and midwifery 

personnel is 1.18.  

 
Table 3. Human resources for health 

Human resource   
Licensed pharmacists (all sectors)  15,000 (5/10,000)12 
Pharmacists in the public sector  1,82213 
Physicians (all sectors) 41,778 (14/10,000)4 
Nursing and midwifery personnel (all sectors)  35,516 (11.91/10,000)4 

 
 

No Strategic Plan for the Development of Pharmaceutical Human Resources has 

been implemented in the country11.  However, according to the Consejo de 

Evaluación, Acreditación y Certificación de la Calidad de la Educación Superior 

Universitaria (CONEAU), there are accreditation requirements for the Pharmacy 

schools. The Pharmacy Curriculum is not regularly reviewed.  
 

It was estimated that, for 2006, the starting annual salary for a newly registered 

pharmacist in the public sector was 11,271.96 Nuevos Soles. 
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Figure 3. Density of the health workforce (all sectors)iii 

 
 

The health infrastructure is described in Table 4. 

 
Table 4. Health infrastructure  

Infrastructure  
Hospitals 32714 

Hospital beds 15/10,00015 

Primary health care units and centres 914 

Licensed pharmacies 17,55411 

 
 
 
                                                 
iii Nursing and midwifery personnel (2004), Physicians (2007), Pharmacists (2011). 
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Section 3. Policy Issues 
 
This section addresses the main characteristics of the pharmaceutical policy in 

Peru. The many components of a national pharmaceutical policy are taken from 

(http://apps.who.int/medicinedocs/en/d/Js2283e/).   
 
 
3.1 Policy framework 
 
In Peru, a National Health Policy (NHP) exists. It corresponds to the Plan 

Nacional Concertado de Salud. This document was updated in 2007. An 

associated NHP implementation plan, written in the same year, also exists16. The 

Plan Nacional Concertado de Salud has a multisectoral scope. Its effective 

implementation in different sectors  and in the territories is still pending.  

 

An official National Medicines Policy (NMP) also exists; it was updated in 200417.  

 

An associated NMP implementation plan, updated in 2009, also existsiv18. The 

coverage of pharmaceutical policies is shown in Table 519. The implementation, 

surveillance and evaluation of these policies is the responsibility of the Planning 

and Development Division of the Dirección General de Medicamentos, Insumos y 

Drogas (DIGEMID). 

 

 

 

 

 
                                                 
iv RD Nº 153-2009-MINSA-DIGEMID 

http://apps.who.int/medicinedocs/en/d/Js2283e/
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Table 5. Coverage of pharmaceutical policies17,19 

Policy component  Covered 
Selection of essential medicines  Yes 

Medicines financing Yes 

Medicines pricing No 

Medicines procurement Yes 

Medicines distribution Yes 

Medicines regulation Yes 

Pharmacovigilance Yes 

Rational Use of Medicines (RUM) Yes 

Human resource development Yes 

Research Yes 

Monitoring and evaluation Yes 

Traditional medicine Yes 

 

A specific policy or group of policies relating to clinical laboratories do not exist. 

  

The access to essential medicines and health technologies, as a part of the 

fulfillment of the right to health, is recognized in the national law19,20. Official 

written guidelines on medicines donations also existv.  

 
There is no National Good Governance Policy in place in the country. However, 

there is a policy to manage and sanction the conflict of interest issues in the 

pharmaceutical sector. There is an associated formal code of conduct for public 

officialsvi,vii,21. 

                                                 
v Ministry of Health, Directiva para la Aceptación y Aprobación de Donaciones con Carácter 
Asistencial Provenientes del Exterior  Directiva 063 . Approved by RM 475 of 2005. 
 
vi The Law 27588-2001 and the DS 019-2002 establish the prohibitions and incompatibilities of 
public officials. 
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There is a whistle-blowing mechanism that allows individuals to raise concerns 

about wrongdoing in the pharmaceutical sector11. This is an ISO process 

conducted by the Associate Directorate of the DIGEMID. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
 
 
 
                                                                                                                                                 
vii Law 27815, Código de Ética de la Función Pública  
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Section 4  Medicines Trade and Production 
 
Information about the capacity for manufacturing medicines and the legal 

provisions governing patents is provided in this section. 
 

 

4.1 Intellectual Property Laws and Medicines 
 

Peru is a member of the World Trade Organization (WTO)22. Legal provisioins 

granting patents to manufacturers exist. These cover pharmaceuticals, laboratory 

supplies, medical supplies and medical equipment23. 
 

Intellectual Property rights are managed and enforced by the Instituto Nacional 

de Defensa de la Competencia y Propiedad Intelectual (INDECOPI) - URL: 

http://www.indecopi.gob.pe/.  

 
National Legislation has been modified to implement the Trade-Related aspects 

of Intellectual Property Rights (TRIPS) Agreementviii and contains TRIPS-specific 

flexibilities and safeguards, presented in Table 623.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

                                                 
viii  Andean Community, Decision 486 Régimen Común sobre Propiedad Industrial . Available 
online: http://www.comunidadandina.org/normativa/dec/D486.htm 
 

http://www.indecopi.gob.pe/
http://www.comunidadandina.org/normativa/dec/D486.htm
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Table 6. TRIPS-specific flexibilities and safeguards present in the National Law  
Flexibilities and safeguards Included 
Compulsory licensing provisions that can be applied for reasons of 
public health  

Yes 

Bolar excemptionix  Yes 

Parallel importing provisions  Yes24 

 

The country is engaged in capacity-strenghtening initiatives to manage and apply 

Intellectual Property rights in order to contribute to innovation and promote public 

health24. There are provisions for data exclusivity on pharmaceuticals as well as 

for patent extensionx.  

 

The trade agreements with other countries have boosted the implementation of 

guidelines related to Intellectual Property protection. 

 

 

                                                 
ix Many countries use this provision of the TRIPS Agreement to advance science and technology. 
They allow researchers to use a patented invention for research, in order to understand the 
invention more fully. 
 
In addition, some countries allow manufacturers of generic drugs to use the patented invention to 

permission and before the patent protection expires. The generic producers can then market their 
versions as soon as the patent expires. This provision 

 
 
This has been upheld as conforming with the TRIPS Agreement in a WTO dispute ruling. In its 
report adopted on 7 April 2000, a WTO dispute settlement panel said Canadian law conforms 

- 
 

[In: WTO OMC Fact sheet: TRIPS and pharmaceutical patents, can be found on line at: 
http://www.wto.org/english/tratop_e/trips_e/tripsfactsheet_pharma_2006_e.pdf] 
 
x Decree (DL) Nº 1075 of 2008, Artº 32, 33, 34  Disposiciones Complementarias a la Decisión 
486 de la Comisión de la Comunidad Andina que establece el Régimen Común sobre Propiedad 
Industrial .  
 
Decree (DL) Nº 1072 of 2008  Protección de Datos de Prueba u otros no divulgados de 
productos farmacéuticos  

http://www.wto.org/english/tratop_e/trips_e/tripsfactsheet_pharma_2006_e.pdf
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4.2 Manufacturing 
 
There are 374 licensed manufacturers in the country of which, currently, only 32 

are Good Manufacturing Practices (GMP)-certified.  

 

The manufacturing capabilities are presented in Table 7. 
 

Table 7. Peru manufacturing capabilities11,xi 

Manufacturing capabilities   
Research and development (R&D) for discovering new active 

substances  

Yes* 

Production of active pharmaceutical ingredients (API)  Yes 

Production of formulations from pharmaceutical starting materials Yes 

Repackaging of finished dosage forms  Yes 
 

*The research and development (R&D) is incipient in the country. Some studies 

are conducted by the Instituto Nacional de Salud (INS) and by some 

pharmaceutical laboratories (e.g. Hersil SA). 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

                                                 
xi Information provided by technical officers from the DIGEMID, ADIFAN (Luis Caballero) and 
ALAFARPE (Augusto Rey de la Cuba).  
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Section 5  Medicines Regulation 
 
This section details the pharmaceutical regulatory framework, resources, 

governing institutions and practices in Peru. 
 
 
5.1 Regulatory framework 
 
In Peru there are legal provisions establishing the powers and responsibilities of 

the Medicines Regulatory Authority (MRA)19,20, 25 , which corresponds to the 

Dirección General de Medicamentos, Insumos y Drogas (DIGEMID) (part of the 

MoH). The functions of the DIGEMID are outlined in Table 8. 

  
Table 8. Functions of the DIGEMID  

Function  
Marketing authorization / registration  Yes 

Inspection Yes 

Import control No 

Licensing Yes 

Market control No 

Quality control No 

Medicines advertising and promotion Yes 

Clinical trials control No 

Phamacovigilance Yes 

Other (Promotion of Access and Rational Use of Medicines). 

*Medical devices are included 

Yes 

 

The DIGEMID has its own website: http://www.digemid.minsa.gob.pe/. 

http://www.digemid.minsa.gob.pe/
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The DIGEMID acts as a user of the INS in quality control procedures. Additionally, 

the DIGEMID issues a technical concept on clinical trials (which are within the 

scope of the INS). 

 
In 2011, there were approximately 150 permanent staff members working in the 

MRA. The DIGEMID receives external technical assistance based on specialized 

aspects, design of technical guidelines, consultancies, development of 

competencies and interagency collaboration. The technical assistance is 

provided by the PAHO/WHO, PARSALUD MINSA, local projects from the United 

States Agency for International Development (USAID), and others.  
 

Additionally, the DIGEMID participates in cooperation / harmonization initiatives 

such as PAHO/WHO  Pan American Network for Drug Regulatory 

Harmonization (PANDRH), Asia-Pacific Economic Cooperation (APEC), Andean 

Community (AC) and the Encuentro de Autoridades Competentes en 

Medicamentos de los Países Iberoamericanos (EAMI).  

 

In the last five years, an evaluation of the medicines regulatory system was 

conducted in the country.  

 

Funding for the DIGEMID is provided through the regular government budget 

budget as well as through other sources (USAID, PAHO/WHO, PARSALUD y 

cooperation agencies). The MRA does not retain revenues derived from 

regulatory activities. This body uses a computerized information management 

system to store and review processes such as inspections and marketing 

authorizations.  
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5.2 Marketing authorization 
 
In Peru, there are legal provisions requiring a marketing authorization for 

pharmaceutical products on the market. There are, however, some excemptions 

to this tramit19. Mutual recognition mechanisms are not in place. 

 

Explicit and publicly available criteria exist for assessing applications for 

marketing authorizations. The possession of a Certificate for Pharmaceutical 

Products (according with the WHO Certification Scheme) is required as part of 

the marketing authorization application. 

 

In 2009, there were 19,137 pharmaceutical products registered in Peru. Legal 

provisions requiring the MRA to make the list of registered pharmaceutical 

products publicly available and update it regularly exist. This register is monthly 

reviewed approximately. The updated list can be accessed in the following URL: 

http://www.digemid.minsa.gob.pe/aplicaciones/Perudis/Index.asp. 

 

Medicines are always registered by their International Nonproprietary Names 

(INN) or Brand name + INN. Legal previsions require a fee to be paid for 

medicines marketing authorization based on applications. According to the Texto 

Único de Procedimientos Administrativos (TUPA) from the DIGEMID, the 

registration fee (per application) for pharmaceutical products is discriminated as 

followsxii:  

 

 Category 1 (medicines on the Petitorio Nacional de Medicamentos Esenciales 

 PNME  equivalent of the Essential Medicines List): 59.74% of the Tax Unit 

(UIT). Evaluation period: 2 months. 

                                                 
xii Tax Unit UIT (Unidad Impositiva Tributaria) = 3,600 Nuevos Soles (2011).  
 

http://www.digemid.minsa.gob.pe/aplicaciones/Perudis/Index.asp
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 Category 2 (medicines out of the PNME, but registered in countries with strict 

surveillance programs): 99.95% of the UIT. Evaluation period: 3 months. 

 Category 3 (Other medicines out of Categories 1 and 2): 99.65% of the UIT. 

Evaluation period: 12 meses. 

 

Marketing authorization holders are required to provide information about the 

variations to the existing registration. Legally a summary of product 

characteristics is not required to be published.  

 

Additionally the legal provisions require the establishment of an expert committee 

involving the Marketing authorization process; and a declaration of the potential 

conflict of interest by part of its members is also required.  

 

Applicants are legally allowed to appeal the DIGEMID decisions. 

             

 

5.3 Regulatory inspection 
 
In Peru, legal provisions exist for the appointment of public pharmaceutical 

inspectors. These provisions also authorize inspectors to inspect facilities where 

pharmaceutical activities are performed. Inspections are required by law and are 

a pre-requisite for the licensing of public and private facilities19. The inspection 

requirements are the same for both facilities. Inspections are carried out in a 

number of entities outlined in Table 9. 
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Table 9. Local entities inspected in Peru 

Entity Inspected 

Local manufacturers Yes 

Private wholesalers Yes 

Retail distributors Yes 

Public pharmacies and stores Yes 

Pharmacies and dispensing points in health facilities Yes 

 

The frequency of inspection of the different entities depends on the operational 

plans of the local (regional) governments to which, this function has been 

delegated.  

 

 

5.4 Import control 
 
Legal provisions exist requiring authorization to import medicines19. Laws exist 

that allow the sampling of imported products for testingxiii.  

 
Legal provisions exist requiring importation of medicines through authorized ports 

of entry. Regulations also exist to allow for inspection of imported pharmaceutical 

products at the mentioned ports19.  

 
 
 
 
 
                                                 
xiii  DS Nº 021-2001-SA Reglamento de establecimientos farmacéuticos -98 

irectiva de pesquisas de productos farmacéuticos .  
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5.5 Licensing 
 
In Peru, legal provisions exist requiring manufacturers to be licensed19. Legal 

provisions also exist requiring manufacturers (domestic and international) to 

comply with Good Manufacturing Practices (GMP)19. The GMP guidelines are 

published by the governmentxiv.  

 

As shown in Table 10, there is specific regulation requiring wholesalers and 

distributors to be licensed19. Nevertheless, there are no legal provisions requiring 

those intermediaries to comply with Good Distribution Practices (GDP). The 

government does not publish GDP guidelines. 

 
Table 10. Legal provisions pertaining to licensing 

Entity requiring licensing 
Manufacturers Yes 

Importers Yes 

Wholesalers Yes 

Distributors Yes 

 

Legal provisions exist requiring pharmacists to be registeredxv. Regulations exist 

requiring public and private pharmacies to be licensed (retail distributors)19. A list 

                                                 
xiv RM Nº 055-99 SA/DM Manual de Buenas Prácticas de Manufactura de Productos 
 Farmacéuticos . Available online: http://www.digemid.minsa.gob.pe/normatividad/dispoindex.htm 
 
xv RM Nº 432-2001 SA/DM Registro de Regentes y Directores Técnicos que conduce la 
DIGEMID  
http://www.digemid.minsa.gob.pe/registros/establecimientos/tramite_establecimiento/quienesinsc
ribirse.html. 
 

http://www.digemid.minsa.gob.pe/normatividad/dispoindex.htm
http://www.digemid.minsa.gob.pe/registros/establecimientos/tramite_establecimiento/quienesinscribirse.html
http://www.digemid.minsa.gob.pe/registros/establecimientos/tramite_establecimiento/quienesinscribirse.html
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of licensed pharmaceutical facilities is publicly available as well as required by 

law.xvi.  

 

National Good Pharmacy Practice (GPP) guidelines are not published by the 

government. 

 

 

5.6 Market control and Quality control 
 
In Peru, legal provisions exist for controlling the pharmaceutical market19xvii. The 

country has not implemented a system for price control in the pharmaceutical 

sector. The government promotes transparency and competition through the 

Observatory of Prices. Medicines for the treatment of cancer, diabetes; as well as 

antirretrovirals, have been exonerated from taxes and duties. 

 

A laboratory exists in the country for quality control testing; but it is not a 

functional part of the DIGEMID.  

 

The MRA contracts services through an exclusive agreement with the Centro 

Nacional de Control de Calidad (CNCC) - Instituto Nacional de Salud, which 

belongs to the MoHxviii. The CNCC has been accepted for collaboration with the 

                                                 
xvi DS Nº 021-2001-SA Reglamento de establecimientos farmacéuticos  
 
xvii  RM 040-2010 MINSA Norma referida al sistema de información de precios de 

DS 007-2010 SA and DS 006- Lista de medicamentos para el tratamiento 
de diabetes, cáncer y VIH-SIDA inafectos al impuesto general a las ventas y derechos 
arancelarios  
 
xviii DS Nº 001- Reglamento de organización y funciones del Instituto Nacional de Salud
and Resolución Jefatural  Nº 421-2009 J-OPE/INS Reglamento de la Red de Laboratorios de 
Controles de Calidad de Medicamentos del Sector Salud .  
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WHO pre-qualification programme. Medicines are tested for a number of reasons 

summarized in Table 11.  

 
Table 11. Reasons for medicines testing 

Medicines are tested:  
For quality monitoring in the public sector xix  Yes 

For quality monitoring in the private sector xx  Yes 

When there are complaints or problem reports  Yes 

For product registration  No 

For public procurement prequalification No 

For public programme products prior to acceptance and/or 

distribution  

Yes 

 

Samples are collected by government inspectors for undertaking post-marketing 

surveillance testing. In the past two years 1,605 samples were collected, and 353 

of them (22%), failed to meet the quality standards. The results of the analysis 

are publicly available at:  

http://www.digemid.minsa.gob.pe/decvs/uni_evaluacion/observatorios.htmxxi.  

 

 

 

 

 

 

                                                 
xix Routine sampling in pharmacy stores and health facilities. 
 
xx Routine sampling in retail outlets.  
 
xxi  DIGEMID Informe de Gestión Anual 2009 Evaluación de plan operativo 
2010 . 
 

../../../Downloads/En%20los%20dos%20??ltimos%20a??os,%20se%20recogieron%201,605%20muestras%20para%20las%20pruebas%20de%20control%20de%20calidad.%20De%20las%20muestras%20analizadas,%20353%20%20que%20equivale%20al%2022%25%20no%20cumpl??an%20las%20normas%20de%20calidad.%20Los%20resultados%20est??n%20p??blicamente%20disponibles%20en%20http:/www.digemid.minsa.
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5.7 Medicines advertising and promotion 
 
In Peru, legal provisions exist to control the promotion and/or advertising of 

prescription medicines19.  The Ministry of Health (through the DIGEMID and the 

INDECOPI) is responsible to regulate on this matter. The DIGEMID has the 

mandate to legislate about pharmaceutical promotion and advertising, and the 

INDECOPI is the entity with capacity to sanction in case of need. 

 

Legal provisions prohibit direct advertising of prescription medicines to the 

public20, but pre-approval for medicines advertisements and promotional 

materials is not requiredxxii. There are however, guidelines about advertising of 

over-the-counter (OTC) medicinesxxiii.  

 

There is no national code of conduct concerning advertising and promotion of 

medicines by marketing authorization holders26,27,28.  

 

 
5.8 Clinical Trials 

 
In Peru, legal provisions exist requiring authorization for conducting Clinical Trials 

by the MRA. There are additional laws requiring the approval by an ethics 

committee or institutional review board of the Clinical Trials to be conducted.  

Additionally, these studies are required by law to be entered into a standardized 

register29,xxiv.  

                                                 
xxii DL Nº 1044 of 2008, by which the Ley de Represión de la Competencia Desleal . 
 
xxiii Reglamento para el Registro, Control y Vigilancia Sanitaria de Productos 
Farmacéuticos y Afines  2011. 
 
xxiv Additionally, the DS Nº 006- Reglamento de Ensayos Clínicos . 
Available online: http://www.digemid.minsa.gob.pe/normatividad/dispoindex.htm 

http://www.digemid.minsa.gob.pe/normatividad/dispoindex.htm
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Legal provisions exist for GMP compliance of investigational products29. Although 

the government does not publish Good Clinical Practice (GCP) guidelines, 

sponsors and investigators are required by law to comply with them19.  

 

Legal provisions permit the inspection of facilities where Clinical Trials are 

performed19. 

 

 

5.9 Controlled medicines 
 
Peru is a signatory to the following international conventions on controlled 

substances: 

 
Table 12. International conventions on controlled substances to which Peru is a 
signatory 

Convention Signatory 
Single Convention on Narcotic Drugs, 1961  Yes 

1972 Protocol amending the Single Convention on Narcotic 

Drugs (1961) 

Yes 

Convention on Psychotropic Substances, 1971 Yes 

United Nations Convention against the Illicit Traffic in Narcotic 

Drugs and Psychotropic Substances, 1988 

Yes 

 

Laws exist for the control of narcotic and psychotropic substances, and 

precursors19. These provisions have not been reviewed by a WHO International 

Expert or Partner Organization to assess the balance between the prevention of 

abuse and access for medical need.  
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Figures regarding the annual consumption of certain controlled substances in the 

country are outlined in Table 13. The country reports information about the 

projections and statistics on the actual manufacturing, trade and consumption of 

controlled substances to the International Narcotics Control Board (INCB). 

 

 

 
 

Table 13. Consumption of selected controlled substances (2009-2010)xxv 

Controlled substance Consumption (mg per capita) 
Morphine 0.47328 

Fentanyl 0.00475 

Pethidine 0.54103 

Phenobarbital 10.69600 

Methadone 0.00375  

 

 

5.10 Pharmacovigilance 
 
In Peru, there are legal provisions on the Medicines Act, that provide for 

pharmacovigilance activities as part of the MRA mandate19.  
 
Marketing authorization holders are not required to continuously monitor the 

safety of their products and report to the DIGEMID.  

 

Laws regarding the monitoring of adverse drug reactions (ADR) exist in the 

country. There is a National Pharmacovigilance Centre linked to the DIGEMID 

                                                 
xxv  Information provided by Judy Castañeda, (Drugs Division  Directorate of Health 
Authorizations - DIGEMID). 
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with four permanent staff members. The Centre has not published a report during 

the past two years; however, it regularly issues an ADR bulletinxxvi.  

 

An official standardized form for reporting ADRs is used; and this information is 

stored in a national computerized database. Currently, medication errors are not 

reported. 
 

The ADR database has approximately 20,000 notifications, of which, 9,000 have 

been received in the last two years. These notifications are also sent to the WHO 

Collaborating Centre in Uppsala. In the past two years 9,032 reports have been 

submittedxxvii. 

 

There is no national ADR or pharmacovigilance advisory committee able to 

provide technical assistance or causality assessment, risk assessment, risk 

management, case investigation or crisis management/communication. There 

are, however, some communication strategies available for the systematic 

exchange of information and crisis communication.  

 
Additionally, ADRs are monitored in specific programmes (medicines for the 

treatment of HIV/AIDS, tuberculosis and malaria). 

 
In the past two years, physicians, nurses, pharmacists, patients, laboratories, 

technicians, dentists and midwives have reported ADRs. Feedback is provided to 

reporters under the responsibility of the territorial authoritiesxxviii. 

                                                 
xxvi Pharmacovigilance Bulletin, December 2010. Available online: 
http://www.digemid.minsa.gob.pe/daum/cenafim/folletodigemid.html 
  
xxvii Value reported based on information from 2009-2010. Information provided by Silvia Álvarez  
Pharmacovigilance Division  Directorate of Access and Use of Medicines  DIGEMID. 
 
xxviii Pharmacovigilance Bulletin, 2008. Available online: 
http://www.digemid.minsa.gob.pe/daum/cenafim/folletodigemid2008.html 

http://www.digemid.minsa.gob.pe/daum/cenafim/folletodigemid.html
http://www.digemid.minsa.gob.pe/daum/cenafim/folletodigemid2008.html
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There are training courses in pharmacovigilance in Peru and, in the past two 

years, 153 persons have been trained. The MRA provides technical assistance 

(6 or 8 times a year) to the regional authorities. The main Universities also 

provide academic training programs on this matter. 
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Section 6  Medicines financing 

 
In this section, information is provided on the medicines financing mechanism in 

Peru, including the medicines coverage through public and private health 

insurance, use of user charges for medicines and the existence of public 

programmes providing free medicines. Policies and regulations affecting the 

pricing and availability of medicines (e.g. price control and taxes) are also 

discussed. 

 

 

6.1 Medicines coverage and excemptions 
 
In Peru, concessions are made for certain groups to receive medicines free of 

charge as detailed in Table 14. Additionally, certain diseases are treated at no 

cost in the public health sector (see Table 15).  

 
Table 14. Particular population groups provided with medicines free of charge 

Patient group  Covered 
Patients who cannot afford them  Yes 

Children under 5 Yes 

Pregnant women Yes 

Elderly persons Yes 

 

These above groups of population do not have free coverage to access health 

services or medicines; however, they can be included in one of the public health 

insurance schemes. There are two different insurance schemes as follows: 

 

I. Seguro Integral de Salud (SIS)  Ministry of Health, and 



 
 

33 
 

II. EsSalud, financed by contributions from workers and employers (Social 

Security). 

 

The SIS (MoH) provides free coverage in health care and medicines based on a 

prioritized list of diseases and the Plan Esencial de Aseguramiento en Salud 

(PEAS) for patients with no economic resources. Additionally, children under 5 

years of age, have a defined coverage through the Estrategias Sanitarias 

Nacionales (ESN). It works similarly in the case of pregnant women and the 

elderly. 

 
Table 15. Particular conditions for which, medications are provided publicly at no 
cost25,30,xxix 

Conditions Covered 

All medicines in the PNME Yes 

Non-communicable diseases  Yes 

Malaria  Yes 

Tuberculosis  Yes 

Sexually transmitted diseases (STD) Yes 

HIV/AIDS infection  Yes 

Expanded Program on Immunization (EPI) vaccines  Yes 

Other  Metaxenic diseases (leishmaniasis, leprosy, Chagas) 

through the ESN 

Yes 

 

The public health care system is guided by the Petitorio Nacional de 

Medicamentos Esenciales (PNME)xxx, therefore the medicines procurement and 

delivery corresponds to the items on this list. 
                                                 
xxix RM N°771- Estrategias Sanitarias Nacionales  
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There are programs to treat patients with tuberculosis, malaria, STDs and 

HIV/AIDS at no cost. Additionally, the country has a free vaccination program 

which takes place in health facilities through massive campaigns. 

 

As described below, in Peru there is a health insurance providing at least partial 

medicines coverage25, 30. 

 

The Social Security (EsSALUD) provides three different schemes: 

 

a) Regular insurance (most of the cases)  universal coverage. Provides 

coverage on medicines in the PNME, (and even others in some cases  

prior approval by a committee). 

b) Optional insurance for independent workers (affiliated voluntarily). 

c) Agrarian insurance. Partial coverage according to the Plan Mínimo de 

Atención. 

 

The SIS (MoH) provides two schemes:    

 

a) Subsidized: full coverage on the PNME for the PEAS y the Listado Prioritario 

de Intervenciones Sanitarias (LPIS). 

 

b) Semi-contributory: full coverage on the PNME for the PEAS. 

 

These insurance schemes provide coverage por inpatients and outpatients. 

 

                                                                                                                                                 
xxx  Petitorio: list of medicines selected for their safety, effectiveness and economy for a 

determined set of diseases. 
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Private health insurance schemes provide medicines coverage 31 according to 

the contract concluded by the patient. These schemes are required to provide at 

least partial coverage for medicines in the PNME. 

 
 
6.2 Patients Fees and Copayments 
 
Copayments or fee requirements are levied at the point of delivery for 

consultations but not for medicines.  

 

Revenue from fees or from the sale of medicines is eventually used to pay the 

salaries or supplement the income of public health personnel in the same 

facilityxxxi. The RM 1753 of 2002 establishes a Revolving Fund, funded by the sell 

of medicines, which allows sustainability of the procurement process, including 

the payment of the personnel. 

 

Copayments are also levied in the private insurance schemes in two modalities: 

 

I. Fixed copayment: pre-determined fee charged for consultations and 

medicines (not emergencies).  

II. Variable copayment: variable percentage levied for particular procedures. 

 

Besides, a fee is levied in the public health centres for consultations, which in 

practice corresponds to a fraction of the real cost. This applies to the population 

with no public insurance (SIS). 
 

                                                 
xxxi RM 1753-2002- Sistema Integrado de Medicamentos e Insumos Médico 
Quirúrgicos (SISMED) .  
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6.3 Pricing regulation for the private sector xxxii  
 
In Peru there are no legal provisions affecting pricing of medicines. Nevertheless, 

Law 27450 of 2001 exonerates medicines for the treatment of cancer and 

HIV/AIDS from taxes imposed to regular medicines; and Law 28553 of 2005 

exonerates from the same duties the  medicines for the treatment of antidiabetes. 

These Laws were intended to improve access to the mentioned products 

decreasing prices. However, according to studies from Health Action 

International (HAI) and the MoH, the above has not being enforced so farxxxiii. 

 

The Government runs an active national medicine price monitoring system for 

retail prices. Also, regulations exist mandating that retail medicine price should 

be publicly accessable. Prices in the public sector are fixed by the MoH and 

published on its website. 

 

Private retailers are obliged to report their prices through a special format in the 

MoH website: http://observatorio.digemid.minsa.gob.pe/. 

 

The reporting mechanisms are currently being enforced. Although the 

observatory is already operating, it does not include the prices from the private 

sector. This goal is expected to be achieved in the coming months. 

 
 
 
 

                                                 
xxxii This section does not include information pertaining to the non-profit voluntary sector. 
 
xxxiii http://www.redge.org.pe/sites/all/files/Estudio_MEDICAMENTOS_FINAL.pdf 
http://observatorio.digemid.minsa.gob.pe/ 
 

http://observatorio.digemid.minsa.gob.pe/
http://www.redge.org.pe/sites/all/files/Estudio_MEDICAMENTOS_FINAL.pdf
http://www.redge.org.pe/sites/all/files/Estudio_MEDICAMENTOS_FINAL.pdf
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6.4 Precios, disponibilidad y asequibilidad de medicamentos esenciales 
 
In 2007, a study on Prices, Availability and Affordability of Key Medicines was 

conducted in Peru32 under the WHO/HAI methodology. Specific data on the key 

findings is presented in Table 16. 

 

Availability 
 
The median availability of the Lowest Price Generic (LPG) in the public sector 

was 61.5%. The median availability in the public sector was lower (14.6%) for the 

originator than for the generic (60.9%)32.  

 
Prices 
 
The Median Price Ratio (MPR) is used to indicate how prices of medicines in 

Peru relate to those of the international market. That is, prices of medicines have 

been compared to international reference pricesxxxiv and expressed as a ratio of 

the national price to the international price. For example, a price ratio of 2 would 

mean that the price is twice that of the international reference price.  Since prices 

have been collected for a predefined basket of medicines, the MPR has been 

selected to reflect the situation in the country. 

 

Public procurement prices were above international reference prices: the MPR 

for the LPG was 1.28. As for patient prices, the MPR in the public sector was 1.4 

for generics, while the private sector had higher prices (27.9) for originators and 

5.69 for generics32.  
                                                 
xxxiv The International reference price is the median of prices offered by international suppliers 
(both for profit and not profit) as report by MHS International Price Indicator Guide 
(http://erc.msh.org/mainpage.cfm?file=1.0.htm&module=DMP&language=English). For more 
information on the methodology WHO/HAI pricing survey, you can download a free copy of the 
manual at http://apps.who.int/medicinedocs/documents/s14868e/s14868e.pdf  

http://erc.msh.org/mainpage.cfm?file=1.0.htm&module=DMP&language=English
http://apps.who.int/medicinedocs/documents/s14868e/s14868e.pdf
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Affordability 
 
Affordability of medicines is measured in terms of the number of days' wages 

necessary to purchase a particular treatment for a specific condition. The wage 

considered is that paid to the lowest paid government worker in Peru. 

 

Specific data collected for the survey underlying this profile examined the number 

of  days' wages required to purchase treatment with ciprofloxacin (500 mg) for a 

urinary tract infection for 7 days. This was calculated to be 11 and 0.5 days to 

purchase the originator and the LPG respectively in the private sector. By 

contrast, patients in the public sector needed 0.1 days to purchase the LPG. 

Therefore, the originators are clearly less affordable than generics. 

 
Table 16. Prices, availability and affordability of key medicines32 

 Public 
procurement 

Public  
patient 

Private 
patient 

Availability 

Median (%)  Originator   - 14.6 

Lowest Price Generic  61.5 60.9 

Prices 

IMP 
Originator  - - 27.79 

Lowest Price Generic 1.28 1.4 5.61 

Affordability 

wages 
Originator   - 11 

Lowest Price Generic  0.1 0.5 
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6.5 Price components 
 
No surveys on medicines price components have been conducted in Peru in the 

past five years. 

 

 

6.6 Duties and taxes on pharmaceuticals (market) 
 

Peru imposes duties on imported active pharmaceutical ingredients (APIs) and 

on imported finished products33.  

 

Value-added tax (VAT) is imposed on finished pharmaceutical products as 

wellxxxv. Provisions for tax exemptions or waivers for pharmaceuticals and health 

products are in place34,35. Medicines in Peru are subjected to the following taxes: 

 

I. Ad Valorem for importing (9%) 

II. Value-added tax (16%) 

III. Impuesto de Promoción Municipal (2%) 

 

Particular preferential duties are in place for pharmaceuticals within the 

framework of regional agreements such as the Andean Community (AC) and the 

Common Southern Market (Mercosur). Additionally, some waivers are in place 

according to Law 27450 and Law 28553 (medicines for the treatment of 

HIV/AIDS, cancer and diabetes).  

 

                                                 
xxxv DS Nº 055-99-EF, Texto Único Ordenado de la Ley del Impuesto General a las Ventas e 
Impuesto Selectivo al Consumo . 
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Medicines imported within the framework of the Free Trade Agreement with the 

United States are exonerated from the Ad Valorem. 

 

Duties applied to APIs and finished products are of 6% and the VAT levied on 

finished products is of 18%33. 
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Section 7  Pharmaceutical procurement and distribution 

 
This section provides a short overview on the procurement and distribution of 

pharmaceuticals in the public and private sectors of Peru. 
 
 
7.1 Public sector procurement 
 
Public sector procurement in Peru is both centralized and decentralizedxxxvi. The 

ministerial Sistema Integrado de Medicamentos e Insumos Médico-Quirúrgicos 

(SISMED) sets the possibility of doing centralized national acquisitions as well as 

regional and local acquisitions (both decentralized). The foregoing is regulated in 

the public sector by the Ley de Contrataciones y Adquisiciones del Estado 

Peruano (DL 1017-2008) and its Regulation (DS 184-2008 EF)  

http://www.osce.gob.pe/subportal.asp?ids=6. 

 

The public sector procurement is centralized under the responsibility of a 

procurement agency which is a part of the Ministry of Health36,xxxvii.  

 

Public sector requests for tender documents as well as tender awards are 

publicly available. 

 

The MoH convokes suppliers, and subsequently publishes the results of the 

process in the Organismo Superior de las Contrataciones del Estado (OSCE)  

                                                 
xxxvi RM 1753-2002 SA/DM  Sistema Integrado de Medicamentos e Insumos Médico 
Quirúrgicos (SISMED)  and establishes the modalities of medicines procurement in the public 
sector http://www.digemid.minsa.gob.pe/normatividad/dispoindex.htm 
 
xxxvii  DARES (DS Nº 003-2010 SA Modifica Reglamento de Organización y Funciones del 
MINSA ) is in charge of the purchase, storage, and distribution of medicines for the MoH. 

http://www.osce.gob.pe/subportal.asp?ids=6
http://www.digemid.minsa.gob.pe/normatividad/dispoindex.htm


 
 

42 
 

SEACE website xxxviii . Additionally, mass media is used when the regulation 

requires it. The MoH is not obliged to publish information in the SEACE if the 

purchasing does not exceed 3 UITs (10.800 Nuevos Soles for 2011). 

Procurement is not based on the pre-qualification of suppliers, but they are 

checked in order not to be disqualified by previous sanctions or violation of 

Peruvian regulations. 

 

There is a written public sector procurement policy xxxix . The Ley de 

Contrataciones y Adquisiciones del Estado Peruano and its regulation establish 

the legal framework, the key functions and the purchasing methods of goods in 

the public sector (including medicines). 

 

The tender methods employed in the public sector include national and 

international competitive tenders and direct purchasing. International tenders are 

made through agreements with United Nations (UN) agencies as UNICEF and 

PAHO/WHO. 

 

The key functions of the procurement unit and those of the tender committee are 

clearly separated. A process exists to ensure the quality of products that are 

publicly acquired19. The government performs quality control testing of the 

corporate purchases through the National Network of Quality Control 

Laboratories, after the tender award, prior to the delivery and during the contract 

execution (usually annual). 

 

                                                 
xxxviii Sistema Electrónico de Contrataciones del Estado (SEACE). Available online: 
http://www.osce.gob.pe/ 
 
xxxix  Ley de Contrataciones y Adquisiciones del Estado Peruano (DL 1017-2008) and its 
Regulation (DS 184-2008 EF) http://www.osce.gob.pe/subportal.asp?ids=6  
 

http://www.osce.gob.pe/
http://www.osce.gob.pe/subportal.asp?ids=6
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7.2 Public sector distribution 

 
The government supply system department in Peru has a Central Medical Store 

at national level36. There are 82 public warehouses in the secondary tier of the 

public sector. 

  

There are no national guidelines on Good Distribution Practices (GPD) and there 

is no licensing authority in regards to this matter. 

 

Nevertheless, Article 22 - Law 29459 of 2009 establishes the obligation to 

comply with Good Practices in general. The MRA has a draft project awaiting 

formalization. 

 

The processes employed by the central medical store are: forecasting of order 

quantities, requisition/stock orders, preparation of picking/packing slips, reports 

on stock on hand, reports of outstanding order lines, expiry dates management 

and reports of products out of stock36. 

 

 

7.3 Private sector distribution 
 

Legal provisions exist in Peru for the licensing of wholesalers and distributors in 

the private sector. 

 

Although the country does not have official guidelines on GPD, the MRA issues 

certificates on Good Storage Practices (GSP). 
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Section 8  Selection and rational use of medicines 
 
This section outlines the structures and policies governing the selection of 

essential medicines and promotion of Rational Use of Medicines (RUM) in Peru. 
 
 
8.1 National structures 
 

In Peru there is a national Essential Medicines List (EML), which corresponds to 

the Petitorio Nacional Unico de Medicamentos Esenciales (PNME)37, and was 

lastly updated in 2010. The PNME is publicly available.  

 

There are currently 428 medicines on the PNME (including specific formulations 

for children). 

 

Selection of medicines for the PNME is undertaken through a written process; 

and a mechanism aligning the PNME with the Standard Treatment Guidelines 

(STG) is in place.  

 

Criteria for the selection of medicines for the PNME are explicitly documented 

(according to the RM 829 of 2010). There is a formal committee to carry out the 

selection process. The members of the mentioned committee are required to 

declare their potential conflict of interest. 

 

National STGs for the most common illnesses are produced/endorsed by the 

MoH. These were lastly updated in 2011. Specific STGs cover primary care, 

secondary care, and paediatric conditions. 
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100% of the public health facilities in the country has a copy of the PNME and it 

is unknown the percentage of facilities that have a copy of the STGs. 
 

The Centro Nacional de Documentación e Información de Medicamentos 

(CENAMID) provides information on medicines to prescribers, dispensers and 

consumers38.  

 

Public education campaigns on RUM have been conducted in the last two years. 

However, no national surveys on RUM have been conducted during the same 

period. 

 

There is no national program or committee, involved in government, civil society, 

or professional bodies, to monitor and promote RUM. 

 

A national medicines formulary existsxl. 

 

A national reference laboratory is in charge of the coordination and 

epidemiological surveillance of resistance to antimicrobials. Additionally there is a 

written national strategy to contain it (lastly updated in 2004)39.  

 
 
8.2 Prescribing 
 

Legal provisions exist to govern the licensing and prescribing practices of 

prescribersxli. Furthermore, legal provisions restricting dispensing by prescribers 

also exist 20. 

                                                 
xl RM Nº 259-2008/MINSA. 
 
xli RM Nº 192-2008/MINSA. 
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There are regulations requiring hospitals to organize/develop Drug and 

Therapeutics Committees (DTCs) xlii . Currently, most of the referral 

hospitals/regions have a DTC. 

 

The training curriculum for doctors includes components of EML, STGs and 

problem-based pharmacotherapy. However, the component of 

pharmacovigilance is not included40. 

 

Mandatory continuing education that includes pharmaceutical issues is not 

required for doctors, nurses or paramedical staff. 

 

According to RM 192-2008, prescribing by International Nonproprietary Name 

(INN) is mandatory both in the public and private sectors. By means of this same 

Resolution, a corresponding scale of fines is approved for doctors, surgeons, 

dentists and obstetricians prescribing by brand name (without mentioning the 

INN). 

 

The average number of medicines prescribed by patient contact in public health 

facilities was 1.9 in 2006. Of the medicines prescribed in the outpatient public 

health care facilities, 95.08% were on the PNME in 2012. Additionally, in 2010 

the percentage of medicines prescribed by INN in these facilities was 95.95%. Of 

the patients treated, 52.73% (average) received antibiotics and injectionsxliii.  

 

According to the DIGEMID, the percentage of medicines prescribed that were 

effectively dispensed to a patient was 78.5% (average). 

 

                                                 
xlii RM Nº 829-2010-MINSA 
 
xliii  According to the WHO Rational Use Database. 
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A professional association code of conduct which governs the professional 

behavior of doctors and nurses existsxliv. 

 

 

8.3 Dispensing 
 
According to RM 013 of 2009, there are legal provisions in Peru governing 

dispensing practices of pharmaceutical personnel. 

 

The basic pharmacist training curriculum includes components of: EML, use of 

STGs, drug information, clinical pharmacology and medicines supply 

management. However, continuing education that includes RUM is not required41. 

 

According to the Colegio Químico Farmacéutico Nacional del Perú, there is a 

professional association code of conduct which governs the professional 

behavior of Pharmacists. 

 

In Peru generic substitutions at the point of dispensing is allowed in public and 

private sector facilities19.  

 

Sometimes antibiotics and injectable medicines are sold over-the-counter without 

a prescription 42.  

 

It is unknown if Nurses, Pharmacists, Paramedics or personnel with less than 

one month of training eventually prescribed prescription-only medicines at the 

primary care level in the public sector.  

  

                                                 
xliv Colegio Médico del Perú. http://www.cmp.org.pe/doc_norm/codigo_etica_cmp.pdf 
Colegio de Enfermeros del Perú 
 http://www.cep.org.pe/beta/index.php?option=inicio&ns=RESOL. Y NORMAS&view=3&ID=7 

http://www.cmp.org.pe/doc_norm/codigo_etica_cmp.pdf
http://www.cep.org.pe/beta/index.php?option=inicio&ns=RESOL.%20Y%20NORMAS&view=3&ID=7
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