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1 . Resolution WHA18.36 was adopted by the Eighteenth World Health Assembly 

after consideration of the Report by the Director-General on the Quality Control 

of Pharmaceutical Preparations.
1

 This report contained a description of the 

general problems encountered by health services in dealing with the quality 

control of pharmaceutical preparations, whether imported or manufactured locally 

for consumption within the country or for export. 

2 . Consideration was given to the possibility of supplementing or to a certain 

extent replacing the quality control of imported pharmaceutical preparations by 

certificates issued by the pharmaceutical manufacturers, agents or government 

authorities in the exporting country. In order that such certificates could be 

considered as affording sufficient protection, a number of requisites were 

suggested and also arrangements for mutual recognition of the certificates by two 

or more countries. 

Any pharmaceutical preparation may contain one or more therapeutically active 

substance as well as other substances such as stabilisers, preservatives, solvents, 

colourants, diluents, etc. Any of these substances may have been produced in a 

country other than that from which it has been exported as a chemical product and, 

as such, not submitted to national quality control. Moreover, a pharmaceutical 

preparation in a finished form will not necessarily be checked in the exporting 

country because there may not exist a national laboratory for quality control in 

that country or, if there is a national laboratory for quality control, because 

1

 "Published, in slightly abridged form,* in Wld Hlth Org, techn. Rep, S e r” 
I965, ЗО7, Annex 1 • — — — — — — — — — — — — — 

2 
" T h e expression "pharmaceutical quality control" applies to the control of the 

identity, purity, potency, sterility and stability of pharmaceutical preparations. 
It concerns the conformity of pharmaceutical preparations with their labelling from 
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an insufficient number of analyses can be carried out owing to lack of facilities. 

It should be observed that the validity of an analysis for quality only covers a 

specific manufactured batch; it does not mean that other batches of the same 

preparation made by the same manufacturer are of the necessary quality• In many 

exporting countries where adequate measures are provided for the quality control of 

pharmaceutical preparations used in the country there is no legal authority making 

the quality control of exported drugs possible, unless their contents and labelling are 

the same as the preparation for sale in the originating country. The variations in 

the origin of the basic substances and the difficulty of comparing and assessing the 

value of pharmaceutical quality control and of certificates covering exported drugs 

make the need for adequate control arrangements in the importing country all the 

more important. 

4. A certificate of quality issued by the exporter or the exporting country can 

only be of help if it can be ascertained that a number of requisites are being met in 

the exporting country. The importer should be satisfied that there exists an 

efficiently organized quality control within the pharmaceutical industry, including 

the control of basic materials and of every batch of the pharmaceutical preparations 

produced in bulk or ready for use, also that there is efficient inspection and testing 

of samples in national laboratories for pharmaceutical quality control. Moreover, 

it should be made certain that pharmaceutical preparations for export are submitted 

to the same legislation that governs the quality control of preparations for 

domestic use. If these and other requisites concerning the validity of a certificate 

are not met, assurance that the quality of imported or locally manufactured drugs 

is sufficient for therapeutic use can only be obtained, as generally agreed, by 

examination of samples of the drugs in "(a) a national laboratory for quality control 

in the importing country; or (b) the laboratory of a pharmaceutical, chemical or 

medical institute in the country, or, if found satisfactory, a private laboratory； 

or (с) a laboratory accepted by the importing country in the exporting 

country or in a third óountry." Inspection of the manufacturing of 

pharmaceutical preparatións by well trained inspectors will help considerably 
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in ensuring that the drugs produced are of sufficient quality for therapeutic use-

Certain countries have introduced legislation requiring inspectors to be sent to 

verify the adequacy of the quality control in the country from which they believe 

the drug originated; however, whether the exporting country manufacturing the 

pharmaceutical preparation would allow such inspection is an open question. 

5. Some countries have signed a bilateral agreement whereby an importing country 

having no adequate laboratory for pharmaceutical quality control can make use of the 

pharmaceutical quality control facilities of the other country. The arrangement 

may exist until such time as the importing country has established adquate 

laboratories for' pharmaceutical quality control. 

6. The manufacture of pharmacueti cal preparations, mainly pharmaceutical forms 

(tablets, sterile solutions, ointments, etc.) is increasing in the developing 

countries, where many firms have started operations in the last few years* New 

plants are now being established in African and Asian countries; they may be owned 

and operated by the goveinment, or by independent local firms or as branches of manu-

facturing firms of other countries. This makes the need for adequate pharmaceutical 

quality control imperative, (a) at the plant, and (b) by a national quality control 

laboratory. It should also be stressed that in many cases national laboratories 

for pharmaceutical quality control in developing countries can receive considerable 

help, especially in the first few years of their operation, from medical, pharma-

ceutical and other scientific institutes in the country• It applies, for instance, 

to biological assays of certain antibiotics or other preparations, or to certain 

physico-chemical analyses using newer techniques and instrumentation and to the 

training of the staff in these newer techniques. 

7• WHO can help mainly by sending consultants when so requested. It is difficult 

to obtain long-tenn advisers and, when possible, requests should be made for 

short-term consultants, who can help to establish programmes and return at 

intervals to give further guidance and advice. 

o. The training of specialists in pharmaceutical analysis is of great 

importance and the increase in fellowships granted by WHO for this purpose in 

the last few years points to the right, direction. If a sufficient number 
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of countries so desire, training courses for pharmaceutical analysts could 

be arranged by WHO, as well as refresher courses in modern laboratory 

methods in order to help the analysts to cope with the increasing complexity 

of new drugs and new pharmaceutical forms. 

9 . Similarly, courses for,inspectors of drug manufacturing establishments 

could be arranged by the Regional Offices• 

1 0 . Countries should establish, with the assistance of WHO, guiding principles 

for domestic plants, particularly with regard to the equipment and staff of 

their quality control laboratories. The guiding principles should be applied 

under the authority of governments and should be made available to importing 

countries. 

1 1 . Specifications prepared by WHO for basic pharmaceutical preparations as 

published in the International Pharmacopoeia, and requirements for a number of 

biological substances as published in the Technical Report Series, are of 

direct use to laboratories for pharmaceutical quality control. Mention should 

also be made of the International Non-proprietary Names proposed by WHO, and of 

the International Biological Standards and the International Chemical Reference 

Substances which are supplied, through WHO, for pharmaceutical quality control. 

Considerable assistance to Member States will be afforded by the publication 

during the course of 1966 of the Second Edition of the International 

Pharmacopoeia. The specifications proposed in this edition result from the 

active collaboration of experts, national quality control laboratories, medical 

and pharmaceutical institutes and the quality control laboratories of a number 

of pharmaceutical manufacturers in different countries. These specifications 

are offered as recommendations for use in establishing similar specifications 

on a national basis in different countries. 

12. One of the important steps to be taken by governments in order to obtain a 

degree of protection when introducing new pharmaceutical substances and 

pharmaceutical forms into therapeutics, is to request full information 

concerning (a) the qualitative and quantitative composition, declared in the 

commonly accepted nomenclature; (b) complete details of analytical methods 
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and possible certain useful indications on the method of preparation, storage 

expiry dates, etc; (c) the therapeutic indications and posology; publications 

or documents regarding pharmacological action and toxicity, clinical reports 

on therapeutic efficacy and side effects. 

The new projects concerning pharmaceutical services and particularly 

pharmaceutical quality control in the Programme and Budget Estimates for 1966 

and in the Proposed Programme and Budget Estimates for 1967, reflect the 

interest shown in an increasing number of Member States in these problems. In 

addition, an exchange of views between responsible officials and specialists 

in pharmaceutical quality control of different Member States should help to 

promote common legislation and specifications for pharmaceutical quality 

control, labelling and distribution of pharmaceutical preparations as well as 

for the introduction of new drugs into therapeutics, in the best interests of 

public health and international commerce. An example of this is the European 

Technical Meeting on the Quality Ctntrol of Pharmaceutical Preparations held in 

1961 in Warsaw under the aegis of the Regional Office for Europe, and the 

resolution of a Seminar on the Control of Drugs and Food, held at the tenth 

reunion of Ministers of Public Health of Central America and Panama this year, 

requesting the Pan American Health Organization (Pan-American Sanitary Bureau -

Regional Office of the World Health Organization) to study the possibility of 

using laboratories of the University of Panama as reference laboratories for 

pharmaceutical quality control for Central American countries Л 

14. A letter, Ref. C.L.^l-1965> was sent to Member States on 23 September 1965, 

asking for information as to the measures taken to subject pharmaceutical 

preparations, imported, or manufactured for local consumption or for export, 

to adequate pharmaceutical quality control. The answers received so far 

indicate that investigations are being made in different countries to secure, 

in the countries of origin, quality control of pharmaceutical preparations 

intended for export. Certain countries envisage the extension of their 

domestic quality control regulations to pharmaceutical preparations intended 

for export. Such an extension would in many cases require an expansion of 

their present facilities for quality control. Notwithstanding these 

Seminario de Control de Drogas y Alimentos para Centro America y Panama 
Guatemala 6-11 September 1965. 
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difficulties, measures taken to secure, in the countries of origin, an adequate 

control of the quality of pharmaceutical preparations intended, for export will 

be of assistance to certain importing countries. 

15» A country has suggested a system of certification which would help secure 

sufficient quality of preparations entering international commerce• It would be 

operated with the co-operation of WHO, who would obtain information on all 

pharmaceutical preparations to be exported with an assurance by the exporting 

country that adequate quality control is being performed at the manufacturing plant 

and by the government's laboratories. This, however, would require continuing 

investigations by WHO to check the adequacy of the measures taken by countries to 

ensure the quality of the pharmaceutical preparations for export, which would place 

on the Organization a financial and administrative burden of very great magnitude• 

16• Laboratories for pharmaceutical quality control, operating in a number of 

countries would act as reference laboratories for countries wishing to send them 

samples of certain pharmaceutical preparations manufactured in their country or 

imported- WHO supplies, on request, a list of laboratories in a number of 

countries where samples of a drug can be sent by an importer or an importing country 

for analytical quality control• Some of these laboratories have already assisted 

WHO in checking the quality of certain pharmaceutical preparations, especially 

those used in WHO-operated programmes, or in the preparation of specifications to 

be included in the International Pharmacopoeia. Experience will show to what 

extent such services will be requested by Member States and how they could be 

developed possibly with assistance from WHO. 


