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1. Resolution WHА18.36 was adopted by the Eighteenth World Health Assembly after 

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

Pharmaceutical Preparations.) This report contained a description of the general 

problems encountered by health services in dealing with the quality control2 of 

pharmaceutical preparations, whether imported or manufactured locally for consumption 

within the country or for export. 
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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 con- 

sidered as affording sufficient protection, a number of requisites were suggested and 

also arrangements for mutual recognition фf the certificates by two or more countries. 

3. Any pharmaceutical preparation may contain one or more therapeutically active 

substances as well as other substances such as stabilizers, 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 gnality control in 

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

insufficient number of analyses can be carried out owing to lack of facilities. It 

1 Published, in slightly abridged form, in Wld 11th Org. techn. Rep. Ser., 1965, 

307, Annex 1. 

2 
The 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 raw materials to pharmaceutical forms and to pharmaceutical specialities. 
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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 ::,anу 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 fir adequate control arrangements 

in the importing country all the more important: 

4. Certificates issued by the pharmaceutical manufacturers, agents or government 

authorities in the exporting country would at first sight appear to give the importer a 

valid assurance that the pharmaceutical preparation concerned is of a sufficiently high 

quality. However, these certificates may afford only a temporary and inadequate solution 

to the problem, and the following considerations are submitted on this subject. 

In certain countries, pharmaceutical quality control is left in the hands of the 

manufacturers, and there is no quality control by the national authority either of the 

drugs used in the country or of the drugs exported. In such ireumstances, a certificate 

stating that the "drugs which are exported from that State comply with the same drug 

control requirements as apply to drugs for its domestic use "1 can hardly be satisfactory. 

When drugs are imported from countries that do maintain official quality control, 

both of drugs used domestically and of drugs exported, it may nevertheless be insufficient 

merely to receive an assurance that;the drugs are fit for therapeutic use. 

A certificate issued by the exporter or the exporting country may be of practical 

help to a country that has not , yet таг.r arrangements for an adeq..d.te qality control 

laboratory of its own, but only if the importer is. satisfied that: 

(a) pharmaceutical preparations for export have been submitted to the same quality 

control regulations as those governing domestic use; . 

(b) an efficiently organized quality control exists within the pharmaceutical 

manufacturing industry, 'inclu ing control of every batch of raw material and of 

every batch of the pharmaceutical preparations produced in bulk or ready for use; 

1 
Resolution WHA17.41 (0ff. Rec. W1d 11th 0г., 1964, 135, 18), 
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(c) an efficient inspection is carried out by the national authority of all 

pharmaceutical. manufacturing establishments, as well as of the staff and facilities 

for quality control; 

(d) all pharmaceutical preparations for local use or for export have been registered, 

together with adequate physico- chemical and biological quality control specifications;) 

(e) the packing of the pharmaceutical preparation is adequate for transportation 

and storage, especially in tropical countries, and that the storage facilities in the 

importing country are adequate to preserve the drug from loss of potency; and frот 

rdecomposition which may lead to the production of andesirable or toxic side effects; 

(f) the certificate of quality concerns the specific batch of pharmaceutical 

preparation imported. 

A country importing pharmaceutical preparations should first ascertain that the above 

requisites exist in the exporting country by studying both the regulations of that country 

and the standard of quality control in the industrial and official laboratories. There 

may be significant differences between regulations on pharmaceutical quality control and 

their application in the laboratory. 

When these requisites are met, two or more countries can make arrangements to accept 

each other's certificates. 

When these requisites are not :yet, assurance that the quality of imported drugs is 

sufficient for therapeutic use can be obtained only by examination of samples of the 

imported drug in: 

(a) a national laboratory for quality control in the importing country; or 

(b) the laboratory of a pharmaceutical, chemical or fledical institute in the 

country, or, if found satisfactory, a private laboratory; or 

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

a third country. 

1 In this connexion it would be useful to obtain a statement from the national 

authorities of the exporting country that the pharmaceutical preparation exported is still 

on its market. In this way, obsolete preparations that may still be registered can be 

eliminated. 
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Samples of the imported batches of the raw material, or of the pharmaceutical forms 

(including pharmmaceutical specialities .n bulk or as the finished product ready. for use), 

should be obtained and sent to the selected laboratory for quality control. 

5. Countries can sign a bilateral agreement whereby an importing country having no 

adequate laboratory for pharmaceutical quality control can make use of the pharmaceutical 

quality control ¡'acilities of the other.country. The agreement may be in force until such 

time as the importing country has established adequate laboratories for pharmaceutical 

quality control. 

6. It is important to rote that production of pharmaceutical preparations, and particular" 

of pharmaceutical forms (tablets, injections, etc.), is increasing very rapidly in . 

developing сou�јtries. Many new plants are being established in African, American and 

Asian countries. They may be owned and operated by independent local firms or as 

branches of manufacturing firms of other countries. Indigenous pharmaceutical factories 

are-being established by governments in some of these countries. Satisfactory quality 

control of these preparations by inspection at the production level and in a national 

laboratory independent of the producer is a necessity for these developing countries. 

This makes the need for adequate pharmaceutical quality control important (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, pharmaceutical 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. The inspection of pharmaceutical manufacturing establishments is one of the best 

means of ensuring a sufficient level of quality in the preparation of pharmaceutical 

preparations. It should include an examination of the system used to check the quality 

of the raw materials used and the conditions for the storage of the raw materials and of 

the finished products. Inspectors cannot, during the period of inspection, go over 

analytical procedures in detail but they should be familiar enоц h with laboratory 

equipment and procedures to make an assessment of the over -all capabilities of the 

laboratory and the personnel. This ispection should help to correct sources of error, 

faulty manufacturing procedures and inadequate quality .ontrol. 
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(e) the therapeutic indications and dosage; 

(f) the recommended method of selling (prescription, etc.); 

(g) samples in sufficient quantity for analysis; 

(h) information concerning label, package and publicity (advertising); 

(i) complete reports of all the investigations that have been made to show. the 

safety o:' the drug in use. 

13. In order to establish quality control on a correspondan` basis in the different 

countr ies it ray be аdva: -able eс r гngе, at regional level, ..ieetings the officials 

and analysts responsible for pharmaceutical quality control in a number of countries; of 

• the region. Such exchanges of views should help to promote common legislation and 

specifications for pharmaceutical quality control, labelling and distribution of pharma- 

ceutical preparations in the best interests of public health and international commerce. 

An example of this is the European Technical Meeting on the Quality Control 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.1 

It may be useful to take up the problems of pharmaceutical quality control at 

technical meetings organized in other regions, where countries can best discuss, with WHO 

advisers, their requirements. During these meetings discussions could also take place on 

the assistance which could best be provided by WHO in the form of fellowships, short -term 

consultants, courses for inspectors of pharmaceutical manufacturing establishments, 

education of analysts, development of existing laboratories, assistance from other 

analytical laboratories in medical, chemical, pharmaceutical or other schools, institutes 

and faculties in the country. 

1 Seminario de Control de Drogas y Alimentos para Centro America y Panama: 

Guatemala 6 -11 September 1965. 
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Surveys sponsored by the Organization have been made by consultants on the situation 

concerning pharmaceutical quality control in a number of countries. Their reports have 

included proposals for developing a programme leading to adequate pharmaceutical quality 

control. These surveys are proving of assistance to the countries which undertake to 

implement the recommendations. It should be mentioned that a growing number of countries 

have made progress in setting up national laboratories and arranging for the regular 

inspection of pharmaceutical manufacturing establishments. 

14. A letter, reference C.L.31.1965, was sent to member states on 23 September 1965, 

drawing attention to the operative paragraphs of Resolution WHA18.36 on the quality control 

of pharmaceutical preparations inviting governments "to take the necessary measures to • 
subject pharmaceutical preparations, imported or locally manufactured, to adequate quality 

control ". The letter also asked for information on measures already taken in this 

direction. Suggestions were requested on "the possibility of the Organization playing 

an even more active role in the quality control of pharmaceutical preparations ", and 

added that "further information on the possibility of securing, in the countries of 

origin, certificates of the control of the quality of pharmaceutical preparations intended 

for export would be welcome ". 

The answers received so far from thirty -two countries indicate that investigations 

are being made in certain countries to find ways and means of arranging for an official 

control of the quality of pharmaceutical preparations intended for export. However, in 

many countries which are exporting a number of pharmaceutical preparations, legislation . 
only concerns e quality of pharmaceutical preparations prepared and labelled for sale in 

the country. There would be need tó <hangе the legislation in order to apply to the 

control of the quality of preparations ordered from other countries or intended for 

exportation, When the composition and/or labelling is not exactly the same as that of the 

preparations for local use. Certain countries envisage extending their regulations to 

cover also pharmaceutical preparations intended for export, even if their composition and 

their labelling varies from that of locally narketed preparations. Mention was made 

that such an extension of legislation would require an expansion of present facilities, 

staff and equipment for quality control. It was stated that as no sample tests are 

taken on exported pharmaceutical preparations this type of control would require an 

amendment of the existing law. . 
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A number of countries indicated that they would agree to assist countries having no 

adequate laboratory facilities for pharmaceutical quality control. Answers stressed also 

the need for adequate quality control in manufacturing establishments, as well as for 

licensing manufacturing establishments producing.for the local market or for export. 

Certain member states indicated that they intend to develop their services for 

pharmaceutical quality control. Emphasis was given to the fact that certificates of the 

control of the quality of pharmaceutical preparations issued in the country of origin are 

no substitute for quality control by the importing country, and that the only practical 

and effective way cif controlling the quality of imported pharmaceutical preparations is by 

checking in an official quality control laboratory of the importing country. 

15. Whenever requests are received by WHO from a member state for assistance in 

analytical work on pharmaceutical preparations, the Organization will endeavour to arrange 

for this work to be done in a national or private laboratory for pharmaceutical quality 

control. Samples of the preparations to be investigated can then be sent to the 

controlling laboratory, after an agreement has been reached concerning payment. Over 

the past years such assistance has been arranged through WHO in many cases, and will 

continue to be given in future on request. 

When requesting assistance, information must be supplied by the requesting country on 

the number and kind of samples to be analysed, the storage conditions, etc. It should 

be remembered that all batches of pharmaceutical preparations must be examined. Evidence 

establishing the safety and effectiveness, of one or more batches of a preparation is no 

guarantee of the safety and effectiveness of other batches. 

National laboratories prepared to assist may have a limited capacity and staff. 

Experience will show to what extent services are requested by member states and will 

• indicate whether the facilities, in space, staff and equipment, should be extended. In 

this connexion studies are also being made, together with the United Nations Development 

Programme, on the possibility of developing.the facilities of pharmaceutical quality 

control institutes, which could assist in making analyses for;: pharmaceutical quality 

control for certain countries and train analysts. Already training in pharmaceutical 

quality control is being provided, whenever requested, in pharmaceutical institutes and 

laboratories for quality control of a number of countries. 
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It is desirable, however, that the official quality control of pharmaceutical 

•preparations should be performed in the country where they are manufactured, in keeping 

with: the legislation. In most developing countries there is an increase in the number 

of pharmaceutical manufacturing establishments. Arrangements should therefore be made 

to set up services and national laboratories to control the quality of these locally 

manufactured preparations, and of the preparations being stored. .. 

16. It has been informally suggested that a system of certification might be evolved by 

which a certain assurance could be given that a preparation entering international commerce 

is of sufficient quality. It would be organized, with the help of WHO, to obtain inform-1 

ation on all pharmaceutical preparations to be exported, with an assurance by the export- 

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

and that there is also an adequate control at the government's laboratories. 

Such a plan envisages that the concept of good manufacturing practice would be 

applied by all manufacturers who are placed on a list of exporters. Successful 

application of this concept would mean that every batch of pharmaceutical preparations 

produced for export by all these manufacturers had been checked and found of acceptable 

quality. 

The countries in which one or more firms or agents have c_e or more pharmaceutical 

preparations on a list of pharmaceutical preparations for possible exportation, would be 

-made responsible for the adequacy of the quality control (a) at the national laboratory 

for quality control and (b) at the laboratory of the firm or agent who has one or more 

preparations on the list. 

In considering the practicability of such a plan, it should be recognized that 

pharmaceutical preparations are exported from a number of countries which do not operate 

an official laboratory for pharmaceutical quality control. Pharmaceutical preparations 

are also exported from countries which can only make an extremely small number of analyses 

for quality control because of lack of facilities, staff and equipment, etc. The 

inspection of the quality control by national authorities of pharmaceutical manufacturing 

establishments is not made in certain countries exporting pharmaceutical preparations, or _. 

only at very great intervals. It would require continuing investigations by WHO to 

ensure that satisfactory arrangements exist for an adequate quality control in those 

countries and firms which have, or wish to have, one or more pharmaceutical preparations 

on the list. 
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It should be recognized also that the number of pharmaceutical preparations 

exported at present from a single country may amount to thousands of different specialities, 

made by hundreds of exporting firms and agents. 

This suggested arrangement would imply that WHO must exercise a permanent control 

with the help of an army of inspectors, who would need to have the right of access to 

national quality control laboratories and all firms having preparations on the export 

list. 

The establishment of such a system would not appear to be feasible, since such 

complex legislative and administrative arrangements would neither be possible at national 

nor at international level. 


