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QUALITY CONTROL OF PHARMACEUTICAL PREPARATIONS
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Report by the Director-General 

In accordance with the report of the Director-General to the Nineteenth 
2 

World Health Assembly and resolution WHA19•斗7， studies have been continued on 

the facilities, equipment and personnel required for the quality control .of 

pharmaceutical preparations, particularly products entering international commerce, 

and when requested assistance was given to Member States. 

Work on the establishment of specifications for pharmaceutical quality control 

was pursued, especially the preparation of a volume of specifications for the 

quality control of 555 pharmaceutical preparations, representing a complete revision 

of the first edition of the International Pharmacopoeia* This volume is now in 

second proofs and should be published in English in April I967:, to be followed by 

a French edition. 

Further information has also been obtained from specialists dealing with 

pharmaceutical quality control in a number of countries in order to study the 

establishment of principles for the quality control of pharmaceutical preparations 

in manufacturing establishments. 

The expression
 ,!

pharmaceutical quality control" applies to the control of 
the identity, purity, ' potency, sterility and stability of pharmaceutical prep-: 
arations. It concerns the conformity of pharmaceutical preparations with their 
labelling, from raw materials to pharmaceutical forms and to pharmaceutical 
specialities. 
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A letter, reference had invited governments to give information on 

the possibility of securing^ in the country of origin, certificates of the control 

of the quality of pharmaceutical preparations intended for export• Answers indicated 

that in many countries which export pharmaceutical preparations, legislation only 

concerns the quality of pharmaceutical preparations prepared and labelled for sale in 

the country• There would be need to change the legislation in order to apply to the 

control of the quality of preparations ordered from other countiries or i n't ended, 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 marketed 

preparations. Mention was made that such an extension of legislation would require 

an expansion of present facilities, staff and equipment for quality control. A 

valid inspection of pharmaceutical manufacturing establishments is therefore very 

important in order to obtain a corresponding level of quality In the manufacturing of 

pharmaceutical preparations in the different countries. 

In this connexion particulars on the inspection of pharmaceutical manufacturing 

establishments have also been obtained from various sources. It is hoped that it 

may prove possible in the future to develop 

manufacturing practice and.of inspection of 

in the different countries• On this basis 

an agreement on principles of good 

pharmaceutical manufacturing establishments 

it would become possible to recognize the 

validity of the inspection carried out in different Member States， and consequently 

the validity of certificates which would be delivered by exporters or exporting 

countries; this may lead to multilateral agreements on the validity of certificates. 

The inspectors should be professionally qualified and well trained and have a 

considerable knowledge of manufacturing procedures, record controls and- laboratory 

examination of starting materials and finished products^ and have access to the 

different factory departments. It is impossible to exercise control of factories 

only by analysing samples taken from the market. In addition to the work in the 

laboratories, it is important to ascertain whether each pharmaceutical manufacturer 
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is in a position to exercise adequate control over every batch of all preparations 

he offers for sale, and to make sure that he actually does so. It is therefore an 
. . . . . • ... ••；••• •, , . • 

important function of the authoritiëë...to, arrange for the inspection of pharmaceutical 

factories. A training course in pharmaceutical quality control for inspectors of 

pharmaceutical manufacturing establishments and pharmacies, which is planned to be 

organized in Copenhagen in 1967/68 under the special contribution of the Danish 

Government to the UNDP, will be a constructive move in this direction.... .. 

It shpuld- be remembered that pharmaceuticals are frequently sold in the 

international market just as any other coinmodity. Their origin may not be clearly 

known and it is often impossible to ascertain under what conditions they have been 

made and kept. Dealers may buy pharmaceutical products and sell -them without 

having seen them. Let us.mention, for example, a batch of an antibiotic produced by 
. : : - - ’ . . •；= .；•. - • : •• ' i • ' . . . . - . . . . . . . . . . - • ' - • “ 

a manufacturer, sold in bulk to another firm, which put the product into capsules and 

sold it to a distributor or manufacturer in another country, who in turn sold it to 

someone in yet another country, who sold part .of it to a small manufacturer in a 
. . . - ， " . : . • ， " - . ; '.•；. . . , . . ‘ . “ - - ‘ • • . . . . . . ‘ ~ - . . . . .

 ；
‘ ‘ • . . . . •• 

fourth country, who packaged the preparation in bottles of one hundred capsules, 

labelled them with his own name as manufacturer and exported, it to a fifth country, 
•'..•«S ,',、、• • F . : ；

1

 - ‘ ... . _ . '*：. ‘
：

 “ ‘- . 
•-••.. - . . - � • • i-,‘ .•；.- ̂  ‘ ‘ » ‘ • -no one ¿nowing what happened to the product while in the. second or the third country. 

On the basis of the iriformation obtained from different countries, certain 

principles to -ba applied by pharmaceutical manufacturers for good manufacturing 

practice have been drafted as per the attached Annex with a view to eliciting further 

comment and promoting further discussion at specialized meetings. In general, 

pharmaceutical manufacturing establishments should have a competent staff and be 

equipped and operated so as to produce pharmaceuticals of a satisfactory quality. 

Production of every pharmaceutical involves steps which may result, in, impurities 
. . . . . . , . . . : r. . . . . :- . - •• ' • ". ‘ ? ：： • -, : ... , . .... ‘ 

and give rise to health hazards. The most elaborate automatic technique^ in manu-

facturing, packaging and labelling of drugs are subject, to elements of. error so that 

careful planning, surveillance of manufacturing processes and, control of all raw 

materials of every batch are necessary in order to ensure a sufficient level of quality 

of drugs made available in therapeutics. _ 

It is proposed in due course to further discuss these guiding principles in 

meetings of specialists Грогп different courrbries a/fc headquarters and. regional levels• 
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ANNEX 

DRAFT OUTLINE OF A STA3SDARD FOR THE 
MANUFACTURE OF PHARMACEUTICAL PREPARATIONS 

Personnel supervising formulation, processings manufacture, packaging, labelling 

and quality control should have a background of appropriate qualifications as graduates 

in the pharmaceutical sciences covering the fields of responsibility, with adequate 

practical experience. Each person should have definite responsibilities• There 

should be no gaps in responsibility and management should make sure that key personnel 

are given the necessary authority. 

Buildings should provide necessary space for separate areas for storage of raw 

materials, of packaging and labelling material and of finished products, for 

proceseing and manufacture^ packaging and labelling, for control laboratories and 

special work areas for the production of sterile preparations. Moreover, adequate 

cleaning, adequâte lighting, ventilation and heating, and adequate space for the 

orderly placement of equipment and materials síiould be provided. A written sanitation 

programme should be established including the procedures to be followed. Equipment 

•used for the processing， manufacture, packaging, labelling or quality control of drugs 

should be suitable for the intended purpose, which involves adequate design, size and 

accuracy. When parenteral drugs are processed, all fillings and aseptic processes 

should be carried out in a separate area operated in a manner which would prevent 

contamination of the preparations• 

A quality control system should exist in every pharmaceutical manufacturing 

establishment involving as a minimum the control of raw materials, including thera-

peutically active and inactive ingredients, control and supervision of plant operations 

quality control of finished products including the control of their stability. 

Ingredients should be identified and controlled by appropriate methods to assure that 

they conform to pharmacopoeial or corresponding specifications. They should be 

stored and. handled in a manner to preserve potency and quality and to prevent contami-

nation. 
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Annex 

Containers and closures should be controlled by appropriate methods to ensure 

that they are suitable for their use. Packaging and labelling materials should be 

carefully checked to ensure conformity with identity and labelling specifications and 

should be stored and handled under the supervision of responsible personnel. There 

should be a system of numbering of batches which, together with formulae, batch 

production records and laboratory control records, make it possible to have information 

on the ingredients in every batch. Records shall give details of each step in the 

manufacture, processings packaging, labelling and control of the batch. They should 

be signed by the person doing the work and by the responsible person who checked the 

operation. 

The quality of finished products should be controlled by appropriate methods to 

assure that they conform with pharmacopoeial or corresponding specifications. All 

packaged pharmaceutical preparations should be held in quarantine until released by the 

quality control department. The stability of the pharmaceutical preparations should 

be determined by appropriate methods, in the type of containers intended for their 

marketing. If the identity^ potency or purity is affected significantly by storage 

under labelled conditions within a determined period, the date of expiry should appear 

on the labelling. 

The quality control department of pharmaceutical manufacturing establishments 

should have qualified personnel and adequate laboratory facilities. Personnel and 

functions of this department should be separate from the processing, packaging^ 

finishing and sales departments. It should be supervised by a qualified person only 

answerable to the management. The quality control department should be responsible 

for the quality control and supervision of raw materials, containers, packaging and 

labelling and of in-process operations as well as of the quality control of finished 

products and their stability. 


