WORLD HEALTH ORGANIZATION
REGIONAL OFFICE

ORGANISATION MONDIALE DE LA SANTE
BUREAU REGIONAL

FOR THE EASTERN MEDITERRANEAN POUR LA MEDITERRANEE ORIENTALE

TRAVELLING SFMINAR ON QUALITY CONTROL BM/SEM. QUAL. CTR. PHARM/15b
OF PHARMACEUTICAL PREPARATIONS 26 February 1970

Islamabad/Iahore/Karachi /Teheran/Cairo
2 ~ 20 March 1970 ENGLISH ONLY

IRAN NATICNAL LABCORATCRY FOR PHARMACEUTICAL
QUALITY CONTROL
by
Dr. A, Rafizadeh*

Iran National Iaboratory for Pharmaceuti~al Quality Control shares
the responsibility for assuring users and prescribers of drugs of thelr
safety, efficacy, identity, strength, purfty and cuality. The National
Iaboratory for Pharmaceutical uality Conirol is situsted at the Nejat
Hospital, Pahlavi and Sepnh [venues 2nd at present has about 2000 Sq. m.
at 1ts disposal,

The Government 1s supporting the National Iaboratory materially by
allotment of large sums. From the governmental budget all the chemicals,
reagents, glassware and laboratory apparatus and sundries have been
procured., During the three years when the project was assisted by the
WHO the laboratory has been furnished with further physico-~chemical
apparatus. The library has considerably enlarged and contains about
600 volumes of professional literatures and currently 17 kinds of

periodicals are subsceribed.

The personnel of the laboratory actually consists of 10 doctors of
pharmacy and cone chemical engineer some of them with experience frem
foreign countries, three tralned and four untrained technicians, one
store~keeper, two officers, two typists and three helpers. The
laboratory 1z well equipped for physico-chemi~al analysis as well as

for mioro-biclogical 2ssavs and sterility tests.
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There exists already, at the laboratory, a collection of analytical
methods covering most of the reglstered drugs which are imported.

Arrangeménts are under way in order to obtain complete record of
analytical methods for pharmaceutiral specilalities manufactured in our
country, The National Ieboratory should cover not only the super
rontrol of productions in their final stages but also the imported
drugs and raw materials when entering the country and further after
the distribution of pharmaceutical preparations.

Nowadays there are more than 1000 samples evaluated and 600
analysed per year with the present staff. From the locally produced
specialities, before delivery to the market, five samples of the first
production should be given to the Nzational Iaboratory and the samples

are evaluated mand analysed.

Tt should be remembered that the Natlonal Laboratory's services
carmot at present, make a sufficient number of analysis to control
the quality of all pharmaceutical products on the market and even for
future 1t will be impossible for the National Laboratory to examine
and analyse completely every batch of every pharmaceutical preparation,
The aim can be reached only 1f each manufacturer alsoc exerclses the

most care and control throughout the entire drug production operation.

The quality of a pharmiceutical preparation depends on the purity
of the materials used in its formulation, the care with which the
ingredients are measured and the precision with vhich they are mixed

and controlled,

The National Iaboratory is performing also advisory work for the
production control departments, elaborating Judgments on the analytical
procedures prepared and suggested by the producers, and at all occaslons
issuing expert opinions on technieal quality control problems.

Many analytical procedures were developed and many existing metheods
were modified in the laboratory when solving various problems of

evaluation of compound drugs.
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The necessity for the work of the National Iaboratory for
Pharmaceutical Quality Control can be shown in the following

instances of misinformation on labels,

A preparation labelled to contain three sulfas, including

sulfamerazine,did not have 1t.

A preparation which, according to packing, contains acid
acetylsalicylic, caffeine, phenobarbital and phenacetine, had only
acld acetylsalicylic and caffeine.

A preparation labelled to contaln WMaitamin Bl2 contained none,
However, as the laboratory's staff grows in size and experlence,
1t will be possible to makKe more additional helpful contribution
for assuring users and presrribers of drugs with safety, efficacy,
identity and quality.



