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Exploration of Strengthening Quality Management of Drug Microbiology Laboratories
TIAN Dongmei, LOU Zhihong, ZHANG Xiaoning (Heilongjiang Institute for Food and Drug Control, Harbin
150088, China)

ABSTRACT OBJECTIVE: To strengthen quality management of drug microbiology laboratory and provide reference for relevant
inspection institutions. METHODS: Taking measures from the laboratory document management, personnel training, quality, con-
trol, quality supervision, process control and biological safety, the elements of laboratory quality management were.analyzed, and
effectively measures were put forward to improve the management level. RESULTS & CONCLUSIONS: The¢ labaoratory 'should es-
tablish strict, standardized, systematic laboratory management rules and regulations, quality ,decuments, operating procedures,
work guide, etc. to achieve documented management; develop various forms of annualytraining, and assessment programs to con-
struct a professional team; strengthen internal (developing an annual internal quality monitorifig plan, conducting quality control ac-
tivities, regularly checking the suitability of the medium) and extefnal (€apability testing, inter-laboratory comparison) manage-
ment control level, and reasonably formulate the contents and frequency by combing with actual situation. Besides, the laboratory
should strengthen inspection process control, _attach great importance to the biological safety management to reduce the risk of labo-
ratory quality to a minimum.

KEYWORDS Microbiolegy laboratory;* Quality management; Quality control; Biological safety
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Fig 1 Graph of laboratory quality management con-

trol
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Discussion on Clean Area Environmental Monitoring Standards of PIVAS in Hospital
WANG Shoutao', JIA Chao’, ZHU Lin®(1.Dept. of Pharmacy, Benxi Municipal Center Hospital, Liaoning Benxi
117000, China;2.Benxi Institute for Drug Control, Liaoning Benxi 117000, China)

ABSTRACT OBIJECTIVE: To improve clean area environmental monitoring standards of Pharmacy intravenous admixture service
(PIVAS) in hospital. METHODS: Referring to related national standards and specifications, combined with the work practice, the
existing problems of environmental monitoring requirements in Quality Management Standard for Pharmacy Intravenous Admixture
to clean area in PIVAS were explored. RESULTS: There was no provision on clean area environmental monitoring standards in
Quality Management Standard for Pharmacy Intravenous Admixture; there was no specific numerical value of pressure difference,
illumination and wind speed; there was no rule on airborne particles; there was no clear provision on settling microbe and airborne
microbe; there was also no rules on the frequence of wind speed and airborne particles monitoring. CONCLUSIONS: Clean area
environmental monitoring standards should be separately listed in Quality Management Standard for Pharmacy Intravenous Admix-
ture, and clear provisions are given on detection method, monitoring project, judging standard and monitoring frequency, so that
pharmacists are easy to operate and carry out.

KEYWORDS Pharmacy intravenous admixture service; Clean area; Standard; Monitoring
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