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Validation of Cleanness of Intelligent Intravenous Drug Dispensing System
CHANG Liming' ,LIAO Chuanyun' ,XU Zhengtan' ,DENG Yanmei' ,GAO Yang',YU Yang',ZHANG Zhikang’,LI Jian'
(1. Department of Clinical Pharmacy,West China Hospital ,Sichuan University,Chengdu,Sichuan ,China 610041 ; 2. Shanghai Baoqun Medical
Technology Co. ,Ltd. ,Shanghai,China 201400)
Abstract: Objective The wind
speed, airborne particles, settling microbe and airborne microbe of full — automatic high — speed intelligent liquid dispensing system

APAS - 600

worked in general environmental conditions. Under static and dynamic conditions, the cleanliness of the intravenous dispensing area

To promote the innovation of quality management mode of intravenous drug dispensing. Methods

APAS - 600 were tested under static and dynamic working conditions in general environmental conditions. Results

was (0.43+0.03) m/s and (0.44 +0.4) m/s respectively, the number of airborne particles > 0.5 pum were 669 per m’ and
264 per m® respectively,the number of airborne particles = 5 wm were O per m’,and the airborne particles and airborne bacteria
were 0 cfu/ (vessel + 0.5 h) and O cfu/ (vessel + 4 h) respectively, which met the grade A cleanliness requirements of the
Pharmaceutical Production Quality Management Specification (2010 Revision). Conclusion The aseptic dispensing technology of
high — speed intelligent dispensing system APAs — 600 can solve the limitation that pharmacy intravenous admixture service
(PIVAS) can dispense intravenous drugs only in a ten — thousand level purification environment. It does not need biological safety
cabinet or horizontal layer flow platform and other equipment to meet the daily intravenous drug dispensing work of PIVAS, which
promote the intelligent development of intravenous drug dispensing.

Key words: high — speed intelligent liquid dispensing system; pharmacy intravenous admixture service; totally — enclosed liquid

dispensing ; pharmacy management
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Tab.1 Test items of cleanliness of APAS — 600 dispensing area

B5 M A XA B FEEA)  E4

1 A HAAH B LT RE-FHHE 20 m/s
2 BEET HARHIEHTLERETH 3 A m?
3 RAKH  HAFHIEHTRER 14 cfu/h
4 BHEA RARHEAEETRARH 3 cfu/m’
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Fig.1 Layout of sampling points of wind speed
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Fig.2 Layout of sampling points of airborne particles,settling
microbe and airborne microbe
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Tab.2 GMP eligible criteria of static and dynamic for class A

clean zones
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BEEFRAAAL S 0pm( A ) 20 2
2 Ri(m/s) 0.36~0.54 0.36~0. 54
3 FEH (/) <1 <1
4 RBH(m) <lefu/ (m:0.5h)  <lefu/ (m4h)
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Tab.3 Results of cleanliness test in APAS — 600 dispensing area
A% BWAA BARE #A HA
1 Rl R (0.43+0.03)m/s (0.44+0.04)m/s
) AEHEFME O RREFHHEE 205mm6694 /m' 20,5 um: 2644

25.0 pm: 04 /m’ 25.0 pm: 0/ /m?

4 FAFERNK RFRAAEE Och/n’ 0 cfu /m*
4 BERBENE BAn 0cu/(me0.5h) 0cu/(medh)
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