2013 FEAHF LA ARES
International symposium on cleaning technology

e A= EHE 2 f R R — B R BRI TT %

FEAAFART T AR INT RAR BT FEK HFai
¥ E T AR DA R wWEIRA RG] IR KRB ERGFA
W B LR SEIL 5 kv B [ N b St i s — AN ). ol eI, oVE . X TR GMP
RSt A2 AN PTHRAE (RS s o ASUREUI LK [ A AT AN ) 20 A v SEBR R K 20 X B AH 45 5 AR 4
To OUIE BELE S HL I INE, W] DLTHS LD B R X 3 LRBUE 40 Ik Ih Jeds s E N TR AN L GMIP RIE 1) 20min,
M T FEEF] 5 G B SR, B W REOEZE/NF 30 Ykth LR o w580 B IS T g 1 g a2 B 7 458 3L e
FISEMME R, XA E N, EANHBTETCE . ARG H 13 SR B0 L K 60%, Jfoh 5K
WIPTESAE, UEREIAT GMPB 2 X R34 40 5 U 1 T A v LUR R 15 BRI I SE IR
REEE] TR B HIX R ARSI A R ERIX
A method for determining the ACH rate of GMP Grade B area---the background area for manufacturing
sterile medicinal products
By Zhonglin Xu, Ning Sun, Yizhao Zhang, Xin Feng, Guoging Cao, Honghong Pan

Abstract Using nonunidirection air flow to provide 1SO 5 cleanliness is a new problem faced by the air cleaning
industry of both China and the whole world. Very few successful experience could be follow and no well
acceptable method could be used for reference. The problem was an inoperable obstacle for the execution of the
new GMP regulation. In this project we couple the uneven distribution theory and expanded mainstream theory,
and determine some parameters according to specific applications. The calculated ACH rate needed for providing
“clean up” period less than 20 minutes required by the GMP regulation is about 40 per hour. If the “clean up”
period is defined as the time from operation status of 1SO 7 to at rest status of ISO 5, the ACH rate need could be
as low as 30 per hour or even lower. Usage of the “clean up” time diagram is method ready to use and agree well
with the test results. The diagram is developed totally by Chinese researchers. According to this project, the ACH
rate needed for grade B area could be 60% lower than the normal practice, which is validated by field tests. In
general, the clean HVAC system for grade B area could be designed in a considerable energy saving way.
Keywords Sterile medicinal product, Grade B area, Air change rate(ACH), uneven distribution calculation,
expanded mainstream
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