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Performance Test Method of Biological Safety Cabinets in Pharmaceutical Enterprises
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Abstract: Objective

hood method, and to provide a reference for their safety performance test. Methods

Beijing Key Laboratory of Analysis and Evaluation on Chinese Medicine ,Beijing ,China 102206 )

To compare the inflow airflow rate of biological safety cabinets by the anemometer method and the airflow
According to the requirement of Class [
Biological Safety Cabinets of Pharmaceutical Industry Standard of the People' Republic of China (YY 0569 — 2011),the appearance,
descending airflow rate, inflow airflow rate, airflow mode and integrity of high — efficiency filter of 37 biological safety cabinets
entrusted by pharmaceutical enterprises in Beijing were tested, and the results of performance test were analyzed. Results The
results of appearance, descending airflow rate, integrity of high — efficiency filter and airflow mode tests all met the standards. The
results of anemometer method showed that the inflow airflow rate of seven biological safety cabinets was lower than the standard of
0.50 m/s. The results of airflow hood method showed that the inflow airflow rate of only one biological safety cabinet was lower
than 0.50 m/s. Conclusion The airflow hood method is more accurate because of the few interference factors from inflow airflow

rate, which can provide a reference for the updating of the standards and the selection of methods for the industries of testing

biological safety cabinets.
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Tab.1 Results of descending airflow rate test of 37 biological safety cabinets (m/s)

b | 1 3 4 5 b 1 § 9 10 il 12 13 14 15 16 17 18 19
TRAEEE 04123 0353 03286 0346 03023 03023 03381 0.287  0.2975  0.3326 03027 03131 03416 0291 0.3622 04105 03112 0.3089  0.3136
Hifhlh 0.3 0.35 0.3 0.3 0.32 0.31 0.35 0.3 0.2 0.3 (.36 0.32 0.32 0.3
ShfBeEE - -0.047 -0.0014 -0.0054  0.023 - 0.081 = -0.0125 -0.0074 0.0027 -0.0069 -0.0084 - 0.0022 - -0.0088 -0.011 -0.0064
5RMERAE 0082 0023 0.0518 -0.023  0.0418 -0.048 0.0317 0.0517 0.043  0.055 -0.029 0.044 -0.0315 0.0554 -0.0517 0.0022 -0.027 0.045 0.0436

s 0 | n JA U JA) 2% N B b 30 3l RJ) R H 3 3 Rl
THRARRE 03018 03133 03633 0354 03549 03602 03532 03454 03467 03611 0.3462 03511 03476 03432 0.3426 0358 0334 03178
Fifhle 0.32 0.30 0.35 0.3 0.35 0.3 0% 0.3 0.3 0.35 0.35 0.3 0.35 0.35 0.3 0.3
SHAEREE -0.082 00133 0.033  0.0054  0.0049 0.0102 0.0032 -0.0046 -0.0033 0.01L1 -0.0038 0.0011 -0.0024 - - 0.0068 -0.0006 -0.0122
5R0ERME 00482 0.0312  0.0078 -0.0311 -0.0317 -0.029 0.0288 0.0201 0.0215 -0.0334 0.0188 -0.0079 0.022 0.041 -0.0312 -0.0317 -0.0209 0.0211

E: -/ REHHEOR2RE,

Note: — indicates that the corresponding data cannot be calculated (for Tab. 1 — 2).
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Tab.2 Results of inflow airflow rate test of 37 biological safety cabinets

% | 2 3 4 5 6 7 8 9 10 I S S S [ (S A
EALERR (n)s) 06007 0579 05721 0543 0591 05811 058 05045 0578 0.5020 0543 05354 0.5605 04793 0.5077 05001 05313 0578 0.5354
Fibli(n/s) 05 0% 05 056 0.5 055 05 056 05 0% 0.5 05 0% 0.5
Sl 2 n/s) - =000 0010 0.043 -0.0209 - <000 - -0.0222 0.0129 -0.057 0.0054 0.0005 - 0.0077 - 0.0013 -0.0122 0.0054
IRREXEESAEMS) 00 01 0 0l 0l 01 0l 0l 0l 0r 0l 0Ll 0l 0l 0l 0B 0 01
5% 2 | b pi B % i % 9 K] KT R N N S
EARRER (/s) 0.5456  0.5353 05389 0572 0.552 0.5 05316 0545 0503 0566 05488 0.5388 0.621 05877 05521 0.554 0.5368 0.5456
Febli(n/s) 0% 05 055 05 05 0% 05 05 0% 05 05 05 05 05 0% 0%
L £4nls) -0.0144 -0.047 -0.011 -0.0128 -0.0148 0.000 -0.0184 -0.0055 -0.0077 -0.0084 -0.0012 -0.0102 - - 0.0021 0.084 0.0068 -0.0144
IREREESAEEM) 00 ol ol 01 0l 010l 0L 0l 0l 0 0L 0l o0r 0l 0l 0l 0l
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Fig.1 Comparison of two test methods of inflow airflow rate

W22, 5y AR BH M s AR B PR 5 A R v B [ XU
FRAS, XA 53 ) AS AR VR R R 5 HLRGERAS I s A
SR T Bk, TR I BRI I Sl % — A A HE
VER— IR R
2.4 BSRERBEBEEMKTEX

2 3 TR, G R AR S B E AT A (L A
2HEIYY 0569 — 2011 ZR (AR R T 10 pg /L) ;
FEA A A I BRI TAE % 11 4h , 4% TAE %
179 Jo T B v T DX, B2 3R T A 8 0 W 1 ) 4 o7
SIMABEAREF Y, A SRR E

F3 NEEPRLENBTRBERTEERSRER
il R

Tab.3 Results of integrity of high — efficiency filter and airflow

mode tests of 37 biological safety cabinets
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