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Proficiency Testing for Illuminance Detection of Clean Environment of 24 Inspection and

Testing Institutes in China
TIAN Lin,LIU Yadan ,XIANG Xinhua,XIE Langui,YANG Huiying
(NMPA Key Laboratory for Quality Research and Evaluation of Pharmaceutical Excipients - National Institutes for Food and Drug Control,Beijing,
China  100050)

Abstract: Objective To evaluate the proficiency of Chinese inspection and testing institutes on the illuminance detection of clean
environment. Methods A proficiency testing program for illuminance detection of pharmaceutical clean environment firstly designed
and implemented nationwide by National Institutes for Food and Drug Control in 2022 was retrospectively analyzed. Based on the
characteristics of clean environment testing industry, this program included written examination and practical operation. The written
examination consisted of three questions (limited to 40 min to complete) , aiming to assess the correct understanding and mastery
degree of participating laboratories on testing standards,and it was evaluated according to the scoring criteria determined by experts
(a maximum of 50 points). Two clean workbenches from the Institute for Pharmaceutical Excipients and Packaging Materials
Control, National Institutes for Food and Drug Control were used as the samples in practical operation to assess the instrument
operation and testing level of participating laboratories (limited to 5 min to complete). The results of on — site testing were
evaluated by Z — value ( | Z|< 2, 2<|2Z]|<3,]Z]= 3 refer to satisfactory, questionable and unsatisfactory results) and
scored (a maximum of 50 points). The testing capacity of participating laboratories was evaluated based on the sum of written
examination and practical operation scores, with > 60 points as qualification. Results A total of 24 laboratories participated in this
proficiency testing and submitted reports as required. The score of written examination was in the range of 45 to 50 points, with
21 laboratories getting full scores (87.50%). For sample A,the practical operation of 21 laboratories was satisfactory (87.50%),
while that of three was questionable (12. 50%) ; for sample B,that of 23 laboratories was satisfactory (95.83%) , while that of one
was questionable (4.17%) , and there was no unsatisfactory result for both samples. The total score of 24 laboratories was all
qualified. Conclusion This proficiency testing shows that the testing capacity of each laboratory is good. However, some laboratories
still lack understanding and mastery of the standards or do not meter the lumeter according to the calibration cycle. It is suggested
that the testing personnel should increase understanding of clean environment testing standards, and corresponding institutes should
pay attention to instrument calibration to continuously improve the testing capability.
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Tab. 2 Regional distribution of participating laboratories
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Fig. 2 Distribution of Z — value in illuminance detection
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Tab.4 Results of proficiency testing of participating laboratories
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Fig. 1 Results of illuminance detection of participating
laboratories
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Tab.3 Results of illuminance detection (Ix,n =24)
& F5®AL 1) max min wE
A 1832 92 2023 1559 464
B 833 54 911 680 231

SRR 224 S0 5L 06 2 1R I A5 4 A L
ﬁ?ﬁz&ﬁ?é‘]ﬁ?&“ﬁ,,?"T‘?h{ﬂﬂﬁﬁﬁﬂ%3;1“\E
K Z (8 AR R UL 20 BE AL S R E 21 K
(87.50%) , A [a] {5 3 % (12.50% ) 5 ¥E & B, 45 J i =
23 2(95.83%) , A [0} 1 2 (4. 17%) . 2 DA i B o 45
AN L5 %

FEARIE N 24 RSS2 K %= BRI
PEAMT-90 ~ 10043 3E WL F 4,

70

LR A, B

3 itig

2 S 36 3 A SR 23 R 3 SRR AT - 1) BREE AR A
AR RIS B AEAT KUEOR PRI AT AT AN 1~ 2 m,
752 PRA R TR > 3 o AN [RIBRIE A0 T A i 1 3 1 22
SRAN[RJ L3120 (E A S R A W00 ok 52 o, 7 A 0 ol S0
R R R A1 A5, A RE S BHLH S R 25 2R 0 2) IR B 4 2
JETF AT 1% B 03 92 50 2 SRR M LA R AE IR S
IR Z LW TR

3 0 0 5 2 2 MR T A L SR AR R
BRI IR T B MR IR 2 T oo E B R Y
SO, A DR B s 25 SR R B2 L B AR S O'G IR B2 1
e MR ) S IHEA T i (R Rl — Al 14F) S b
HEFFOS RS A AR /R (EIR 22 AT T HLRE , BEOR“PrifE”
S TR R E R 2ZE AL £ 1. 0%,



