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Cleaning Test for Medical Device Manufacturers
LIANG Mou,XUAN Ze,LIU Huan,FU Shanshan,Ll Jia,JIANG Zhijie
(Beijing Institute for Drug Control-NMPA Key Laboratory of Research and Evaluation of Generic Drugs-Beijing Key Laboratory of Analysis and
Evaluation on Chinese Medicine ,Beijing ,China 102206)

Abstract: Objective To provide a reference for the efficient production and operation of medical device manufacturers. Methods The
cleaning test data of 71 medical device manufacturers in 2020 were selected,and the number and area of clean rooms,temperature
and relative humidity, ventilation frequency, static pressure difference, number of sedimentation bacteria and dust particles were
A total
of 249 clean zones and 2 384 clean rooms were tested,including 1 215 class 100 000 clean rooms and 1 169 class 10 000 clean

collected according to relevant standards, and the problems found in the field of cleaning test site were analyzed. Results

rooms. The temperature, relative humidity, ventilation frequency and dust particle number of each class 100 000 and class 10 000
clean room met the requirements. Among the class 100 000 and class 10 000 clean rooms,201 and 179 clean rooms which static
pressure difference met the requirements, and the static pressure difference was in the range of 11 — 20 Pa,236 and 120 clean
rooms were detected with sedimentation bacteria, mainly one or two each culture vessel (143 clean rooms) and one each culture
vessel (56 clean rooms) were detected, respectively. The rooms where sedimentation bacteria were detected were mainly two watch
rooms (52 rooms) and buffer rooms (40 rooms). Conclusion In the process of daily production, medical device manufacturers
should strengthen the monitoring of cleaning technical parameters and the maintenance management of equipments, and pay
attention to the design and construction of clean room (zone),so as to promote the efficient operation of production and ensure the
quality of medical device products.
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Tab.1 Test results of temperature and relative humidity in

clean rooms (n =2267)

BE O FAETHET O MARK | AMEE FATHE MARR

(C) (1) (%) (%) (1) (%)
18~20 426 18.79 | 45~50 1472 64.93
20~22 781 34.45 | 50~55 381 16.81
2~ 686 30.26 | 55~60 283 12.48
24~28 374 16.50 | 60~65 131 5.78
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GRS G e R 25 A G B R A P ) B 43 0
201 [B] A1 179 [8], Horp 407 935 1 & 00 i i 22 FE ZE 445
TE 11 ~20 Pa(51. 74%) , J7 935 v 28 1 i 22 £ B AR AE
11 ~20 Pa(45.25%) JEW. 3.
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Tab.2 Test results of ventilation frequency in clean rooms

RESE PTREAT O FREAT | BAAE YTAEAT TAEAE
(Rrde) ()] (%)) | Glda) (%) [](%)]
15~20  501(41.23)  0(0) 51~60 26(2.14)  60(5.13)
2A~30  453(37.28)  577(49.36) | 61~70 1200.99)  24(2.05)
3~40  142(11.69)  293(25.06) | 71~80 8(0.66)  22(1.88)
41~50 56(4.61)  153(13.09) >80 1701.40)  40(3.42)
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Tab.3 Test results of static pressure difference

BWEE YHREEE TRELE |BEE TARERT FAEAT
(Pa) [1M(%)] [8(%)] | (Pa) (1 (%)] [9(%)]
5~10  43(21.39)  58(32.40) |31~40  12(5.97) 14(7.82)
11~20  104(51.74)  81(45.25) |41~50  10(4.98) 4(2.24)
20~30  32(15.92)  22(12.29)
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R, LL1AS 7 TIL(56 1] ,46. 67%) fE% TELF 4.
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Tab.4 Detection results of sedimentation bacteria

W 4 FaE () R FAEE(H)

(A /) +x% FH | (Mm) +FEER TR
1 72 56 7 4 0
2 71 38 8 10 0
3 16 26 9 1 0
4 28 0 10 10 0
5 11 0 &t 236 120
6 13 0

07 G v A TR B Y D ) R B —
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RGN 3 T A T 9 1 2 VB 67 80% 5 T3 4R 315 ¥ 2 A DN
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Tab.5 Room distribution of clean rooms with sedimentation

bacteria
THREEER R FREEERBER
FRAS  FRHE(R)  HMAL(%R)  FRAE  FRKZ(T)  HRR(%)
—£ 28 .86 —£[ 6 5.00
ZEH 52 2,03 ZZ 35 29.17
%ok 31 1314 %40 40 3.33
B AR % 10,17 4R 5 4.17
ELH 14 599 Hi 34 28.33
RAERI 11 4.66
40 76 32.20
At 236 100.00 At 120 100.00
3 iTig
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