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Manufacturers' considerations for in vitro diagnostic medical devices in a public
health emergency
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3 ARIBRMENX

NHIARTEAE SGE T A
3.1

TAREMH adverse event

55U iE shAH R AR A R R 2R Al S B E SRR . BAMEWEhE, 8zlE . HH
FE AR B FIA RIGRIAIE, T ft S5 AR WIVDET M (3.9) M.
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JE3: hw SO T8 e A2 15 B ) M LA

4 XTTHEBEHADA R, I SUXBR T S50 TVD ST 2 AAR S I S 44

JE5: B MEEUR AP E RAIAA REAE, BRI PR A A 3 T IR e 5 AN T AE U B E UK.

[kiE: 1SO20916:2019, 3.2]

3.2

SHTERE analytical performance

PRAMZ WIS 2R bR (3.9) K Il Bl &4 e 70 B P et i = () BE ).
TP EET, SRON R EIIE KRR RIS

[kVE: GB/T 22576.1-XXXX, H1&4]

3.3
SIREE analytical sensitivity

W 7R AB AR B AR I PR A 00 24 A A T #3 FRT 7

E1: ERRT R BUE A TR T B 2 1E .
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[Ri: GB/T 22576.1-XXXX, 3.2.4, #15]
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IIRPRTEEE clinical performance
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[J6: ISO 20916:2019, 3.10, HEM]

3.5

IGRTMERERFZE clinical performance study
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[KJE: ISO/TS 16975:2022, 3.16, HIE]

3.8

¥HAIE intended use
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3.9

RIMZERETT28M in vitro diagnostic medical device

IVDEEJTEE4L IVD medical device
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3.10

FIKMET leftover specimen

FIKIEAR leftover sample
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3.12
K3E1T pandemic
e FYE RN BEE S 2 X R A, B Fr i 308 s oK NI AT I -
[ﬂ%/ﬁ ISO 6028:2023, 3.3]

3.13

FHEMSE post-market surveillance
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3. 14

4 2[5 post—production
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[BRi: 1SO 14971:2019, 3.12]

3.15

ANHDEZZIENR public health emergency
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FREETE qual ity management
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[R3E: 1SO 9000:2015, 3.3.4]
3.17

MIEEIE risk management
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[kJE: ISO/IEC Guide 63:2019, 3.15]

3.18

FaEM stability
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