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HE: 5201558, LRRMMEASRNSYIRAMEIFHEL M AERE RS MR E SRR
—IMEERS, EERS T EASHIRRRR M ENEERERISS L BEZRIXKE, MEMEND
rAlRRRIREEER. TRAVSERESNIRRMENVEFR., AXEETCIaRGEIER
DITEEEM R EFIENA.

2003FL R, IGRIEEDERDITIKERE—HNIESEM, BESZEGCPEM (21CFR Part
50/54/56/312CH-GCP) , GLP;E#L (21CFR Part58) , CLIA (42CFR part 493Clinical Laboratory
Improvement Amendments ) IFR LW = HE IEZXR, CAPFI1SO15189 ( International
Organization for Standardization15189) EFRMRENALRFINERKNTIIESRIGARRILENER
MR LIE. BEEERNIGRRAGENFADITIRNE, BoRBRGLPRERITIGRIXIEN RS
WIVE, FHEGLPER,; thEPHLI=KMNon-GLPIIBItRAE, BEXXHEIRIRER, SOP,

QASERERFINEE. AZ, MTHEQANRERIEEHEESRRZSFNFNTNIE. A, &EM
W XMIERIRIGEER D ITERBR AR S R E R ER T —.

20032BARQA (The British Association of Research Quality Assurance) Z5&GCPFIGLPHIE
3k, H&ECLA, CAPFIISO151899E R, BXIEHT “Good Clinical Laboratory Practice (GCLP)”
AIHES, 2008EEZEENIH (The British Association of Research Quality Assurance) &% T
{DAIDS Guidelines for Good Clinical Laboratory Practice Standards-Training) #0 {Guidelines
on Good Clinical Laboratory Practice) fERBRGCLPRIEESFISEMABRIEMATLLER. 2009F % [FH
MHRA (Medicines and healthcare products regulatory agency) &% 7T (FFXIERKIGHEAH
TR BN AR =S EMNIERE) . FE—itaE, WHO (World Health Organization) 5[
X—ES, R "GCLPARFASGLPERN, MIRGCPHIER, (RIESUEEM" , IAE T GCLPAIHESE.
20115 CFDA (NMPA) & T (AKX EMHERDITIERRITEA)  RBEGCLPRERE

"GLP;ER" EKHIEYREA DTSR = PBEGCPIE, £ "BMVISSREN" HUTIRREEARSD
HrsELe, tIAE T GCLPHIHES, 20124, EMAKER T (Reflection paper for laboratories that
perform the analysis or evaluation of clinical trial samples) , e TR TIRARERDTT, £
SOHE T GCPRIGLP, {BRIEGCLPIX—ER., ZNXHEEBRIRLEOECDIZER —MESRN, OECD
THXREIREERUII Y. FDABIRELZRIFHREZGCLPAEES:, FDAIASIGCLP IS, GLP, GCP
ZREMBEIAE.

EFlaReEMFEADITEREEZMNARE, BREERIGRRREDFEARDITHRERENMPA
GCPiFDGLPEI’H‘E?E}H)u%z‘? BiE (iaRReEERSiEERiTA) , IFEGCPFHIGLPHISEE

SRIEH. ENENS TR =ERFEEXTCFDIARR (BmEMZEZERSHERN (Z51IaARi
E’u) ) PEVHES IS IGIZEER. NTEEMiaRARENSITIE, ERIETEFDA, OECD,
EMA, ICHZGCPFIGLPRIHEXE K, 1 (Reflection paper for laboratories that perform the
analysis or evaluation of clinical trial samples) , 1ZIEERGCLPELSMRIE, BaJ&EGCLPHLE
HNASRESEESHHTEENS T, DRIEIRRRIEEDERDEEREREf I E%. EFGCP
FIGLPRSBAESEnz FSE BRI MERISTEES , IR EME RS Lia = b Slin Rz SR GRS
EERMIFTESIE, XERRIEIRRED DT ERE ERTNT ZEHNEERT.
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