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What this standard covers

This standard specifies the kit requirements for BRCA gene mutation detection kits and

databases, the data composition of the database, the data specifications of the database,

and the data management and interpretation standards of the database. This standard is

applicable to the quality control of BRCA gene germline mutation detection kit, BRCA gene

mutation detection database and BRCA gene mutation interpretation. This standard does

not apply to the detection of BRCA gene somatic mutations and the detection of BRCA

gene mutations by the dideoxy method (Sanger).
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