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Foreword

This document is in accordance with the provisions of GB/T 1.1-2020 "Guidelines for

standardization work Part 1: Structure and drafting rules for standardization documents"

Drafting.

This document replaces GB/T 18375.1-2001 "Structural inspection of prostheses for lower

limbs Part 1: Test configuration" GB/T 18375.2-2001 "Structural inspection of lower limb

prostheses Part 2: Test specimens", GB/T 18375.3-2001 "Prostheses Structural inspection
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of prostheses for lower limbs Part 3: Inspection of the main structure" and GB/T

18375.4-2001 "Structural inspection of prostheses for lower limbs" GB/T 18375.5-2004

"Structural inspection of prostheses for lower limbs Part 5: Loading parameters in the

inspection of the main structure" Part 6: Auxiliary structure inspection" and GB/T

18375.6-2004 "Structural inspection of prostheses for lower limbs Part 6: Auxiliary structure

inspection" Loading parameters", GB/T 18375.7-2004 "Structural inspection of prostheses

for lower limbs Part 7: Test submission documents", GB/T 18375.8-2004 "Structural

inspection of prostheses for lower limbs Part 8: Inspection report". Compared with the

original document, in addition to the structural adjustment in addition to the integration and

editorial changes, the main technical changes are as follows.

a) The 8 files of the previous version were merged into one file, the overall file structure was

adjusted, and the test process was refined describe;

b) Change the description of test load levels A60, A80, A100 to test load levels P3, P4, P5

(see 7.2.3, Table 4, Table 6, Table 7,

Table 8, Table 9, Table 10, Table 12, Table 13, Table 14, Appendix A, 4.4.2 of GB/T

18375.3-2001, Table 1, GB/T 18375.4-

2001 Table 1, Table 4, Table 5, Table 6, Appendix A, GB/T 18375.6-2004 Table 1, Table 8),

and increase the test load level P6, P7 and P8 (see Appendix C);

c) Added test flow chart (see Figure 14, Figure 15, Figure 16, Figure 17, Figure 18, Figure

19, Figure 20, Figure 21, Figure 22, Figure 23, Figure 24,

Figure 25, Figure 26, Figure 27, Figure 28);

d) Added the requirements for the logs of testing laboratories (or inspection departments)

(see Chapter 18) and the logs of testing laboratories (or inspection departments).

Record summary (see Appendix F);

e) Added the application guidance of the alternative static ultimate strength test (see

Appendix D);

f) The contents of the sample data page of the test report in the previous version (see

Appendix A of GB/T 18375.8-2004) have been deleted.

This document is modified to adopt ISO 10328:2016 "Structural inspection requirements

and test methods for prosthetic lower limbs".

The technical differences between this document and ISO 10328:2016 and the reasons are

as follows.

--- Deleted ISO/T R16142.1999 in Chapter 2 Normative References because ISO/T

R16142.1999 has been abolished.

The following editorial changes were also made to this document.
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