Computer software confirms the control Procedure
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1. Purpose and scope/ B #JH1E FH i

Confirm the computer software to verify the ability
of the process to achieve the planned results.

Applicable to the software used in the company's
production and service processes, monitoring and
measurement processes, and software tools needed
in the software development process; Such as
production ERP software and inspection software.

2. Reference document/Z3# {4

ISO 13485:2016  Medical devices — Quality
management systems —
Requirements for regulatory

purposes
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3. Abbreviations and Definitions/4g#&iE 5 € X

3.1. Abbreviations/4gB&iE

N.a
3.2. Definitions/5E X

3.2.1.  Black box testing/3B &R

The system (software and hardware) is regarded as
a black box that cannot be opened. Without
considering the internal structure and characteristics
of the system, the tester only relies on the software
tool requirement specification to determine the
test data from possible input conditions and output
conditions, that is, according to the function or
external characteristics of the system. Design test
cases (e.g. functional tests).

3.2.2.

Verify that the system is installed in accordance
with design standards, and confirm the required
installation environment, software and hardware
technical documents, drawings, and operation
manuals.

3.2.3.

Verify that the system functions meet user
requirements. System operation verification shall be
performed in a test environment isolated from the
normal working environment, but shall simulate the
normal working environment.

Installation confirmation/Z 3L A

B RGN BE AR A REATIT R &L FEA
JE ARG FR A R PE RIS D0 T, DI R EE
A TR RV, AT RERI S A 6 1 A
2 B s R, R AR R S T RE
BANERREE,  BETHINGU B (91 an D RE T -

BN R GEN 2T 5 BT b, 0t i i/ 22110 %
PIRBL . AT LA BORBERE, B4R, RAET
TS SCAF HEAT AR o

Run (operation) confirmation/iz 17 (¥&/E)#aiA
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3.24.

To confirm the effectiveness and stability of the
system operation process, it should be tested under
normal working environment. The test project is
based on the overall effect of the system operation
(such as testing the quality characteristics of the
product produced), and the test should be repeated
no less than three times under normal working
environment (under the same conditions).

Performance (process) confirmation/{4:88(T2)#AIA
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4. Flow chart/TifEE
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