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Abstract
IEC 62304:2006
Defines the life cycle requirements for medical device software. The set of processes, activities, and tasks

Medical device software described in this standard establishes a common framework for medical device software life cycle
Software life cycle processes processes.

pZY U.S. FOOD & DRUG

ADMINISTRATION
|
Recognized Consensus Standards: Medical Devices E U M D R

© FDAHome © Medical Devices @& Databases

("" [ CORE 510(k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
S CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search Back To Search Results

17.2. For devices that incorporate software or for software that are devices in themselves, the
software shall be developed and manufactured in accordance withlthe state of the artltaking into

Part B: Supplementary Information Sheet (515)

FR Recognition List Number 051 Date of Entry 01/14/2019 P . . " T " - .
g v account the principles of development life cycle, risk management, including information security,
FR Recognition Number 13-79 . . . .
verification and validation.
Standard

IEC 62304 Edition 1.1 2015-06 CONSOLIDATED VERSION
Medical device software - Software life cycle processes

Identical Adoption

ANSI AAMI IEC 62304:2006/A1:2016
Medical device software - Software life cycle proceszes [Including Amendment 1 (2018)]

Scope/Abstract

IEC 62304:2006+A1:2015 Defines the life cycle requirements for medical device software. The set of processes,
activities, and tasks described in this standard establishes a common framework for medical device software life
cycle processes. Applies to the development and maintenance of medical device software when software is itself a
medical device or when software is an embedded or integral part of the final medical device. This standard does
not cover validation and final release of the medical device, even when the medical device consists entirely of
software. This consolidated version consists of the first edition (20068) and its amendment 1 (2015).
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SW Requirements Speification Qo L Introduction

C] 1 ° 1.1. Purpose

The purpose of the present document is to define and document the e requir of Urine Analysis System. The pres
should design and implement the software based on the defined requirements of the present document.

re

(01 @ 1.2.Scope

The real benefit of this product is its efficacy, safety, and reduced procedure duration. The software purpose is responsible for t

It is important to note that this SRS document only pertains to the requirements of the software of the ACPUM-04M (Analyzer fo
hardware that it will be deployed. It also does not include other components of the device.

Other components are mentioned because the requirements are indeed based on the interactions between it and the other cor
scope of this document and are therefore not included

o O 2. Software Overview

(30 O 2.1 Software Identification

Product Name

Model Name |ICMDD-04M

Software Name  |Urine Analysis System

Software Version |Ver 1.0.0

Software
Safety IClass A
Classification

Manufacture

| &

i

=
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SW Test Plan

» 1. Introduction

2. Test Plan Activies

3. Purpose of the test

4. Organization carrying out the test
5. Environmental information
6. Test schedule

7. Test Process

8. Defect management process
9. Test basis

10. Target

11. Test approach

12. Test design technique

13. Roles and responsibilities
14, Test exit criteria

15. Software Unit Code Verification

1. Introduction

1.1. Purpose

The present document is a plan for the carrying out of testing on the software of the product tc

1.2. Scope

This document applies to the software design of Analysis System. This document is intended f

Product Name

Model Name

Software Name Analysis System
Software Version ~ Ver 1.0.0
ol _ [lassA

Safety Classification

Manufacture FPA Co., Ltd.

1.3. References
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8.2 * Change control Y
8.2.1 Approve CHANGE REQUESTS (ayenel (cca) l 1
H H Request for configurationfchange
The MANUFACTURER shall change CONFIGURATION ITEMS identified to be controlled according to
8.1 only in response to an approved CHANGE REQUEST. [Class A, B, C] @ @
NOTE 1 The decision to approve a CHANGE REQUEST can be integral to the change control PROCESS or part of ) i
another PROCESS. This subclause only requires that approval of a change precede its implementation. Request for configuration change  Request for configuration change v
NOTE 2 Different acceptance PROCESSES can be used for CHANGE REQUESTS at different stages of the life cycle, as \ r a—
stated in plans, see 5.1.1 d) and 6.1 e). / Fey— >L mient(:lll
8.2.2 Implement changes
The MANUFACTURER shall implement the change as specified in the CHANGE REQUEST. The
MANUFACTURER shall identify and perform any ACTIVITY that needs to be repeated as a result of 1 1
the change, including changes to the software safety classification of SOFTWARE SYSTEMS and )
SOFTWARE ITEMS. [Class A, B, C] WS [m-nﬂ-mu‘:;mmrmmh]
NOTE This subclause states how the change should be implemented to achieve adequate change control. It does b._(cm_a
not imply that the implementation is an integral part of the change control PROCESS. Implementation should use
planned PROCESSES, see 5.1.1 e)and 6.1 e). ',_V_‘
Configuration item -
Check-out{CM) I_E Request for configuration change
8.2.3 Verify changes \ )
The MANUFACTURER shall verify the change, including repeating any VERIFICATION that has been - Y -
' invalidated by the change and taking into account 5.7.3 and 9.7. [Class A, B, C] ErTTETTETIIOET AT e I | I | Notfcationo change ]
| item (by change officer) (by change officer) Clm—nl(:.l
. .

IEC 62304 8. Software Configuration Management Process HE SH {AE=2 Al
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S/W Tool Validation EZ 3| A|AEN SO9001 2f Teamer S/W Tool 2U=A |2

Software Safety Technology Association

CERTIFICATE

No. SWSA-A2410

G-CERTI Cedlitficale

hetehy celifies that

SWSA hereby certifies to

VWAY Co., Ltd.

(Pyeong-kwang B/D)Rm. 501, 5F, 243, Toegye-ro,
Jung-gu, Seoul, Korea

Holder of Certificate : VWAY Co.,Ltd.
5F, 243, Toegye-ro, Jung-gu, Seoul, Republic of Korea

Product: Teamer

Jicalo of Reyist

meels the Standard Requirements & Scope as Jollowing

Version: 25

1ISO 9001:2015

Quality Management Systems
The tool meets the tool requirements according to :

- IS0 26262 up to ASIL D
- |EC 61508 up to SIL 4, class T2 tool
- |EC 62304 up to SW Safety Class C

SW Development of Safety Analysis and ALM Solution

Certification Date: ~ 2024-10-15

Certificate No: GIS-6247-QC Expiration Date:  2027-10-15
Initial Date  : 2022-12-08 Issue Date  :2022-12-08

Expiry Date : 2025-12-08 Valid Period : 2022-12-09 ~ 2025-12-08

Teamer
V2.5
1SO 26262
IEC 61508
IEC 62304

Signed for and on behalf of GCERTI %
President LK.Choi

Cortificate of Registiation C.

/’4\ o 8}
& Software Safety Technology Association|.

5F, 243, Toegye-ro, Jung-gu, Seoul, Republic of Korea

m

MSCB-113

ACCREDITED
Managemen Sstems
Cerication Body
MSCB-113
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Subpart G—Production and Process Controls

| (i) Automated processes. When computers or automated data processing systems are used as part
of production or the quality system, the manufacturer shall validate computer software for its
intended use according to an established protocol. All software changes shall be validated
before approval and issuance. These validation activities and results shall be documented.

Z=X: FDA 21 CFR Part 820
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Teamer= Tool Validation Report ¢! 1Q, 0Q, PQ HIAE E1ME 2|9

PQ(Performance Qualification)

Confirms that once installed and operating, the
equipment consistently produces a product
meeting its predetermined specifications and
quality attributes.

n OQ (Operation Qualification)

Tests the equipment under a range of operating
conditions to ensure it can perform reliably within
the specified limits.

|IQ (Installation Qualification)

Ensures that any equipment and systems are
installed correctly and can operate according to the
intended design specifications.
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