[FEEH{A % Quality Management System ST E Doc No. :

QMO1
< fr A A Doc Rev. A | CRuxx
Document Name: Jﬁ E %:_“ HH. :

43 HHA Effective Date :
Quality Manual T X Page No. : I #H34TT
0.1 H3% Table of Contents
I Fra Titles Tk Page

11 Cover Page 1
B 4F 5 5% History of Change 2
0.1 H 5% Table of Contents 5
0.2 HHiY Purpose 6
0.3 U Scope 7
0.4 2227 {4 References Document 8
0.5 7E /165 Definitions/Abbreviation 9
0.6 539 P24 Distribution Control 10
0.7 HRTERFS 1013485 B&J7 a5t IC B S A N SsOn e 11

Matrix between ISO 13485 Clauses - Sterility detailed Clauses and the
1.0 7\ H] &4 Company History 17
2.0 [ & J5 %1 H1 H % Quality Policy and Objective 19
3.0 “H 21 5HH T Company Organization & Responsibility 20
3.1 “H #H22F4) Organization Charts 20
3.2 FIFIHAAL Authority and Position 22
4.0 [T = E A £ Quality Management System 28
4.1 J= 1 General requirements 28
4.2 SCFEE3K Documentation Requirements 29
5.0 EHHHTT Management Responsibility 34
5.1 ‘EH7K 1% Management Commitment 34
5.2 LA 2 5573 f5 53 Customer focus 34
5.3 [5i & J7%t Quality policy 34
5.4 ] Planning 35
5.5 HA5T ~ AUPEAT2#%E Responsibility, authority and communication 35
5.6 B H# Management review 37
6.0 %t & 2 Resource Management 39
6.1 FEEHE it Provision of resources 39
6.2 AJI%T)E Human resources 39
6.3 FHli% i Infrastructure 40
6.4 T{E¥F5E Work environment 40
7.0 7= SZH Product Realization 42
7.1 I L SE PSR K] Planning of product realization 42
7.2 5% P AESHYT 2 Customer-related process 43
7.3 1 F1FF% Design and development 45
7.4 ¥ Purchasing 51
7.5 | A=7"#2fit Production provision 54
7.6 WSz R & 25 B Y924 Control of monitoring and measuring devices 60
8.0 WM& ~ S3H R Measurement, analysis and improvement 62
8.1 /'E'\UJU General 62
8.2 WSFZER1 & Monitoring and measurement 63
8.3 REf& ] Control of nonconforming product 67
8.4 FHEHT Analysis of data 69
8.5 % Improvement 70
b= I Appendix I 77




FREEH{E % Quality Management System STHESSE Doc No. : QMo1
X & & }
XA4HA Doc Rev. : A CRxxxX
Document Name:
! Jﬁ E %:_“ HH 43 HHA Effective Date :
Quality Manual T X Page No. : AT M

0.2 H#J Purpose
AFMz BHy e e st RN EE A A -

The purpose of this manual is to describe in broad terms the Quality Management Systems adopted in
the manufacturing of medical devices.

AFMEmAEE ~ ;BN S (BEEAR) ®E o FRESE ST -
This manual is prepared by Quality Assurance Supervisor, Quality Manager and General Manager
(Management Representative), and approved by Managing Director.

AFMSETEAETS - RS5%ETT 0.1"HIE"FrrHE -
Each chapter in this manual has a chapter number and revision code, which is shown in Chapter 0.1:
eTable of Contents”.

AFHOAEELT > ZEAVH IR S SR C T TN IL T
If this manual is to be revised, all the change details will be recorded in the chapter of “History of
Change”.

ARFHAN AT A EREN SR A » BSTHIIRAS » 500 DCC RITHNEMERN A - A
FHf R B A AR SRS S B AN RA =R » DUELSRIA -

Any discrepancies between the revision of all regulations and specification documents in this manual
and Regualtion Summary Table released by DCC department, Regualtion Summary Table will prevail.
If there is any discrepancies between the content of all regulations and specification documents in
this manual and Regualtion Summary Table released by DCC department, Regualtion Summary Table
will prevail.
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3B Scope

AT AR T R EE A RIS T AL S FTE BT 2R REET 0.4.1 TATSIRVIT AT 1S
ST ¢ He 0.4.2 TRATYIRYE FRAEDK -

The Quality Management System described in this manual applies to all medical devices and
is established based on the requirements stated in section 0.4.1. It is intended to meet the r
egulation requirements stated in section 0.4.2.

BEH 5 2 W] R 7 v

ARG FI SR b/ BC P 2RSS HIFFEZOK - A RTREABE T - SR EEHE
K& AN 7.5.3 ~ 7.5.4 A1 7.5.9.2 55K -

Products and/or components currently manufactured by our Group do not have particular
requirements in relation to installation and service. Products and/or components are not active
implantable devices. Thus, the Quality Management System excludes the clauses 7.5.3, 7.5.4 and
7.5.9.2.
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224 References Document

uality Management System Specification

1S0-13485

FTEEEE BT -TTEEE R - A TAMAYE R
Quality Management Systems - Medical devices-
Quality Management Systems - Requirements for regulatory purpose

BS EN ISO 13485

FEERRAE - BT B -To7 BB R 2 AT EK
BSI Standards publication-Medical devices -
Quality Management Systems - Requirements for regulatory purpose

0.4.2 FEFZEH Suitable Regualations

EU MDR

WREH BRI T et 93/42/EEC
EU Council Directive 93/42/EEC Medical Device

21 CFR Part 820

[T R AR ZIER
Quality System Regulations

China Medical Devices Act

Canadian MDR IIZEREETT 23T & 1 VR4 Z.(CMDCAS)
Canadian Medical Devices Conformity Assessment System (CMDCAS)
HE ST s tE M YY0033- R ST el EEAE

E e 650 S-EfTasth i B EE R
YY/T 0287-B=i7 a5tk FTEEHAEZR AT AMAVEX
EEIT s A o B EE AT

MDCO

BT (LRSI AVE — 55 I/ I/ IV RS T (a5 RV 5 R — 15 © GN-02
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TE X /EE Definitions/Abbreviation

ASL ERRINE NN L/ 477 R 441 Approved Supplier List

AVL EIEAEN R 241 Approved Vendor List

CPAR 2UTF K P45 i Kk 5 Corrective and Preventive Action Request

SCAR HER pg 2l IFHE Hif <5 Supplier Corrective Action Report

DCC ~Z#£H00) Document Control Centre

DHF SRR YIS 2 dm B 0 5%
Design History File, a compilation of records for the design history of a complete device
SRR Y AR S 2 Jm B 40 5%

DHR Device History Record, a compilation of records containing the production history of a
complete device
Ml 5E Al i HITRR e S IAS 2 e 40 5%

DMR Device Master Record, a compilation of records containing the procedures and
specifications for making a complete device

GM S 223 General Manager

I1SO EFrFrAEZHZY International Standard Organization

MR B # {3 Management Representative

MRB Ykl e 5 7 (714 Material Review Board

OEM AT 47 Original Equipment Manufacture

QE /i L2 Quality Engineer

QM [Fi & F-fff Quality Manual

QMS il =& # (K £ Quality Management System

QSP i = E K ZF2F Quality Management System Procedure

WI TAE+55] Work Instruction

MDF EEFT 281044 Medical Device File
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4y % 28l Distribution Control

FTEERELZNGH TS CEHEBERE) FESERN T RE T2 TSR - K
FAI % > dnf5t 2B R AR AR T L T E R S -

Only the manual that bears the original signatures of the officer in charge of Quality Management

System, and the General Manager (Management Representative) is the original document. To
distribute this manual, Quality Supervisor will transfer the original document to the DCC for
duplication and endorsement.

SAZENAE T Z R A A B w5 ALY TEASRHIE » FEE R RIRIAIEH 55 E 2L EHY 2425
PFENE -

The original QM shall be marked riginal signatures of thy the DCC Clerk. The DCC Clerk shall duplicate
sufficient copies, according to the distribution list as shown on the cover page of this manual. All
copies for distribution shall be marked “Controlled Document” in red.

BUEFCANTE TIAATR > SET LISt AT AR IR A Z T -

DCC is responsible for retrieving all manuals that are superseded by a later revision.
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Matrix between ISO 13485: 2016 ~ Sterility detailed Clauses and the Reference
Procedures(Page 11-16)

1SO13485 FRAESK PRSI ES TENIEEL |QSR 820 AFMET (MHREF
1SO13458 Standard Clauses (FET 1S013485 £&30) Sterility detailed |(21CFR820) Chapters of  |Reference Procedures
(2016) Description of Standard Clauses Clauses (2017.04.01) this Manual
(2016) (2009)
%
1 Sl 820.1 0.3
ot S
2 HSutES | S / / 0.4
3 RIBFIE X / 820.3 0.5
4 FTREHR REK / / 4
820.5
4.1 BREDK F=% 4.1
820.20(e)
42 FESK / / 4.2
=]
4.2.1 Fo+=% 820.20(e) 42.1 QSP0401
General
— Sl R AT T P
422 |FiEFH FEo =% / 422
Document and Record Control
423 |7 SR o WiE S 820.181 423
Eot+A%
424 3T 820.40 424
Fog
820.180
425 [T BoAt% 425
820.186
5 EHIRTT / / 5
5.1 =iiers EUES 820.20(a) 5.1
5.2 DA 1y 0 s ERIES 820.20(a) 5.2
5.3 &% EFik 820.20(a) 5.3
5.4 el / / 5.4
541 |FIEHR NS 820.20(a) 54.1
542 |PIEEEMEREN EATS 820.20(e) 5.4.2 QSP0501
5.5 IRTE ~ FUR S e / / 5.5 EHILE
551  |HRTTRIAR EHZ 820(b)(1) 5.5.1 Management Review
552 |EHEEAE EATS 820(0)(3) 5.5.2
553 |NELMHE E Sk 820(b) 5.5.3
5.6 B 5.6
5.6.1 | & 5.6.1
FHE 820 (¢)
562 |[TFEEHIA 5.6.2
563 |[PFEHEH 5.6.3
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6 B / / 6 QSP0601
6.1 B R Fk 820.20(b)(2) 6.1 bzl
6.2 ANTTHR IS 820.25 6.2 Training
QSP0715
6.3 FEIHNR EES 0T 6.3 PR BRI
820.70(g) Management, Repair and
Maintenance of Equipment
6.4 AR BRI 54 / / 6.4
Fhae
F—% QSPO711
CERniES O R AT ERB ST ERE
CERNIE S H
FHANE Warehouse and Production
6.4.1 | TAEFER Bt 070 () 6.4.1 Area Cleaning Environment
ER WIS 070 (0 Management
RIS QSPO712
o S TE AT R R
FEo—% Clean Room Environmental
Sy S Control
6.4.2  |T5HuAZE] A 820.70(e) 6.4.2
=%
7 = En S / / 7
7.1 P an SR BRI BANTE / 7.1 QSP0701 & ElAT s E e
7.2 S5Z P iEsRnyiiE / 7.2 Contract /PO Review QSP0702
721 | EERAHE ERTNE 7.2.1 7 /A Customer
722 (PSR EFARDIES 722 Communication Handling
oo ALY QSPO703 % LI IRA R
FEEE P Customer Consigned Property
723 |4 5 7.2.3 Control
EAG S
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73 W1 & / / 73 QSP0704
731 [EI FEFNEK 820.30(a) 73.1 BT S A IEH R imG |
732 [EVHRIFFE B NE 820.30(b) 732 P2
733 IR AR A F=1% 820.30(c ) 733 Design and Development
734 [EHRIFFERL B=—% 820.30(d) 734 Control and New Product
735 |EHAIF & IR FE=H=4 (820300 7.3.5 Introduction Control
736 [EIFRIFFRIIE B=0U% (8203000 736 QSP0705
737 [EHRIIFAHEIA EoFEE (320300 737 BRI R
738 [BiHRITTE R s 820.30(h) 738 Preparation and Control of
739 [EHRIIT A e HEoA% [820300) 739 Technical Document
QSP0720
7310 | RIFFE SRS B4 820.300) 73.10 P E
Risk Management
» K / / 74 QSP0706
Purchasing S RINENIT,
Purchasing and Outsourcing
F=1FK Process
741 |FpRE o 820.50(a) 74.1
EENE QSP0707
RN RS NI AR = R
742 |REEE 015 820.50(b) 742 fESIka]
$20.80 Evaluation and Approval of
743 |RIGF=EHIRAE I —5 820'86 743 Vendor/Supplier
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7.5

AR R

QSP0703
AL AR
Customer Consigned Property
Control

QSP0O704
B SRR B s [
2
Design and Development Control
and New Product Introduction
Control
QSP0705
FOR ST AL 2
Preparation and Control of
Technical Document
QSP0706
R R ANR AT
Purchasing and Outsourcing Process
QSPO707
BERT RS/ SN T/ AP B AL S
NE]
Evaluation & Approval of
Vendor/Supplier

QSP0O708
HfinlE
Production Operation
QSP0709
EYAHIEE
Injection Section Operation
QSP0O710
Gl TENIN
Process Validation
QSPO711
TR AT RE S R E
Warehouse and Production Area
Cleaning Environment Management

QSP0O712
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ARk S5 bR S AT

E
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S
B E B H
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b
=
X
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w

B
E
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e

BHAR

BHA—%

820.70(a)
820.120
820.184

EE O]

820.17 /

A2 5]

Bt —%

820.200 /

TR BT 2k < SR

AP MR S5 SR R AR A

820.75 7.5.6

<]
H

FER

AR AL ANE

FRil

¥ w8
M
+
= =
SN

ps
1
e

820.60
758
820.86

TR R PR

Clean Room Environmental Control
QSP0713

KPR

Sterilization Control

QSP0714

P i

Product Traceability

QSPO715

REIVET - fEE R IRTR
Management, Repair and
Maintenance of Equipment
QSPO717

OBl mbire
Warehouse Operation and Product
Preserving

QSP0718

ERYIREBE

HK Logistic Operation

QSP0O719

L Se R |

Part Number Control

QSP0721

S SIS
Production Material Planning and
Control

QSP0722

PR PR

Clinical Evaluation
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FHAER
759 |AEEMME FN o 820.65 7.5.9
gtt+=%
7510 |EiE T / / 7.5.10
820.130
7511 | EPHE FEARF % 820.140 75.11
820.150
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QSP0O716
M &AL FE 2 A FOFZEA
7.6 AR & 25 A 22 1 EAT=5% 820.72 7.6
Calibration & Control of
Measuring Instrument
8 b= R I S [ i / / 8
8.1 SR General Evauuli'ES / 8.1
SP0801 et Incomin
82 W R / / 82 Q b £
Inspection QSP0802 FHIFZF&E
82.1 |t FEARTER 8.2.1
In-Process InspectionQSP0803
822 |IIRRE E+/G% 820.198(a) 822
B 45 #67 Final Inspection
823 |HIREVIRE VA S 8.2.3
QSP0806 N E 4% Internal
824  |INEREZ EAT/ G 820.22 8.2.4 .
Audit
82.5 |AARAYUE A & EyampliiES 820.75 8.2.5
82.6 | imy s A & FERTHSER 820.80 8.2.6
8.3 AEE ] / 8.3 QSP0304
83.1 [EN] Ry TS 8.3.1 ENEr -l
83.2 |IRIEIMAGEMIMNIER  |FEFAg £20.90 8.3.2 Non-Conforming Control
833 |RMBHBFSHQMARIER  |[Bt+% ' 833 QSPOS0S
VI EEZ RS
834 |IET Ft+ts 8.3.4 . )
Material Review Board
QSP0808
] £ YA g S BRI R SRR
8.4 EESIAT Analysis of data 820.250 8.4
BAT=% Control of Data Analysis &
Statistical Techniques
QSP0O807
8.5 et / / 8.5 UTE R TS e
Corrective and Preventive
Action
=Yl % =k S.
8.5.1 & EBIT=5% 8.5.1 QSP0809
820.100 FifERg
E YA RIS 820.193(b) Post Market Surveillance
85.2 |AYIEFENE 852
EVAG WIS 820.198(c ) QSP0810
820.198(d) A BT
820.198(e) Incident Reporting and Recall
- A% 820.198(f) QSPO811
Procedure for Unanounced
Audit
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/N E|fEif Company History
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FEE74IA1H % Quality Policy and Objective

& 7%t Quality Policy

BEHR > 5 A w7

& E#E QUALITY OBJECTIVE

BEHE > 5 R H by
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ZH4H i Organization & Responsibili

3.1 Organization Charts
I ER Y 5 2 2R 2R IR
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71 % BRfir Authority and Position
3.1 EHEHAZH
Managing Director
311 ATTAEZ RIS RISFIER - HA RNt ERITA -
Be responsible for the overall business strategies and management of the
company; and define the long term direction of the company.
3.1.1.2 A EHREEATR IR LMEAROSIE -
Provide the company with sufficient resources for effective operation.
3113 EAWAEZBEBESTRZFTENTT -
Be ultimately responsible for the company’s overall operations and product
quality.
3.1.14  FRTAEFTETTE
Define the company’s Quality Policy.
312 HgHE
General Manager
3121 TTEEN JBEZBEEHE A WRBEKSEZTHERNT -
Be responsible for the overall management of the operations of each
department Having responsibility and authority over the operations.
3122 GISKEHAGERE]  EAETENEERE - LIABEE ER A E
Hix -
Provide leadership and management to the division, motivate all divisions
and team members to work cohesively in meeting customer’s requirements
and achieving company’s goals.
3.1.23  DITRNIFEEE R AEEET -
Be responsible for the development of quality management and establishing
the company’s Quality Objectives.
3124  GISTUEEMEMAHE KRS -
Be responsible for Advisory Notice handling and reporting.
313 EBHEHEKE
Management Representative
3131 HIEAR{EREEEE LA EHANE -
Act as the Management Representative of the company’s Quality
Management System.
3.1.3.2 ORETEEER S IS 2 AR - RIS -
Ensure that the Quality Management System is established, implemented and
maintained in accordance with applicable standards.
3.1.33 A RCEAEFEED -

Coordinate and administrate management review activities.
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3111 TIBUARAEZ R EIRIE AT E SN IAERLE -
Be responsible for communicating with external parties on matters relating
to company’s Quality Management System.
3.1.12  [EEFEALELIRFEEEE LRGSR SELTIFEFE I REEEE
FASUH SR -
Report on the performance of the Quality Management System to the
Managing Director for review and as a basis for improvement of the Quality
Management System.
3.1.1.3 EEEEEESW -
Preside over the management review meeting.
3.1.14  DISTHTEEERE AR U
Be responsible for approving Quality Management System Procedures.
312 ®E
Research and Development
3121 WHxHER
R & D Director
31211 [EESEGTATE TEEE KA IRASEE
Be responsible to the General Manager for all engineering matters
and co-ordination of clinical matters.
34212 BEGRFTEL e MDD SORZOK DU HEEFRAYBR A
Ensure that the product complies with the technical requirements
of the MDD and other international standards/requirements.
30213 TIGTAFG T ~ HIHEOREILR
Be responsible for the risk analysis and drafting technical
drawing.
3.1.22 TiELHE

Engineering Manager

34220 EPPEEERTITT - BB TRORFI TR RS H
Be responsible to the R & D Director for handling matters in the
division relating to technical and engineering aspects.

3.0.222  PHBOWR SR & T b R0 B B
Assist the R & D Director in developing products and/or
upgrading the products as necessary.

3..223  PBBNAEFENS SO RIS ROR - DUROR D AR A
Assist Production to continuously improve manufacturing
techniques and reduce production cost.

3.12.24  THBIETIRL/BCOREY SRR R L AR
Assist the sourcing of new material and/or components and

vendor approvals.
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3.1.1 BER

Marketing

3111 STEIA RBER R AT 2T
Be responsible for the marketing of the company’s products to existing and
potential customers.

3112 FHUAEZR Y 2 E RS R -
Act as the principal contact for customers.

3.1.1.3  BUESRBS IR A 27 -
Develop strategic planning to promote the company products.

3.1.14 BTN En T & P RA RIS LR -
Be responsible for delivering the products to the customers, and related
shipping arrangement, including the documents.

3.1.1.5 IS ESEEEHE > FHRIFAE > FHwEEEE -
Be responsible for taking initiative in contract review, customer complaint
handling and customer satisfaction investigation.

312 &EgE

Production Manager

3.1.21

3.1.2.2

3.1.2.3

3.1.24

3.1.2.5

3.1.2.6

3.1.2.7

3.1.2.8

3.1.2.9

FEHIATUERE N FE H iR SEs -

Define the objectives and indicators within his responsibilities.

BpRAE R pT B E R EE TR AEBCELURE -

Ensure that production and quality requirements are met by reallocating
resources available to him.
FEHIRBCEEN - 4R 88 E R A REE(E -

Maintain the effective operation of the Quality Management System within
his responsibilities.

SARSRER TR A T A AR AR AR SRR S -

Confirm manufacturing methods and process flow by working with related
departments. Prepare associated documents accordingly.

fig A P R Y T ZROR A -

Resolve any manufacturing problem arising from the production line.
BRI AT R~ TRET R ~ (UE0R - DUAIRT] BIEZRE: -
Manage and maintain production facilities, fixtures, tools and instruments, to
ensure factory operations continuity.

AT L AFRGEER)  HHE S HIEAE AL S Ik -

Be responsible for the technical training for the workers, and direct them to
use the machine and fixture correctly.

TR R R LA

Be responsible for the workshop environment control.

T AT EFES A IFE -
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Review the production Wis.
311 IHENHIEREAIA -
Assist in the preparation of “Process Validation”
3.1.1.2  GieEHEREZEIIAL > (# BT ERPIAR -
Provide leadership and management to the department he/she supervises
such that responsibilities mentioned above can be achieved.
3.1.2 KL
Purchasing Manager
R EIATTEE LU NIIEE -
Purchasing Manager is responsible for the management of the following functions:
3.1.2.1 ) Purchasing

30201 DABTLAAERAIN [A] RO AR B AR RS R ~ s foak &
Be responsible for procuring materials, machinery and
equipment in a timely and cost-effective manner.

31212 fEEXREAMERSREERNER
Supervise the purchasing staff in resolving any matters in relation
to purchasing.

31213 GEBRNEH IS AN R ORE H E HSRIGAR 5 IER TE 1R S -
Coordinate supplier evaluation activities and ensure the proper
performance of the approved purchasing procedures.

30204 fe gk R N R 2 ENT AT R B Y IR 55 R R B -
Encourage suppliers to improve the quality of their services and
products.

3.1.2.2 4% K7 PMC / Warehouse

31221 DI SHSEE R o TSR]

Be responsible for scheduling appropriate production plans by
ongoing communication with Marketing.

31222  HAERFTEYIRL G TE A - P - B2k - (T e)

Ensure all materials and finished goods are correctly and
properly stored, preserved and delivered (Warehouse).

31223 {59 NEAHESYIR R SATHHRIE RS -

Supervise subordinates to handle matters related to materials
and production plans.

31224  WERETEEHE AR TNAERUETT -

Ensure the effective operations of the Quality Management
System within the department.
3.1.3 LS Quality
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Quality Manager

3 T~ S RO T R E R &
Define, implement and improve the Quality Management System

3112 5 RIS R EE s TR A [ & R -
Participate and assist in resolving quality related problems
arising in the production or other activities.

3113 WORE ISR RN AR AR -
Ensure that customer complaints are followed and resolved in a
timely manner.

314 T EEHKEESE -
Promotion of quality concepts and quality improvement.

31115 EHRANEAESRENASRZEH -
Manage and handle regulatory affairs.

31116 EHENETTEHZEL) -
Manage and conduct internal quality audit program.

3112  SEFETE

Quality Engineer

30120 DITTIE (RS HIROAR
Be responsible for the instruments’ calibration.

3122 SATHERETERI ~ ARral R iR A A
Conduct sampling plan, and Production Line and Product Defect
Analysis.

3113 ERFE

Quality Supervisor

31131 fER MEAEKRERE > fIRRE - A RE R TTRE
Supervise subordinates to conduct inspections, including
Incoming inspection, In-Process inspection and Final inspection.

31132  PhEhsFiaEEE I T EE A A
Assist Quality Manager to establish a Quality Management
System.

3..133  PBBHAIIEFGHE R T ohry Rt -
Assist Corrective and Preventive Activities follow-up.

312 TBRAEFEE

Admin. & Personnel Supervisor

3.1.2.1 M ATIH

SURHIRLA ~ F3HE ~ 85I ~ % ~ T SR

Be responsible for recruiting, planning, training, performance appraisal,

implementation and follow-up of human resources.
3122 DATTgm A R RIFF R S -

Be responsible for scheduling and implementing the annual training plan of
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3123  GSTERA G THEIE ~ RO TR ES IR -
Be responsible for the initial audit for the emolument and position of each
level of staff, and the calculation and verification of wages and salaries.

3.1.24  DITTHIETE - AEH I LIERT R » HERERT -
Be responsible for developing, implementation and monitoring the action
plans for Administration and Personnel.

3125 UIEESEEIL - RENDEESTSE RN -
Be responsible for preparing employment contracts, residential permit and
insurance matters.

3.1.2.6 TITTES - T ESE I TIERBCRIVE S TAE HARHTARK -
Be responsible for monitoring and coordinating the subordinates of each
department in relation to performance improvement and the meeting of job
objectives.

313 wmEER
Clinical Specialist
3.13.1  PITTAEFTAIRAAEREE

Responsible for all clinical matters in relation to the company.
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FH 2 A% Quality Management System

1.1 FI] General requirements

1.1.1

1.1.2

1.1.3

1.14

ERIAFEIZIR 0.4.1 YR AR EDOR R T B E BRI S RO IR IF A RO
Company produces quality management system documents according to the requirement
stated in section 0.4.1 and ensure its effectivenesss.
BAAEEE R LRI R BRI > 5 T5 5 6 ~ 7 H1 8 TIfE -
The overall company processes of Quality Management System and their application
throughout the organization are identified in Chapter 5, 6, 7 and 8..
ot/ R R R BT % T ik
A Flow chart of the core/major processes is shown in Appendix I.
S E BT 148 EA T 0.4 1 ATy IR AR KA RS HY D7 7A3 25 B i A e T2 e B
General manager and department mangers control and manage the processes in each
department according to the requirement stated in section 0.4.1.
NEEE ~ EUERE TSRO
Company directors and department managers are responsible to:
a) WEFTFRHVAENINITTE » DA PR S 2 B AR T AR
Determine criteria and methods needed to ensure that both the operation and control
of these processes are effective;
b) HPRATIRF R BURAEE » DA X S BRI TR X S R Y R
Ensure the availability of resources and information necessary to support the
operation and monitoring of these processes;
¢) LB TFE N - PASE B SLi AR SRR AT A5 R Orir X S AR A R
Implement actions necessary to achieve planned results and maintain the effectiveness
of these processes;
d) B~ R CGEE) MoHrX iz
Monitor, measure as appropriate, and analyse these processes;
e) FEILAMPRFFATFRAVIC T LULSE & 0.4.1 Fr8IAVAR AT i e 0.4.2 Fr8IAVERTAMEK -
Establish and maintain required record to provide evidence of requirement fulfillment
of specifications and regulations stated in section 0.4.1 and 0.4.2
FERIAFINHZ IR 0.4.1 FrUPRAEN] 0.4.2 YIS FREMED R EEA N F R EHE R
12 HFREE R U S AR T
Company shall manage the process of quality management system in accordance with the
specifications stated in section 0.4.1 and regulations stated in section 0.4.2. When process
change is needed,
a) W B OO A B o R B AR 2 52T
Evaluated for their impact on the quality management system;
b) PRI B SO A A E T BB EUR R PR AR AV BT S IR 2
Evaluated for their impact on the medical devices produced under this quality
management system;
c) ##H8 0.4.1 FRAIATATR AR 0.4.2 BT 5163 P AR T4

According to the specifications stated in 0.4.1 and regulation requirements stated in
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1.1.1

1.1.2

0.4.2 to control
ERAAEHEA T AR PR BRI G R & EORAVE T RS ME - IR S R I
PREFXH TR - NRFIMIEIERF & 0.4.1 FrdAr 220K ~ P ZoKA1 0.4.2 FrylRY
75 FE M ERIYTTE - FEfIRL S P R USSR 5% e 7.4 FHE3oKAVRE SIS R - 4%
HIN LR T E P -
If company transfers any process which affects product quality during production to third
party, survillence shall be conducted and controlled during process. Process in third party
shall meet the specification stated in section 0.4.1, customer requirement and regulation
requirements stated in section 0.4.2. Control shall manage the risk involved and the ability
of third party to fulfill to requirments stated in section 7.4. Control shall be recorded in a
written quality agreement.
FH A TN T T8 E B R R AT BN AR P IP RO » FEER R E R (E
FRTNIS RN P2 TR A - i - BB N P B At NS B N P T A
The Group shall document procedures for the validation of the application of computer
software used in the quality management system. Such software applications shall be
validated prior to initial use and, as appropriate, after changes to such software or its
application.
SRR A RAVELE 7 AR S SN S B A =i KU AR SN -
The specific approach and activities associated with software validation and revalidation
shall be proportionate to the risk associated with the use of the software.
RIRE X EESRY LT (T 4.2.5)

Records of such activities shall be maintained (see 4.2.5).

1.2 #EER Documentation Requirements

1.2.1

1.2.2

8% General
[T B BB R SO
The Quality Management System documentation includes:
a) R E TR R H b
A document containing the Quality policy and Quality Objectives
b) JFETHI
The Quality Manual
c) 0.4.1 FyIFRAEZCRAVIZ A IR P ATig 5
Documented procedures and records required by Standard list 0.4.1;
d) WERAROEER ~ B IEFERE R AT 2 S > EREIES:
Documents, including records, determined by the organization to be necessary to
ensure the effective planning, operation, and control of its processes;
e)  0.4.2 Frlid AR ZERIUE Y EoAth S0

Other documents specified in regulations stated in section 0.4.2.

[E & EMt Quality Manual
EHA B AR TR LA LR E T, S SEiE - HENE
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The Quality manager of the Group is responsible for establishing and maintaining this
Quality Manual; and this Quality Manual shall be approved by the Managing Director.
The aims of the Quality Manual are:-
 CEREEHEAREITF - B CuH
Document Quality Policy, Quality Objectives and define the scope of the Quality
Management System.
» ENXAKRERIAE RETFAFERIHRZEN » BT AR DS 52057 2 H S ERAE A
HIMH A SR %
Define the corporate structure of the Group and each subsidiary and their respective
responsibilities, authority and interrelationships of the functions which may affect
quality;
» fEN T EEERERIEFESE T
Act as an operating reference manual for the Quality Management System.
= P RE R R
Describe the interaction between processes.
» AEGEREE A A
Assistin improving the Quality Management System.
ARTEEHEZSFET
The structure of the documentation used in this Quality Management System is shown
below:
* Level 1 Jfi&= F-ff Quality Manual
* Level 2 JFiEEH K ZF2F Quality Management System Procedures
» Level 3 JRFZEMIT/EFE5 | Flowcharts and Work Instructions
» Level 4 Ff& 5= 1 3% Forms & Quality Records
= Level 5 ¥R {4 External Document
123 Efr23scty Medical Device Document

MR~ 2S5 R ARFINETT et - B4l — M &SR may s K &
BRI GO Z ORI [P kS 3 o X EREITNER.
For each type, model, and family of medical devices, a technical file or product file
either containing or identifying documents defining product specifications and Quality
Management System requirements is established and maintained (see 4.2.4). These
documents include, or refer to the locations of the following information:
m BT EsPRAVIEAL - T AT AR /T B AvAIARIC - BRI
General description of the medical device, intended use/purpose, and labelling,
including any instructions for use;
m AR
Specifications for product;
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m filid - B3 0 BRI EERER
Specifications or procedures for manufacturing, packaging, storage, handling and
distribution;

m I ER AR
Procedures for measuring and monitoring;

P - ABEH AT AT R ST i ~ o AR E LRSS ER - ghE
AR AMEGEST SsAE AT 8t St - TTEEHEA AR SR T5507.53 -
754~ f1 7.59.2-

The existing products and/or components of the Group do not have particular
requirements for installation, and do not include any active implantable devices and
implantable devices, and thus Quality Management System Clause 7.5.3 ~ 7.5.4 and
7.5.9.2 do not apply in this Quality Management System.

1.24 X {&#=] Control of documents
HIETRCSL RIS » DARLE P FE BRI
Documented procedures are established to define the controls needed.
a) FRATRIEASE R AIfEAE -
Documents shall be reviewed and approved prior to issue.
b) WNEEIN S S T I SR o RO
When necessary, the documents shall be updated and re-approved.
) ARV ORI S ROE MR IR
Changes in the document and the revision number should be clearly identified.
d) HfRIE BV SCAAERE A AT BE(E A

Ensure that relevant latest version of applicable documents are available at points

of use.

e) PRSI ORFFEM R 2T IR%] -
Ensure that documents remain legible and readily identifiable.

) WORIMSRSSENIRR] - A=A -
Ensure that all foreign documents from an external source are clearly identified and
their distribution is controlled.

g) BHIESAHAEER
Prevent deterioration or loss of documents;

h) [B51EEESCAAIIETEARE A » S R AR R AT PR TR IR SN - X S et T
A HHYFRIA -
Prevent the unintended use of obsolete and expired documents, and such obsolete
or expired documents shall be clearly marked identified if they are retained for any
purpose.

anF A TITTH E TN - FEEHEARERS - TRERBN LIRSS [ F SRR -

Quality Manager is responsible for the control of documents such as the Quality Manual,

| —
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1.2.5

Quality Management System procedures, engineering drawings and working
instructions.

W PR B RN AR EFEALAE S | BEE EVH BRI JZ PP NIREE - e ERYH
ER IRNCRESRAUH TR PP A E R R SR POk - AR > FhEEE A -

Changes in documents are reviewed and signed either by the original approving
department or another designated department. The designated department shall have
access to the relevant background information in order to make the decision to approve
the changes which decision shall be approved by the Management Representative, if

necessary.

BOORE— I EIREV: - HORAFRARRMN. TR F SR th A e 48 55 » XA HAIR B fR 2
DIFRST eet AT an N - AEERI A LIS ENZEE ST es AV SIS M52 96 S0 < AR
DFdTE (I 4.2.5) SAEHSTEMEORATAIVE RIPRFHIR - 1R SR (4% QSP0401 A
TEPRIF °

At least one copy of obsolete controlled documents shall be retained. The period which
this obsolete controlled document to be retained shall be documented and recorded in
a procedure. This period ensures that the documents to which medical devices have
been manufactured and tested are available for at least the lifetime of the medical
device, but shall not be less than the retention period of any resulting record (see 4.2.5),
or as specified by relevant regulatory requirements. The master copies of all
superseded documents are retained in accordance with QSP0401.

i SE#28 Control of records

ERATINET A LT - DIRETEREEHER AT RNHEAREEEAIEDE » id
ENORFFEWT - 5 T IRAIFIRER o NP BCUFRIRER - DALEILZAYIR ] - fEfF
R 1R IRFHHARFIAE P R HIHE I -

Records are established and maintained to provide evidence of conformity to

requirements and of the effective operation of the Quality Management System. The
records that are maintained in their respective departments must be legible, readily
identifiable and retrievable. A documented procedure shall be established to define the
controls needed for the identification, storage, protection, retrieval, retention time and
disposition of records.

MC U G THYSR ARG R -

No confidential health information shall be collected.

TR RYAPRRL 2/ DA T BT sy ol > (HA DT MAHLAT™ iy H
HARE T 2 67 > BEHSEILZ ZORAUE - 107682 QSP0401 (SRR n %) MUER
% -

Records are retained for a period of time at least equivalent to the lifetime of the
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medical device, but not less than two years from the date of product released by the
organization or as specified by relevant regulatory requirements. The records are
retained in accordance with QSP0401 (Document and Record Control).

1.2.6 2 Supporting Procedures
QSP0401 7{f K it =424 Document and Record Control
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EHINTT Management responsibility
1.1 EHEZKE Management commitment
Here B BAERIR L ~ L B BB S IR St A st - HosE s DU 5 R
Senior management is committed to the development and implementation of the Quality
Management System and continually improving its effectiveness, demonstrated by:
a) [AAFEME AW e DU EI SR A E 2
Communicating to the company the importance of meeting customer as well as applicable
regulatory requirements;
b) TR JTH
Establishing the quality policy;
) HtrETE B RAYENRT
Ensuring that quality objectives are established;
d) FHTEHEITE K
Conducting management reviews;and
e) HPRBTRAT RS

Ensuring the availability of resources.

1.2 DUFiZ4F A4E B Customer focus
e B B T DT R B oK RS 0 A A ok EE B

Top management shall ensure that customer requirements and applicable regulatory

requirements are determined and met.

1.3 [F&77%t Quality policy
B = B B DT RITT B T 1
Top management is responsible to ensure that the quality policy:
a) SEAIAEINT EMER 5
Matches the mission of the Group:
b) L& e BRI AERF o7 B B B R S A R MK I

Includes a commitment to comply with requirements and to maintain the effectiveness of

the Quality Management System:
c) TeftHITAITEE T E HARARESS

Provides a framework for establishing and reviewing quality objectives:
d) FEERAFINAZDENERE

Is communicated and understood within the group:and
e) PSR EEM TR -

Is reviewed for continuing suitability.
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1.3 33 Planning

1.3.1

1.3.2

E & H#AR Quality Objective
S B S SR TE T A ARSI S R EL T i
KRBTSR - 178 B fRRLA LRI S 87— -

Top management is responsible to ensure that quality objectives, including those

needed to meet applicable regulatory requirements and requirements for product, are
established at relevant functions and levels. The quality objectives are measurable and

consistent with the quality policy.

[ =}

= | Quality Management System plannin

e e B 71 5T £ Top management is responsible to ensure that

a) LU ke 4.1 Kot HARRYEORDY H B T 88 BRI 251 -
The planning of the quality management system is carried out in order to meet the
requirements given in 4.1, as well as the quality objectives;

b) T 57 BB B Z Y AR S T ORISR MR - BT BB A S Se MG DLAERT -
The integrity of the Quality Management System is maintained when changes to the
Quality Management System are planned and implemented.

1.4 EETEF - fUPEADAHE Responsibility, authority and communication

1.4.1

1.4.2

EIEFIAYEE Responsibility and authority
BEHIZ AN SRV AE SRR (I 3.0) o BoRSHHSEREERIAVHE B 52 A R SERRUTESS
PR R T HEARIAUR -

The company organization charts (see 3.0) show the interrelationship between the

functions concerned and the independence and authority necessary to perform the

tasks.

e e 715 Top management is responsible to

a) M PRAE A AN NTHATTRIA R AT E X - B
ensure that responsibilities and authorities are defined, documented and
communicated within the organization,

b) BILEAER - TSI TIERY N R Z BRIV R % > DU TR (5 pliX
S5 PR ARTLIERIANR -
establish the interrelation of all personnel who manage, perform and verify work
affecting quality, and ensure the independence and authority necessary to perform

these tasks.
235 Management Representative

HEBEWRENEHENR > HEERLE Iy TIERRTTM - NEALUT 7Y
HATTAIARR

The General Manager is appointed as the Management Representative who,

irrespective of other responsibilities, have responsibility and authority that includes:
a) TR B EH A LTI REG UL » SCHEAIAERT

Ensuring that processes needed for the Quality Management System are established,
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