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ISO 9001:2015 ¥ RiBIE
ISO/FDIS 9001:2015 Ki/42015/07/09%k 44 -

ISO/IS 9001:2015 FX{ik/$2015/09/153%h -

There are different stages involved within the development of the international standard: [EiFx1%
ENERBSARMEE:

Working Draft ("WD") TREFRR
Committee Draft ("CD") ZEEEENR
Draft International Standard (“DIS") Bl PRAZAEE = bR (2014/7/10)

Final Draft International Standard (“"FDIS") Em#LEIFRIE#EE 2R (2015/7/9)
International Standard (“IS”)  BIFEIE# (2015/09/151E T2 1)

+ Subject to “systematic review” every 5 years B5F "M ES —K

ISO 9001:2015 #rhiR iR

ISO 9001:2015 555 MREUEIE AN 554 AR(ISO 9001:2008) - #H¥ RS _E—AR
VN (=2 PO 22 N =N U 1 Y "mEEERA" . WA 7 —LEH
A EAERTRR - 2T T?SEﬁﬂi-’Eﬂ

o HTRYMR

( % Clause 1 %ﬁ@ | Clause 10 (=)
- mBEERA . tXmEEERA
- HEL  DRREmR B4

SEER
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mEERARNEENS

KHAMETEARSHBN —IRRIEMRTE - BPRASEBREREN
T HEBR KERRERZENERE -

ERIHEESE  HBBERETERARKNEEU=ES -

a) BEENFKEREMRFREEPNTE AT AR EEZRNEMMRS ;
b) RERFEFMENHESE ;

c) REEHAMRSESMEREENERAKS ;

d) BRI mEREmEEE R A EKRAEE
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Strategic No Changes to Date
FBmALENAERR
Quality Management Principles remain the guideline
mBEERA (TAEERA)

Customers remain the primary focus

(ER£R)

PDCA remains the methodology
(PDCA 75i%)

Process approach remain the recommendation

(REFHIE)

Organizations implementing an integrated system achieve benefits.
HEOEBRAFHNEE) d
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Strategic Changes to Date El B B 4% L BY SR I 15 £
+ Exclusion BFBRIZFR (A5), REATEPRE IR -

shall not affect the organization’s ability or responsibility.

ex: clause 7.1.5 (MM resources) and some clauses in the clause 8 operation, such as 8.3 design and development, 8.5.3
property of customers/providers.

« No Quality Manual clause 2AmEFMER - (4.2.2)
does not include a clause giving specific requirements for ‘quality manual’, but shall establish its QMS scope (4.3).
- No Management Representative clause 8AEEXRIEMN * (5.5.2)

does not include a clause giving specific requirements for ‘Management Representative’ appointment, but it is in its
role/R&A (5.3).

No special process clause (752) replaced by 8.5.1.(f). ¥ &2

does not include a clause for special process, but incorporated into the clause “Control of product and service provision
clause 8.5.1.(f)."

No Preventive action clause ;8 ATaB5fE (&1 - (853) replaced by 6.1 risk.

doesn't include a clause giving specific requirements for Preventive Action, but replaced by risk management in clauses
(6.1) ...etc. (RBEIZ)

Copyright © 2017 BSL. All rights reserved G

REWBNE
Key changes you do not need to change

4% A= (Organizations do not need to)

- [EEFR MRHIE (Remove their management representatives).
While there is no requirement in ISO 9001:2015 for a management representative, this does not prevent
organizations from choosing to retain this role if they so wish.

« Ei2 QMF (Throw out their Quality).
While ISO 9001:2015 sets out no requirement for organizations to hold either a Quality Manual or
Documented Procedures, if this documentation is in place, needed and working well, there is no need for it to
be withdrawn.

. RisBFE/IZEEREMIHE (Throw out their Documented Procedures).
While ISO 9001:2015 sets out no requirement for organizations to hold either a Quality Manual or
Documented Procedures, if this documentation is in place, needed and working well, there is no need for it to
be withdrawn

. ERERENMTE:
Renumber existing QMS documentation to correspond to the new clause references.




15/03/2017

o] {22 #£H9%E & Key changes you can change

#4804 (Organizations can ...)

o BEFIEFREZELRQMF: Restructure their management systems to follow the
sequence of requirements as set out in the ISO 9001:2015.

o IRFAMEE N FMEIZEREZ: Refresh existing documentation to use the new terms
and definitions contained within ISO 9001:2015. If organizations are more comfortable
using their own terminology, e.g. “records” instead of “documented information”, or
“supplier” rather than “external provider” then this is perfectly acceptable.

ISO 9001 needs to: ISO 9001EE:

¢ Provide a consistent foundation for the next 10 years
TEARKIOFIER—BHIERE -

¢ Integrate with other management systems
HREMEBZMRS -

¢ Provide an integrated approach to organizational management
A ER(IEEER)ERBSHZE -

Copyright © 2017 BSL. All rights reserved a

Different Terms 1 FAEE/MI5E (1/3)

IS0 9001:2008 IS0 9001:2015

products products and services 1
(ZE B ERR#)-intended for or required by a customer.
-Internal and external customers

Procedure Process, no longer use the word, procedure.
(Ri2/38718)

Management representative Not used.
(C£BMRIZR) (5.3 roles, R&A)

Documentation, quality manual, Documented information
documented procedures, records (XH{EEM) (7.5.1, 7.5.2, 7.5.3)
Work environment (6.4) Environment for the operation of processes
(RZEZEIRIR) (7.1.4)
Monitoring and measurement Monitoring and measurement resources
equipment (7.6) (BEBENER) (7.1.5)
Outsource (41) Purchased product Externally provided products and services
(741) (SRR E m K ARFE) (8.4.1, 8.4.2, 8.4.3) .
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Different Terms 1 FEE/flizE (2/3)

IS0 9001:2008 IS0 9001:2015

supplier

NA

Continual improvement

RHEUE

NA

NA

External provider: supplier, vendor, partner, subcontractor
(AMNEREEEE)

Issues can include positive and negative factors or
conditions for consideration.
(R Issue) TOIAERIEHAY - thOlAER B HAY (4.1 note 1)

= : Improvement: activity to enhance performance. ex:
correction, corrective action, continual improvement,
breakthrough change, innovation, re-organization...etc.

F#E L= continual improvement: recurring activity to enhance
performance. ex: analysis & evaluation results, MR outputs ...etc.

(Bl#r) Innovation: process resulting in a new or substantiality
changed object.

(%1:%) Knowledge: available collection of information
being a justified belief and having a high certainty to be
true.

Different Terms 1 FAEE/flizE (3/3)

IS0 9001:2008 IS0 9001:2015

NA

NA

NA

NA

Strategy: planned activities to achieve an objective
(EREE)

Strategic direction: the direction for the strategy
(REE 7 £1)

Risk-based thinking (Risk & Opportunity) (JE &0 B 21
)
ISO 9001:20153& AL EIG R E RN B #

Intended results
(FEHARYAE R /8 H)
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Different Terms ¥ FA:E/fli:E

TEHR vs. HREE:
(lintended’ outcome vs. ‘expected’ outcome:

v"*Intended outcome’ is that which is
‘intended’ as a result of the application of
the standard, or process etc.

v"Expected outcome’ is that which is
‘expected’ by interested parties

o M R: Process effectiveness — Ability to achieve desired results

e XZE: Process efficiency — Results achieved vs. resources used

o 12/ vs. ifii12 (Procedure vs. process!!!)
Process has replaced procedure.

o #¥%5 vs. {R7F (Maintain documents vs. Retain records!!!)

¢ {RE (Keep= Maintain+Retain document information)

FEVESZIERE : 1SO 9001:2015 Key Clauses - FZEI&M

Clause 1
Clause 2
Clause 3
Clause 4
Clause 5

Clause 6

Clause 7
Clause 8
Clause 9
Clause 10

Scope #E

Normative references SEHRE

Terms and definitions ERZABER
Context of the organization iR =
Leadership HESE
Planning HEl

Support <iE

Operation SEEE
Performance evaluation (BT
Improvement =

Copyright © 2017 BSL. All rights reserved
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FEVRSZIERF : 1SO 9001:2015E% R S P& 4518 (HLS)

Copyright © 2017 BSL. All rights reserved

mEEERA : tXAEEERA

L{EIAE8IE: 1SO 9001:2008 IR#ERL7IR: IS0 9001:2015

% F%8(q Customer focus

FEH1H Leadership

2B A Involvement of people
#2737 Process approach
HEBNRHA S A

System approach to management
F#&E W= Continual improvement
RIBSERIRRK

Factual approach to decision making

GRS ER R %
Mutually beneficial supplier relationships

% F#8[q Customer focus

B Leadership

£ 5281 Engagement of people *
#2735 Process approach
CRETERERIEN)

(Included in the process approach)

ZZ Improvement (FEXEHUZH—IR)
PIFEIBRIAR

Evidence-based decision making

B ETE
Relationship management

RAEZEZHEERE - FEMKS|IAMIEREIEEENEE

( BRARNE/BR/AR) -

- ABERREEELAFHERENSE |
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mEEERA . RESANER
IS0 9001:2015/E A 712574 - Hep & : 1R EI-1T-18 &-178)(PDCA) FIfEL

RE AT -
MIEFE USRI EHFrBRERERENHER % -
&D‘gAﬂEh oEAMEREAESIZINERMNER - WRERNTUEN

""%ﬂ fE S B ex TR R4S

HmE
RS BENNLER -

Bl SRR R4 - I EEIRE g B HE & Han

RWAR - WEHEERRFEERAZERERZ L

E;ﬁ%t"ﬂt*u?ﬁ%ﬁiiiﬁqﬂ ABEEESEREERURAEABRRERMIE
g

IRLEARENES - RNEMSER A ED
e .

ABRIBIE . %Eéﬁ%iﬂ“F’“ﬁ’*iEB??iE
EWERN - MRERICIE - BIFAA
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mEEERA  £RETHEAFPERRER AT
a) TRA—BtHEER;

E X
b) 1EMITNE EHYERR SR E FEMTE; B 2 T Ea— AR ERRENE R EREE
Q) BRANMRREY; M ER% - ERSENEE  SRARFENEE

S HENRSYEETN - T RSREABENEREE
d) ERERNENNFTMEIRAERIZE - FEmMAFRKE -
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mEEERA : HE B —18E—

RE IKIBEPIEKRMAES
MR - BURGREREN
HENEBIRGRITENER ;

Bt MTPRARSINEIR ;

KZE KIBEER - HIZMZEK
REEEFM R (L}EHHT)/MU‘FE&

EFEE&JHﬂE’J;—nﬁDHEF 7 ¥
= s

/| ><imnA

78: M\;:Hv - IREVARRETTED
PIEE -
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118 17BIR

BEiEEmEs . L—EHEEERH
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AREEEY BRI RREH NS RNSE - IR
EUTUEFEN SN E -

RigERR4E . KERERETNERFEHERNIBIER

BN - FABKRSIER - B
EmMlRE - BERE - i
FENN—HIRIE -

R E RISt o LI G R E
RBryEEE R E R -

K“ﬁmﬂk Fhim 2R B 251

m

HINSRS S TEEAIE R R Super Tree
oJUCERRK « BiEvE -~ 8% BEEEABaz0
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Risk-based thinking /& & [o) B &
. 1SO 9001:2015 R DIER AR &:

+ 6.1 — Actions to address risks and opportunities
0.1, 0.3, 0.5 - Intros
4.4. f) — QMS and its Processes

.

« 5.1.2. b) — Customer focus
« 8.5.5.a) — Post-delivery activities
+ 9.3.1.d) — Management Review input
* A4,5,7,8 — Annexes
- Ot 2ERFA-RRE:
+ ISO/IEC Guide 73 — Risk management vocabulary — Guidelines for use in standards
« ISO 31000-2009 -- Risk management — Principles and guidelines
» BS 31100 Risk management — Code of practice and guidance for the implementation of ISO 31000

« ISO 31010, Provides details on risk assessment concepts, process, and selection/comparison of risk assessment
tools/techniques

Copyright © 2017 BSI. All rights reserved °
» IS0 14971:2012 Risk Management for Medical Device

B S B4 vs MIERE

OTW%&l @Tﬁfﬂilﬁl{%kﬂ’ﬁ? R

HER FIEAZE EORELHLEES

=ity 4=

NEFEX ! i

6.1.2
A EER R B A A T T

EmBEEERRRESD - A B LETTEIR BN
EEMENMESLETE

EEESRHR Bz BB~ 20 A AIETAl

Copyright © 2017 BSL. All rights reserved e

13



15/03/2017

B b ER 7 EMEEAE R from ISO 31000

— Risk analysis J&lf& 547

systematic use of available information to identify hazards and
to estimate the risk

Mt ERTRNSHNERMNKLREE
— Risk evaluation [ERETH
process of comparing the estimated risk against given risk

criteria to determine the acceptability of the risk
IR EN RIS IZERIEBAETIER - LURERIG O #EZEN
— Risk assessment [AfEZEE(iE5)

overall process comprising a risk analysis and a risk evaluation

CCEJE| B 0 T A EL IR T (i R R AS 1B 12

Copyright © 2017 BSI. All rights res:

el e R e

Risk management process [B| i & I 12

= e o o o o

Risk Management Plan

RREEE

Risk analysis
ey

A 4

Risk evaluation
Il

A 4

Risk control
[ P 2l

v

Evaluation of residual
risk
5288 B fR AR T

Risk management report
RRERERE

Copyright © 2017 BSL. All rights reserved

Risk Management File
BlaEIRER

14
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Information on risk management techniques
F S EIR G EHEER

e Failure Mode and Effects Analysis (FMEA)

KE AN ED M ( FMEA ) | Helpful SRR EHSITRNY  Harmful SESIRH ISR
1o achieving the objective to achieving the cbjective
e Multiple Factors Scoring Analysis ' Stren;hs: {;%} Weaknesses: %3
SEFHES: S, f, D, P.etc. Poaduca |
e Brainstorming Analysis (BA) o
WAl Capa ki (BA) - Opportunities: f#&r Threats: & &
e Fault Tree Analysis (FTA) AT
MIER DA (FTA) envecrmant
e Hazard and Operability Study (HAZOP)
EEE TR EHZT ( HAZOP )
e Hazard Analysis and Critical Control Point (HACCP)
fBE 4 HTEARE RIS, ( HACCP ) ..etc. o
e O 2 =
— B Z A EEAE A
BEEMRGE = "SEER" HE "BREEE" WG
R= f * s (expected result, uncertainty)
2
a[EEM &® o =]
oJgE e o &L B
ATEE e oh &L B oh &L B
=2EATEE e e oh &L B

Copyright © 2017 BSL. All rights reserved
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E B R

' STS4T ETIBI gggﬁi%xﬁﬁ% o

n BB AR HWET FEUESNEERE =
3 [ERE WABRLNET STASFNSEEE o

No. | i (5}&)
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EET(HRE EH £ BERREENTE - _
n EfET BN e fiARasIRE =
ﬂ EEXRREELADE  ABREFOEE  BeTI-EXE &
EERMNES - SEENH ..  EERSNANTET L
¢ ity T e
n S —— nrEALANS IREESERNTR

T2

— A2 RERERN - H2ESH
W&

SESBEATHHE

EEH R FHFHENHS

O EfRR - BB 2R

HERETASNREE SEBEM
FENHE
=y ) S
e
EEORERRZAEETL R

HE45) é

RIEREE (SR )

e

NS

Opportunities, objectives and actions &=, B

Opportunities and actions can be

turned into measured objectives

1T&n

HEERTHRERRAIEER

S PECIFIC

Py
M easuraBLE TR (T TR )
A CCURATE/ACHIEVABLE 1E#&/DIZERY
R EALISTIC Bg17
T MEconTrRAINED Bt
E VALUATED =
il. N EMISE-ACTIONS BEHTE (2 )

16
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ELH fth &8 2 A IRENR R

— ISO 9000 mBEE 27— ERMIE - RET —EEENKEFARERN T
BAETIERRZE - [EERIZ2RIRRIFEISO 9000 ArF ARV EL - 0 B £ T E B
BREZVUR  SSMAZE - WRATSHEZERSHNEK - MEUEEREEERHN
223K - ISO 9000 t75RAR 1 IR IR AERVTRE - AREMEER -

— ISO 9001 (Kﬁf’%’%ﬁ)fﬁ%ﬁxﬁiﬁgixﬁE’Jmﬂﬂé‘ﬁzﬂﬁﬁﬁﬁﬂmﬁﬁ’];—nnEfiiﬁli
HEHUEE - EMTIJLUEREFWRE - BERIHITISO 9001 FEITF 4 H &R
WmBE  EABAEBEE _Zij‘iﬁi"izuu%f%ﬂ[lﬁ?ﬁﬁ—i S

— ISO 9004 AH#BXERINNEE  BEE2—EREEEAE - BNIRMUEERD
LERZEMN NIBENAES  ARERFIISORE  WEMERZNAR - DIEFAE
BEMEARIRTT - IS0 9004 B 7 BRI G IRIIES] - EASRENMEEmEEE
ES N
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FEIRBFRIRZECT LA B A4 - EEEZEIIE)
i mAZEGEE -

—ISO 10001 mEEE (EFmEE- @87 AEAER) REASREEERPRE
EZRBEMEZPNFRNMBE - EFHZTLEEHNRASTFHEBNELE  #E
EFEREHNASRUEHE - BB/ RENOE 2B -

— ISO 19011 (EE HpiEziar) RENUEE—EREZRRE - WAAEMATE
B2 MR - MEDREME —EEZ ABNEZ/NENBEN - ZiamERREZ
AE - ATEEBZANAS  UAFERNTESERRGEZAES -

— ISO 31000, EfzEE-[RAIEATES]

dul

Sk EmES

1111}}

IR

8 R 7 B PR A 3 B i — KR AZE(ISO 9001:2008) 15 3 > ¥ B8 R 143 - T #EISO/TC
176/SC2 FRa% 3T ROBE AL © www.iso.org/tc176/sc02/public P3| -
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ISO 9001:2008 vs. ISO 9001:2015

ISO 9001:2015

ISO 9001:2008

EY

4 Context of the organization A&z 5

1.0 Scope

4.1 Understanding the organization and its context

HABMREBR

T

-3

1.1 General

4.2 Understanding the needs and expectations of

interested parties 7 B FIZE A% AT K

1.1 General

4.3 Determining the scope of the quality management
system HEEREEE R FNEE

1.2 Application
4.2.2 Quality manual

4.4 Quality management system and its processes

B RERE
4.4.1 the organization shall establish ...
4.4.2 to the extent necessary ...

[=]
an

=1

4 Quality management system
4.1 General requirements
4.2.1 Documented quality management system

5 Leadership SEE 41t

5 Management responsibility

5.1 Leadership and c

ommitment 8B #GE

5.1 Management commitment

5.1.1 General —f& &K

5.1 Management commitment

5.1.2 Customer focus BEF &£ &L

5.2 Customer focus

5.2 Quality policy &R

5.3 Quality policy

5.2.1 Developing the quality policy R R EHE

5.3 Quality policy

5.2.2 Communicating the quality policy i&&R B R

5.3 Organizational roles, responsibilities and authorities &

5.3  Quality policy ‘

5.5.1 Responsibility and authority |

ISO 9001:2008 vs. ISO 9001:2015

ISO 9001:2015

1SO 9001:2008

6 Planning #R&|

5.4.2 Quality management system planning

6.1 Actions to address risks and opportunities
6.1.1... EERBMESHTE

6.1.2 ...

5.4.2 Quality management system planning
8.5.3 Preventive action

6.2 Quality objectives and planning to achieve them

6.2.1.. mEBREM
6.2.2..

BIRB1RARE

5.4.1 Quality objectives

6.3 Planning of chan

ges BERRE

5.4.2 Quality management system planning

7 Support Zig

6 Resource management

7.1 Resources &R

6 Resource management

7.1.1 General —fRE3]

6.1 Provision of resources

7.1.2 People AB

6.1 Provision of resources

7.1.3 Infrastructure

Bk

6.3 Infrastructure

7.1.4 Environment for the operation of processes

EERENRIR

6.4 Work environment

7.1.5 Monitoring and measuring resources
EBNENNER

7.1.5.1 General —fRE3]

e S 0

7.6 Control of monitoring and measuring equipment P

18
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ISO 9001:2008 vs. ISO 9001:2015

ISO 9001:2015

1SO 9001:2008

7.1.6 Organizational knowledge #H %A%

New

7.2 Competence 8t/

6.2.1 General
6.2.2 Competence, training and awareness

7.3 Awareness 24

6.2.2 Competence, training and awareness

7.4 Communication &3#

5.5.3 Internal communication

7.5 Documented information X {E&

4.2 Documentation requirements

7.5.1 General —f8EK

4.2.1 General

7.5.2 Creating and updating 211 RE#i

4.2.3 Control of documents
4.2.4 Control of records

7.5.3 Control of documented Information
7.53.1... XHEEMNZES
7532..

4.2.3 Control of documents
4.2.4 Control of records

8 Operation EiE{E%

7 Product realization

8.1 Operational planning and control
{EZE5 B A0

7.1 Planning of product realization

8.2 Determination of requirements for products and services
EEEmMRIAER

7.2 Customer-related processes

8.2.1 Customer communication E5&#

7.2.3 Customer communication

8.2.2 Determination of requirements related to products
and services T 7E & m M IR FSAHEARYE K

7.2.1 Determination of requirements related to the
product

N

ISO 9001:2008 vs.

0 9001:2015

ISO 9001:2015

ISO 9001:2008

8.2.3 Review of requirements related to the products
and services EEEmMARFSEEAMER
8.23.1..
8.2.3.2...

7.2.2 Review of requirements related to the product

8.2.4 Changes to requirements for product and services
EmMRBEKRNEE

7.2.2 Review of requirements related to the product

8.3 Design and development of products and services &
m R AR AYRR AT B8

7.3 Design and development

8.3.1 General —fRE5K

New

8.3.2 Design and development planning
aREt B R R E

7.3.1 Design and development planning

8.3.3 Design and development Inputs
RETERBREA

7.3.2 Design and development inputs

8.3.4 Design and development controls
FR AT B BR B

7.3.4 Design and development review
7.3.5 Design and development verification
7.3.6 Design and development validation

8.3.5 Design and development outputs
ERET BB EEEA

7.3.3 Design and development outputs

8.3.6 Design and development changes
RETHREREE

7.3.7 Control of design and development changes

8.4 Control of externally provided products and services
SMERIR it 2 Ga AN AR S A9 2 I

7.4.1 Purchasing process

QA1 Gonara |- SRessp

241 Durchacing

19
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ISO 9001:2008 vs. ISO 9001:2015

ISO 9001:2015 ISO 9001:2008

7.4.1 Purchasing process

42T f | ZEHIRYEY 2/
8 ype and extent of control BFINEXRER 7.4.3 Verification of purchased product

8.4.3 Information for external providers
P 7.4.2 Purchasing information

ENVEMARE Z B
8.5 Production and service provision 7.5 Production and service provision
BRI : P
8.5.1 Control of producti d i isi
EO;*?;E;%*;;E:;;n and sefvice provision 7.5.1 Control of production and service provision
8.5.2 Identification and traceability $#BIFNiEH 7.5.3 Identification and traceability
8.5.3 Property belonging to customers or external providers
7.5.4 Customer propert
EEUSMIREE NEE ! property
8.5.4 Preservation Bhz& 7.5.5 Preservation of product
8.5.5 Post-delivery activities 31 #&5& Eh 7.5.1 Control of production and service provision
8.5.6 Control of changes #&E ry 1| New

8.2.4 Monitoring & measurement of processes

8.6 Release of products & services E RHBR#H 21T 7.4.3 Verification of purchased product

8.7 Control of nonconforming process outputs, products and

services .
871, REETHEE Y, B EE 8.3 Control of nonconforming product ‘

8.7.2 ...

ISO 9001:2008 vs. ISO 9001:2015
ISO 9001:2015 ISO 9001:2008
9 Performance evaluation & GF & 8  Measurement, analysis and improvement
9.1 Monitoring, measurement, analysis and evaluation % 3 Measurement. analvsis and improvement
BB, SRR - anay P
9.1.1 General —f&E K 8.1 General
9.1.2 Customer satisfaction EEm= 8.2.1 Customer satisfaction
9.1.3 Analysis and evaluation 2347 B3 {& 8.4  Analysis of data
9.2 Internal audit AERTEZ
9.2.1.. 8.2.2 Internal audit
9.2.2 ...
9.3 Management review EEEE 5.6 Management review
9.3.1 General —fiREK 5.6.1 General
9.3.2 Management review inputs EEZFEH A 5.6.2 Management inputs
9.3.3 Management review outputs EEEEHH 5.6.3 Management outputs
10 Improvement t{= 8.5 Improvement
10.1 General —#&EK 8.5.1 Continual improvement
loif).l;l.ciric.onformlty;:rgécgér;;ég\gﬁgctlon 83 Control'of non'conforming product
8.5.2 Corrective action
10.2.2 ...
10.3 Continual Improvement &= 8.5.1 Continual improvement
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Context of the organization (B#E =

41 THAMRETENIRIZE R (Understanding the organization and its context):

v TEERIMNIERE: the organization will need to determine external and internal issues that are relevant to its purpose
and strategic direction.

v FEHARIAER: whatits intended result(s) are of its management system. Intended result(s) of the QMS have already
been covered and were detailed in 1 Scope.

v AMNERZERE: External context include: legal, technological, market, cultural, social ...etc.

v NEB#ERE: Internal context include: values, culture, knowledge, performance ...etc.

v RSMEREREEH: Once external and internal issues have been determined, information relating to them must be
subject to monitor and review i.e. keep them up to date!

v EEEERMEEEN A IMNIEENENR -

4.2 THEFZEREG AWK RIIZ (Understanding the needs and expectations of interested parties):

v BRENZEREZAFRBELIMNZEIE: This clause requires an organization to determine those interested parties that are
relevant to its QMS (by considering possibly their effects on its purpose, intended result(s) and strategic
direction for example).

v NEBEERAFELINSEIEER: Once interested parties and their requirements have been determined, information
relating to these must also be subject to monitor and review i.e. keep it up to date!

ex: Consumers, Employees, Owners, shareholders, Society, Suppliers and partners ...etc. ‘
R, EF, HEE... %

4. Context of the organization (A& =

4.1 THRABREMENIRIES S (Understanding the organization and its context):

g&ﬁm%%ﬁ%%: the organization will need to determine external and internal issues that are relevant to its purpose and strategic
irection.

FEEARYAER: what its intended result(s) are of its management system. Intended result(s) of the QMS have already been
covered and were detailed in 1 Scope.

SNEREERE: External context include: legal, technological, market, cultural, social ...etc.
A ERERE: Internal context include: values, culture, knowledge, performance ...etc.

AANIREEREEE#T: Once external and internal issues have been determined, information relating to them must be subject to monitor
and review i.e. keep them up to date!

Clause 4.1 — Understanding the organization and its context — NEW REQUIREMENT
You will need to be able to demonstrate that you have identified external and internal issues, which you monitor and review.
Please provide information:
1) about the internal and external issues relevant to your organization?
2) the process of monitoring the internal and external issues?
3) how you have considered the impact of any changes to the issues?

08/12/2015
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4. Context of the organization (A& =)

4.2 TEHNZERZBANERKEE (Understanding the needs and expectations of interested parties):

BEFEMEHAFABALIREIA: This clause requires an organization to determine those interested parties that
are relevant to its QMS (by considering possibly their effects on its purpose, intended result(s) and strategic
direction for example).

FZERA% AFRRAIANESEIEEH: Once interested parties and their requirements have been determined,
information relating to these must also be subject to monitor and review i.e. keep it up to date!

ex: Consumers, Employees, Owners, shareholders, Society, Suppliers and partners ...etc.
BRR,EFHES... 5
Clause 4.2 — Understanding the needs and expectations of interested parties — NEW REQUIREMENT

You will need to be able to demonstrate that you have identified, monitor and review all interested parties that
are relevant to the QMS and their requirements. Please provide:

1) Information about interested parties who affect or could affect your QMS?
2) Information about their needs and expectations?
3) The process of monitoring and reviewing interested parties and their needs?

08/12/2015 I

4. Context of the organization (A& =

43 ABRERAEREERARNEFRNAEREEZRNWERY - DBUEHE - EAEREEERMREER - AHEEE:
a) 1#X4.1P A ERFISMER AV RE;

b) 1%X4.2 #9BRAFI ZBAF AV ER;

c) AN ERKRE -

Clause 4.3 — Determining the scope of the quality management system — ENHANCED REQUIREMENT
There was a requirement in ISO 9001:2008 to document the scope of the QMS.

The new standard now requires you to consider the ‘context of the organization’

(Clause 4.1) and ‘interested parties’ (Clause 4.2).

You'll need to identify any boundaries and applicability of the QMS.

This could include the whole organization or specific functions. Please provide information on:

1) The boundary and applicability information on the scope of your QMS?
2) The products and / or services included in your quality management system?
3) Has the scope of your QMS changed and if so how?

08/12/2015 I
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4. Context of the organization (&% =)

4.4.1/4.4.2 ABRKBABRREZEREL - Bif - #5NSENSnEEE LS - BEREIREN
HIZEEER % -

Clause 4.4 — Quality management system and its processes — OTHER CHANGES

The final requirement is for you to establish, implement, maintain and continually improve your QMS.
Whilst there was a similar clause (Clause 4.1) in the 2008 version, this now requires the adoption of a
process approach.

Although every organization will be different, documented information such as process diagrams or
written procedures could support this.

Please provide information on the process-based QMS including:

List of processes, process sequences and interactions, methods to manage the processes, resources to
support processes, process responsibilities and authorities, risks and opportunities of each process and
how you ensure the system improves the processes and the quality management system.

08/12/2015 I

A h AR A RO SMNER R R D] AE B

a) g b BUg AR BT - B BN £&F  BRANGmFERE
EEIR - BXR - BEETS;

b) FRES HERABES  JHAEABNBEERETE,

c) Rk ¥ = AAZNEE -

N
2

)
o)

/I_]\

25



15/03/2017

AHE BN EEE Y AE A

1) 818 - AHEBRE  BReNEd;

2) BER - B - UIKREREBLEBZHRE,

3)BE] - EBRERMABMAESD (MEE - BB - A& AR RHEMRM);
4) B Z# - BEFURTDRFARE ( [EXVFIFFEER ) ;

5) Bk - BEHANEF EEEEREE

6 ) AL,

7) FE . AR IREH AR,

8) BXNRGENEAERE,

EEIEAﬁlJ*’FHE%%%J‘ZHi"Jz é&lt&tﬂﬂi‘mﬁ\ﬁ BE  BRZDSRARBERSRZEmER
BHEEY) AERENEERE - AERERTE

a) AmEEEAMAERHEENTEHEEE
b) ILEHMEEEAMBERMBRANILENEREE ZEREIE -
HEREEAEE SN EHRE AEEEERERSREZEM -

ex: Consumers, Employees, Owners, shareholders, Society, Suppliers and
partners ...etc. I3, BF, HED.. &&
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ERENASE R - MZEREEZRA - EmRIRE

No JSMBEAEIZE HIEWHRMNEMHE HEaZEmER SESERHKZ

. (IE@/&m) A& 2 EKEIE % #iE
1
2
3
4
5
38 AR QMSEE B (1%
F):
FEIE:
o
tEEREbE? !
o
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6. Planning (FR21)
6.1.1 A EEEIEXA. 1R RINZEREIIEX4.2FFRERMNEX IR EREZEMNERIEE - B

a) BRmBEEAREBEIRATRRNER,
b) REFIFENNR,;
c) TEFIERIEARH EMUR,
d) BIRFENE -
6.1.2 A ERE:
a) B EIEREBAESE, b) Zu:
1) EREEELAFAREP BENETEH (R54.4);
2) B EITENAYM -
Clause 6.1 — Actions to address risks and opportunities — NEW REQUIREMENT

This clause requires you to identify the risks and opportunities that need to be managed. You need to consider the
outputs from ‘understanding the context of the organization’ (Clause 4.1) and ‘interested parties’ (Clause 4.2).

The requirements in relation to contingency planning and preventive action from the 2008 version are now addressed within
this clause. This is not a risk assessment; it is risk-based thinking. Annex A4 provides more guidance.

Please provide information on how the risks and opportunities have been identified
and how actions to address these have been managed.

6. Planning (FRZ)

6.2.1/6.2.2 AEEFAARANINGE - BRMME  BUnEERAAMBENREER - A8K4ERRE
BRI HEE -

Clause 6.2 — Quality objectives and planning to achieve them — ENHANCED REQUIREMENT

This clause retains some of the requirements contained in Clause 5.4 of the 2008 version but is more
specific.

Quality objectives need to be consistent with the quality policy, relevant to the conformity of products
and services as well as enhancing customer satisfaction.

Once defined, the objectives need to be monitored, communicated and updated as appropriate.

Whilst this clause is more specific than previous, there is no fundamental change in the approach.
Guidance is contained within the clause contents.

Please provide information on how the organization ensures objectives are relevant to the organizations
policy, how they are communicated and monitored.

28



15/03/2017

SWIHRYMRFEK:

9.1.1 B2& - EJ - 947 - 7d
(General of monitoring, measurement, analysis and evaluation)
a) What needs to monitoring and measurement?
b) The methods of monitoring and measurement?
c) When to monitor and measure?
d) When to analyze and evaluate?

6.2.2 MEEE (objectives): when 7.4 3&%8 (communication):
planning how to achieve... internal and external
a) What will be done? a) What to communicate?
b) What resources required? b) When to communicate?
c) Who will be responsible? c) With whom to communicate?
d) When it completed? d) How to communicate?
e) How to evaluate results? e) Who communicates?
6. Planning (FRE1)

6.3 SBENRE SEASRENEEEAREEEER  BLEEFRLGIENAATH (4.4) - ABEER

) """" SEENENREBENTE,
b) mEEERMAATEM,;

c) IRNEIR;

d) EEFERNIEIRSB O -

Clause 6.3 — Planning of changes — ENHANCED REQUIREMENT

There is little change to Clause 5.4.2 of ISO 9001:2008 in that the integrity of the QMS must be
maintained when planning changes. However you now need to consider the purpose of change, why it's
being made, potential consequences and the resources and (re) allocation of responsibilities.

Please provide information on how the organization manages and implements change.
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Risk-based thinking (E&E @B ZER)

Rk REEHRTEIARNEE - R=f (expected result, uncertainty)

EigERE B E#ER (Risk-based thinking):

#(E IS0 9001:2015 FEAHRME ISR EEEN - FRESZTELARSEME IR - MRS
HE -

v" One of the purposes of a QMS is to act as a preventive tool. This Standard does not have a separate
clauses/sub-clause titles ‘Preventive action’.

¥v" This concept is expressed through a risk-based approach to formulating QMS requirements.

v' The concept of risk based thinking is explicit in this Standard; being incorporated throughout its
requirements, especially: Clause 6.1 (Actions to address risks and opportunities) which requires a
determination of risks and opportunities .

v" It does not advocate a risk management approach though, as detailed in ISO 31000 for example.

v" Risk-based thinking means considering risk qualitatively (and, depending on the organization’s context,
guantitatively) when defining the rigor and degree of formality needed.

Risk-based thinking (E&E[E B ZER)

o JEMEFTMG: “RBAEART FEL "BERE WER
R= f * s (expected result, uncertainty)

o AIREISO9001:2015 FriE ZERAY “FiEEM" TJAEREEM - tholAERAMEA (0.3.3) -

Opportunities can arise as a result of a situation favorable to achieving an intended result, for example, a set
of circumstances that allow the organization to attract customers, develop new products and services,
reduce waste or improve productivity.

Actions to address opportunities can also include consideration of associated risks.

Risk is the effect of uncertainty and any such uncertainty can have positive or negative effects. A positive
deviation arising from a risk can provide an opportunity, but not all positive effects of risk result in
opportunities.
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Risk-based thinking (E&E[E B ZER)

e 1SO 9001:2015 IR KA &E:
6.1 — Actions to address risks and opportunities
0.1,0.3,0.5 - Intros
44.f)- QMS and its Processes
5.1.2. b) = Customer focus
8.5.5.a) — Post-delivery activities
9.3.1.d) - Management Review input
A4,5,7,8 — Annexes
o OIHEEW I A-RER:
ISO/IEC Guide 73 — Risk management vocabulary — Guidelines for use in standards
ISO 31000-2009 -- Risk management — Principles and guidelines
BS 31100 Risk management — Code of practice and guidance for the implementation of
ISO 31000
ISO 31010, Provides details on risk assessment concepts, process, and
selection/comparison of risk assessment tools/techniques .
ISO 14971:2012 Risk Management for Medical Device

MR EE - ERITEN (1/2)

SNEPEAEEE  EEAEASHAE seErEzsn BRIENER  prmmugEr  SEbSEma
(Ea/gm) EBIEREE ENEERER (B/5/EE) BRERE (Y/N) =0k -1,
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REIRBUILF RIS EEE 218k 2/2)

2 [ s A O 55 fatn 30 2, 47375 0 =
No. EEUTEIR  RARMERAMAET  gmmews opmm  nEspeR  2ARE

Ik ACEN ERPT /AR (Y/N)

. BEHEE:

c 63 METEAMNEE: BUAMENAIETREEBEAANEE -

Clause 6.3 (Planning of changes) relates to any changes of the QMS being carried out in a ‘planned
manner’. This will include considering (1) the purpose of the change and the potential
consequences, (2) the integrity of the QMS, (3) the availability of resources, and (4) the allocation of
responsibilities and authorities.

+7.1.6 HEEBEZENFTKMBEE  AMEEREIRENMNH R ENMESHEVS TN ERZEINZ -
PIRANEREH - (new)
+ 8.1 fEERER TR, 252 RIETREIE S A0HEH:

Clause 8.1 (Operational planning and control) is addressing the control of planned changes . (ex: from
addressing risks opportunities of 6.1).

Requirement to review the consequences of unintended changes, including taking action to mitigate
any adverse effects (as necessary).

+ 8.5.6 AEITMRE 7 FEBUEBENESE & Tl (new)
Clause 8.5.6 (Control of changes) is addressing unplanned changes (i.e. review and control) essential to
ensure continuing conformity of the product or service to meet specified requirements.
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CHANGE MANAGEMENT (ZEmEE)-2/2

o BEREIE:
m 9.2.2 REPFERGEESENEE: (new)
an audit programme(s) ... shall take into consideration the importance of the processes concerned,
changes affecting the organization, and the results of previous audits;
m93.2.b EREEHARESININREZENESE: (new)
changes in external and internal issues that are relevant to the quality management system;
m4.4.1.g RIZNESE:
evaluate these processes and implement any changes needed to ensure that these processes achieve their
intended results...
m 7.5.2 NHREE:
Creating and updating: ...format (e.g. language, software version, graphics) and media (e.g. paper,
electronic)...
m 8.2.4 SX/FIENEE:
Changes to requirements for products and services
ERMREERNEE  HERNBRBNERBEEER - AHERFREE]
MBS EER - iREREBAR THREFEHNEX -

8.3.6 SETRASIETE: .

Design and development changes

mEERARPHNEEEE

RETEARKZE BRZIE SEAME I RE
i (Y/N) (Y/N) EHEE (Y/N)

No. mEaE #E M TJRETER
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MBI NE

08/12/2015

7. Support (3Z#%)
7.1 5%

7.1.1 —fEK

HBBRE RMRHATFNEIR - 21 - Bif - #E5NHENEREEERE -
712 AB
HERRELRHVENANUBNER mEEE X REERZAEFRZES -
7.1.3 BT
HEERERENGEEREEFMVENERR U BERERTRBNFS -
7.1.4 RIBEFNIRIE

HBERERENSGEBEREEFMMNENIRER  DUBRERTRBENTSHY -
7.1.5 BEEREBANEIR

7.1.5.1 —MER

7.1.5.2 SAINEWR

7.1.6 BRI

HERREERERR  RERTANERMRBEENAE -

MR RERISELENS  BEIMBENRE -

RIBEBENRRMBRN - HBEEZEEIRANAE - IWREN @ ESHES AN EZEIMIE - J)Ui‘
MR -

34



15/03/2017

Knowledge management (X1 EIE)-1/2

o RPN ERHH (7.1.6 Organizational knowledge ): - NEW REQUIREMENT

v & Defined as ‘available collection of information being a justified belief and having a high

certainty to be true’ .

v RRERERREFIAZMNAH: The requirement here is to determine, maintain and make
available (extent necessary) the knowledge necessary for the operation of its processes, AND
to achieve conformity of products and services.

v EEITEKKEBE; HEES Knowledge necessary to address changing needs and trends will
also need considering, and how to acquire or access any additional knowledge necessary and
required update.

v HER (Sources):
a) WERIR: e.g.intellectual property; from experience; from failures and success; the results

of improvements in processes, products and services ... etc.
b) SMNERZRIER: e.g. standards; academia; conferences; from customers or external providers ...

etc. ‘

Knowledge management (F1z# 0 EIE)-2/2
Example approach:
(A FR R ZERYAIE (7.1.6 Organizational knowledge )

7.1.6 Organizational knowledge AR 4B PR R RO 8

1. What knowledge is necessary here, for process, ABMIEENANSEEE, RERERREHE
product, service? EH?

2. How is this knowledge maintained within the (bR 285 4 o] 4 4R 48 o 4 452
organization?

3. How is it made available? Skl mEEEY

4. Are there any changing needs/trends? EEAETEE;EE?

5. Isany additional knowledge required for 4.? How is BRI, B EAEEREINOERE? N Eg?
this to be acquired or accessed? Wfa72EL?

6. Required update. o E )
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1. What knowledge is necessary here?
LN ?
2. How is this knowledge maintained (updated) within the organization?
% K a8 1S S0 0] 7 4B AR 4 ol A S SR R
3. How is it made available?
TR AR/ R F?
4. Are there any changing needs/trends?
BREEIEK/BE FENE?
5. Is any additional knowledge required for (4.1/4.2)? How is this to be acquired/accessed?
EEALRIMNNGE ? Z U / LA ?

08/12/2015

A H AR FIHES RIA—HR
No. mEaE AH21E

(ABR/5hER) (BOF/ % 3t) BF/HAE) B EH

08/12/2015
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7. Support (G2 1%8)

7.2 8E:  AASRE

a) REEAMZEH FUESEREREUNMRNWABMUAERERIEE
b) KIBEENHERE - A& - LR - BRABEBEELF,
c) BRI - REUEMLUESVENEY - WEELEEmNBEN;
d) REEEZENXHEENFEREREENINES -

Clause 7.2 — Competence — OTHER CHANGES
There are no significant changes within this clause; it's a combination of Clauses

6.2.1 and 6.2.2 from 2008. You will need to determine the competency of people and ensure that
these are met and maintained. This applies to any person affecting the organizations quality performance
including contractors.

Within this clause you are required to retain documented information as evidence of competence.

Please Provide information on those persons who can affect the performance of the QMS are competent on the
basis of appropriate education, training, or experience, and how the information required for the effective
implementation and operation of the QMS have been determined.

7. Support Gz 1)

7.3 M0 ABERFEAMIZTHT TIEMASR:

a) MEBEEEE,;

b) BB B E B1Z;

C) ¥ mESEAFANENEE  BIEREENNENEE;
d) AHEREEEARERNEE -

Clause 7.3 — Awareness — OTHER CHANGES

This clause covers awareness of the quality policy, objectives and the implications of not
conforming to the requirements. However there is no fundamental change in approach
when taking into account the guidance provided within the clause. Please provide
information on how you have raised awareness  of the policy and

the QMS requirements.
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Audit situation 2;: (F&#ZAK2)

B IEEEREREIRG, RIREBBHEE#15, HaE/HE
NEBSEEREE#TU-WI-019, EES/F. B &R/
F: RftERSSHMEREMAREE?! NFOE: 12!
HAREI T 7. BT HIR—ER, HPAMRARGFHERKE
BRA—2), HEMRBRER, EEMXNGERMEE. .. BE
AU LIEEEEERBHARTS? ERISO 9001:201538—
IFMER? BRM NIAREHREE. HBXRBEABLUE

BARE, LEBiE S BT LG IER{LE----i5a70A!
08/12/2015 ‘
7. Support Gz 1)
7.5 XH{bER
7.5.1 —RRESK

7.5.2 HIE K EH

7.5.3 XHEEMAY

7.5.3.1 AEBEEENmESEARAERWXHEERBES...
7.5.3.2 EAKF - A#EEEMN T X EEREFNES....

Clause 7.5 — Documented information— OTHER CHANGES

Clause 7 replaces ‘documented procedures’ and ‘records’ from the 2008 version with *documented information’.

Additional requirements now include the activity to control ‘distribution” of necessary documented
information, especially with regards to permission to view and authority to change. However there is no
fundamental change in approach when taking into account the guidance provided within the clause contents of
7.5.3.

Please provide information on how you control the distribution of necessary documentation.
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Documented information GZf41E) - 1/5

7.5 Documented information — no Quality Manual,
no mandated 6 documented procedures
XHEEM - B EEHNmEFM « BARERFIN6M X HIEER -

7.5.1 General

7.5.2 Creating and updating — enhanced:
description, format & suitability

B RER, sl i ~ X REAY -

7.5.3 Control of documented information
now includes confidentiality, integrity and access explicitly
XHCEFRZES - SEHEN - SSREMAPREIEE -

Documented information GZf41E) - 2/5

Documented information:

XE&{EEH (7.5.1, 7.5.2, 7.5.3) - XHEEKREAEM - HE
REFMBRIXHEENRERER -

o (#3F vs. {R7F) maintain vs. retain;

e ...no longer use procedures

. #Fvs. REF
(Maintain documents vs. Retain records!!!)
. Keep=maintain + retain

. EF vs. M2
(Procedure vs. process!!!)
Process has replaced procedure.
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Documented information GZf41E) - 3/5

4.3 Maintained scope

4.4 Maintained documented information to the extent necessary to support the operation of processes,
and retained documented information to the extent necessary to have confidence that the processes are
being carried out as planned

5.2 Quality policy (5.2.2)
6.2 Retained quality objectives (6.2.1)

7.2 Appropriate documented information as evidence of competence

7.1 Retained evidence of fitness for its purpose, as a monitoring and measurement resource (7.1.5);
Where no such standard exists (measurement), the basis used for calibration or verification
(7.1.5); This knowledge shall be maintained, and made available to the extent necessary. (7.1.6)

7.2 Retained appropriate evidence of competence

7.5 Required by this International Standard (7.5.1); Determined by the organization as being
necessary for the effectiveness of the QMS (7.5.1); Documented information of external origin
determined by the organization to be necessary for the planning and operation of the QMS (7.5.3.2)

Documented information GZf41E) - 4/5

8.1 Retained documented information to the extent necessary to have confidence that the processes
have been carried out as planned, and to demonstrate conformity of products and services to
reguirements

8.2 Retained description of the results of the review, including any new or changed requirements for
the products and services, relevant amended documented information. (8.2.3)

8.3 Confirmation that design and development requirements have been met. (8.3.2) Retained
documented information resulting from the design and development process. (8.3.5)

Design and development changes — retained (8.3.6)

8.4 Retained results of the evaluations, monitoring of the performance and re- evaluations of the
external providers.(8.4.1)

8.5 Defining the characteristics of the products and services, as applicable. (8.5.1 a) Defining the
activities to be performed and the results to be achieved, as applicable. (8.5.1 b)

Retained to maintain traceability (where traceability is a requirement). (8.5.2)

Retained description of the results of the review of changes, the personnel authorizing the change,
and any necessary actions.  (8.5.6)
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Documented information GZf41E) - 5/5

8.6 Retained evidence of conformity with the acceptance criteria

Traceability to the person(s) authorizing release of products and services for delivery to the
customer.

8.7 Actions taken on nonconforming process outputs, products and services, including on any
concessions obtained and on the person or authority that made the decision regarding dealing with
the nonconformity — retained

9.1 Appropriate documented information as evidence of the results of monitoring, measurement,
analysis and evaluation.

9.1 Retained evidence of the results of monitoring and measurement activities. (9.1.1)
9.2 Audit programme. (9.2.2)

Retained evidence of the implementation of the audit programme and the audit results. (9.2.2)
9.3 Retained evidence of the results of management reviews. (9.3.2)

10.2 Retained evidence of the nature of the nonconformities and any subsequent actions taken and the
results of any corrective action.(10.2.2)

II:% l'é E é fE.\
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10. Improvement (PX =)
10.1 —REsk

HEBRENEENSORE - REREOVNENTE - LUREERF BX  IRAZFRE -

b R Bl E:
a) UEEMBARBLUFEER - UREERRNFTREAIE,;
b) BZIE - A ~ R PAFENTE,;
C) HEmEBEEERANBENABIILE -
et ERI G F O AEEIFECNE ~ MBIEIENE, - NS - RIRME - BIFF - RAABER

Clause 10.1 — General — OTHER CHANGES

This clause covers the general need for improvement, whether to meet existing and future customer
requirements, correcting or reducing undesired effects or improving the performance or effectiveness of the
system.

Please provide information on how your organization has addressed these changes.
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ISO 9001:2015 Certification transition timeline
ISO 9001:2015 525 i hRHA T

2015 2016

Eqg. CAV1: 3 MDs, CAV2: 3 MDs, RA: 6 MDs, IA: 9 MDs
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B2 TS 1694954QC 080000 RIFF1E i E
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A4:BRTPRE] 1SO 9001 KISO 140014958 EHBIRERR3E -
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[SO9001:2015-Q & A
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A 6: BIRTEZPRIRENMNHTEZ AR ZKIBIAFRRENT - [RRI EXBAMRIENHNEZARRS -
ez - UNEUEE B BRI EAXEEENCase ©
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(1) ISO 9001:201588 ik — K 3R1E: R4 Z RIS HS ISO 9001:2008 58N EMEZ ERIZREE -

(2) ISO 9001:20158 e KFRTE: 7/ =48: 2008hk = EFEZEFA R ERRIE / 2015RAEIEZERE /
2015/RIER REREERRE - IRHIFAISO 9001:2008 B E M KREF/EE [ BHRERN
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ISO9001:2015-Q & A
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Thank you for your Attendance!
RE NN Ve

# #8# Joseph Lin
joseph.lin@bsigroup.com
0937-181-235
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