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FGrkrE 22 (150)
INTERNATIONAL ORGANIZATION FOR STANDARDIZATION

< BPRE R 5, 3T E bR AR .
To issue standards for using in international trade.
« QAL T 1947 4, ST ER L H A L.
Founded in 1947, headquarters in Geneva.
« H 100 RASAE, & EFARMET S 5
More than 100 countries are presented, national standards organizations are memberes. More than
90 countries are presented, national standards organizations are memberes.
< HZ) 200 ZAHARZ 42 (TECHNICAL COMMITTEE).
o DR EFRIRAE 1 TR Fh More than 10000 standards are issued.
« ISO/TC 176, QUALITY MANAGEMENT AND QUALITY ASSURANCE
I1SO/TC 207, ENVIRONMENTAL MANAGEMENT.

I 4 & &7 B?

WHAT IS QUALITY?
JREARSRUFIIARTY, RAMAIME, ARG 5HA?

Quality means “High standard” , “Value for money”, “Prestige”?

BRI EX

® AT E FITNESS FOR PURPOSE

B F&#K  MEETS THE SPECIFIED REQUIREMENTS

B %% CUSTOMER SATIFACTION SATISFYING THE CUSTOMER’S NEEDS
® 1SO RiBEAE X—F & (quality): — 4L SR L BRI .

R ST IR 7
WHO DETERMINES QUALITY ?

iz, 4  The customer/user does

[EE L

QUALITY CONTROL

W OCEH] = R + <R + “REE” “CONTROL” = “MEASURE” + “FEEDBACK” + “ACTION”
B 5HI¥F CONTRIOL LOOP

1. ¥WIMEHIEFE No inspection without records

2. HTHEIIE R No records without analysis
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3. [T 4 R No analysis without feedback
4. éEéQIE P55t No feedback without corrective action
[EEEEE
QUALITY MANAGERMENT

B T {Ef B HOW TO ASSURE QUALITY?
HiHRIAE RS H4T 50 DL AL 5o 55 R A 0

“Planned” and “Systematic” activities to provide adequate confidence those products will meet

specified requirements.
B 55 QUALITY MANAGERMENT

2 ER RS EIRR, DOERAER o T B A0

QA is a management system for controlling quality and aimed at giving the customer confidence

in the product

LIfTRIENTE (FE—PNBHELEHIEF) ?

HWO TO ASSURE QUALITY (EVERYONE DOES JOB PROPERLY) ?

RTE A A A /S, PR IR S25e
Know what is required

FITE Z AN T4 (N %715 NI (BN /& (=R N3

Know how to do it

LA R LM IR R AT Al

Be able to do it

BLRNTE A7 g g 5 A

Know how well it has been done

BREEEEANR XA RAFEHIR S, BBl

Be able to affect it
Fr] DLIE RS 2 k. i UER
Provide proof that the job has been done properly

1SO 9001 2 &/

1SO 9001-USE

Lo AV S PR R Z A

GUIDANCE IN DEVELOPING MANAGEMENT SYSTEMS
2. KX BN KM

CONTRACTUAL SPECIFICATION
3. BB AUEN L Z P AR bt

BASIS FOR ASSESSMENT-2 ND/3 RD PARTY
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BRNERALAZAR, WM N S5, A RefEti1m4 Tov i okt .
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R SRR AR AR RS BRG] . BRIV B, A7 B T 2A G v SEEL H AR A R AN AR
6. FFsEPud
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AP GPTRANTARAF T, A 5% F 0] 3 X SIS E 1 RE
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T AR R SRR B RIS

KT B ER AL
WHY A DOCUMENTED SYSTEM

5% H b5 ULTIMATELY:

B R B SR P REN R SRS AR R, BRI AR
Customer’s requirements are being met through confidence in the ability of the organization
to consistently deliver the end product or service

B 250 20is 2w N A B E—I 2 A Rl 7R
Organization’s requirements are being met, both internally and externally, at optimum cost,
with efficient

Utilization of the resources available

B AR A RIEFL

BENEFITS OF DOCUMENTED SYSTEM
B (RN ESC. HFEVE R E T S
Reference documents
W AEARTTVE. MR BB, Rk TR
Consistency and better discipline
W% SOAENU S DR AR SR A7 AR 5 A 2t
Customer/3 rd party assurance
B CHERE N SN ZR B BE A KRR I R AT
Training and knowledge retention
B ZHEE% 581 Through system audits/reviews:
BN AN A EsIA S0 Management confidence
VERNA W EE R Base for improvement

LT JE B XA

DOCUMENTATION DEVELOPMENT CONSIDERATION
F FEEL) /& MOST IMPORTANT:
WK H AT SR AT ) 5 R
Document what is being practiced
B AET R EATREL” 8 ARABE SR AT
Do not write what you desire would happen, or what you think is happening
B 5SPRATELR A B BHE . iR

Get the people involved in the procedures to document how they operate?
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1.

BUGEX T
STEPS IN DOCUMENTING QUALITY SYSTEM

5 H ar /e s 1L Document what is currently being practiced
FLEAFFE IS0 9000 FsRAL  Identify areas which are non—compliant to the I1S09000
YeE AnEAT « B4 H A AR b S

Decide on what are the changes to be made, update your current documentation
Nk, SCiEfEIT B Nz fEMVEEF  Train, and implement updated documentation
RSPIFET . MINZ (R LR TAT, AT BT F9C. FHid

Review changes made forsuccessful implementation and effectiveness

J5 BT

JE B BFE XA

QUALITY MANAGEMENT DOCUMENTS
QUALITY MANUAL

5 AR Policy and Objectives

TEMVREF?

fitta
P
frT B i
AR LAk
HER AL

MANAGEMENT PROCEDURES
What is to be done
Why it is done
When it is done
Where it is done
Who is responsible for doing it

YEMVFE 545 WORK INSTRUCTTIONS

R ERe

How it is done

CREARRIUE MR Tl 3RS AR S0

QUALITY MANAGEMENT SYSTEMS DOCUMENTATION
TYPICAL STRUCTURE

QUALITY T
MANLUALI
TIERL
MANAGEMENT p—
PROCEDURES
TIER2
INSTRUCTIONS Vel Fe S
TIER3

STANDARD FORMS, RECORDS,
LOG BOOKS, CERTIFICATES Wk, R

TIER4
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D O W N

FHEFH

QUALITY MANUAL

e J7E QUALITY POLICY

HZL 557 ORGANIZATION AND RESPONSIBILITIES

RS K. iR QUALITY DOCUMENT STRUCTURE AND QUALITY PLAN
JEAR 2 K40 QUALITY SYSTEM OUTLINE

YENVAE 2 5] PROCEDURE INDEX

JoT B BRAA R (1) 91 L. 455 150 B B A P 4 1 RS A

TEWFEF

PROCEDURE FORMAT

H PURPOSE

& HJaFE SCOPE

Bz RESPONSIBILITIES

YEMV LR PROCEDURE

S, i05% DOCUMENTATION/RECORDS
4] %€ . DEFINITIONS

ligEs APPENDICES

—— i f2 &l FLOWCHART

——%Hk  PRO-FORMAS

——3Gf  EXAMPLES

XA E

DOCUMENT CONTENT
SCAE AR FRAT R WL S E SR 2R o A

Identify where in the documentation structure the particular document exists

I —E R, BT k. e, BIThisk

Use standard format includes document, issue number, and revision history

JE AT REIN PR AR B i B
Incorporate flow charts where possible
DURFRACE N 44

Refer to job titles and not names of personnel
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B 5K, TA. 253055 NAE A IE A AR

Refer to forms, tools, technical items by official names
W RS HE R, AR E SR (BRHTRRTO

In quoting reference documents, do not put in the issue number of the reference document
WA RS il FAAEEN

Include forms and records

XEH

DOCUMENT CONTROL

— AR 2 TYPICAL DOCUMENTS:
JiEFM  QUALITY MANUAL

FEF 3 PROCEDURES
YEMVARHE . 554 INSTRUCTIONS
&%), 1TH. CONTRACTS/ORDERS

#i#%  SPECIFICATIONS

EI#E:  DRAWINGS

Fr#E  STANDARDS

HK R (M) {4 SOFTWARE
BT # K} ELECTRONIC DATA
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4.1 BESR

rmffiﬁ@mﬁk SRR AR, RO, USSR R EE, HRFSR O A A
a) RBITEE EAR R TR E SRR LA L A (I 1L 2);

b) i i e ik R 1 M A AH ELVE A

) R ORI e R A 0 AT AN ) Bt v U R v

d) TR LASRAG D E R BIEAE S, LSRRI B R R 38 AT 0 1 8 5 2 1) e A
e) WAL, WIEAPHTIXL ISR

£) St RS, DASZI T I ik R S A A 4 SRR I e R A RE A it
Y LA A KR ) B SR A X e T R

FERTH LA PR FEARAT R0 2 i A5 & ZOR M AN AR, ZH ZUNEa DR L St i) o xS 4h
BRI A A A Jo B B A AR o AR A

VE BB BRI A RN AR S B S, SRR AL, e SIS i
o

4.2 STHER
4.2.1 E]
Jo A AR RS AL -
a) TERCCH I T & 7 £ & H AR
b) FiETFH;
) AHRME T E SR T AT IR T
d) HLUNTH ORISR A R, 1847 A B 75 1 S A
e) AFRAERTERMIET (M 4.2.4)
fﬂ:ﬁﬁ@&%“%&i#%ﬁ?”Zﬁ,w%ﬁ@jﬁﬁﬁ,%&iﬁ,#muimﬂ%
Fo
2. ANFHZUR R HAR R0 1) 2 0 5 TERSRE B B T
a) LRSS 2R s
b) R R AR B AR R B R
c) Namge
T 3 ST AT SR AR TR S R A
4.2.2 FiEFi
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LN it FOERFE TR T, R T -

a) FiEEHERRIVEHE, SRR 5 a4 (0 1. 2);

b) AT A B A 2R 4 1) PR T BRSO TR R e skt 2L 51

¢) FUEAHK RITFE 2 0 A BAEF R

4. 2.3 SCAFEE

o R AR R TSR ) S T A o SRR — PR RSB S, AR 4. 2. 4 [EDR
BEAT

o7 G ) T SO IR, LRI LR 5 THI BT 75 R4«

a) SCHFRATRIASEIHEME, DA 74 5iE E 1

b) B XS SO FEAT VR S T, IR

) HRARSOA R B R AT BT RS 15 2R 51

d) PR TE A P Ak P SRAFE FH SO A SR RRAR 5

e) WHIRSCHFORFREMT, 5 T30

£) WPRIM RSO ENRS], IR ok

g) B AR SO AR TR, 2 DRI ART Jo DR £ B A R SRR, o i eSO iR A 738 4 1 b

Ho
4. 2. 4 e FFEH

RIS HARFFICS,, AP A BRI 24 B R A ZUS 1T IR . 10 RAR KRS, 5
TARBARE R . NGl ARy, DOEICRIOARIR, WAF, fRI7, R, RAEHIR
ANAL B FT e R4

5 HHEHTY
5. 1 & HRE

e B P DO DU S, X FE AL, S R PR AR R R SR O A R A T SR 4
EE -

a) [F A 2R i 2 o 2 A A R SR ) B A
b) il i1 &7 ks

c) ORI E H AR E ;

d) BHATEBEVEH

e) HATRFIR RS

5.2 DUBIA N RIE £ R

T e B N DA SR B RO H N, R ORI ) RS B O T A S (L 72,1 A
8.2. 1),

5.3 JiiE Tt
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B e B B N R 5T B T B

a) HHHMEEHEN;

b) AL FE X A2 LSRN B A o B BEAR R VR R
) PRALH]E AV R H AR RS

d) FEALLANAG 2R AN LA

e) TERFEEE LTS TS 2 PEH .

5. 4 5k

5.4. 1 JjiE HAR

e B A DA ORAE AL LA A SR BRBE AR IR S H b, & H be B 3530 A2 7 i 25K
M NE (W7 1a). JFUEHARRGE A R, JF5RETHREF—H.

5. 4.2 BB A RKK

B e B LA R«

a) X EEEAR RHATHR], DR R RTE HARBL A 4.1 IEDK.

b) AN FRAAR AR AR T AT SRR St R, R R AR R e
5.5 B9T, MRS58

5.5. 1 BAST AIALRR

I e B LR ORI BV ER BT, ALPRAS BRI S VA 3

5.5.2 EHIHHE

B i B DR E A E B, ORI R AR A T A ER ST A, REAT BA R U T R ER BT
AR -

a) HORI S B R TR RS B, SR R

b) A 5 e B R R R PR AR ML SR AT Sk i R

o) TFPRAEBEAN L 23 PN B2 v 2 T 25 SR 1) iR

A EEEARRNIHTT AR S R EE A RA RSHE ML

5.5.3 WA @

B e e BRAE SLAf DR AE AL 2R P N S (A I AR, R TR0 T = B R A S ATV I8
5.6 FHHIPEH

5.6. 1 4]
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