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£ 1S0 9001 (2000) #2150 9001 (1994) Bz tig--

1SO/DIS $001:2000 ISO 9001:19%4
1 Scope 1
1.1 General

1.2 Permissible exclusions

2 Normative references 2

3 Terms and definibons 3

4 Quality rmanagement system

4.1 General requiraments 421

4.2 General documentation requirements 422

5 Management responsibility

5.1 Management commitment 41+4122+42.1

5.2 Customer focus

5.3 Quality policy 4.1.1

5.4 Planning

5.4.1 Quality objectives 411+421
5.4.2 Quality planning 423

5.5 Adminustration

5.5.1 General
5.5.2 Responsibility and authority 41.2+41.21
5.5.3 Management representative 4123

5.5.4 Intemal communication

5.5.5 Quablty Manual 4.2.1
| 5.5.6 Control of documents 4.5
’75.5.7 Control of quality records 4.16
5.6 Management review 413
5.6.1 Review input 413
5.6.2 Review output 413
6§ Resource management 4.1.2.2
8.1 Provision of resources 4.12.2

6.2 Human resources

6.2.1 Assignment of personnel 4121
6.2.2 Training, awarsness and competency 4.18
£.3 Faciliies 4.9
6.4 Waork environment 49

7 Product realization

7.1 Planning of realization processes 423+49+410+415+413

7.2 Customer-related processes

7.2.1 Identfication of customer requirements

7.2.2 Rewiew of product requirements 43

7.2.3 Customer communication




&= S0 9001 (2000) Brgt 1SO 9001 (1994) frz rhin-— (424

[ ISOIDIS 500122000

1SO 5001:1994

[ 7.3 Design and/or development 4.4
| 7.3.1 Design and/or development planning 442+443

7.3.2 Design and/or development inputs 444

7.3.3 Design and/or development outputs 4.4.5

7.3.4 Design and/or development review 446

7.3.5 Desigr:l and/or development venfication 447

7.3.6 Design and/or development validation 4.4.8

7.3.7 Control of design and/or development changes 4.4.9

7.4 Purchasing

7.4.1 Purchasing control 4.6

7.4.2 Purchasing information 4.6

7.4.3 Vedfication of purchased products 4.6

7.5 Production and service operations

7.5.1 Operations control

49+4.10+4.12+4.19

7.5.2 |dentification and traceability 4.3

7.5.3 Customer property 47

7.5.4 Preservation of product 4.15

7.5.5 Validation of processes 4.9

7.6 Contral of measuring and monitonng devices 411

8 Measurement, analysis and improvement

8.1 Planning 410+ 4.20
8.2 Measurement and monitoring

8.2.1 Customer satisfaction

8.2 2 Internat audrt 4.17

8.2.3 Measurement and monitoring of processes 4.20

8.2.4 Measurement and monitoring of product 4.10 +4.20
8.3 Control of noncenformity 4.13

8.4 Analys:s of data 4,14 + 420
8.5 Improvement

8.5.1 Planning for continual improvement 4.1.3+49
8.5.2 Corrective action 414

8.5.3 Preventive action 4.14




(=) ISO 9001(1994 )20 £ R g2 R 32 °

ISO 9001 (1994 )T R et w s E LR &R 2.4
EFRECJEF ALEALGER MRS EASKEZRPEE
20453 H¥P £E 418 EEE 4288 44 43464 %
B 44 B R ASXHEEMER 468 0 4T BEER
EaZ TH 48 ELZEAHEiEH 49 BEES > 4104
B AR 0 40 Bk ~ BRI 8RB e B 4] 0 412408 s3]
BRI AR SR G2 EH 0 414G ERTABHEE > 4158
ERFOEMFERE 4l6R TRtz s A1TRHLYE
A% 418914k > 419 - 42040 5 4 -

(=) & EEEZ4WQUS)

ERZBAEBNHRADETELSL

& & (QC, Quality Control)Z F4 & & B 2118 Bl#k 5k > 7 bR
(QA, Quality Assurance) | & # N E 77 T4 by 69 i & BE 4R 42 H 1%
B TEEY B EEE - &Y% E 4 5% (QMS, Quality
Management System){&s8{% 42 % 2B T F K o

B HRAAROIEARRIF] - KRR L RE - BERE B REL
EERE ZEARABEAENNBLEN2I% FaaEEE
R Y 15%EF - REABEN ) RERALAZNABART R
ERRE - ZRAERENEGHEEALALE LG BEL
AREEBR - EL-BRE ST EEEBELRE

o

A THBBESZFENIHAISOHE R 22— F 88 E:@i1BISO
B E R B RE 8 Z AT R Y @IEFISO 33 > 3| HE HISO
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9000 % #1(200048) % % > H & sh 37 p 720004 & B 0 845 ey
VEsEAEE o T4 Bp 45 % BRISO 9000 % ) (199442)4% » H 2% 422000
BREIFIAR D EA BEALK  AREWMOMHEIE L%
MEEFX > H#E—FETREARE AT ATFTE—%
THRMES  EFERIE U-HFIATaNFIX  FKREESL
B eEk -

(—) #4 LSO 54 FeiisEF > 4o labeling -
nonconformity > scarp ¥ % % M4t T  RER G LW TEET
B BRE-EREZOTH B TERNET %MK
Ar4@iBISO #E - MBABARATRFHEEZEHA
AA—EBERESHEG T BAISO s RAF g3
AFG I Ee A RE S ATE - kAR @ 0 AT s AR
ISO &g X R2M 8 > Mk B a8 BREAMEKR > F & ISO
WA R

(=) st A ASHALLe 2 8 (03 XHRISO 90014 7] 4
B)  ERZEAEE RGP RS A
5 ANERHE-BEER  —EERISONELBEZTH
BRl - 3 EeeE  —EET R B RGER > PR AT
H LB T HMEAER L R FHEZSHALL TR B 220 8] &b

EERBEFHT  EESHALLEZ 6y 588 - F KISO 3
WK ZEF] ) A3 HSHALLY - RBARE N EYE - 8
A g a5 (Procedure — 8% TE4TNEES
R IE) > UMHEZEILETFMAERGBERE -

(Z) BRELAHE S HANSORET ?
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LSO 9001 % 3 (19945%) B » A A F20E x5 w4l &
HEEMET £k 41l SEHE 412 wme (4121F
fEgLsAE 0 4122908 41238 RE) BRA13 LS o
HHEe 4B EFEERILRARANER FAZES
B ARERE FEREEAIRRAHY LA /ABFgERE
WHRBENSHBREREES EFEABETOH T
- RABEZH—F bt E BB AT Bl AL
BRAR s BB e USSR E ARA RS TEME BT
b HRISOMmAZS ~ T L4 - LA DR IFEBARHHE®
Bug (WRFAEERES) HLAHGEHR B2 ER
Ve Riley AR ABBEAIRT WA EE —ERE B X
wmE?REHNEAME MG ENTRAMN? T UMKZ &
FRBEMIFREI REHEREE  LHEZLRBRE
REERSTBENEREHY - 2aE T E&HEH, ?John
Ruskin ( 1819-1900) % #% i & 48 89 — 18 & & : [t’s unwise to pay
;ﬁoo much, but it’s unwise to pay too little = Z{R4H89 % 85 4R #K
B4 MG R D BReREE K% (TR
Bl R oA AEL) - @R GENRG L ARAHALMKRE
i Eh ey T AE (Bp &G 4% » quality assurance) & R #9850 A
&% &%) (Quality Control) B SREMAL > MEBEXAF T

£

2% %38 % % (Quality Management System ) &) 5% 8174 o
LEEH KA -BHE I ME —EEELIEELENT

B HORTLERBESESEOMmES  TETENINE

C DGER| B E R T B SR B AR
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(W) R -—BLEREEH 2> LB E SR RARA

g 7

M@ E > UTARELE:

. A-—EEXFT@ATRT

2. #E—EFUAEGXHFEH

3. EWESERARER A

4. i@ ISO 3 ef
ML KRR AN LB B RO ERAIEAST - M
PR ERFG R  REISON TR » HmaENd

4 AR BWMBBWE  BE T E B AL o
W~ EEHSR

ISO 9001(20005R) % X8 © HREE A0 > HEAH Fillw A
7k
(—)#% H 42 » 5T 46.1 F Zresources » quality management
system » satisfaction ; 6.2 # z education - training - skills -
experience » identify competency » provide training - evaluate the
effectiveness » relevance - importance - records ; 6.3 ¥ =
conformity of product » workspace > equipment - supporting
services ; 6.4 % 2 work environment °
(=)sh &t SHALL& S8 : m6-1%8 &4 - £ 4 1{@SHALL ;
6-2-1% » 4 148SHALL ; 6-2-2% » £ 14ASHALL ; 6-3
% > £# MASHALL ; 6-4% » 24 [ME8SHALL » A7 246-151 &
2R 3 A SESHALL -

(2L B A 4 HANSORE T ?
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LB E TR EBBSO0NRT  rALERENE
EE o JREP 0 Bk 0 A AEERISOREHERIZE . LK
BAEBELITEH AR HEEDREGED - DY
resources & | © MHEARM ERAENE (WwEEHEE) &

e ? EE T A RERIRE FOAR  RIEFEIE 47
TVROGERITLEHEGETNELEERE A/ Mgkl
AEHAE AFHREAETHHFT AINRRAFE B8 Fib
HETUAEAABBAGEE NI LELZART 23N
St REE AR

(w) &2 LBy mRgRNE?

UAFH TEREFELS ) AEBLwAFT B LERNR

BZARER 3.3 RATHREE - B RHFR T AN T)

CEYBBFR > THUTLEYFGRERTE

(1) AR @ HMERELMZT REEMHEENETES
REBES I EREAOREA B EEFEER
wEERBEAEVNRAR HRE BT E XA
ERER FRITAEE R LIEBMIE > BB RAE
BAZE B 7 M E) ke BB AR E 93T EAF o Bt
B Rk T HE 27 o1k ? R E B8y § R E]
RG> BEERLMER?

(2) ERBRIFREFT G HEREFTBER AT
REACERGRELE T (L ISOSHFFT) ?
BHE YO TAEERABMERE - R - AEEEERE
URELEHHBE KT EREEFTEZFR(£ISO &
Wi T) CERGFBREARATAETEALARDER



FoOUKEI A GBSO IARE - @0 0
HETEREBABEGHNAN RBEAKS LA I
RS SR A ISO# TR T 4o
FEZRMEEEENEAHDOARE K o753
HER BB HACERLE ISOMBRMEE—E
B EALT o

HLAISO 9001 (200058) #EAEEH @ B8 - oM EeLie b0 it

ER LRI %

(—) 4% & B 42 & > 4o measurement and monitoring
activities - applicable methodologies - statistical
techniques - internal audit : conducting audit -
corrective action - verification - implementation -
customer requirement - appropriate - realization
process - records ¢ product release » service delivery »
satisfactorily completed » documented procedure -
nonconforming product ¢ characteristics of process :
quality management system - quality policy >
objectives » audit result » analysis of data - corrective
and preventive _action ° management review -
nonconformities appropriate &  potential
nonconformities

(=) #rsi# SHALL&YE B
A8-15 &) 0 £ H2ESHALL 5 8-2-1% + & 4248

SHALL ; 8-2-2% » £ A TMHSHALL ; 8-2-3% » £ %
2BISHALL ; 8-2-4¢f - E A S5ESHALL ; 8-3% >



£ A 4ESHALL ; 8-4% » £ 4 24ASHALL ; 8-5-14 »
B A2ESHALL ; 8-5-2& » &% 3/ESHALL ; 8-5-3
B H A 3MESHALL » FF oA 8-145 230 £ % 3248
SHALL -

(Z) BB L AHAE HANISOBEF ?
¥A B 42 Fnonconforming product % 5] © A B AL a4 &

e EZ AR KL B FEREERAEY
BISO ARBER NN B EGERL - UATEH

"EB o AT AR BH  RAEFERE
N FHRIME®AES (procedure) UM B HF A,
EERGEDHRARERARLE - AR TEAAL
BIFRGHAF L EFBGEEENRSESOH
EHHERERE > BEMgEol EMpL o 204
BRATHELZRATHBRAGEZSF X > ®EE &

B3 EN S EEEMRAR AR RRE -
TmREERAATH OB EMMAE  BEFE B L

MetFamn Y AR5 E - RABR 4
% ISOR/AYREGS EAERAAB AT &
o

(W) BRB—B > AT R Rnrag?
uAkEHG T &R ohrfieshe ) L84
WA & - L3E 2R EFEER 3ASH T
B ABBIMAR SHEEERIFRK T AL E
DE MR T i T 4185 @R ERFE
(1) £33 & -
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o R~ B R H R BRRES ? A s @
T AR @L’%ﬁ4éxﬂmiﬁm£#%$
BT AL RKERTE wRE
—BREHRA - HMEELANEESE L =24
B AR RER BB MREE? Ll
o ML ALEFTIEERAWAEE -
(2) EREERERF & °
BETPRTERBEERESN T RS (CAESHR
2R HOBFHETELEERT - ESBEMR
HREBEAMFEERF) & & a5 8 N3
ey (AXSBEIRNIRBEE L ST L
AT  QBEARMG  REBGHETEE N
AT R FLEEARS TRARRBEES)
MRELREROMNERER L CEARFTR
BiF A R Mt eRiAE-—EBLEEE(A
BER) RS SEBER BEHHHNAE
BEHAERBRITENEEH  TEHMEMAE
B UERBAERNINFELENRE -
(3) ERABEHEE T &
184 & % iy rs (Inspection Station) 54
FERERUTARFTE A~ L 45
&gk~ R Bh o BREREHKLEEFE L
Z Wik ARBHURFEIK °
(4) BB ST @
ELEARAEBEFEEN EUBTAFELL
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W BT eSS ERTABEEAERL > FaRE MR
FBRER  RNIEZEEFTORLLETHEL
e RRABOEER FRE AL BORAR
B e&miaEBiEeLEs ERAREORER
Bk X R AL ARG Tk -
B — & ISO2000/ ¥ TR FTHEA TR ML EZAHE LR
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&~ BE A (Internal Quality Audit )

(—) &

BHERGEEEARA LIIT EHEAXERBE LSS

HIENAETERE  BE UG ARFTI T - BB L

A FI Z I N B REFPIRBUT - R LR R B AT

A EER R 0 WA AL R ] N iR AR (snap-shot) o LA4h AR Y

HARTERATE ZBEGHRR HREANHELEL -T2

ELFAREME -

FEAn ey HB B AN B AR ey E R (objective evidence) © R F

HaNBAMRIEEFR - REZRORE 5B =48

1. First party audit Bp 4§ @ 2f & & # # (internal quality
audit) » &3] NI EAE - REBATURE NI A
5 &L E AAHATEHE - ISO 9001 1994 4 pr 2 Sec. 4.17
B AR L B AR AR 2 AL -

2. Second party audit Bpig &) #IF Lk B £ 4B A 2
EATHM > UHFRARBN G EEF SN TR -

3. Third party audit X 3§ % registrar » #8 /> 3] & T432|45 %
IR E BRI R B R0 & HUTH -

HBEIITTHAELRTIE

I EA - BRBUTHZGOEM(E N RE LT HE
FEE) e

2. MAEMA - HIEMLNEM TR RFEA(E L
N B A IERAE AL AT ERFT) o

3. HUEBREFA HEEROGETFA A THEZHHAT
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4.

REE - BAENE  IHBUTEEHYROBES.
A o

BHEGARR - EREDRTHEL LR EKE T
AREEBER - BBABLIBERF T R LA BE

(=) ##2 A8

RUARGARBETABRAFTEZG —BRYAEEA
BoblB A RIFOBIBAL S  TRASFMEEE - RIL S B4k
REANGLRLBERGE T - ABITHZERE T BRIFBHT
MHEE  BHIRELELGENEIMEE -

# BIRAB(Registrar Accrediation Board)j#§# AB 5 5 =@ %

4% : provisional auditor, auditor, lead auditor « ISO % 7] 3§ #& 4 A

R

2 H A8 & 4 ¢ auditor, lead auditor ©

— M AR OER S

1.
2.
3.
4.

AL
BT
AR X
% B IR 4R

EHITREEZ A S ABELEH T BT L EE

l.

#E E #E 4% 05 52 & (Audit Schedule)

ISO9001 = 4.17 4 FHE T NI &G #4 BRIELERILE
FEEMABTEE | -8 NAFTEIFERNREZHEER
CE ARG I AR B ERR B St
EEARELEAREH O EEERNBERLE RBKRAL
BB ELERIEHGIER -

B FERL LT EREAT !



Htr
— | = =|lw & |||+ F]+

] AE —
& 3%
& 3F B X
* BB R X
&b fE AR X X X
T # 3| X X
£ E B

[ X X X X

I1 X X
= fk 3R X

BEEERERLEL AL NARBECLHERE >
BB B EAERALARBGRZEY  BEZ s

—RBEFBFINEERB ORI BBHEEE -

39

o

4
N

EHEREETRATRIE  LBMBLEI WIEEE(E 90

REAR) > RECHRLHELAT I XBH BFE2E - £H

BHRBLE BEEBZAEEHRAZERZ 8§ F A - @if

R RAEPATHEZY 00 RATE M > BHER B4 0 #2457

HEZBRRE -

2. #tr#§4% (Document Review)

RO XN AR MARTHFELEEE 424 4

X LRER EAERI TS TNEE  HAEBAEL

LR ETER IR XA I F R AR o
B8 8 £ 4% & (Checklists)

BB AR BRI T A TS Bl

WA ETHEE S AR ARR S ER A2y

MBBEAMABHEEAELASHMAEBRRERALER -
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4. F& ¥ 3% fo(Notification)
EDETRPATRB I BLBSRELERZ AT A 2
AEARRNHRERE - A BSBARELER 8 -
(Z) %t

% B =48 ¢ WEAEAL G 1 party audit~ #p 2R 58428 2™ party

audit ~ 35 3 # 45 B 3" party audit - BFEIEH B 4T

1. AR/ party audit :
BRNARE AT E A GERBITE S OBE B 5
SR o £ 1S09001 section 4.17 & & 888 5 - 228 /) 3]
NI EPITHEBZ AL LBRBEARE B - BE
PEEEDRYG R ERELRERARLE B E NS
FEA GATAHEKETEIEE - AL THBAH
% S (follow-up audit) & #|42 % B F A ok o sh b 7Y BR A
) LIER IR Pl M2 BEERE BT RSB R
EMFHEER) -

2. ShERFE#E/2™ party audit ¢
B Ry d) BAELR LS B R TR A SRR B35 3]
ZROGBREEZR TROINSELAL LI EIF 158
AR B8 AT A RYEFEIAENE F 0 E

TABBATIN R UG ERER L EAEmSEE

£ R 2 A% % (purchase order) = %t 5 &% 89 &% & 4 32 51 BU A 41
% £ 1SO9001 Clause 4.6.2 + & #. 4,

3. 45 LA a/3" party audit
BETEAER AL I H RN BITHES BE AT

BE R R A AL ERALE (4o F 351818 1SO -~ FDA) «



(w) FMAT

1. Bi¥ 4 #(Opening Meeting)
EAEMEBE ARR-BER A LeE BEEALTE
TR ARBEFALIS FZBGANLEEARSR
WA NS RERERAZ R G E M RHE R Tk
 BEARRAELEM B A SRR Y KB RE -
2. R%E A% 4E(Objective Evidence)
EREMEBE T B ABRLASRF L LB EE U
PRARFE A% A TAR AR P2 3L 8 3 SR AR VE 34T
AT ARET A w5E
BRAEAE b A 3rd party audit FF A 2 F K - LA
By P9 SABRAR 69 7 KR R A 0 A eh R AR R A
—RAOBREEXBIT BB AB LB LR RhA
%37 e
(DZ #3840k ¢ % 2nd party audit A7 B 2 7 X > 4+ 48
EHOE ZR TR ER LIy EITEE -
QEERSZ LT ALAIUBRRAREE 25
LEBRBAEG TITA -
C)RF#Ea%E " sbAh = party ¥ THZF X > THibd
LIPS B B2 MRS -
LERZHBRT REABEBEAI 2RI REUTE
BIAR R B VBT PRI BASh 0 LB HARAE A R AT EE
BEFHNBGERAR G ER  RABEEU L EYEE -
3. AEARENCRIESEH#EZ K(CAR)Z A X )48
ELBVARFIERAARLIE T HUABLARBRAKL



BHAERRE  wRHFEHRENCR) - 2%
#ER(CAR) - A ¥ EH# %% R(CARZ &
WAEH B3 CAR A — X HMRALER

A

RE XGRS
FREF R -
H 45 I 4 56 91
HRER A4t A B2 R R ERIE
HEHFRERCAR)E X TRE NI ZER BT 2
ELaFERTHEE

(AR TR EFo/ R AT X455

Q)FZ I E %R

QVERARFAFHE 2 81

(4) R Fr o2 2R P &35 PR

OFRFAEFAZMHL
AAEBERERRGGHEAE A TR I (E4E Rl R L8 E A%
REEABRRGEEAE -
FHEFRAIMMBRER T AREREZ ZE2AKEGFED
WEAFRBAOLE AR - EITRERI MERNTE
FERHR THRAENFNLEFR —EHRARFSFTEF
 FEMABWHEM Y CAR > B RHHMERELENESRYE
B LB EERE R AT ERER -
FERAEMBMARZRREGEE AL —RAMRNERE
{ETAT 8 RAT 3 G EAEI6 B iR A L R B ERF &
FIE BBABREM CAR #ABLEEWNE » 4 CAR
ERE ZRIEEBREFERL DI B RIS R
HBRBTABCFANRABL SHAZEMZILETELA
BRERM REEZERBFLEAERZKZTEMRE -
4. HBEHRETHR
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4 BUAG iR 2 (opening meeting)PF A SEMA A € H —EE S
& (review meeting) ' S A BH AT & FHI & EF
BRER - LB EW B B ETEE ARG FTTH
FEEAHMRVEHB TR THEEBRAEFABEOME
BEERIRTH R EFALTEFRE T HEY -
AR ITAERREES > B — B8R E 9% (wapup
meeting) * HFTE HHESARBFRRELR - BEEBAR
WSS RERLE L > BE 2 M &L &5 (closing
meeting) °
5. #% % #(closing meeting)

ARG EER LB EIFTALREHAE TR £ T
EHBAZERI CAR - §HRFHBFIERALFNFE—]
BFR o

(&) |EHLWHRFT

FRAEMBBRTHRGESLAEZEREIMEG  AARERHLIRS
HBITEEMRE HEEBLET RSB HFE - N NHBLGE

REACERREFRTEEZRE

B EERENS A AT AZERTE %R
BEE BPEIMARELE - XELUARXLEABE A
2 -BrEHEERCAR)FE ~ 45 -
BT H R A B 2k & & (checklist) ~ 2% ~ HEHER K
(CAR)» #3it4r HRASLEGHMIGFEZIALTHE
BALNE By KA T o

N) BB REREESEE

uﬂ}‘

1. SEHELGHER



BIEILE AR Z EHEEUETE LI CAR ZHITHA - A7
FRERROUEEARTALHE SEGEEARE e i 0E
Tk B AR £ AR %;“fﬂ,ﬁz:f/\—?@l:}%tﬂé‘?iﬂ‘éﬁ &
RCAR)HF - A EMLIER B EBEITHT LT E » A
%ﬁa##ééziéﬁiﬁﬁmﬁéé B A A IE
CERBBARRBEMREZHE TR S RSB L A

HEBEMBEREFGTE -

2. BEBABHAEAZES
FRBARRASHFREZLEOBRTEE Y ES Bi0ieE
REWANKRS LR F & FUBEMEGELT > &R
Pl AN B F R G RBERERR B ERE B0
CREBRGHET IR - FEEHERERALLAR
B EERR T -

_1

i EHREMEAISO Bt S ah4FE = —18 2 §)
HERASO £ BHEEY S MERF? U THIETHSL

(—) %yISO#H BB
(=) ERSPELRE
(Z) 2kEHAB2YHISOFHELHRE %

(W) XBEHEIL-—FEILLELHREATE-~HREE R
—Level 1 » Level 2

(&) XHEMNHRAER
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(X)) BEREER

(€) #U4T—RBH# & FBHAT
(N\) BTERGLEXHETH
(L) BATH A

(+) ZREEHE

(+—) #E2% %

(+=) FBAESH /5B RER
(+2) Ruia-x#HEs
(+w) REEQ—-F 54

(+2) RARREH,DLOBLESE -

m
e

ohutt

SR EA

e
&

&R R LS B mEAFEISO®E - m%E
WE

\[III&

HmeT T REXRXAFRAL—0S&HLH  BELE &2
BEETEREGMEE 22 B HEANELLE K& BA
ZRREOMEERA  FRBEUEE D QAR EEA AL B
BEYAMBENSE BB LRl B2 —BEEREE
oM REFHE  RTRARES  RERAETERZS—F
RAALEBEEEEN)GELARBYRT  ELDEAEERK
SLegEER » £ BISO $9¥ sl ERLVARGHEEEBE LB
BATIRT » BN T TN R MO LAMNLE B RS
i EMASOyBHATE -

}HE —4r19934£8 5 EUSA TODAY# i £ 4 2 % (Improving
Productivity) ¢4 E#H7 AL EEH LA ERENEEA
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%R EHEZF G 18%ETIMAERAK  18%EFkE L5 -
SHHE RFHILEARETA AN EGERI AR Ho
¥AS STBEAE—EARTOFE BRALEASTRLRT
K3 FRLEHAEA RS M E FERIRHE R R
DR EEME  AAMEFTREGNE L AE R0
REeEAZE > MISONE  RAALLEEY  Ho ¥R
ABERBG T EL— RISONEBAY  CTHLEREWE
KAE o HRERERE B -

(=) EE—FauRT AXEHILASEHFA -

(

It

) BEFE AWM ENE > AETAMEBA K
FRAERET CHBBEIFEAENHAG HEARELRL T
e EREMEE RTHRIIRER  BOTR2FH > #HnE
—~GHEERI D BERRE AN B

W

(Z) EFMARGOEBIUNERLRE  ERTTREMRESRK
W RERHA  EELEAESLENAN URAMESTE
B g o F # BRI -

() B A0ERY R AHEAEAT > BHE &
Ao — ) EBEER CREARS TERERBOHEST - F
FISOWM#E » Hadles  HERILITE -

P AL EEISOMFAFAETHEET RO -
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S ABEERBENAMNEREAER
—REEREMTEER

FEARZENETEZHFDAV S AXNHI £ FRRMEEHRRET
5 (Center for Device & Radiological Health, CDRH) & £# 4578
HEMABHERAMES  SREREH I 2N - AHBA
EREZART  RRBHBRL LN - B EHERETH 7
1976 F5R » ZIW 4R &b B BAbik &% 2% (FFD&C Act)
F > 1990 14 & % Safe Medical Device Act > 19924 E {5 i 4
Medical Device Amendments o B #8080 5% 24 B ALk & %32 35
FFD&C Act #1997 & 14 £ % Food and Drug Administration
Modemization Act, #1997 11 A 21 8 & & 5] A8 28 % 245, -
Modernization AR S0/ A B R L EMEEHEEZ & 0 RIf
RREENI8E2H 198 ERX £ -

FEHEDRSEEERBINEEABAERE -+ —F
(21CFR) -~ mBHBM M EZERRIINE =+ —
800-1299 » ZpartE A4t = c A ¥ FERIL O
©Qzxf A 3] 4% (21CFR Part807)

O HE % #s4 (21CFR Part820)

S BHM F4R%E (21CFR Part803)

O % & E M RER#EM% (21CFR Part806)

©#%5% (21CFR Part801)

© k%3 &4 (21CFR Part807 & 814)

& 2 Parts

<}

@

Bl B B3 R B8 (GMP) NI996E BT AL T A 4R
% (QSR) - |7 8 2% #21CFR Part 820 » 37,56 241509000 &
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Sl &/ E &R > QSRAEISON00A 7 Z 2R BT HR Y+

% o

(") FHRBERHM TR

EREMAERMALREBERELRRAEMERGERL Hk
EBRBHERARBENABMUES ZEAEEEH -

$B 3| A B AR EUR R A 21CER Part 862-892 » B s8R Gk B4t %

THAFHME  BHERESHKRRBREFNLERTAZFR

B —AEEH

FoB —EREFREBEHRTE S

g - CBHRERR LT ATHT

LB BHBH BN L BB UG R21CFR Part 862-892

Elf*r

&3 163849175058 B4 > B F46% B A E — 4 » 47
WBHE o TRBNGEZ &

.

#—# —# %% (General Control)

F-REAETHRVZEEREN SHEEMBEBAAMERET

EERGEOTHELEBRLESASRITAERE —BHF

ZRB[E - TR O

1. 8 (2H FDA289L &4 ) LA EHEEH - &
B ENOEZRE  ENETIREBRBHITER
CFR 807.20 &=/ &% > AR FH R FEILERM » 2473
Bhk) FDA Rt o

2. BmBHALI L (B FDA2892 &45)  #us bW A

fu FDA %32

3. BRBMEAREEERR2ICFR 820 #aAxEREEAR
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5 (GMP) #Hi
4. BEBZMETEARGE 53 21CFR 801 % 809 4%
5. EdLWATE FDARE EHaT@E4FE (510 (k) )
AFHT29BRABRNE—REBREH AT LR E L TATH
B XA M T R LT AT B E L B - RS R
B2 % %5 BH 48 B 4 2 4L Medical Device Exemptions4d & -
RABMEARSTTEAREREMEREBARE (GMPR &
HAG)ERETH KR LT f 2 E—RBESEH
LB RREEERENERIERENER - B AFSAE
BB EREMEALREAAXRNERNER LE—

@B —MA&FTHREHREH (Special Control )
FoREREHA—REHEBREERERTENAE K
P BL BB R T ERAE LR - BHRTH T 445
HARTER - HEXMH - ALTHRER -
FDAMAM FIDAR TR FE AR E R EREM LT aT#
oo BPRVEAHBFRBEREHTRE - HEREM LR LT
Al o HEISEOH > CHOLEE —REFBEMEH LT
Al MBHTIBE —REBBHM ERY LT84 o B
P TR E FRZR LR LT AT B AT 24 CDRE @2
' FDA Modernization Act Information | ~ " Guidance Pertaining
to the FDA Modernization Act ;48 & P48 ff 3044 Procedures for
Classll Exemptions from Premarket Notification; Guidance for

Industry and CDRH Staff ; -



o
X

Z8 —REFARELTATE S (Premarket Approval )
FZRBEEMAEHEARSZER FZRBAEHES
—RERMNRABREFNERATRE T THGE BTN S
AR -BRREENFZRZERBH BN IHEREEA
RAEGHWN - FRIALTAMRERALE B A ERERE
ARG EZEHREH -
BAEIZEGCEN S ZREAEHEER LTHNE S
(Premarket Approval ; PMA) & % & & B %3 £ % %] (Product
Development Protocol (PDP) Process) » LW EREEL B
B2 PMAR R RAPDP2 =R BHEHELE
. R¥IF5 #5754 21CFR 862-892 453k B =4
TEE S
2. BREMZLETAArTLE FDA RS KAAETY
% (not substantial equivalent) = - A&k o2 £ =
BB B
EREZREREMTRE ETAT#E L4 7 F 2 FDAR B
NENHESISD) B SR FREPMAZBHEH - FF
t CDRHEBAMEFEZEEBCENEZREEEN  TUEH
BATE AR FERLEPMALPDP » RRFDAR RS REEHR o
BNEZR2 85 B LT AT ML B8R HPMA/PDP » 4
HEMTBENE -RF & -
BATH: - BA B =8 BB BH PN 05 R 21CFR 862-89244%
Ko AR F FREPMAZPDPE &

s

mERE L

(=) GFBHIRAYE
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BREMEEETIAE P RUERSL pRREBEELA
FDA# 2 2] B4 48 B 69 %7 T 244 FDAT & 4752 & 5,2 = & o
REFHAENEHEH 4 -
BHALHERTEEH EN P RERRER - LEARBFDA
BEFABMEGEREEHNEEH MR E e S
BERAHRY -

BATERBMZ LT AT 8o L8 GFDAE S 4 A AET Y
18 % (not substantial equivalent) % > G &k HHEL B E
BB EHTERDAEN S8 EVPBFRBAZERIE
RHEAREHZ%308 NEFDAR Y 3% 483 & 95 £CDRH
44 5 F FDAMA 2 T evaluation of Automatic Class III

Designation | e

= ~ FDAZ QSR #, $21S09001 4 % & #&
(—) 2BEEAEHSE 2458 (QSR)
ZBN19T8EF 36 B B4 GMP > #441996 4 45 A4-1S09001 2
GMP14& E 4 &% F % 447,45 (Quality System Regulation, QSR) -
% % 7 BR Z.cGMP -
EHBHMCMPLEEFZFAARE
L IEABRHEEZLBEZIR;
2. MEERAERETEGRA
3. RFAZER N QIFBEREME
4. FIAZHBRER RPN Lk
5. BBEFEIIER
6. PR BEE O HEE -~ #F
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(=) ISO9001 # QSR Z bk #:

7. EE 2RI ARBIRAE - HH R
8. EEBRIE;

9. WAL EREEEZIEE

10. & P aRpasg 2 3% o

=R T

2.
3.
4,
5.
fMISO9001 1 £ B &% B # & %

oo 7
33 H ok A

L BB TR R

E A2 %A% QSRE B A m ¢

QSR B sl ey 2 K ;

QSR &R #2585k

QSR BHAZPIFGHAELZERESF
QSR 2 KB B BM AWM FRE
QSR &4 ERHEAET UEH o

m : ISO9001 £2 QSR 2 # B2

(QSR) =& 1ISO9000& %
A GMP % e 4537 2 - QSR#ISO9000 £ & £ B ¢35
1.

SR BME S Rk

3

1SO9001 QSR
£ nE 76 A%
4.1 B3 FiT § 82020 |TEME F4i=
42 § 820.05
o kF 4 L=l SN
A 820.20 FHIE
43 \buxad
44 [zt § 82030 |k 2
A5 | x#EEREH § 82040 |x#% 4]
16 g § 82050 |l
47 |EEBREE L2 § 820.80(a)
43 , § 820.60 |22
%2 42 5] R 6 N
EBXEHREHRE o o6 s
4.9 . 820.70 EnE et
#5253 3 %fi ~EE
;g(ii T'll




§ 820.75

4.10

2 B S B 3

§ 820.80

ﬁﬁ‘mﬁ¢&%%%
# A% SR B IL

4.11

*A%ﬁ E/ﬁ]/&/ﬁ] 2
4

BB

§ 820.72

WE -~ TR ARG

4.12

AR B B R AR T

5 820.86

AR

4.13

I oHe b 2 E 4]

§ 820.90

4.14

#5 1F 1T B #8

§ §820.100
§ 820.198

K&

wo;%j_ E"“_

4.15

WEBE 08 mE
&A-n;

§ 820.120
§ 820.130
§ 820.140
§ 820.150
§ 820.160
§ 820.170

%ﬁ&;
BHELE
BRI
¥
BT
2E

4.16

§ 820.80(e)
§ 820.180
§ 820.181
§ 820.184
§ 820.186
§ 820.198

EE s
—~ R
BB B M A
BREHE 2 2
7 A sk

TR E

4.17

N B 5 A A

§ 820.22

5 H A

4.18

&R

§ 820.25

AE

4.19

R #s

§ 820.200

AR5

4.20

B3t BT

§ 820.250

BT iT
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(=) ISO9001 82 QSR &4 8. 65.3% 4m £ B 1L &

1. ISO4.1 and 4.2/QSR§ 820.20 Z th#i: K& &35 % g

o TRAER, "%, TER, - THEEAE | -
"REEE ) TRERI, - TRAasES, - Ta
Has, o
(1) QSR 820.20(b)ta #%(3) 8 A &-QSR Au A #2735
HEETHEMREZ -4 KR E REHRPUH
£y o
(2) QSR§ 820.20(c)# 2 % £-IS0900] 2 K4 H 52 x5
2tk QSR HUBR G TARES 2O MR EE G
1t °
E FDABUTHITER B A C L2 REMABIESHRE » &
1 FDA THEBREFITEEZZ P EBRE LI REE LT
BREEESMM AN -

2. ISO4.3 and 4.6/QSR§ 820.50(b)Z phix: A ¢ £ 5 /3%
w
(1) QSRE 820.50(b)-& KRG A1 L4 LT Bl & E 4
RZERUGEF IS Ul UL HTIREHEES
LARGRECHEREATZLY -

3. IS04.4/QSRE 820.30 Z ph#k:2x3t % 4] » 353X 3t B0
2 BRI E - BITEA R %R S -
BETAREE ~ I AR~ WHE E - QSR F 820.30(h)%k
#% 5% ~ 820.30() B & B %34 € (Design History File,
DHF) 4 ISO it #& 48 B 4.5, -
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(1) QSR§ 820.30(a)— A& M Z-FDA ¥ % — R LEEBH
PRTARERKRETESREZEM - LRS- A58/
XREAHI B R FHEE 7 H CF RS
FILERTHBELR K- BB RS A A E B4
TR F RIS 0 1SO9001 i SixfT &5 B -

(2) QSR§ 820.30(b)zx st B M E-FDA .2 T % R E B &2
REGPHIT AR B TRERERIALE RE 53+
B ERAZRRAAL AR THZHNAN T B8 T
"R RATREEE S RES - BN A AR
£,  ISOEREHERM T2 BRI B (442)
EHBHARSE P REAFAMN B FURE (443) -
(3) QSR§ 820.30(c)z& 2t # A-FDA £ R E A JE LA
SR HEARNER OHERAFRBEEXEE - ZEL
THBEEZZAFETRME RS HAERAMELER 045
BEHBBRBENBZEL

(4) QSR§ 820.30(d)sx 32 t-FDA & K3xstsh i BALR
Fhkth TEEERBEGLAEE Ak RHE
WHEEER OB ERBRBAEAEZE L @ 1SO
EAERBEIRBAALS -

(5) QSR§ 820.30(e)zx3t&E £-FDA ZRH B BRI I
BERTFEELRF BEHAROE - L8 S EH N
MRERE#HE T2 A -ISOIS00001 2REHEAFUER
sk -FDA ZREHRZELR Rt -£45858
REBNEF T AL B R EMKHEE F(DHE) -

(6) QSRE 820.30(N& 15 % -FDA £ R 5% shin & 3
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CAERIHECREI L CREDY IR BARLE

Het sk BB 8 43k 48 £ F (DHF) o

(7) QSR§ 820.30(g)3x st # 32-FDA & KW 2 A &4

igzﬁ%&@aﬁﬁ%i%ﬁﬁ%#?@ﬁﬁ#%

o AT FE R O AR a7 ° BRIt HERER

R CER T R BN A RA R HUALLES

FHLek A B R BRI AE E P (DHF) -

(8) QSRE 820.30(h)zx 3t 525 H s M A S 3t 44542 1L

AR MR EAE BB R L ERKE -

(9) QSR§ 820.30(1)&xs+ % E-H S HRE LI RS

EHATH S AT H R S TR REFEET

EATEE ©

(10) QSRg 820.30() B % EH &t EDHE)- 22 H R %

ZA B E I 475 DHF - DHF BN L2 S 4 K04k

U R ER R ER AT S LSBT -

Note: QSRE 820.30(1)-2% st % F-& BM#4& -~ Fik - 22
R HLWMBARBREEFTHLEEATERL L

TR K0 0 FEAE N B R R L o o BREH S

XERGERFEFEE  FDA BB RRHEIAE LR

# T F S UEETHEE 820.181 (DMR) -

1SO4.5/ QSR§ 820.40 z pb¥:x 4% 4] ~ X% kR

AT XMHER

(1) QSR§ 820.40(a) X #F#% & R 58 47-FDA & K2

WA T AR TAE -

(2) QSR§ 820.40(b) X #% % -FDA & K ER 5 E 342
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5.

6.

7.

8.

THER A THEAR - HEHREHEELFE AL
RRAHTAALENS RE LM FBAESL
BTBH REZEMAH -

1SO4.6/ QSRS 820.50 2 tb #4545 1)
RS OH  WEEAM BRERBIAEL ARESHESN
CHRRERIBERESLHES -

(1) QSR§ 820.50(a)3P 45 4 A /K .7 R AAFT-FDA Ao
B3R E BB RPHERE U B EE R A E
o ETHBREESRRBRFAETHRBERALE -

(2) QSR8 820.50(b)# % & #H-FDA & Kk X+ JE 3%
ST HERRT ROHRBERE THHA SRR
ZEMPRBLPAH RYERARBEA S AR
ATCHERBEHABERTE -

ISO4.7/ QSR § 820.80(a) % thdk AR K4 £ Sz 4

B 2% FDA # 820.80(2)4 i i f2 /5 » {248 BAL46 + 3t K42

BISOAT BAERBAEZRZ BRI ZER -
1SO4.8/ QSRg  820.60 & 820.65 Z b &3 :3% 5] 82 T & i i%

FDA SREAZ UL B UL 2 EM B4 HBH T HEFRLHH
EREEREXRGEG REBHBET LHFREF LR

PERR X EHIRE > BRATREAEALTERANEHS -

FDA £ R B#EHH%s R4 DHR ¥ mABHEFEE B
RIS K o

[SO4.9/ QSR§ 820.70,820.170 Z th&x: 4 & B &
ZHE

(1) QSRg 820.70(b)L A A H % £ - MW R E L 1 ¥

T -

ﬁ
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R URIAE - Hik ERRERFZE R o BT
FRATESEITY 28E > RIK 82075 2475 - $ F
FEAEJE T LR 0 AR 820.40 :ATEAZ o
(2) QSRg 820.70(c)5E 35 & 4|2 T S22 FAH B IR 8
EmmTEnA REELH RENEZI B HFEL > U
R LTTHRESEM BRIREZE B L4 UEREA
SR LB BB EEEER AEEREEEY - B
R EBEH I o
(3) QSRg 820.70(d)A B -# &y JEIE 3L 3 435 72 F U5
FMABZRE -FER EMARTEY B HAERE
FHRIAFFEREIFZARCHELBBTZIR REeES
BEEYRZANEERT I
(4) QSRg 820.70(e)i5 % & #1-3 =T & 2L 18 21 4 42435 e 4hy
AITRHALSTERARSY  HEHERITELHE
B UAREAR R RIBIERAR T %
(5) QSR§ 820.70(DMx B B - G3% @& » TR EMA
REZRE AT LB E  FILRAL LEFHARE A b
7 A% TAE o
(6) QSRg 820.70(g)xB-H L HERAGERNEEZME
BREAFLBELER MESLLBRETHRN F¥ HKE
BRE » AHFREBITRA AE - FERER - 3521
FERFRER BTEZHRREREHAYL -
(7) QSRg 820.70(h) & & Fit-2 T LA E B FHEH
ESHL T ERRARBEG RS HRE S SFUMMEA
REBREGEMZEZA UERZREN L ER BRI LRY

-
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10.

FERGHEESLEXEE - BiER A
2k o
(8) QSRg 820.70() B St ER-ZFE R THKRXE &
HEASGNALERRET A4 — o5 BLEE
RAIZBFERTERBATHOHEEAR A

LY F AT JE SR AT 1AL RITEAL RN BRI
RERET L -
(9) QSR§ 820.170 4 # -FDA Z £ &Rz v %42
ForoDBGREMRREGESEBELE IR BEHERTE
RAE - ANRERRBELERET U4 -
QSRg 820.75:ISO &N HE#E M2 B AR
(1) QSR§ 820.75(a)z & ik R 21K BB 14 6540 B B B L
HERERY R-2 a0 R @Rt emiiasy AKX
PR3 SRR A A B AT © AR IS R B R 0 L FERE
BEARERBEBAEL  URSBETERZ EE%E -
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*** SAMPLE RECORD**~ Sheet 4 of 5 of Procedure No.
CUSTOMER COMPLAINT (Side 1) SEQUENTIAL NO.

Device Name Model Number

Catalog Number. Lot Number

Distributor,

Name of Complainant, Phone No.

Complainant Address,

Complaint Received by

Title . Date Received

By: O0Visit [OPhone 0Oletter O0Sales 0CreditMemo [0 Qther

COMPLAINT ABOUT

0 Sterility

0 Particulate Matter Type l.ocation

0 Defect,

0 Packaging

0 Labeling

0 Patient Death

0 Patient Injury

0 Product Malfunction

0 Other (specify)

Comments/Description of Event

ATTACHMENTS 0 Implicated Sample 0 Associated Sample 0 Letter

Received By QA Mgr Date
Assigned To Response Due__
Instructions

Distribution: 0 Quality Control 0 Engineering 0 Producton 0 QA [ Sales 0 Senice
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= SAMPLE RECORD™
CUSTOMER ANALYSIS (Side 2)

Device Name

Sheet 5 of 5 of Procedure No,

SEQUENTIAL NO.

Model Number

Catalog Number. Lot Number

Name of Complainant_

Date of Complaint Repori___

Nature of Complaint,

ASSIGNEE EVALUATION
Date(s) Evaluation Performed

Evaluation Resuks

 Copy of evaluation attached

CONCLUSIONS
0 Device Defective
0 Shipping Damage

0 Other(specify)

0 Device Failed to Meet Specifications 0 Improper Use
0 Repeair Request

ACTION/REPLY TC COMPLAINANT
0 None, Reason forne acton

0 Recalled. FDA phoned on - Date

I Complaint Committee Informed on - Date

0 Refermedio

Spoke to___

0 MDR Filed on-Date __

for

Further Investigation or Correction

0 Replaced 0 Repaired U Credited 0 Letier Sent 0 Sales Follow Up

0 Reason for No Reply

NOTES:

FINAL DISPOSITION

Reviewed by: Quality Assurance Date__

if requested: Engineering Date
Production Date

<
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Figure > — Comparison of validation techniques for ethylene oxide sterilization

(Note: For the Overkill example, the init

ial BI population (N,) was chosen to be 1 X 10°. For
the Bl/Bioburden and Bioburden examp

les, the initial product bioburden was chosen to be
1X10%)
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16.
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. DO IT BY DESIGN: AN INTRODUCTION TO HUMAN FACTORS IN

MEDICAL DEVICES.

DESIGN  CONTROL  GUIDANCE FOR  MEDICAL DEVICE
MANUFACTURERS.-

FEDERAL REGISTER NOTICES (8 # 23R 55,55 4160-01-P)
PART II 1997 DEVICE CGMP.

QUALITY SYSTEM AND GMP REGULATIONS FOR DEVICE
MANUFACTURERS. STEVER S. KUWAHARA ASQ 800-248-1946.

QUALITY SYSTEM REGULATION PART VII DEPARTMENT OF HEALTH
AND HUMAN SERVICE FOOD AND DRUG ADMINISTRATION 21 CFR
PART 820

MEDICAL DEVICES: CURRENT GOOD MANUFACTURING PRACTICE
(CGMP) FINIAL RULE.

DETERMINING SUBSTANTIAL EQUIVALENCE: NEW CHALLENGES IN
THE 510(K) PROCESS.

JONATHAN S. KAHAN
MEDICAL DEVICE & DIAGNOSTIC INDUSTRY
AAMI (4995) NON-AAMI 795

VOLUME STT STERILIZATION COLLECTION STBK 9-8

. AAMIISO 11737-2-1998

STERILIZATION OF MEDICAL DEVICES - MICROBIOLOGICA
METHOD-PART2: TESTS OF STERILITY PERFORMED IN THE
VALIDATION OF A STERILIZATION PROCESS.

ANSI/AAMI ST 66:1999

STERILIZATION OF HEALTH CARE PRODUCTS-CHEMICAL
INDICATORS-PART 2: CLASS 2 INDICATORS FOR AIR REMOVAL TEST
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SHEETS AND PACKS.
17. ANSI/AAMI ST60-1996

18. STERILIZATION  OF HEALTH CAKE PRODUCTS-CHEMICAL
INDICATORS-PART 1: GENERAL REQUIREMENT.
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1.1 #2:% (General)

1.2 @At (Application)

2] B4 # ( Normative reference )

Z# R %% (Terms and definition )

5% %22 % % (Quality management system )
4.1—4% 2 £ ( General requirement )

423 4+ % % (Documentation requirement )

5.% 32 #4% (Management responsibility )
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5.4#. 3| (Planning)
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&% % 32 (Resource management )
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6.4 4£ 3% 35 (Work Environment)
&3 (Product realization )
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72888 & A M 2 7 52 (Customer-related processes)
7.3 st ® 4% (Design and development )
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. E3 ~ o & E (Measurement analysis and improvement )
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8.2 % & % & 8l(Monitoring and measurement)

8.3 7K 4-# % z % #|(Control of nonconforming product)
8.4 F 4 # (Analysis of data)

8.5 £ (Improvement)
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SUBCHAPTER H - MEDICAL DEVICES

o o0 O 0 0 000 0 0O 0O 000 00

0O 0o o 00 0 00 0 0 06 06 0O 0 0 0

Part

800 General

801 Labeling

803 Medical device reporting

804 Medical device distributor reporting

805 Cardiac pacemaker registry

806 Medical Device Corrections and Removals

807 Establishment registration and device listing for manufacturers and distributors of devices
808 Exemptions from Federal preemption of Statc and local medical device requirements
809 In vimro diagnostic products for human use

810 Medical device recall authority (Eff. May 19, 1997)

8§12 Investigational device exemptions

813 [Reserved]

814 Premarket approval of medical devices

820 Quality system regulation (Eff. June 1, 1997)

821 Medical device tracking requirements

860 Medical device classification procedures

861 Procedures for performance standards development

862 Clinical chemistry and clinical toxicology devices
864 Hematology and pathology devices

866 Immunology and microbiology devices
868 _Anesthesiology devices

870 Cardiovascular devices

872 Dental devices

874 Ear. nose, and throat devices

876 Gastroenterology-urology devices

878 General and plastic surgery devices

880 General hospital and personal use devices
882 Neurological devices

884 Obstetrical and gynecological devices
886 Ophthalmic devices

888 Orthopedic devices

890 Physical medicine devices

8§92 Radiclogy devices
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o 895 Banned devices
o 897 Cigarettes and smokeless tobacco (Eff. August 28, 1997)

SUBCHAPTER I - MAMMOGRAPHY QUALITY STANDARDS ACT
o 900 Mammography

SUBCHAPTER J - RADIOLOGICAL HEALTH

O

@]
o]
O
o)
O
o}
o]
o}
o

1000
1002
1003
1004
1003
1010
1020
1050
1040
1050

General

Records and reports

Notitication of defects or failure to comply

Repurchase, repairs, or replacement of electronic products

Importation of electronic products

Performance standards for electronic products: general

Pérformance standards for ionizing radiation emitting products

Performance standards for microwave and radio frequency emitting products
Performance standards for light-emitting products

Performance standards for sonic, infrasonic, and ultrasonic radiation-emitting products

SUBCHAPTER K - [RESERVED]
SUBCHAPTER L - REGULATIONS UNDER CERTAIN OTHER ACTS
ADMINISTERED BY THE FOOD AND DRUG ADMINISTRATION

e}

¢ 0 ¢ 0 O O O

1210
1220
1230
1240
1230
1251 -
1270

1271 -

Regulations under the Federal Import Milk Act

Regulations under the Tea Importation Act
Regulations under the Federal Caustic Poison Act
Control of communicable discases

Interstate conveyance sanitation

1269 [Reserved]

Human tissue intended for transplantation

1299 [Reserved]

Editorial Note: For nomenclature changes to chapter I see 39 FR 14366, Mar. 28, 1994.
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