3%?%5§§§§€-0216003%%. '
PR 1T4E 28 16 B .

EREE RS (R) B R
 EAXBEEERE R
 EEEENERARNEEEEER

Eﬁﬁﬁmﬁﬁ%»ﬁ%$ %ﬁﬁ%ﬂﬂ%ﬁﬁwiﬁﬁ_owr
ﬁzﬁﬁ%wiL(ﬁk)ﬂ étor%Mfﬂ%ﬂﬁkbr ¥ﬂ1M¥Lﬁ%

CHNEXRESE 66 ZEALEE E%ﬁcéﬁ%ﬁmﬁ&%ﬁ%ﬂ r%‘ﬂ:??ﬂ%ﬁﬁt R S E R AT M
BEROTFI &) 1LY, IR EMRicE 2o f%fﬂﬁgj DR % B EE I

 LTw6& 61%0 iLZH&M$2HIHHE%%%%mww%ﬁFE HRRERER
;%Eﬂ@ﬁﬁLﬂFE&%&@%@%E?H%&v}—wry =H b#nx/%(ﬂm)

OFITHZ T AT OWT] | . BEEEICE X T, E%’Iﬁ%ﬁ%ﬁfﬁ‘ EE!%%/"V I:. [halb )
'wr@ﬁénfwésmnm%ﬁ%iﬁlﬂ%ﬁofgt& ATHD, .

7 Aﬁx\ _z?L%COﬁa‘i%f%i A BFEELURM LTS O AZERRTERO — "“ﬂé‘ffﬂzE‘ﬂ“' ‘
R¥: xS (¥E}i 14 SEIEHEEE 96 B) IC L DEER CD%%E (FEFN 35 L340 145 B KT AT
EWnd,) iz TéEﬁ%ﬁ%@%@ﬁEmﬁaﬁ%ﬁ BWC, HoMhLO—RMETHT Lg%

EED, %O)Efiﬁf\@ﬁ‘*ﬁ%ﬁﬁ%ﬂ‘é DI W AREERTO b L ERRBICR S

LS DREIR AR I ERIT DL Ty gW$';%ﬁfé%ﬂ@&%@ﬁﬁ%xwaaa%‘

T, %@éﬂ*ﬁEE%STED _%OT{’EHZT% LERDHILLL, TOHROFIETHD

-rzﬁ%%ﬁﬁ$ﬁ%%ﬁgﬂmg¢@@$agj%w%@aznwmbn@f ATRO

bz, EETHEERESCHL, ﬂ%ﬂﬁﬁﬁﬂﬁﬁﬁb\ﬁ_b\
R, AEA DE L%Zﬂjﬁﬁ%)\EinnEﬁﬁﬁéﬁﬁc&Aﬁﬁﬁﬂgﬁ = ZEKE%“%%%EQQI

| ﬁi’ﬁ% SF . 7ERKEBE CRMFTERESE - TV fJ\%Ez:%EE&UEUHE VHA ’E@;A_"%

E?@%ﬁ%@%%ﬁ%h%ﬁﬂ“é c‘: & L/’Clz\Z)
7_%

1. %H%ﬂ%?mﬁim%iﬁ-

AR, AR T L RS0 2RI T $makﬁﬁbt§,
BEECREENE LD LOTHY , BRERICBT D REENDFE 2 H BRI Y

OREOWh. BE, FHERCEAECET 5BAICOWT, B ORI ET 5 M

HEROFT G 8 Y AT, BB SERICENT B LOTH B, ZOX3 IS EE
EE L, FA érté?l:{ﬂﬂ%‘ L oT. HEE E%%a‘%@%ﬁﬁ%%ﬂﬁ‘ﬂ'&hét@@bfi-

E&%ﬂ&@é%@f%é

% A@%ﬂ%gmiﬁkbrﬁbﬁntsmni Eﬁ%%ﬁﬁ@ﬁ%AkA%'



{Global Harmonlzatlon Task Force : GHTF) U\T E%ﬁ%ﬁ%%%ﬁ Eﬁ/h’?‘%%f)) H:"l
HEREREOSE, ﬁﬂé ﬁéé%ﬁﬂ?ét I B Ly DR B B SCE A B
BELDTHY ., ABIEOEE D LTE n%ﬁﬁ#&&éh(wé%®1&5

C®¢ﬁ9$ﬁ%\‘§ﬂwg®ﬁﬁﬁt RHANAEDEELZES bOTHY ;n;

D BEEIC Lo TIHHEMEEEREROGEn B LY, —F., BET55HEEC
o TIHESHEEOTHAAOEME BT, FEORELAH LD & L bz, HPDER
MR L AR & 2 VOB E L b FETALOLEX LD,

I, A@®¢m®$%%@ﬁﬁ@@ﬁ@[ﬁ%ﬁ%ﬁﬁbfﬁmbt%ofi@< 7
BRI T TIREASRD b O ERER & AR L TR LE SO THh2 0T, EH0E
S B AR E OERIC S - > T, ZOEROFIEE2BB L L, UHERES
'_zﬁtﬁﬁwﬁa_owfﬁﬂﬁgﬂﬁg%Wﬁfé ERBETH B,
 Efe, AEEORSEADREL, R - ﬁ%MItﬁm%me&Uﬁﬁﬁw
eI @fé%ﬁ(¥&Jﬂ£mﬂ26HHE%%%lM&vE%K@HELH)%Lﬁ?%
BUSHERIC MY D FATHEE 2 T 5 EFHE, TR ERES. %%Eﬁ%%&@ﬁﬁ%@k
ﬁA¢5%®&LT$ B3 B [ERMIRITIR 5 %@<%®f&5 L, |

'% 2. %ﬂ’ié’ﬂm%%ﬁ

1.%%@K%éﬁH$I%E%MEL»ﬁ% WEFRI LT 5.0 k |
2. RBABROWAIL. thr¢E¢;%ofikb5%®bL é%@%ﬁ%%ﬁ1®3
BV ETBZ L, :
g, BE LI iﬁmjﬁzﬂ16&H£ﬁ%%mmmmﬁE%ﬁmH%LﬁFE&%-‘

ORISR AT FizoU T BIK 1 OB E BERIERE L TV 528, HELIE

' J@%a&@%fﬁt ;FL\ b _ﬁ’tﬁ“a“f\%i%ﬂ& éﬂ%%ﬁ@@lﬁﬁi_owf{’ﬁﬁk”fé;
. . &G . .
B.ﬁmLLfoﬁ EHEER KD Bk E TR 52 L, i o |
4. FHEOWIC, HHE2 OBRIC LY A OBELEHT S & & bin, MR- HENRR T
-%5w7FEEXiﬁ%tw7—mm%%%ﬁﬁé Lo FROTHRHAESHEO A K E
nﬂﬁi‘iﬁé L, '
5. BEHEEE (de:ngn verlflcatlon) &Tﬁ%}‘—j lﬁ}iﬁ (de51gn vall‘datlon) @Efﬁ"ﬂ:j’ob\
ST BT EIERIE LTET TS ORZE®RT. VRS ROIABREFETEL
'r@i&w&0$mﬁ®%ﬁ(haaﬁﬁ)%ﬂﬁfé L. TEEE) ICHROT, MR
R4 R 5B T &2 T ORBUGIE, ﬁﬁ#%@&%%@ﬁb\éékﬁﬁﬁﬁééﬁ.
WA Z ko_®%ﬁ %Xil%f%étﬁmwé &, '

6. EEIC Yo T, B LEO<$%B§1§?~<‘:¢' =l @%%fm\bﬁ*ﬁc‘:%lﬂﬁ%i_[ﬁu

L. S0 ICERHCES oML, RTEREBEERE ORBIEIRICT AT L,
7. ERIC S T, WEHEEONE & A RAEE L OBIER I 5 b L. IR OB
_é%ﬁhﬂﬁ#O%%hﬁéf%éio TIRTBIE. o

L Iorn, BREEAEICHEL, SORNEROEESEZVES. SIAESER
'.ﬁ?é:&ﬁ%ﬁbw?' | | o : - |



8. i@@ﬁﬁif%étﬁﬁﬁ ﬁ%f«%%ﬁ@@ﬁﬁféwﬁfaﬁawﬁ%%ﬁ#
5ok,
9. BAESBE ORE LImAR %E\ﬁ4F?4V%®%5%®m ZRUTESVCERL
~'tﬁﬁmam%%ﬁb\_nakﬁﬁprwagﬁnu %@%\&U@miur =
HEROWTCTHRT D Dk, ke, BATERE (JIS). ERGErELERE (150) RO
ERAERE %tmn%@ﬁ%howr%ﬂﬁ®mﬁwa¢5 &,
10. %F—%ﬁi BEHEEORKROBEIZERT 5 Z &,
H.#E@@ ROBIBETDZ k. s
(D T%étﬁ%mb%ﬁw itﬁLmté <%%i%k#5 &, %@%
o HLEE. %F@Hb‘jﬂ\-% Brnok, )
(2 %%iﬁ$¢wx%é@%®(1zf4/%@§)%Eﬁb ﬁﬁ?é%ﬁ%u0~.
T, . Sy s EERRGET L,
(3)  EEAREFICREOTYST. REETS - &,
(@?ﬁnﬁa¢ﬁ_z£&%A&mnﬁmfa L
(5 PEEEOEECHLTEEFEET AL, - -
6). BOREWABLERAT L L, ﬁ_ﬁmm%Ahiﬁ#fa a %ﬁ%@ﬁﬁ
L ERBUHIERZEELY, .
) EROHA P, %@W@ﬁ%ﬁ_ﬂﬁfgaxokfé Ly .
(8) l%%ﬁ%#%%@iiaﬁ?éﬁA ﬁ%@éﬂﬁﬁﬁw%ﬁﬁﬁ&ﬁﬁfég
L oL .
(m'@i%ﬁ%#g%mii%ﬁ%fﬁﬁié%A’ﬁ'%wﬁ%?ﬁfé*aa
(10)  EHHEEOMOEBLZ 3T 5B E 1T, TOMo LRIz 2 k.
'-un Kﬁ%ﬁﬁbfﬂﬁbtﬁ%‘%@E@Tﬁlﬁ%[ﬁ®$@k%ﬁiﬁ%%ik‘
L DTERTAI L, - A
-(12) AT ORRETTEEITE, ITTEEIETR L, “JL/?”JVDL/I’X A, =
RESOEAN 2R BRR CRERHR, pﬁ%®ﬁﬁ#%%iﬁ¢% -~
LLMELmLTEﬁEEEE%_EW%EE%Tﬁ Lo %ﬁ#%%lmf%a%.
 ARTEAFFEERVBIE,
(13) BRERT2IBER, ﬁﬁﬁ&%rt ﬁ“&%ALHﬁ@ﬁﬂvfﬁimﬁ%§ 
COFRTBLE, B LOOBAI m%%mKama@m@M%%&é X
M)WWM@%Mﬁ%%&

(&%) WERE . )
THC21 4 3 A 27 AN A3 0327004 5
FR2341 A 31 BT EREFE0B1IE 1S



Bl
E%%%ﬂ%ﬁmaﬁﬁ%ﬂﬁEWﬁmim% o

[ 1. B ORE

1.1 kAom= - 1
B2 ORI XV RAOHBERMT 5L L LIS, M- TEAHRTEEN T —F
 EXEEALD T—ER R I ST

[ 1. 2 EFXABROEGECHEORR

() T\, BICEA, DAREBEOL LICHELEY. BEOE ohi Lo
T DI TH 5D, %@%*5waa%f@ﬂﬁ%b._@;5kﬁﬁb;;5w
o%@wrgto%br%%m R 90D TS bt i, AR
sh, Z0L5i ﬁﬁﬁ%@f%%kaaﬁﬁTmﬁfé &,

(@) FilE GHEREEONE., REHERICET 5 IEOML, +F%@$E *

ORI UEOHR. BRBRICEIIRIOEE) | ﬁmr mﬁkﬁﬁ&ﬁf
BT EFLEDTHHON, BRISHNT LT L, :
20k, BERONE Lo EREREONE BIANE FRE, yé % SHEE )
%Eﬁmﬁﬁﬁﬁ%%ﬁﬁ?éifﬁ%&ﬁ%?mf®ﬁﬁLowfﬁﬁﬁé L,
Fie, BRERICEV TR 5 2 L RUHEEER LIBE IR, TOWA -
o EEEEORUHC OV TRIIT S T L |
- ® #%%ﬁ%&o%%ﬁ&%%ﬁttﬁ%ﬁo_#%ﬁaﬁwemﬁaﬁ_@ﬁut-
NIRRT 5 2 b, $7e, BUOESBBRICET 5E BORD I LRI DHE
S R, EEARUTORSERRITE I8,
) BRSBTS D & RORE BEEULBAKIL, O - T
YRS OSSOV TERAT S 2 e (i %xﬁgwﬁmam¢ﬁ%$ﬁ\maﬁ‘
‘ ﬁ&&@%b<%ﬁé% do
6) AR R U Y PR ukﬁé%ﬁ%;owT%#&U%T®$ﬁH%Eﬁ%ﬁ
L CERLERROBEEZESRTH L, |
(d'ﬁﬂﬁ%w%A ik, fRESYEE (B - BERM. _%$%%%\W¥%E)%
wmﬁé;&o&k‘W%Aﬁ;owfiwwﬁ%mﬁﬁﬂ¢mﬂnf%ﬁbiiﬁ
VY, - ‘ :
(1) REEERRIE L - U - ORS, oLR -, ARG, ERANE
L OBRASAEFSEYEE LV ARSI, TOEBETETI L, o

[ 1.5 AECEIREARE - L | _J[ '

1) AFCORTRUEBRRFIONT, 5 T/ﬁﬁ@ﬁ&wzﬁﬁ T/ﬁﬁ@w



. TR h UREE). BEA. SR . O, R . B
SR, BRFESICHLT, T& 5 R RIOREAERIC %%ibbfﬁﬁ?él
sk, k. BERARERO L XL FECRET DT L,

7@)fﬂﬁwﬁﬁukwf_ﬂiT»ﬁ%éﬂfwéTEﬁw%ﬁﬁﬁ OwT FES

COEH, BESEESOMSY—ERL LTRETS DL,

() BARETHASLTORVEAIE, FOBHEPERT ST 3
@) RN o TH, RTTREEA FHSIICTE I L,

(5) . FATEAHEEIEIC D25 () ETO DRBEECEEOH - B, EER
BB L, B, BEEOIEETRTNRTRTORELR D> HE, EhOfk
CRICHEE T 2 ERMESHRMICRE VWL EX NS EERT RS ORAEHEICETR

| BoRSAITONTL, MTTHIEAERSERLBRAREORTERRIS 50

MZLEBCIVRET D L, TOMOFE BOFERBUS OV TH, é éﬂﬁg
BFUGTT ABICIE, 2 OBERFERIGGT IS 2 L, |

(6) BRI SUERAAR LI L TV 55 H T W E R Ti%ﬁmvgmmﬁﬁé
R, Anm%imm%nﬁum§¢5 oo S

{”2:%¢§#&§$E#ﬁ@ﬁéﬁ

TR

(1) B3 Al 58 5 U ESEBAFB AR ED o ERREOKE (T (HASE
E5,) ~OEEHETRT DI AVEEE—RE, HE £5, BRESRLEY
£ bICRET S, BT R

(2.2 ErERRCEARER | N

(1) FEAEEOERGICEOBESEERTTS 2 z, %ﬁE#_ﬁA¢5 a&m%
LT AEDIRET A RBREES L < HRBR ROV TIX —Hﬁ‘ﬁ&'@ﬁé’ -
&ﬁmigwﬁgﬁ6)z§ﬂﬁ®F% 7%Lk%¢5?ﬁ%;3ﬁéné%®
ThOREAEROEEB L) %@ﬁ%ﬁ% HL<@E%F%# TICRERE

iLTb\éﬁvr?‘ L,
2P, %KE#A@@Aﬁ%&%féﬁﬁmLtﬁ%&U%ﬁ@%é&%ﬁ%?é
&k%h%@ﬁ‘*ﬁ%ﬁﬁ)ﬂ‘f%ﬁ Lo TOMBEL T B, Eiﬁ%?ﬂﬁm\f%—AH ..
; Eﬁ%ﬁﬂwﬁAﬁ%mﬁﬁétbmﬁOﬁﬁﬁ&%%ﬁmfé&k%Lﬁ%hhl

oS TALIARRERIC ;D%$Eﬁﬂ®ﬁAﬁﬁI%T%6_k%ﬁ%?6 koo

3 %%E@T5%ﬁ_

1 —mwEm - |

(D RO R LA ED BENCUC, KRR BRI (A A . X



. H Eﬁbﬂﬁﬁ&%’é‘@%ﬁoﬁ_ﬂl_ﬁg&@‘ _ ' .
',@)ﬁﬁ&té%%&ﬁ%&@%%@ﬂ%ﬁﬁu:&%-%mhomr‘%ngﬁ'
FOBREDQERNFICEDETRET 2, o S
@)%ﬁ®%&l&0%ﬂu®%m®%ﬁ% AR $%%®%ﬁfﬁﬁy%%&6ﬁ
| W biEET 5. L ,
@)E%%ﬁﬁﬁh%ofj:ﬁ%ﬁﬂ&a@h%ﬁ@ﬁ@% % LIS ®%ﬁﬂ%
Ok, MEERCCURER) B bIEET B, R
@)%%@ﬁmﬁ&_owr KT $mawr@¢ﬁﬁxiﬁmﬁ&1ﬁmgﬂifﬁ

_ N o
(O SRR DR, AR @%ﬁﬁhﬁﬁbt#ﬂm%ﬁr R
O EEBMTAIL, o
NEEEN . . |

ﬂmﬁma_ﬁ%urwafﬁﬁﬂﬁmﬁﬁﬁgjﬁwﬁﬁwﬁéﬁﬁféyﬂ

3.8 ®mAtE. o \ |

(1) RREHEERRO (& B RCRE LIosRoLRE R .

C(2)  EEEEE FOMOBREMEEE L BE LR TS % LIRS ORI,
L MR BB AR B O RES ST THB L EBRAT D T L, ERSO
SEORREERAT 2 BEICho T, BRERATS Z LORERE SOV
CTHesBZ kS o S B |

F 7o BRI AR - Bk %au\%ﬁuﬁaﬁaafﬁg’
heoTh B LN Ui SR TR B

'(@.ﬁUEﬁ%%TL*%Eﬁ%kE%@E%uEL&P%A %®@$&ﬁMLOw
C o TEETAD & :

54 hﬁﬁ%&@ﬁﬂ@@ . |

(1)  ERBESC wfﬁ@ﬁ&&@ﬁﬂ%ﬁ%@ﬁbtﬁm\%%$m%®fﬁﬁﬁ
%KH%%%WJ@kE&LK%@%%% . FOEBFERCAEDRREORYES
%ﬁ%f& L, ' L o

'¢3.5 ﬁUEﬁ%ﬁk@%@ B S |--
D . AN BROBEEISLC, Wi - ﬁﬁm ﬁﬁm_ﬁuwaﬁ
FRBLIBEAT. TOMEAEHOICRET S D L, i, EREOHMIE

_ WTHEBLTRHETH L. ‘
e) ﬁU®%TE%@%&@%ﬁ_0wTi ﬁmam\maﬁﬁ B RS0 55
THEELTWS bOFBR L. ZnbIZ o0 TTE 5 BRI ORE THESZ M,
U —fRtoat, BESA. EWSEA D, EAEM, HEIDR, BEOLL. HIE
B, B O R FESGIRER RS D T BREMNT D 2 L.




Rl DA é?ZEfﬁﬁéa%ODﬂ#ﬁLF‘LTE@J?ZIEE ’21%?)@“5 Lo s - J?.
B, R unﬁttﬁkob\'(‘&itt&‘?‘éfﬁﬁ@ﬁﬁELﬁ“ﬁ%é"ﬁ“% }: ‘
B, Wl & LI o s R 5 T b,

@) Q) O—EEOERIC S T UT®$EL%af6 v,

I)EUE%%%#*E%I@%%IJ;* R Ip?i’ﬁft JBHER H@%Lb\%@ﬁ%lﬁkﬂ%‘z-
AT :E

' 2)ﬁ$§ AT O%T L”CP%B%ODLOL\T AHEL -3 T—MEEB El b%ﬂ%ﬁ‘é: r‘:o- |
. S)ﬁﬁgﬁaﬂ'%ﬁﬁb\ttﬁiﬁﬁfﬁ:ﬁ% (ERRERE ET.) FEH LB HoTid, —E

FOMERITHTY . SRR LT btl:ﬁﬁ%%%%%ﬁﬂﬂ & LTHRET o ERLS
‘ Y TELERL. W%Eﬁ#diktﬁﬁ)ﬁﬁ%ﬁﬁ@ﬁiﬁt%@:ﬁﬁ :bﬁ{oxﬂgﬁé%‘%fﬁoé =3
nﬂﬁ‘ﬁ‘i’a Lo ' ' - '

4.%%&%&@%%&@%1%@%@'

(

o oeww

1. 1 ﬁ%m@ﬁ%ﬁ; ‘ : |

e H . %XE#EULEﬁ%%@%ﬁmﬁﬁvmgﬁﬁﬁmkﬁALfﬂﬁé

(2 %@T&)_éaﬂDﬁE%’m%@Pﬁ@Enﬂﬁkb BOEES &i?ﬁ*ﬁéﬂ& L’CH'JJE%H

TBHZE, 2B, HOEEFE VT 15017050~ eronfomltyassessment Suppller s

- declaration of conformlty— Part 1 General requn‘ementj Lu[iéo T{’Eﬁ,\i‘i‘é i)

%ﬂ:& Lu\

2 MEORAOENERRONE - T |

%ZEE#FJ\UDJEAE%EH‘@‘*E%E L CREBAL ﬁﬁb‘tﬁ%’\@ﬁ’&‘@ ﬁJZFi

CJIS T 0993-1 TEERRHSEE 0> & MR — ﬁ%].ﬁﬂ RS USABR]. JIS T 0601-1 .

ERESHE—H 15 BLCHT 5 RNEREE], BHRICET5%S
ﬁ\%®m®ﬁéﬁuﬁfﬁﬁmwﬁé%ﬁﬁbtit\Exiﬁmwﬁﬁﬁm

BV TRLERBRE EERRER) oW TRET 5, ToBIC

2. 1BABZIWVT, @ﬁ@z&%a$%%rbt®rﬁ%&éntm:&

. 723, International Accreditation Forum (TAF) IR T B R ERE R 915@%5% .
E(EBOED 5 RATTR CBIEMBIDIE )T 5 —RERER (150 17025) &

@%ﬁé%wt&@%L<mz%ﬁﬁmm(Fﬂmmﬁgﬁﬁl%aa%%7%%1ak”
ES B (UT TN B &0D.) 2RI 70BN b MR ~ DA ¥ 7R

NTWBEAI, FOERESN TSI ETELELZAN L, o .
RHICEE LT BIRT b TS R BT 5 b0, RRBICET B

' ?EI i&’ﬁ‘é?ﬁﬁﬁ%#'z BT HDo

%

2. | WBORARAENURB ‘ B




1) T8 2 LT, Zalr BT SRBCoOWT, MREH ., BMBREE, RBRSE,
EHifEE, EEETSEL ERE L, RROLoERrRETs oL,
7, BUEAICIT BRE - BRMIRO KBS L, EHE L BBRIEH TR
BT B EHIARER TSR b O TH D LM LR E I CRET B L, i
(2 THEL Tk, RRAEEERY HRROMRE B @ma&ﬁawﬁﬁuowr%*
o R ,
XBiT, BEITELT, ﬁuuﬁ%&a@mruiéém@ﬁﬁﬁwmﬁtwuﬁﬁa
O RURHIC OV THRET AT L,
@) BT, BRRS L ICREHERORBERES HEE L, BOTHE L bICKE
REBEPEHTIOL, TORNGL 4. 2. 1. 1PBIBWT, RHOEREEF
4_‘E%mbt®1%%kéntw:£ ' ' |
@ %@F%if%éﬁb@ﬁkbfﬁ%?é Yo

4-2u1.1h%ﬁ%pm$%%ﬁ | S B
RIE L LT BB BT OV REER & E ORISR OMEE £ k5,
B ORECS o T, RAE IS TATRIS 25 L - BRI b o T
T %BEE L. SHEEREOREE FAZE L CEIRERZRET 5T &0
AR OEHIERE L LTOREICRS bOTHIOT, R HOMEIE
C. b3t FROMRIT, SO, AT, M, Jha, AL, @E éﬁ by
. ﬁﬁ%ﬁ%_omr@ﬁ¢5 Yoo
. BRI OMERA LR R B A TH H O Ehowfj:%ﬁﬁﬂﬁéfﬁ
| ﬂﬁﬂ@éw%maﬁ@gxm%zﬁjﬁurﬁﬂﬁﬂ@%ﬁ m%maﬁ®EKM%
]xﬁj%%%k?é k. -

(4. 2.1 AR TR O BRI I |-
) r%ﬁjapr Tl LT AR AR CERI I BT 5 R0, B’
o BUEH. RBOE, BB, B, RBEER. ElkE. EHESSLHRL

BREL, RROLICEREZERT L,

R, BEERK BT DR - EHTMEOKECRS L, %MLnaﬁ@ar%ﬁ%_
REMEII BRI A B SR LH O RS O TH S LI LR
R CRET S b

L@ FRERERTEE %ﬁ#é%%%ﬁb&ﬁot bﬁ\%®ﬁ$%fﬁﬁjt
O mEETLIEs - |
@) T, ARBT k_%%ﬁﬁﬁuﬁ%#%% R L. %ﬂ?ékk%hﬁ%

'ﬁﬁﬁéﬂﬁfé ko .

) BRBROTEICY ST HTQgﬁuma?é L,

‘ 1) BRI B CBIRBR 21T - B8, %@@m&w*ﬂéﬂﬁfa L.
2)JIS T 0601-1 (EEAESMEIE 5 1¥5 : BRCHT 5 MERFE) %, 7
BRSO A RBRICE LTI JIS T 0601-1-2 (ERESME-H 18 B2

EBET B E R T — 45 2 6 *Mﬁiﬁ Ek%@&vﬁ%) ICHET 5 R

8 .



FiEI ﬁL&wﬁ%LOwT&rAﬁL&w%ﬁ&UAﬁbﬁwﬁmiU é#ﬁ
BOFULCOVCRET AL, -

(4. 2. 1. 3 Zprmmat EENER
(1) T#dE L LT, %mbt&%%ﬂﬁé&hﬁﬁaaﬁkowr RBRTHE . R
CHiE RERRER (B, B, 1050 18, FEAM R RS . R, R
FEemme - ERL L, BB e_m%%ﬂﬁfa k. B
CE e, BRRI BT AR - SR OAEICEE L %mnn&@aar&%%mﬁé'
@@iﬁngmo+ﬂm%@r%5aﬂﬁbth%wﬁrﬂﬁfa k.o
@) ﬁUE%&%T@ﬁ%ET%%%%ﬁb@moL%ALH %@ﬂm%f@ﬁjk
EETA L,
(3)  #ENT. KRBT &L%ﬁﬁ%&vﬁﬁﬁ%% %i&b E%Tékk%;zg
‘tﬁﬁéfﬁfé X,
(4} %ﬁﬁ@ﬁﬁ WMo T, MT®$ﬁk%”¢5 k,
: D%ﬁ &inﬁﬁﬁ%¢ﬁ%%ﬂﬁ?5 &g :
2k N TOBRMERICEE L CEMERT TN ORLIIC OV TEET S L,
3) BEERICBV BB AT AT, TORERUERERET 5L,
4H%Ew$2ﬁ13HHE%%%MB%1F$§4E%§@ﬁftﬁmﬁwiﬁ%ﬁw
A) TRER LI B RRIR O RARE X 0N T, BT B W R
ﬂﬂ@i%%%ﬁﬁ@g$%%zﬁxiﬁﬂﬁﬂ@%ﬁ%M%Mﬁﬁwﬁxﬁ%zﬁ -
"AﬁLﬁwﬁ@uowrmaAﬁbmw%ﬁﬁoAﬁbmwﬁmmUhé&ﬁﬁ@y1‘
éﬁ;owfﬂﬁfa L, - : :

[4. 2. 1. 4 mmcETsEeR B
() TREE) & LT, i LICHRATRIC T BRI U REER. HRE
B, RRBREAE E&ﬁ\ﬁﬁ%%‘%mﬁ ,gﬂﬁﬁ%%ﬁﬁt Eikh BB
YR BT B D
7o, HEA %Héﬂ% ﬁﬁﬂ%@*ﬁL%%b %ﬁbtﬁﬁﬁﬁr&%ﬁ
TBREMOFMRBEDI 572 bDOThH B L JIB LI AR % fee it 5 = a o
2) ﬁUEﬁ%ﬁfLmiﬁféﬁﬁ%ﬁbt#ot%Ahﬁ TOBIE RIE) I8
B - PP |
(wﬁmt%mémﬁ%%%%@ﬂ%ﬁ%%ﬁ%ﬁ#@hﬁ%
BRE—BREL, BOTEL L WICLERERERRT 5 L, '
@ ERBORRIC Y5 T UFOFRIBETHZE,
1) EFIERITHE (380 23 R iﬁA%maa%4$%zﬁ% Eﬁ%ﬁ%ﬁ&A
ST AEAHICONTERT I L,
2 BIRBRICIV CGEIRE 1T oo BT, E WSRO R 5 L,
C EMOERER A NS L THEEIEDOLH ARBITAR LEVRBICOVNTIL &
CELRWEFROEE L AVERE I S ERBOZ LIV TERT AL,




4. 2. 1. 5 &W%ﬁé : . | 1 -
(1) THEE 2 LT, i L MR e ST T A RIC o T, ABIER . REBRS
. BRERGIE %@f\ﬁﬁfﬁ\%ﬁm&<%ﬂ%%%%—%ﬁ&b;ﬁ@ikﬁ%
- REERERTD L, ' -
F7z, BEDRICRY AR Eﬁﬁ%@ﬂﬁk%%b %ﬁbtﬁﬁﬁﬁf%ﬁ%zé

. ﬁ@ﬁﬁﬁ2§#0+ ﬁ%®T&6k#%Ltm%%ﬁﬁT£ﬁT5 .

{2) ﬁUEﬁ%ﬁTﬁ%%ﬁ?éﬁﬁ%ﬁbtbot%A m %@ﬁm%F%%J ZEL

 EHTHZE, :

(3) T, FREBRTL _ﬁ%ﬁ&(@ﬁ mﬁﬁm ﬁ&ﬁiﬁﬁaﬁ%%)&ﬁﬁﬁ

' F%%ﬂ TRE L. BT aLebi ME&%&%E&?% E '

(4) ERBROTRIC U - THL, UTOFRICEETZ &,

1) MEERICE CRITRETT - BRI, FORMRUERERMTS 2L,
D) ERBESEBEOBE. JISTs01 1 (ERBSME—F 13 TRCHET5 R

O FE) CHET SRBSIE ﬁb&wﬁﬁ_omfj Aﬁb&w.ﬁ&oAﬁbﬁ

WERHIETNC SR ﬁﬁ@y%@komf£ﬁ#6 k.

a2 1.6 TR OTIAME | : e |
(1) TEE LLT, %mbtﬁﬁﬁﬂﬁmﬂi(ﬁ%ﬁﬁ@ﬁ#%%ﬁﬁm%ofﬁ;

WEIC X BHES LT s WAL ED.) BT SRBEROMIER UHTRI . &

RHRORENERE SO EREElT L,

E BIREAICHIT AR - B AROACEICHE D L, %ﬁbtﬁ%ﬁarﬁiﬁu;'

BT AEESBESAE b O TH S L H L R TR 5 Tk,
@) FT. AHB (EHMAEMNER, MERS. FERRHRS) i, BB WE
A REMMOBIS Y —RRE L. BBk HBERICOVTERT B EEbITN
 ERESREETLIL, o o :
L (3) HEBFROBEORBLEETSIE,
4) EHRERBOBRT CHELIBEIE. %@E%eafa X,
(5) ﬁ@bfﬁﬁfé &ﬁﬁ%@E%&#_owfi %@ﬁ%kié%ﬁLow
THERTOZE, '

4. 2. 2 %%@@m%%ﬁﬁé%ﬁ .
(D - THRIE) L LT, HEEEEMT ARBRICONT, %t%IEB\ REFIE, :ﬁ%ﬁfﬁ"ﬁ'&
%HH L ERSEEL—ERLL, BRI C& S R TS 2 L, ‘

R o ﬁﬁﬁkkﬁéﬂ% Hﬁﬁ%@*ﬁL%BL %%Ltﬁﬁﬁﬁf el -

. faﬁmmmgmo+ﬂﬁ%@f@5&ﬁ%btﬁ%%ﬁ@rﬂﬁ#a oo

(@ - THef) < im%%ﬁféﬁ%@ﬁ%k$ ®maﬁﬁa®%L_owT%%$,

BRI, ,
& BT ME;ELT ﬁUE%%%&@%% ié%ﬁ%ﬁ%ﬁ@ﬁ%t@ﬁ%ﬁ,

DRUOBHICSVTHRET BT, o -

10



3 ET. BB &hﬁ%ﬁ&&@ﬁ%ﬁ%% L. Eﬁ?éa&%bz%ﬁ7
EEFEHTHIOLE, .
(@'ﬁ%ﬁ%mfééﬁblﬁmbfmﬁfé &

|4 2. 3 WEOPREEMILR®R e

BN f#%J&LT\ﬁm%%ﬁﬁ6%&&0#@%%&%?6%$L0w1 R
H. BEUFE, ALY UGB - AR, AR, RIRIE. RRRR. K,
BHETEEHEL L. RBRT LI Rl 5 .

. BUSAICHT R - B OKIEICRE L. %mbtaﬁﬁarﬁ BB
fé&ﬁngmo+”&%®f&ékﬂ%btﬁ%%ﬁﬁf@ﬁ#é L.

S TREE I, MR S REERIC OV T O RRT 5 L & bic, Sk

W BRROBRLCIIRFCEY 2 RBROBRE T @Am;@%k@@LLowr%?
#Zrpll, -

Sh. WEE U, EEREE L oic ié%&[ﬁ%%@h%t@ﬂ%ﬁH ‘

RO OWT bEST Bk,
tﬁb\%#@Eﬁ%%&ﬁbﬁm%ﬁT%%ﬁﬁ\ﬁﬁ&%b&wy'
C(3) T, FRRIL ka&ﬁ&&wa&ﬁ%%;ﬁfaL\Eﬁfaaa%mﬁgé
EBEEEHRTHIL, . h e
(@) ﬁﬁ#%mr%%ﬁ@l§Mer%¢é &,

(4. 7. 2 BEORALELEN) ARR ,_.‘ T .
(O THAE] L LT, SEABEOREDRILL 25 RBRITONT, HERER, HEAE,
ﬁmﬁ&(mm,%@ ABAE, EHR. BRETEE— B L, ﬁﬁi&m
EREEEL, ERAE. FERSOREORMEERT S &, f
e, HERRIZRY DR - BRIROACEIZ B S L, %ﬁbtﬁﬁﬁﬁfﬁ%ﬁ&
| CET ATEMAGENOFARE O THD LY LIRS fre TEET A 2 &,
¥, LECE L CEHEEEEORE k@%@kowf%%§¢5 a
7 CREL. EE%"G)1’*£%J‘3{£<EI_JL%/—\51 'E%E%EL?’;L\ _ ,
Q) BT, ERBRILE _ﬁﬁﬁgﬁuaﬁfﬁ% ﬂ%&b %ﬁ?ék&%hﬁ%.
ﬁ%ﬁ%ﬂﬁTé r.,o |
(3) aﬁﬁﬁirgamnlﬁmbrﬁm¢5 L.

[4. 3 IR RO R |
(1) THES & LT, 3 Lo BbRMBRIC S T, ﬁﬁ@ﬁﬁ(mfﬁ% — AR ERRE) |
ﬁ% TG, HRATE (A AE). K - BEEE, EAMM. BREE. R

s ‘gﬂgﬁg% %i&b %ﬁ_kL%%%£ﬁ¢ékk% mgmﬁg%‘
752k, :
@) %UE%%%TL%iﬁféﬁﬁﬁELiDﬁﬁ%ﬁb&#oh%ﬁ X, Fo®E

m%ﬂﬁb %ﬁbt&ﬁ%ﬁ@&f N E%%%wmg ﬁ%&&Uﬁé@%ﬁ@‘

11



PR CE B LRI LRI G TR B T,

4. 3. 1 FEERBEE | - - K
(1), #RABRT & ICRBRAE (RARM, REROTE, ANE R, w%%@ .
R, (ISR, BZER, GHRSEE. WA - BEUHE KU, TS - T
Y, TEEBRGIEEED, ARMTA R OIERE. ABHIMS) RURBRSOBE KR
LT Lo, AESBIREE, WAKE BRLE (B AR SOREDRN, FEHiE
ROMNIR (TR SRR, AR RIS . Tk - B - 7m ba—
ARBEEOREFIOTE LR, BEWE (4RI, S, A - Sk, FURS, RN
B, RSN SOHE, SRR, ERES . BN (BECSLT). RREE (8
Witk ﬁéﬁ’%#é&ﬁ%ﬁ%tﬁﬁ?@;%%%%ﬁfé:&o:ﬂawﬁﬁmﬁ
FeoCid, WRERIRY REFEAT D&, ‘ ' '
B, REAICOVWTHL, RERD - ﬂAmﬁﬁ%%ﬁﬁf— . WEETR - R
AAOEENRTEE SR, TES GEf) —BX (EROMM. Ll BUEMED
DAV ERET ) SERERL. FLEORBRRLLE, HEZ >V TENER
5 o b, WRRERRICOVCE, RRIEAREEREED —ER. BRREER

HEBES— %i%&()\i@l%H’Tﬁ@ﬁiﬁ&%#ﬁﬁfﬁ%iﬁl%{’?ﬁﬁb ERERETS I,

B RRRE  FECES b, BB LS RERREFRL, AR & O BIC
ST, EEOHIBT L EY, EETHT L, |
(@) RS o A, mﬁﬂﬁ %ﬁof)ﬁﬁﬁﬁogﬁﬁﬁ%ﬁﬁfé“
e '
@) rm~ﬁﬁ%ﬁﬁ#5 L

la. 3. 2 %ﬁﬁﬁﬂﬁ@i&b | -]
BORET ok P2 - o
RERR - R l%ﬁﬁﬁ%*%ﬁ%%ﬁmb R TRT S Z a
@) REMOZ LD |
ﬁ%ﬁ%&ﬁmﬁuﬂﬁbtﬁéﬁ %ﬁéﬁ%ﬁﬁégﬂbfi%ﬁﬁfé *,

(4. 5. 3 Zom — | e
YBRLT, %%&LT%@T®hﬁﬁ%ﬁ&®Eﬂ%ﬁﬁ?5 £,

5.1 mixE @ - | L |
(1) A CE () 2LV &Eﬁ%%??ﬁﬂ%ﬂﬁf% \ o -

2). R 1645 7 H 20 BRIEEASRERD (RFES x%ﬂ;ﬁm%%ﬂﬁif@ﬂm
ATk DA SR ST D B ETEEREE, THERBRRURERRS (&
F) RUSEEIES & NEOREIC & AR BRENEET S B ERTEEER

12 -



B (R ORFTICOVT] (T 12 I X SEER) £ 3,) DRNRICBV TR

ENBYFANECHBOT, 7 TANKHESN S EFBBIIRST5HBET L

FAMCHESN D ERERD D bBAL UTEB 2T bORVRAAHRAE Ui
AERMOFRICERET 5 BMEBIMICKE N EBZONEHAH>TH, HIC
EBEICHIT IR LEE T L. FHIC %Hémﬁi%kmﬁﬁﬁwty$%%®'-
L EBERERTE, | '
'B)JX&AW®F% %ﬁxﬁkgi$ﬁg%ﬁ%éﬁt%ﬁ_owf@ )Xﬁ s g
?5ﬁfT%5 Eabhs K EHT D& '
(@ IEASE (R 0 [EAHA. mmxmw%J%ﬁ@a<ﬂﬁb ﬂ%%%ﬁﬁé
- RBEER, ﬁm%%ﬁﬁéﬁﬁ#ﬁ %ﬁ%@ﬁﬁwikb%LEO% mﬁmm&-
ComETAIE,.. : -
(5) %Hii(%)®Fkﬁﬁﬁiiﬁﬁﬁﬁj&ﬁ@$1£ﬁb ﬁﬁﬁ&%%ﬁﬁw
DHEBRER, ﬁ%%%ﬁﬁé%ﬁ#ﬁ BERERBRR R % & go%‘ R EIRE
L ERE&TSCL,
(6) WO () 0o b, & mﬂ,ﬁmuﬁmtwgauowrﬁﬁarﬂﬁb
EEEILIC #%Kﬁ%&o%%ﬁﬁwﬁﬁﬁhgoﬁ RERMATH TSI,
. 7T ANKESESN ST CORFMIRIEGIC S T A MIKHES N2 ERIREE
D5 BEAK UL BERT 9 b OROFEEI A& U Ba AR ORRICEET 554
FERSHRICRE N EEZ BB L DITONTHL, ztaﬁm@r@ﬁmtwgﬁmf
'm&%ﬁizr£EEM%m%¢5 b,

5;2,7«»@@ " ‘ — R ']j--

M ERRHERR I ESH‘J‘ZD%% 6 3 FOBEIC L BFRTEI(E) ’Sfﬂéi‘i‘é &
Rl N l:ﬁﬁi"é%%lfiﬁhnﬂﬁﬂ‘é$ﬁ L. MEITR L % 1 RE% % 2 Wl EEILR
-%H‘5$‘-‘E7Nﬁ%75> iﬁécl: SICRET Bk, - -

" 6. U RIS

(D éﬁ[ﬁ%ﬁ@Jz&ﬁﬁ% HSTHW1FE%%% )z&v#/}/hwz
OBE~0MEA) 2BRICL. Y AZTXVAY FORNEHROE ORERROE
E%T?%H%%H?é Lo k. BFERTERCOVTE, Y A7 HHICY s
ﬁﬁéhé)zﬁ#h%t@ﬁﬁﬁtmﬁbr BARTH ST L EHIT
5z a o S .
T AR5 b, A @%%mgﬁéﬂﬁtmﬂm%X@enﬁ»%~k(ﬁ@,
| DERBBICET AT N ThoT, HHICHES ERERIC DS 5 AY— F
CbEL) OV RIHFRIT- 1) A2 BEHEL . BHRCEH LB ERET
Bk, o L o
A T oM. JIS T 14971 2BECLTY 7w X VAL FEITOIMER, BEABAYF
T —FERDLREEE, %@nﬁ~‘_ﬁ¢5)xaﬂﬁ&wﬁot)zﬁ%M%ﬁ.
. DRERERIYRIC gﬁLtgﬂ%ﬁH¢5 . '

13



7. %éﬁ E%@‘Za F%’(

7.1 @ﬁlﬁ&@ﬁﬁﬁ’%fé%ﬁ B | ' | W'UJ.

6} %ﬁ%%nn%([%ﬁﬁﬁ%&@ﬁg%%%ﬂqE%un@ﬁzLﬁ BT 5 RE ﬁ&(ﬁu@ag*"‘

BO Tk i BB B (R 16 SRS WA S 160 B, T rl:ﬁ%iﬁ%GMP‘é
S, ) 2B 2 :a%b\'(mb?b{t’) I mE 25 5.) OX )\ﬂI&ﬁ*BHﬂ"T
HEEITH ETOTRYTRE TS = b, 7285, ’f%ﬁﬁﬁﬁnu%b_ob\fﬁﬁ%ﬁ%m CHRDER

- EEIEET S T_&‘J@iﬂlﬁ%ﬁ:mb\{‘CD?I'!E%%LE’D%H%E%HH@T&HIE%?TO T

W%%EL<iﬁ%&wﬁﬁ%wﬁm%%EiﬁAﬁiﬁﬁﬂﬁﬁﬁﬁmlaﬂ%)u
%ﬁ%S_J%Té%®T%5%Ai ZOBHBREORETRbRET L. &
L. ER1AED 11%1115@;%00*% G T=RF—7 7 A VEE] Lin5.)
%ﬁﬁt%m%m$®%Aﬁ F OB MEDORETT OB TE LI XV,

Q) TRPECCREESICHT S REC OV T b TRECHRATER 2585 2 L.

() BRI > TERORE, MEERELEDHICH > Tk, RREFBBOS

=, ﬁééhk%ﬁﬁg%ﬁzélﬁ_OPT@%@QL%#®£ﬁ%ﬁO_ko

S @ BlLSHERER S LT, TRy n—B LT3 X 5, ERRHEE R L

ERRB O T 5 RS, ST 5 FAiﬁ@EE%%%ﬁ%% HIAMSEER

%%%ﬁ%% SFTEMEIEE IR SAFRUTIER, FGIRESS, X
BIEE ATV VCREHET S,

(a HMRRBR R R &mwaa%ﬁt%ﬁf@@ﬁ@aammzﬁﬁoﬁrm%ﬂﬁ

TB.

L ® SBRADEEAR +%ﬁbt$%ﬁ®%ﬁkvﬁfﬂ%$ﬁbzé LD

BIE (RAOPEOHEELST,) 2RE+TH L,

o A ER BB A L LURBAESE Lib L LR RET

Eo

5%A'%@%ﬁ%m@%Lﬁ&&UmEﬁﬁﬁaLowftﬂm$@aE&6%A
. BRI A LERLD I E,

_(8) Tﬁﬁiﬁﬁuniﬁif%‘%ﬁaﬁ%k LTS L < iiﬂ&%@i%bfb\é%@ 1AM innﬁ
Em%ﬁofwé%w&ﬁag@%A FOWEERER S A RS EATIC E OB RO
FEFEH DA TR, IT_{’)?%Fﬁ@FﬁEﬁE iéﬁﬁﬁjh%#Tﬁv&U\% D& FRALE

%75‘ E&J&g&‘onnaé %nﬂﬁ?% gi '
@ <ARH— 774}”‘%%;"H7‘_E%ﬁ%ﬁ®%ﬁ%ﬁm% TN VL ORI EE
BT EETC . EORMNEEL - FE, SEROAT - B, < X5 —7 74
W§ﬁ%ﬁ\%ﬁ%#Eﬁ%ﬁ@L%ﬁT%%fé%A > CHERFAIKSY - FFolE
B - FFFHER E%nﬂﬁtb 725“—7 74}bﬁﬁe$ EFCD%A;* S b, E“ﬂﬁiﬁ”é\_ :

72 WEPECET AR i | |

(1) ﬁ%%w@ﬁﬁwmmamé%nJr_/a/@ﬁ%%@ﬁuﬁﬁwvﬂ -5
-,@ﬁ%x#%aﬁﬁé Lo :

C 14



CE 7. BUMAICHT BRE - HATRROATEICE G U, J2hE L7 3ERE B R i
Ténﬂﬂﬁngboﬂ— FIRbDTHS L LRI R R R A &,

(m BREOREEN Y 7 — /a/%ﬁﬁﬁ&&$7ﬂ1HE£W%1v%ﬁF%&EL
A THREASY 7T — 2 VEEECONTY) BWHEAY T g VITBET AV A FFA v
% (P94 A 31 AEERE 60 SERMBHEEERM [ERAROHRERED
R EﬂiwﬁMk%TéﬁﬁbowTJ$&uﬂ?5ﬁ15[%%%ﬁqaﬁﬁhj
WimEEA ([ERAROREAY F— Vs VIcET B A ¥ FAVIEDNT ) Ko E

B LR ERERIC W T, Aﬁbf;b‘%ﬁ&(ﬁAﬁbtﬁwﬂﬂaiU WY ﬁﬁ%ﬁd)ﬁcé
oW CEHT D 2L, N
Q) TUEBREMBEERT 5 BEE, TORMHORER L m@ﬁfze »E
uELT%%ﬂh%?éFﬁ%®@®mg yé&ﬁ@@%ﬁﬂ%ﬂ%&ﬁﬁ%ﬁﬁf
CotamE, |
it tb&U@%E%HﬂLowfﬁ %@@%(b%wzaj—ﬂ/ﬁ®W&

: ir)® 2R B B ANCT B D kB R, YA I AT DIORRIFEOBEE TR
' 'C@F‘%?ERHTE%ﬁ#&@/\ ) F—isg /L_Eaﬂ‘éﬁ?ﬁ _owc %E%ﬁ‘é k. |

7. 3 %E%ﬁ ETAER E . — ]

rEEBICHET AERE LT, 7113@;%]51@_ I TRLEBERBIZOWT, B
Eam FIRBEE 23 L, SV THE B KSR IR mbtmﬁﬁ%kwﬁﬁ
_ob\fmlﬂﬂ‘ﬂ“% P

" 15



- o | | e
' '%MEEE@%EE (Format of Summary Technical Documentation).

1. B O#RE - :
' 1.1 ShHOHEE B '

1. 2 tﬁxi%ﬁwﬁﬁﬁvﬁ%wﬁﬁ
1.3 HE kﬁéﬁ%&&

1 BEHKE—E
2 HEAEEHEUESERE (Essentlal principles and evidence of
conformity) . o _

2. %Zliﬁﬁl&%jiﬁﬁw\@ﬁ'&ﬁ (Essentlal prlnclples and ev1dence of conformlty)
o )
2

- 3 %a%igﬁéﬂ‘é Fi{i (Dev1ce descrlptlon)

3. 1 x5 (General information)
3. 2 ﬁ*ﬁﬂ' (Materials).

3. 3 BB (Specifications) |

3.4 FREAERCHESGRM

3. 5 iﬁu l:fﬁj%%%% & D

4. & %*ﬁ?&(ﬁ%%ﬁﬁ% jCi@#EE% (Summary documents of pre— cllnlcal de51gn. .
verification and. validation)
4.1 —RER .
1) BE~OEEES .
d. 2 BBEORFTORYEHSIOEE
4. 2. 1 BBOTSEREMTIHAR
(1) #ERH), {LPIO%FE :
(2) BAHY L St e UNEBRE T 1L ri
() EEEeE
(4) HciHRIC ﬁ?éﬁéﬁ
(5) sy & 2t :
(6) Z2 7E HE Ko UM -
2. 2%%®$%%%HH%%%
2. 3 % £k BT AR
. 2. 4 FERAFEEZEMT EE
4. 3 [EERFHME (Clinical ev1dence) |
(1) FEpRaRB AR
(2) R RB A D E & 3?5
, (3) Ffih
5. XY (Labelling) .
5. 1 HAXEF (B RULOR ﬁﬁ%'
: L2 UL ()
6. -z 7 453 (Risk analysis)
' 1 Y RS ERO RH
6. 2 BEERNYP—F
7. BEICET 5 1E® (Manufacturing 1nfomat10n)
7.1 BT AUEHEE ' .
7. 2 WEAFE
7. 3 WEEH

4.
4.
4.

&)

=2}

16 -



A2 S
| COE N

I Gl
| g [T EMA R
2 - -

TR ® 4

= m B o
BEE B N

LT | BERE SRS

E) &77455&@%@ ¥ﬁ!2 IGE TH 20 Elh‘[:ﬁ'eﬁunﬁﬁﬁ%ﬂ r£${£§é§_x%£1ﬁ7b)

| BUEE COREIL D EEREAEEET  E EEEEES, “ﬁtﬁ%ﬁ&‘:

C U—RERER (57 ROEEIEE 40 \TOREC L 0 A SRR R T
B REERST Mﬁzﬁ%%(%%)@mﬁmowr;mﬁwéaﬁxﬁﬁmxéyﬁz
 EEETSCE,

F%ﬁ ¥, HEEA R, o :ﬁ&uﬁﬁ&@%%%#ﬁkmﬁfa L,

17



