R R N %
e 'qi,_

26,1110

LB e I /1 Fl
A ER:

A 1105F 2B
: TRk 26 4E 11 A5 B
EHERRIE B S

S L ERAE R RE
(% B 2 %)

R E RS ORI AR BT A TR DN T

Iﬁmﬂ?nﬂ27a Aﬁéhkfﬁ$$%®~%%&E¢5$¢Jﬂ%t
25 FEEERER 84 7, LUF TEHIEIR) & ),) 12X HUEHD TEHES, E =
BEORE., APERUCZEEORREICE T 2358 (B 35 FEEE 145
Fo UT Mkl 20),) &S THEEE 23 020 23 8§ 1EHORE
F Y EEFBRENSEEZED THRET 2 ERERO—HMEBAET 548
26 FELEFBAEETE 045, UT REEFR] L)) BAfishike s

7,

N &Eiﬁwi5&E%®TE%&\Eﬁ%ﬁ%mﬁg\ﬁﬁﬁﬁﬁﬁéﬁ®

TEREICEIT I 23 0 2 0 23 B LROREC X Y EAGEIKE N EYE
&Ebrhﬁ#étﬁ% 51 (ERR 17 FREFBEETE 122 5, YT T4
H¥E] L1 D,) KBWT, YRMERIEET SBESTEERES T e
mﬁﬁﬁﬁﬁ%%ukbw;)@%ﬁ@ﬁAL%Lz§&$ﬁi\Fé%@%E
 EARBRAEDLLOLENTVAZ LML, FTROLBIEREIZEEL
FLeoT, BEENBEREE, BREEE~OBRMEBBEVNZLET,

Fiz, RBHOE L EMSITEIEAEEGERERBSEBEER, %%ﬁ
WA O R, —RIEEEA B REFSREEESSAR, KEERER
VDI¥S %&U&Mt/$R%§Eﬁ% %E%éﬁﬁ%f%ﬁf&:a
ELTVET, ,

B, $Lﬁi&E&®wﬁ®E($ﬂmﬂ£nﬂzsa)#6ﬁﬁbi#

'f_l]l_[ll

1.%EHF%ﬁEﬁﬁﬁmﬁﬁgﬁmowr
(1) B14BE - | o _ |
E1EIESE, YHEENES 1 OTHICBT 2 EBCEATARE .
DEHIZBITE L0 (EOBHO-DIEREND I LRERNE ST
LOFEKRL,) ThoT. AEEEIZBITF 301 bQOEEDLTIZEST




HrERROENDZIE, L, BEREEHEERESRE LTHES émé :
FEFHEERESHEORR, ek OFERE, FRFEXIIEEENEFEORE .
EHEEEE UT BEFERE] &v),) ERENERETRVWE &L
WEHERBICEALR2VLOL LT, ARFENKERLZ L, B, HF
BT, YA aiﬂ’bé—‘ﬂxﬁ"ﬁ%ﬁf?) @T%ﬂ’bﬁﬁ(nuuuﬁﬁ‘
SREES B ik fblan T &, o ‘

O BE 41 £EIEOREIC LY EAFBRENED 5 EREROKE
(SRR 17 FEEAEFEE S T%IHEBHFF%KE#EEJEW o)
WCEETS T &,

@ BEFELIOTHICBTIEERVCEREHEECHSGHICETIER
A7) b (7)) WETFAREZAICEYIREL, o, EERENTED
DTHDZ ENRKDbDEZ &,

(7) SRl e lERT 5 k%ﬁ%&bfﬁbﬂtﬁﬁliﬁ%u%
WTHELNERERICESEERICER SO THLZ L,
H)(7)®ﬁ§Riﬁ%h%wT 5 23 O 2 0 23 F 1 HORFED
HIAR A ERERICOVTEORE. B IIEeME2ET 52
a%&bﬁéﬁ%m%%ht%A Ih, SRR W ORI R UE
BTV, EOBRPYUBZERHCRH SN bDOTHDHZ L, ‘
(7) WEER ORI 2 o 7oL, 555 23 G0 2 0 23 H 1 HOFR
&%ﬁﬁéif®ﬁﬁféhé%®f%é L., L, BRloOMHE
FEORENE L BRETH B LR b&hé%@ o Th, ZOR
VTRV, '
(2) %2 & : |
WHEEOEAKE LLEREEHR I, EEFEHEEERELBEVEDD
HOLENTEY, FBAOIBEDLBY EDDHDETHIE,

2. EASBEERELSENEDZEE BIR) OB ICOWT -
WHHEAERE 1 OBEILICED DN BERETEERBEROEED
EAICE LT, BEAEEL Lo, BEREEESYREERETHRER
BBOEEXT IO, BEAYBRECEITHALNESD A EETEER

R OEEGEORRE SN OVTHRO LBV EDILE LT3,

Ei, UFARUES | CEERETHERESEATICEDR L &I
PR CABEOBIRICE 21T wtﬁﬁﬁﬁﬁﬁ@ﬁﬁﬁmm&w%LmL
RETHZLET B,

3. BASBAREARRENED ZHE (B ORFICOVT
(1) BEERERSEOLEHHORRKS



BB R R Y R E R @%ﬁ%ﬁjtb JE AR
| mﬁwmémgm%amﬁﬁﬁzﬁ% SOLBHPFAE LTED DB,
(2) EXEDOWAITHE U TLEREH
O EAEGH | | - |
WHHERRIRE | |IORSN I ERETHEERERO S b, s
E1RIRDONIEEHRB L EENREL ShAHEAZTLEDLO,
© BERE:ORERFTMTEEBTMEL & 05 :
WEAERRE 1 O TIICRIT 28D S b, HERE & OR%HSE
ERAE T S & EESEIE B IR S S S O AE A A S R EEA
REENREDI LD, UTEEICES T, BELBCER S HEES
(BDOEABHENEL T DI 3 AT ERE—ErEE) 0L
O%%ﬁﬂnk@ﬂ%ﬁ%&ﬁ'ﬁﬂé Eo '
@ BABHEEREI DI ﬂﬁT%ﬁﬁ%% %
 EAREMEEIIEATA I ERET D (Bl AT RE A A e
e b, SHHKEOEREE~OWEETT I LT, EAT L
DELEROONABEEEFRTI L, BB, YE—BI R WMhOBEE
Z (LT Mfiss) L)) KX EREFEEOERETRD bh
ﬁA%vftbmﬁé&@%éﬁ%%ﬁw ET MEﬁ%mmﬁA&
i J:‘C‘B%Lizfm\“k

4. ﬁﬁaoﬁA %5§ﬂ®h@ﬁhﬁﬁéﬂﬁw_owf
YR 1 48 LTS 2 B ORD b B ERA~OHE AR S EROE
ﬁ%h%?émﬁm_omf . BIREATRT D L &5,

5. @@%A%Lﬂm®ﬁmuowf | -
S EREEEERME S LS CRAE (P, EREE0Re
HEBCE EARBEME) £k bRBRBI VT, BELHELTE
DHEBEITH T &, ﬂ |

6. Dl .
| ﬁﬁéhtﬁﬁ%@h%o% Miﬁ&&AﬁimEﬁ% %A%%(u
LT TR 2V Y,) RBRGERIEMER RS LEREERED FL—=0 S
?5_kkbfkb fe e R E IR ORI E £ 1T 5 B ERFETHEES
VEE Mo TERITHEIE, BB, M-S IOV, #iE
@FVH—/ﬁ% ERIC LD HDETHI L, '



BIER 1
AV RY RCBEAZRCET S

= DRIROTRINZOVTIE, 155 23 0 2 0 23 F L HOREIL LV BA
FERESEEL EOCIRETIBESHEERSED S b, JIEE 1 0—I28
FEH (1. AR U BEAR] OEEOHEGELTEDSbOTH
é [»] ’

1. BEFEEREROEBHEORLERNS
éﬁ%%ﬁﬁKOMTﬁ\H.%VXUV&V@EA%J&Téo

2. EWOBAICE L TLEALEE
(1) s F s

BISRE 1 O—ICHET B (AR Y L~ B AR 1, B, B
BEDORE, FIMERUREEORRECHETLERE2AHSEPOHT
HETOREC LV EEFBREFEET 5 0EEEERBSS, TEERN
R U—RERER (TR 16 FRAEFBEERE 208 ) JIRF 1E 467
BIHET A VA Y URVBEABTH - T, 300 BAL/3ul DA R Y ¥
BRI ERETHEARICRD, EROBTEELFORELED, KL,
- AFRABRUHESE DD 0T — 2 BESICED 58 m&é%Ai\mﬁ
EMEDHHEN & T 5,

(2) BEAE & OREHETHT~% TEIEE & 70 EE
ST RTNA RS 2. S L OREMIELT S & &, ORI

%ﬁmkﬁﬁéﬂéﬁﬁ%(H)%ﬁ%ﬁ%ﬁ%%t#t IR FTTRE R

BE—REZSR) 2RV ZE,

O st - B - -
AVAY RV BEARITRD OS5 —REREH (fIRE, JIS

|T3226-1:2011 TEERASVHEAS -8 1 # : UBEAR-BERERR

CEORBHE O (5 —REREE] 228 2IET 5.

@ REBEORBE ;

ARV RVBBEARICKODONLIEEEORE (FlxiX. JIS
T3226-1:2011 TEEASVHBEAR-F 1 3 RUBEAS— %EitéiﬂEZQ
U%@%%ﬁﬁjwrgﬁﬁiﬁﬁwﬁmj%%%)%¢m¢6



® |Fao7x=y ME
A VARY AR ETE THERIT~EEToRFE (HlxiE. JIS
mm&rmnFE%m&VﬁEA£~%JF%“&V%EA“—Eigﬁk
U%@%%ﬁ&ubHoﬁawﬁﬁ(ﬁ747iﬁb$)@ﬁwj%ﬁﬁ)
ﬁﬁ?é

(3)%¢%@%ﬁ&ﬁt#t mmTﬁ&ﬁﬁ% &
RIALE~OHEIE L, EAEHEBICEE TS L ERBT 50
aﬁﬁﬁﬁﬁ%%iurmkknrh@\%xgﬁﬁﬁmmﬁééﬁfﬁm
. TN D ORBOEREEICEAT A LERTIE, . Thb DA

RO A HTERE TR IRV, e EHERT 5 DIHAT B 0R

BEORUER LB E~DWEERT I L T, BEAEFEE~DES
FRTILLTES,

O REUFHhOE T _ _
- JIS T 3226-1, E%ﬂ%f\/%&ma’% B 1 NUBEASR -EREHE
ROEORBRFIE S
+ ISO 11608-1, Needle—based injection systems for medical use -
Reqpireménts and test methods - Part 1: Needle-based injection

systems

@ Zofh

- JIS T 3226-2, EREUHEAB—E 2 8 EHE - EREEROE
DRER S | | -

- ISO 11608-2, Needle-based injection systems for medical use -
Requirements and test methods — Part 2: Needles '

. ISO_11608—4, Pen—injectors for medical use - Part 4: Requiremenfs
and test methods for electronic and electromechanical pen—-injectors

« ISO 11608-5, Needle—based injection systems for medical use -
Requirements and test methods — Part 5: Automated functions

- JIS Q 13485, EFMB-RE~X VAL MRAT A—HHBEHNORDO -

EREE | |

+ ISO 13485, Medical devices — Quality management systems —

Requirements for regulatory purposes

- 150 14253-1, Geometrical product specifications (GPS) —Inspeétion by

measurement of workpieces and measuring equipment —  Part



1:Decision rules for proving conformity or nonconformity with
specifications '

- JIS B 0641-1, B DOEATEHEATHR GPS) —R&M K OMERERBEORIEIC &
LEE—H 1 B ARSI G HEREE

< JIS T 14971, EFMR—V A7 <X VA DEFER~OHA ,

. IS0 14971, Medical devices — Application of risk management to
medical devices ' . /
» ISO/IEC Guide 98-3, Uncertainty of measurement—Part 3: Guide to the
expression of uncertalnty in measurement (GUM 1995)
S TS 7 0033, BIEICIIT BRSNS OREDOH A K ‘
- JIS C 60066-2-6, FEERBIE B - BT —H 26 4 Eﬁi&ﬂﬁ%eﬁ
Bl (REREEE : Fo) N

« IEC 60068-2-6, Environmental testing—Part 2-6: Tests—Test Fc :
Vibration (sinusoidal) ' .

- JIS C 60068-2-30, BELARBRLIE—BR - BT — % 2-30 3 WEEY A

oA (12 + 12 BV 2 0) REBOFEE (RERSEE :Db)

« IEC 60068-2-30, Environmental testing-—~Part 2-30: Tests—Test Db:Damp
heat, cyclic (12 h + 12 h cyele)

- JIS T 0601-1, EHESMMEE—F 1 3 E%fcéﬁwgz:ﬁﬁ%&:%éﬁé '
—HRESREFEH ' |

- JIS T 0601-1-2, ERESHLS— % 1—2 # zxé Eﬁ?‘éfﬁﬁlﬂ%ﬁ?%
TH — BT ST i — ESREEKURR :

« IEC 60601-1-2, Medical electrical equ1pment-—-Part 1-2: General

- requirements for basic safety and essential performance —

" Collateral Standard: Electromagnetlc disturbances —-Requ1remente
and tests

» JEC 62366{ Medical devices—-Application of usability engineering to
medical devices |



B 2
Y A AT BES AR 1 5 B BB IR

Z DRROBF DWW T, HEE 2 £020 238 1 HOBRFICLVEE
FHRENEREED CHET S BETHERERO S B, AIRE10TICH
ETH 1. AU UERATOHEBBLIKT 4 V5] RO T2, ~_Y
fE BRI A TN RIS OREOHAIE L TED I LD ThS,

1. BESHERSSOEEREORHRES

WESEBEH T OV TR 2.~ ) SR AT AR Mg 7 + A&
RO AEREEERATOBARER] &5,
2. EEOBEIELUTHEREE
(1) s | o -

ERBIERE 1 O—ICHRET B TAAY UER AT OIFEREmIE 7 « V& |
B [~RY A AEEEA AT O ARIAS 1, EER, ERRen
RE, AOMRORSMEORRSICHET AERE B S ENLE THE T
OHREC LV EERBRENEET I BESHEERLRE, SHERSERD
—REFRIE (ERR 16 EE AL ETRE 298 &) BIERE 15 121 RV
5 72T BICHRET 2~ VEBALUDBER ALK T 1V F ROASAY
FREEFEAA T OMARESRE TS, 7L, 6 BRZELTERINS
ZANE B UHERERICEZAENR D~ TN TIE, AW
KR (PR 15 FEEFBEERE 210 5) CES RERUREN
DR BB ERPRECEETEL O ThH- T, ABRSBIER SN
TWAHDER—DLDIZRD, T, BAREREROATEIZBNT,
FEEEBRESE OUT MF 21 5,) B2E3BLTWAEEIT. REME
P70 BEEERICOWT, BEEEOE L, MR FIBICET 3 IF 2835 & 085
EDELERLTESLDILRS,

(2) BEfFME & ORSHZ T~ & REFHEE & € 0E

SRR NEEEE % BEES & ORERTEZIT5 = &, 2OBITHE,
BRI SNBHES ((3) EREHEERET0IC3 RS
BE-EEER) PRAVBIL,

O hEREs |
Y UHERATLIGE AR 4 b F XiE~)) A FEEER A



T ORISR R AR A TV B EBIE ST, ML & 5 BHE~E S e,
MR CBEMROBEE (BT TXEAXITT 4 7) BFET 5.

@ AiEzh=E . : ' ,
~AY UERAT DRI B 7 « VFicBi 5, RFERETHHE
*%ﬂﬁ?éo : '

@ HiE
AA)/@%AIUM@%%@@74»&XiAAJ/ﬁ%ﬂ@ﬁmA

| TR BREEERAA T O BEBIC OV T, At R OE S FER T

%6&5&%%&6Eﬁ%@?%5:e%ﬁﬁ?50'

@ FHBEiE
Y AN T BB L7 ¢ 18 B O ) AN
T ORIV T, KHDMEIE (L SN SRR RONER Y)
EFET 5.

& ~NYra—F.4r7
'Aﬂ)/:w7#/&#ﬁ@hﬁbh(wé Y R UG B, B3
LROH@QFORBRERIZBVT, _%’LBUDIEE TEHmCTE 5% élfi%
ﬁ%?ék&%k.AAJ/3~74/7#ﬁ@KﬁbﬂTwé BB
?6

(S)EKE#%E%ﬁtTt BRI —E
RAHKE~DOEAIE L, EREGEEBIZEATEC & 2BHET LB
BIATRERHREZERIUTO LR Th Y., EAE4EE~DESFRTER
. IS ORBOERFHEICERST AL ERTIE, T TRHDOR
BE~OBEAPER CTERVIBAIL, BWEEHBT HLDIERT 208
HEQRYER SRR E~DOBEAERTZ & T, Eiﬁ#ﬁﬁm@ﬁA
ERTILELTE S,

@ E%ﬁﬁﬁ@%iﬁ
- JIS T 3232, ALDMERABMLE 10 &
+ ISO 15675, Cardi'ovaécular implants and artificial organs =
Cardiopulmonary bypass sYstems—Arterial blood line filters

@ o



- JIS T 09931, EFHEROEMPNGIME—H 1 . URZ X IA L b
7 o AT B MR URER | |

« ISO 10993-1, Biological evaluation of medical devices—Part 1 :

Evaluation and testing‘within a risk management process

« ISO 10993-11, Biological evaluation of medical devices — Part

11:Tests for—systeﬁic toxicity‘ |

+ JIS Q 13485, [EHUHESR—RE VX UA Y hY AT A—HH BRODH O
TR HEIE - |

« ISO 13485, Medical devices — Qudlity management systems —

Requ1rements for regulatory purposes

< JIS T 14971, [EpeHsas— Jzﬁvxv%/bwﬁﬁ%ﬁ«®ﬁm

-« IS0 14971, Medical devices — Application of risk management to

medical devices



