HEIIE 07308 7E
TRL2 2 7TA30H

BEEFRMEZER (B & B

JELAE 55 4y B 3K fe SRl A

MP&WT‘ﬁﬁém'

iﬂﬁﬁWTﬂL/Wrfﬂ%’??%zd:ObVC

[ B ) AR B R S &‘-’;&L?ﬂ‘{ﬂ CEEREMC T, ERE D 7HE2 1 6§ (RIPE 3
HEIE 02 1600 1515 4 550 0 12 348 e 0 J3) 50 15 8 ot bwhfﬁ&“%.rgr.iﬂﬁﬁ~baLJ1u T (5 B 25
0 U I S A AR LB L ﬂ”*ﬁﬂHHHYﬁwTj&;hﬁuunﬁpg(%f:g“}yﬁw

i, ARV FH 2 O ARGR R (S BR U IR S RO PR 00 B B L R OV A o0 it
bz BT 5= Mo O LB OEETAF GAUEEYELDELEOT, FRgEsy
Bk IR Moo TRBLTH LD, FE TR G U Ra 807 S & ol

SLET, R

PR ARV E. U A F W T A R L AL T B A P B E SRR R A e B
HA@M%mWXdﬁﬁﬁhkawmm%-iVDI%??k\mHL ?xmrw?
i S kol ﬁk&0&$&ﬁ%%mﬂwwn AR T D L AR LRk

':J.“ o

3V

W
. rf3174’l~/f4'/f 1. fﬂnﬁfﬁa%ilﬁit,ﬁﬁffﬁ‘*< 3 *IU)fThkOJAb {le(}ﬂ?f‘0 L
AL B = o, HLTE T 75 MR IR 1 R T N S C £ BEATTE [ 4 4
T RO T ATk,
2.*%*34%/4/ . HEmREA D AEVEEIGI R RS & REOE 2 FloonTH
Lt%WT%D w#wﬂ+&m®ﬁ%wLwLTMH%ﬁénxﬂﬁénéﬂﬁ%

DTHHI &,



FERBERE VBETAFT4 v (8

# A& A
FREEHA FTFA o OBRAEEL. EFEE RS SENCE TEETOREILY | BEEHD
KERET»EEEBRERERE, FEEREBRRU— Mﬁﬁwﬁ{immﬁfi%Mﬁ N2
298 B) BIRE 1 DLUTORED 5D, 2. BT A FoO A4 2.V WESTHERIERT 2,
#5908  EABEERCY (MDN =—T : 32854003) '

2. il J{HJ’M I
ﬁmm@_ﬁéﬁéﬁﬁwﬁhowfi%ﬂlhwﬂhﬁﬁ%ﬁ%%74/%%%kLTJM

T Ak, FHEEE O—EEEIET BB CMOFE A BV A BRI, TOoREEERAT S T
E, - _
KHA KT A 2 CrL. T mmofﬁ]b\i’atﬁﬁﬁl TEEERET S b0 TR AVA KT
A THIRT DB E fﬂ%)lii%nULODkf‘+%’¥ FRHOCHMMETRI D LRELEL RN
b, FOBAE, FRLTREBSOREEARETL L :

7k REERIC R T D E AR ““’C&;of L\um,: \VE “J‘héf:ﬁ‘d‘ﬁ‘é? L b U Ol A
FAAEE. & B EE, SRR, BLUEF EOVWTRACETRED H 5 BA IR 2088l
EREML AT, BE, AR UCESEOMGICE LB e RNT s b,

3. FARBLEA~OBEE
B 2 (AR B B "“4’3_7“:: o 7 Y R ST R B~ l. BHERAT L T &,

4. Q&A :
RIHE 3 ”ﬂ&ﬁﬁ:fi/f }‘ G4 EH }“ﬂ {/ﬁ_ AGRREFFICET S Q&A éf“]w"j—



EWNBIER Y BRI A KT A v

1. %!)ﬂﬁ%
m&mm K74 /@i?"ﬁ@ﬁ%}l IrEE (LT ff%&%’ﬂéj Eva,) EBIRET S,

&5,
1.1
1.1

1.1.2

1.2
1.2.1

- 1.2.2
123

1.3

1.3.1
132

133

1.3.4

1.3.5
1.3.6

137
13.8
1.3.9

1.3.10
1.3.11

13.12

1.3.13
13.14
13.15
1.3.16
1.3.17

%|ﬁj@"éiﬁ*§¥%ﬁﬂ:'ﬂ®ﬁ%%k H%MML@%A WK SUIS E OB E a:{'ﬁﬁﬁ'é“ ZERT

WEFH %*%‘Iﬁ
IS0 6892 Metalhc matcrzals Tensile testing at ambient temperature

JIS 22241, &BIVELISERER Sk

EMERNEEE
FRL1SE2 A 13 AfY wi%%%é% 0213001 ?—J;—i%‘i@]é Y&F’J%ﬁm%ﬁﬁ )E!J ERm
AORE @A) ESITHER A FNESERBOEARINE 2 FICONT] |
JIST 0993-1, [EMEHEEOAMEROTHN-2 1 5 SR URER

ISO 10993-1~18, Biological evaluation of medical devices—pértl-%fi

B | o

ISO 5832-1, Implants for surgery - Metallic materials - Part 1 : Wrought stainless steel.

ISO 3832-2, Implants for surgery - Metallic matetials - Part 2 : Unalloyed titanium.

ISO 5832- 3, Tmplants for surgery - Metalhc material$ - Part 3 : Wrought titanium 6-aluminium
4-vapnadium alloy 7 : : : :

IS0 5832-11, Implants for surgery Metalhc materzals Part 11 Wrought fitanium 6- alummtum
7-niobium alloy. ‘ ‘

ISO 7153-1, Surgical instruments -- Metallic materials - Part i: Stamless steel -

ASTM F67, Standard Specification for Unalloyed Titanium for Surgical Implant Appllcatxons(UN‘S
R50250, UNS R50400, UNS R50550; UNS R50700) .

ASTM 136, St&ndard Spec;ﬁcaﬂon for Wrought Titanjum- 6 Aiummum 4 Vanadium ELI (thra Low

. Interst;tial) Alloy for Surgscai Implant Apphcatlons (UNS R56401)

AS’I‘M F138, Standard Specification for Wrought 18 Chromium-14 Nickel-2.5 Molybdenum
Stainless Steel Bar and Wire for Surgical Implants (UNS 83}673) ‘
ASTM F1472, Standard Specification for Wrought Titanium: -6Aluminum —'4Vanadiurn.AHoy'fo'r :
Surgical Implant Applications (UNS R56400) ' o
JIS G 4303, AT LA

JIS G 4308, AT L ASRGAF

JIS G4309, A7 L A

JIS G 4314, FhHART v A Gk

JIS G 4315, WHEEAAT LV AR

NS H 4670, F4 v RUFF o Ak—#

JIS T 7401-1, %ﬂﬂ%#/ﬁ-;/kﬂﬂ%&/ﬁﬂ%lﬂﬁ Fa )

JST 74012, ARBA 75 FRAFH SRS % QR FH L 6T INIET N 4P
AR



1.4
Lm

142
143

2.1

2.2

1318 JIST7403-1, SMBHA 75 b SEAGE 18 272 L AW

g , | | ‘ :
ﬂﬁwﬁ%ﬁ3oHﬁﬁ%ﬁwﬁ%%ammnvFi%%éL%ﬁm%Wﬁha ﬁ%ﬂﬁf_
&ELHf%ﬁ&&m&m&Oﬁh%@ﬁ&ww%%&E¢5&ﬁwmﬁmWOE%m &
ﬁ%ﬁ%mﬁﬁﬁﬁﬁﬁmﬁﬁﬁmeM®ﬁ)u% ﬁﬂ&omwm%m&oﬂ%how
TJ%4%%4ﬁ%ﬂ)T“/a/%@
Jﬁwﬁﬂﬁ3iHHH@%%%%Bvﬁi%@é&ﬁ%ﬁ%ﬁﬁmﬁﬁﬁL%Fiﬁv/
ﬁ#%%bﬂxﬁ%kkw5%%%xﬁﬁwﬁﬁﬁwﬁﬁwkowfj

ISO 10993-7, Biological evaiuation of medical devices -~ Part 7: Ethylene oxide sterilization residuals
@&m%4r74/r%w6n&%%®ﬁ£m %?@ @T%é
WW@E%E/

AABITE O3 0 S, xm@&u&%m&%w%%%mgﬁfatm%nmwéﬁ
RIS %moo | | o |

3. FEREG, X E

&

4w

CEHOBEROED, BIEBOYE. B ﬁ%ﬁ%ﬁb(ﬁ%ﬁ®ﬁﬁxm SRR D T

Awﬂkéﬂ

B AA K5 4 2 QBB RERI AT 50T, BUF O A Il CBHET o 7o
12 L. B DRI S > TSR T 3B AV, BT SRR R T2 L OB
ROEMEEMTELLOLT S,

"4

4.2

4.3

W, (CERNERE
TR USRI 22 AL, MBEERIRI MRS, (LRI T
%ﬁﬁéoitv%%m\k%%%?u%%%ﬁx%%LI&% BHEIE, EOIRE

| BRI OV CRHET B,

728, BABROENERER L~ R snrwéﬁMH@ﬁﬁluxfo Bz 1

%ﬁé%fw&wﬁﬁﬁf%of%%ﬁ %ﬁ&ﬂﬂ%%éw? EHEYBIR LICR

SNIRMEHE AEOR O L 52 ENTE S,

RN A
%&w%&ﬂ13&ﬁﬁpkﬁﬁﬁwumzﬁ@$ @é@%ﬁ%ﬁﬁﬂﬁﬁk%riﬁ.
BaLE (A &R z%&ﬁ%%ﬁgé%ﬁﬁngm&%xﬁLowfj%%%_
K“%TW%4XﬁBOMMBIkﬁ%LT#ﬁ75 A I @%W@E%tx«@
AR SO0 D FAPBHE RIS | ITRT, |

B aye ek
UTwﬁBLwaﬁﬁ¢é
%Wﬁﬁ%h/@‘wiﬁh%oféﬁﬁé ook R %k%%ﬂ@%mﬁ% THY



mmeT%éi W%#éﬁm@H%Tﬁ &Tﬁﬁ@%ﬁ%é%f% Ho&T5,
T8 B O SRAIL ﬂ%%mwkﬁo% FHRTERICRE L EE W, USIEOHA
‘%u»%%#é%ﬂfﬁ%étﬂ%Mi@%Ah@@kﬁf0ﬁk\ﬁﬁﬁﬁ&owme
FRICBES NS bO TR, ' ‘
%ﬁﬁﬁﬁ ﬁﬁf%&k@ﬁ%x#iﬂ%%m%hﬁowf &%ié e
| %@mm@y%@%&%¢5°

¢m‘%%ﬁ§ﬁ& | | o , . .
BIEE RIS DV T, 18O 6802 XU IS 22241 (L HE LU IBRMERBF LT, BIRREZA
ELT. TOEOREMELTHET S B

432 WERTEER o L
L OHESMIOVT, BEOBREIC R AR 2L BRT D LERH SHEIL. B
‘@ﬁﬁ%%EMLT\%@%%@%%ﬁ%ﬂ%féo ‘

¢m.%m%%
4.3.1 ;6%%_mzf@@@%@%ﬂ@%ﬁ%ﬁé@%ﬁﬁféy%m&é%ﬂh
' B‘ﬁ%ﬁﬂu@'{é L.

5. WA ~DEREE ] o
BEHL T SNHHAL. UTOFEERETbOL T,

51 fEEE , S |
' R IR (SAL) 10° #B&RT 5,

52  RBE=FLUAFA R : . .
D LU AR A RN B TR AW ORI 1SO 10993-7 K HUE S
BAZB2RVbOET 5, o, TR 104 3 A 31 BT ERES 353 BEAHHEER
ZEFEECHREED (CF LAY A Y AR 2BE ABEOREMBOR
BNCOWT) bBELTELOLT S, - | |

53 A

531 —kEsE S | "
— IR BIEEVT, e CABUBERDC  E— AR ETERBENNRL, WEBOBAY
BT AL ERTE. Z%D1%%%%&@%%@&%&%@@K%%?%é%@t%én
532 Cpadk | , - |
U, AR OBURY, BHEUIRE IR R O KB EICRETE b0
L5,

6. RAFHROBEREIH
61 R
iw&w%ﬂﬂ31Hﬁﬁiﬁ%%%%mmws%Fé%@é%%ﬁm%%%%% REBERE
- %&Ehﬁr&mﬁ%&k%ﬁ7E%m#@ﬁ?@@ﬁWwOPTJ&U¥&2M§lﬂ%



- 6.2

R EEBOR IR 0328003 BELFHE EHRRERERN (BB 0 \—a— R
ROERLZDWT ] IZESNTERTE, ‘ . ‘ '

it \

L 17483 A 10 B AT EATRE 0310003 BEA WA EASDEERLLBHERD (K
AR OB CEORRERIC >V T ER 1743 A 10 AT ERZEHE 0310001 BEL
HEEERERREEMNEEERS [EEEBORN CEORHEREIC >V ) RO 17
3 A 10 BT EERRE 0310004 BEESHEEELSBEEN IR0 EREED

AT O EORBRMIEEC D C ICES S R L IR O MR R 5,



HRE (%)
BEH

- (JER ﬁ%ﬂ%@%&k%#@ﬁ%
1SO 14630, Non-active surglcal 1mpiants General reqmrements

ISO 14602, Non—actwe surgical implants for Osteosynthesis - Particular requirements

(g %%k%ﬁ@ﬁﬁﬁ&@ﬁ%ﬁ)
ASTM F366, - Standard Specifi cation for Fixation Pins or W]res ‘
ASTM F382, Standard Spec;ﬁcatton and Test Methods for Metallic Bone Plates
ASTM F543, Standard Specification and Test Methods for Metallic Medical Bone Screws.
ASTM F1541, Standard Specification and Test Methads for External SkeletaE Fxxataon Devices
ASTM E8, Test Methods Tension of Metallic Materials ' '
ASTM E8M, Test Methods Tension of Metallic Materials
NIST 0312, SRBBEHEE Ol RE %
© JIST 0313, &BEEEAH MO R TR
- JIS Z2248, &BETEHHIT BRI
?WXWMOE8HHH%@%%%wwmlvi&%@éﬁ%ﬁmﬁﬁﬁmﬂ&ﬁﬁﬁﬁﬁ
“‘ﬁﬁﬁﬁﬁgﬁf%%%/?7/F%%@ﬁﬁ@mk%&%ﬁ?mﬁ%K%%@%%m@h
BB WRHO BRI DV T |

(W) .
1SO 11135 Medical devices- Vaildatlon and rout control of ethylene 0x1de sterilization

. ISO 11137 Stenhz,atlon of health care products - Radiation
1ISO 10993- 7, Biological evaluation of medical devices - Part 7: Ethylene ox:de sterilization resaduai
ISO 14160, Sterilization of single-use medical devices incorporating materials of animal Ongm\ -
Validation and routine control of sterilization by liquid chemical sfer\i]ants '

ISO 11607, Packaging for terminally stenhzed medical devices. - ‘
AAMUFDS-1 TIR27, Sterilization of heaith care products Rad1at10n sterilization - Subs‘{antaatton of
25 kGy asa sterilization dose - Method VD max . ‘ .

+ - AAMI TIR 33, Sterilization of health care products-Radiation - Substantlauon of a selected sterilization
dose ~ Method VD max - __
Tﬁ9$3ﬁﬂﬂ{H%%%&wf&%@é@%%ﬁﬁ%&% ﬁfﬁﬁﬁﬁwﬁ%ﬁﬁ%
DB R E OIRIM B3 % BTV T | |
AL 196 6 A 12 R4 T IEAHESES 0612005 BJE &%@%&%ﬁ%%ﬁ%@@%&ﬁ%%ﬁﬁ‘
:mﬂﬁﬁL%fﬁﬁﬁﬁwﬁ%%w%@ﬁ%ﬁ% % FE OFRBLZBE 45 IOV T Y
q%kw¢63¥2Hﬁﬁﬁﬁwﬁﬁ%%DWS%VE%Qﬁ@ﬁﬁmﬁyﬁW% ﬁ%%%&
ﬁ@ﬁfE%%ﬁ@ﬁ%%ﬁ%”)T*Va/ﬁJ%74/@ﬁﬂwwﬁwfj

(SREEEE).
IS0 13485, Medical devices - Quality management systems Reqmrements for reguiatory purposes
1%2%@?@%@éAﬁxwﬁFﬁﬁ%ﬁ&o%ﬂ%ﬁ%5£m@% BEROCREEED
 BECETOES ' |
H&Hﬁﬂ;Eﬁ%%—§%¢7$9ﬂyb®@%%%m®ﬁﬁ

/



B 1

AEREEA T & UCHE SR S s B AE ()

TRk 21 46 8 BETE, (0 ANRERS & N7z A EHERE)

b7 FEATEHRAR
FH - NISH 4670, FEVRUFZ o Ha—#H |
+ IS0 5832-2, Implants for surgery - Metallic materials - Part 2 : Unalloyed titanium.
+ ASTM F 67, Standard Specification for Unalloyed Titanium for Surgical Implant
Applications(UNS R50250, UNS R50400, UNS R50550, UNS R50700)
F & - 1SO 5832-3, Implants for'surgery - Metallic materials - Part 3 © Wrought titanium
6-aluminium 4-vanadium alloy. '
- 18O 5832-11, Implants for surgery - Metallic materials - Part 1 :. Wrought titanium
6-aluminium 7-niobium alloy. ' _
-1 - ASTM F136, Standard Specification for Wrought Titanium-6 Aluminum-4 Vanadium
ELI (Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)
*ASTM F1472, Standard Specification for Wrought Titanium -6Aluminum -4 Vanadium |
Alloy for Surgical {mplant Applications (UNS R56400) ‘
HEAE NS G 4303, ATV L AHME

- JISG 4308, AT L AGREM

4m0@w,x%yvxmﬁ

qu@m[@%EﬁmZ%sz%ﬁ

NSG4314, ERAAT > L AR

- ISO 5832-1, Implaats for surgéry - Metallic materials - Part 1 -, Wﬁ)ught stainless
steel. ' '

+ ISO 7153-1, Surgical instruments -- Metallic materials -- Part 1: Stainless steel

- ASTM F138, Standard Specification for Wrought 18 Chromium-14 Nickel-2.5
‘Molybdenum Stainless Steel Bar and Wire for Surgical Implants (UNS 531673)




)

%ﬁ%ﬁﬁAﬁ?mxﬁ)XF(ﬁﬁﬁ %E/%ﬁﬁ4b74/)

oz — AR - |
%ﬁ%@_‘ | éﬁﬁig. RO WEXBOME
e B - | | ‘
%1% EMSE ESHIOLOICERE | Em ax&ag@ THERNE | R R O IR B

| EFESSOESMRRHR LTl b
VY ERMEOERESER SN DSE, Mg
Ejijh%% “'w%{r"i%( gt \T@ﬁ?"ﬁ‘%’)f‘
ﬁ&mFgénémﬁm_&é&%wén
-é&ok%ﬁé%mﬁbﬁfniﬁgﬁ

-a®%@b%%5%ﬁ%% SA-EOIEFFIT
BEVN, RO U g b
I | |
— BERNIETRLELEELSNL
BRENERFERVTRLESE
ERCER Y S AEREETET S 2

HHCFEATRIRE IR BB D L,
= ETEIES < ERMEOBREEIT o
AT T DI 2l ) L DR B
(s aate,) WX, TR
ZEEVERTOIE,

vy, TOESITHBVT, %L_ﬁﬁ)u%%%@i

o : ,
- ﬁ%u;@ﬂﬁéﬂtﬁ@%%ﬁﬁl
B ESRH RIS E BT, 478

0 TR ES AREORERTo |

| vBzears,

NBHIEBEIL SHTOEbOER |- NEBEECEAET AL L | ROBEEERSETEED
LITFREC.) i, YFERSSROERShL | i | BT 5B (TR 164 |
ERSERUSRRICIR ., E7o, SIS | BB S 160 B)

U, B O L. ONCEE S
RO E I - ERS A EREC L > |

TEEER SRIHE BT, BED o |

BRERRIER R TR b & 5. R RO SRR ST Y | JIST 14971 TERRIEEE—Y =
%&U%:%(ﬁﬁ%%@&m;%taf Ay EEBEE - FENT | 7 =X YA L OERHEE~
HBZEOESRBICEELRIT d VB EERT, OO ‘

[R5,) DEEERELET T am@m; 1

5. WORER OB RET BRERIEOR

ER, TOERMC Lo TEFOBLNDE

Pt UCEFE TR DRI S D . &

AHEAERE R O 2 ORRINE§E 2 X D1

ﬁﬁ&f)@éﬁ SEFVTWEGTIEE BRLy,

(VRI=ZR A} _ _ _
E2sk ﬁﬁﬁﬁwﬁﬁ&U@LuﬁﬁﬂLﬁﬁ% B S NI RE S TY | JIST 14971 (ERRHEE—Y %
RIS B (T (SR 25 GO B SN T | 7 w2 VAV FOEFISE~
CEE BV L BEHORBIRCI LT | O




Tkl BT AR AT L,

(EFHEEROMRER UNEaE)
34 [ERET RSRREESOER

g

FURIEE 2 A8 555 X

BRI T DM A S R 2

TAYEREA IR T & RS b, ER N-BMICEAT D2 L% | ROBGERR CMEEED
sl LT OMREE IETE 5 1 OB T, EHE BT BES (TR 16 4
SR OB S R ISR BT, BASBEHE 169 8) |
(B DH) :
BAG WEREREEIRE L Erss | EA EREEAAETHIRME @%&%&U@%%%ﬁgﬁ_
DRLE S OTIHPNT IS\ T SRR ' hi-BRICESTAZ L% | ROMEEERUEEEHED |
SRS R S OIS T, EE | BB AES (k16 4
OFEFREETICB VTR L 5 DAFMES AR 555 169 5)
i, o, BEEIRFEREEEORRTIE T ~ R '
EENRSF RN A, ERUSORSE BN AN HEICTE ST Y | JIST 140710 TERRIEEE—Y =

ROMERE, BEUMEREE LB

AL BN EE - T ST

& 3 /;4 N bmuﬁ%ﬁ«\

‘ HEORERCESE BT HERERY S | VAIEERT, DA
ZBBEICHLEC LA ERBYET 5L
DTHLTITR BV,
AR RES) - L :
BSoe [EEEST. REBCREEEOET | EA BLRIEH %"e: THORME | ERERL ORI BUTRESR
B ONEBICHE - T GelF O T CRER URE NEEBCBEATAZ LR | GOMEEHEROEEER.
B, oM EIUEEREECER SR wY, FHE AT AR S (EhE 164
PR AT, F O R UMREIME T JE A 160 B)
LAk D e, BERUEIREN T . ' _
Hiudie by, R AN IBIRICHE o T Y | JIST 14971 TEFR#ER—1 R

2 E RN - R AT
WAHI k‘%i*ﬁ%*é:_

T A S OEFEAR~
D)

(EFTREEOFIME)
Fosk EFHESOBRRENIAMMEL &
99 BFEEE LD bOTRTIWER
SYAUAN

ol

(BRI 5725

PSS AN {@E‘?ﬂi%,

*ﬁ:nﬂ@-éo

‘—-\ Wh

HEART-HA RIAL D8
Y AEBIEES LTS
T LR,

JIST 14971 TEFEHEEE—U &
FRRIAY h DE TS~
DA |

{ZIS?‘\EIE;EJEF} E AR 4
RS2 .
4. BEA~OEREIR




ETE BHRONSEREE

(EFEHERR D LR ESE)

T4 RS, ﬁuﬁ@%ﬁ#—%ﬁﬁ%fﬁé‘ &3
e BB BRI OO T SES .
&:@%‘"ﬁ"’ L.:]%H' z)%ﬁ%«-’)if A E /b":JL:A

Ew‘ﬁ( STV B 700,

bife kT, +&UﬁLénrwawn'
i b7, ‘ - . ‘ ) o -
- *IMU*“I}?J% i A ENICRREITHESTY | JIST 14971 TERHMRS—Y X
AL EENEE BESNT | 7 w3V A b OEFE~
VBT LT, O |
T ERRRR S AR fRAEER. MO, AR | %ﬁé%tﬁ%F?%ywrWW@E%t/&ﬁE@ﬁ%
iRk OROEEYE | BN AERICEATAL | KA
' LERT, |42 sy %KA@
T OEE. ERROWESEE il BEmEANGENA FFAL D Wﬁﬁm%t/ﬁﬁﬂMﬁJ
| MY AEBCEET DL | I o
LR, : 4.3 HmahEeat:

2 EFHEERI, TOWMRBMICGC] M| R RN ENTIBHITHESTY | JIS T 14971 TERRER—) X
EFMRONS. RERUIRICEDSE | R EBAEE- TSN | =R DA FOBEFHEA~ |
BOUEEIH L TERDERUEEDE WA EERT, DA '

(AT VRS 20 d,) BRIET | o ;
FERRE R B BRI X B 5 5 CEREr, B0 ‘ﬁéﬂtﬁ4wﬁ4y®,¢W@mﬁt/ﬁwamﬁ4
ROESESN TR 5T, 27, VN TAERIEATAD | FIA
SRR ST S S, HERRRER LR, 5, ﬁﬁgmm@§X%ﬁ
R ORI OO TEE S DR T :
| Tﬁmi;:%ttb\ ‘ .
3 EREEL x_awﬂf%ﬂ,ﬁ@qﬂ‘c% it RS NIRHEICHESTY | JIST 149710 TEESRHERE— %
EAEEER & R R SN D EREEL 1 AV EENEE EEENT | 7R PR > b OERSE~
HXEHREERCHRTES L IR VBT LR, | o) '
RUBSES N QR R B, Ei, | /
@%%%@%ﬁﬁ@%mwﬁﬁfﬁ6ﬁ :
AT G T E%mn@?% 7l ﬁ;ﬁﬁﬁ E%mu@&"fi‘%—%ﬁ%@ L?’L*g% }
&&o%@¢5£@ BE LT BTN,
EMFRETHY . FORBIR > THILE |
FRSBROMREIER SNA L), BRIRUY
Bk QRIS R B, ' N

4 EREESHIYRENELEREL | FER | EREEEETHHETI

TEH L, YRR TRV OGS 205,

A EEER u—nx% L. 7A»D, 'S*Eﬁ% :

DHERE R RN B BT AKICIER A R

RS, MMWEOESE, BERUE

ThiiE, MPERMESOER BNICREL

L, MRS iruudia brzny, : : \

5 EFHET. MERFEEER DEH L | ER P X TR C?&of U JIS T 14971 [EFRHEER—Y 2
R W E S RIE TR B ERAY I Ry B B ESNT | 7wV AL FOERBE~
EATRRELIRY |, IR T 5 5 8t WA EEFT D] -




| 6 MEREN. AERICIITIRELIRY |
HEEFESERMOCORAL T 5

FBEECHRL LT, @R h2HmOmE

AE DERFHEE~EAT B EREX LT
DEFHIENLBHTA I LD L RBE
TAEBEE, WO CR B X 553
B USSE SO R B0,

R

AN SR TY
2o ERMEHE- AT
E"\é\—&%/ﬁo

'JIS T 14971

(Ema—y %
«%/ﬂ/%@&ﬁ%ﬁ“
DR |

BEE RO

HR&%
TR, B, EEERUESE (B
FROME I &7z » CEEFIT R i
DI B AHEIIRD,) T 58
Q@ﬁ@%mhéﬁé b Ofat
. GEAICETIRARY . Bk
TR L9,
FHEFLTVWRRITUE R B,

ERIEEE (N AR RS OB |

WDOEFEER LT

%’52“?@% %:’511"*"%“{) R

~ EHREAEBITTRI L, A R R USSR
o NI RECEAT AT R | AOMSTREEOSESED
T, KB DR s (Tl 16
FRALBEDE 169 5).
TOSEIR U, ERTROEREEE S | R WA B LT8R Gl
DRI R BRI N, |
FIRTRSRIR Y . EIIEET B D -
= REISL, B EREROEE | EH EREE 2 OET RS | EFER OB BIRRERE
FIC L DR VIR~ EY | nt%@KﬁAﬁéhk% BOBEEH L CREERD
BREREIET A, ‘ SR BRI AHS (WL 16 4E
: : _ ' | EAEREESE 169 B)
2 [EFSECEYBEONENRHIAE | TEA A RO B b R
TV BEE, EERAFE, PF—RU ” FEL AR IR,
AR, AR éﬂfwéT :
L, e PERR UNHETEIEC &
@&m@#&ﬁ%@%\@@mmo@@ﬁ
FETER U Ui sy, .
3 [ESRERICESAEN Y Mk | TEE JEb b sl SR

AR, AR OwWE CUF BEr MRkl
%ic%'j Eind) i, Mk FHRskeEE

LEOER BHTIES CTRESMICEHE
CEE S N7 B DR S AR U
72570, BUSHRFREE S, JEL bl
S RET Lo RERIC 5

A EEL, e MRS O,

B, BB OB NI B TR DR S
AR L, DD, U4 NREOHMDRGY
PEREOSHE DR D, FEMIERSNT
WAFEEZRWT, SERERRORNET
BIZBWTEN D OBEIREELE
5z khi@ﬁﬁ%%%%bﬁﬁﬂﬁ
2oV

BT AN,




4 [EFHSRRCMAATNCE bEkod
B AR UME T Te iskEses)
SN, L EYIRAFEESBAFSN
Feb O TR bRy, BUEIRTEEE
FiE, P33t aSEOHEOER,
b MRIEEREE OO, R, BEBRUER
BB TREOESESHRL, 2
DL T o e ARE OB ERR RS ED
T, FRERRER SN TV D HEE Y
T, YHERROMETRIBOCER
BOBRENITERCERY) . DRMEETE
R LRI, -

TE

E hESEORE B A
A INTAER T,

5 HRiis ROk b B T L AR
U EREERT. SR USSR
FEIT &) RSN & TSR UR
BB MR MR TR B AR 2 A
HRORIEAHERSCE B L OB, BIER
CEEESNTORITIUZR LR,

KR TR R RE

1 BRI,

6. BRI CHIfT S DIERRT. B

BB RERETH HBENEEND KR
HRUMEE SN e by, MEE
FRRROBIRLE 2 FIBC > T,

| DOBERSUIBREA R SNROIRY | BORE

NS TERTH Y, RS ESICL
S TIERENTZBER RGO TT
 EERRIESEEE SN, Ao, BERNTEE
| RECH B LS IENTRITRIERBAR,

BA (R
ERAEE YT
BIFE}

TSN RO T 5
EEAICEAT B L BT,

| mmasntiit ¥oA 00

AT BIERICEET B T
LT,
5

SEEER USRI R U > |
HAERRHED & UWIET
BEROBTICH D E5E, [E
RS OMEEER URE
BB (GMP,/QMS) 12455
BERUEROGIER VU

| ENT B 4 B 4 B

§ Tt a L HEHE GRATER
% 0330001 B Rk 1743 B
30 R)

@W@ﬁ%ﬁk&ﬁﬂ%ﬁ%
KoAv
5. WEIG~OEREE

T RE SR AR 5B

T ERFR UICERRR . SRR
S ERTOWARYIAR TR K 0 B A
Bl7e S8 A R AR RIS T 5 /o h DALEN
fFhoivic FTEbES N, BEIDS U THE
STyt

TR
B
BIEE)

B ERBOEE TS
HRICHEET LI L BT,

BIERIAA BT A D
FHUTLSHBAIHESTOT
L ERT,

B R UL B O 3

A SEBEED B2 SIET

DIERROBITICH D RS, €
TS OBLEEE R R
FH (GMP,/QMS) If%5
BH R UMEROH K U
OWT 5 4 SR 4 RS
U7z ERYE (AR
55 0330001 5L 17 46,3 A
30 H)

WP £ AR 1
b

5. PR~ OB RER




8 WEE SRR b s R
L EOERSNURE TR S R
iR,

W

TR H & A5 B =
NiEBCESTHAIEE
T,

LR B MRS BB R IE 5E
SOREEEBECREETED
U BT ORS (Fak 16 &

| EAREEAE 160 B)

O IERHEFMBEOAET HLERLE
DEEREL SN E OFTECHEEGESY
HERST A LOCRT IR LR, ERE
WIS A B S e A A E RS
OYEEENE. BB OfElRE R R DR
MABD L b Thidhudie bl
SOBEOEEL, BEEAELEE LIGE
b O TSR B,

WHE GER
RS
DHE)

WA (5

AT A

W Ehrhn
ERAS YA
M o%

4)

BRIEE 2 AE T oM E
NiEEBOBETDI &%
Y,

mﬂéﬂtﬁ4b74/@
éﬁéﬁﬁuﬁéﬁéw
E%%ﬁ '

EEFRHER B OMASL BRI R AE
s D BOEEE R B EED
AHETBTOES (K 164

| BAERBEGE 169 %)

PN B © R
KZ A
6. PRELEHROEREIE

10 R HECELRS, Bk USRER
DRFORIECRIESHBE, THE.
BEER T~ X o CENENDER
T%éiohb&ﬁniﬁamw

wA (P

FhARREE
BEE)

%ﬁéntﬁ4wﬁ{y®
BETAEBICEAT DI
LAY,

HHEE R & ARG A
R A
6. %“%f#i«ﬁ?&@%ﬂ‘iéﬁf}ﬁi :

@LX#i{%ﬁﬁﬁiﬁ VxR A

PN E NI IR T Y

e mrieas s (oo RS X RS BT | B (sh JIST 14971 TERRHEZE—) < | -
R A S e CERASNAEE B | RN T | A EFESHE BESNT | 7R YA L FOEREE~ |
FEEDETATOMESEDLEL RETH | DHE) WA EETRT, B
0 4 EREEE I A BRSO MERE D |
Borbian &5 o L igie o i, mﬁéﬂtﬁ4b74/® P %b/&ﬁﬁﬁﬁ%
HEPENDEE, EH LOKREET & YNTAERICEAT AL | FYA
BT DT OB IR L TR e%%io 6. RSOk
AR B, y
9% ERERICOVTL ROEEIZRE
VAR, SEEAGH RN BRI
ERERD XD ERRR R UELE S haiT
FUTTR 72 : | ,
— RS B LR O | A A SN B PESTY | JIST 149710 ERBHEE—Y =
| R EEAFHE - SN T | 7R TR L b OERHE~ |
WBZLEFRT, - oAy
= ABECTRITRE AR L OB | R SN S BICTE ST Y | JIS T 14971 TERREEE—) =
R BIE T D faE AU FENFE ST | 7R A P OER
. wé:g%%fo O )
= REORBCHEATICET 26 | GER | s n @i iEoTY | JIST 149710 SRR~ 2
HOHDEHEL WHEROCH A EOR | Ay EEPFHE- REENC | 7~ R DA S OEFHRE
R PR BT B Rl NWBI EEFRT, O]
W SR MBRE RSB AT A | A AN HBICE- T Y | JIS T 14971 TERHEEE—U X
% B | | Ry EEMSEHEEESNTC | 7R IR OERHE~
WAHZ L&Y,

iz




ORI DM

T

IS N )\ﬁaﬁ:[::,_nﬁﬁ?:eﬁﬁﬁ bEREF SRR |

1 FUER LR,

@m%mnwv& BT
Vo, ) ’

A - FFSURIRIRO T bICEE ER S L | A REDENIHEIZAE-TY | JIST 14971 fiﬁﬁéa?,mi% Z b
- AMO BRI HER S, A4 ETEASEHE - EfE X C ﬁ«ﬁ/%/bwLﬁ
LABETUT A8 ' VB I EERT, DI

& RSFSENF RS, EH | R (RS RILBRTE A B/ Ht s

 HEDBT ABAEER L i TR,

BSOS EIME T+ 2B e &
R DR e , -

2 EREERD. BHOMARUE—OLE | TR | BEERRER UE AR
CREBITISV T KRR O B RIS VT . KSR S
AR A D X O BEI R USSR T BITESETIEAD,
VNRVTRUEZR 7R vy FTRAME U 34RE .
FEMEIC R U CER Sh D BRI
T, BBLDTER A Hos TS RO

| EE LA R, ‘ -

3 EERNL. T COBEOE R | R T OERELREED L L
CEARBIITES LS IR RO X THIRCH DIEETH B,
CAUTWRITRIEE B, '

GBI S she wﬂ?&%@ o

F10%& NCHIELET SEREET. £ | PBA @E%%éﬁ#é%ﬁfm

 OFERMNBE I ERLEREE R 20,

TR H DBE. MR OER

BENCHRG L, 07 IERE, BERUE

EMAETD L5, BERURSE ST

R E A bV, IEREMEOMRRL, Bl

ﬁﬁ%%%miofﬁénﬁﬁﬂﬁ&%

o . | o

S BNRERRRD. ZOER B | B '*%iﬁ%a%ﬁf%%ﬁ

U BRSO R S | TR,
T, TR, MERUEEEZED ‘ '
:nécLo i “Jr&()\itxc ERTVARITR

e GM, BREHC BT, B, B
B EREE. FENE, ERAER U

FHERDE @iua&mmﬁ;@wm

CEREHDRTE B, _ , L Ny
3 BWAESRBOMESRER IS | FEA - | SWEE T E T o
MR ORI LTV RS, Thb TRV, ’

DEES Y I LEEMEICE) ¥ THhT }

WAEOHEIEL, RETE AT LS

L CHREE SR U e B0, .

| 4 REEE o UL /EEERRE | RER | REXRRERR
BOERED L. UHERSSROEREM | T AT,




o BB R AN T, TTRET
D R & T B A R L

Eﬁ%ﬁ@ﬁﬁ%kﬁ%éﬂé%@f&'

TR B2,

BTV

HIE IR R E
HRERTIRV,

(R 3 BB

114 EFSEE. FoFRBMACR-
T, B USET O 7= DILHEE 2K B
SROWBRET D 2 Lipd | B, A
HRUEZH OO R SEE, 2>
SEENCAERT B & D e, BLERUEE
ENCWNRITRE R B,

g

WA BT AR T
Ay,

2 BEFEOBERRIENCONT, BRE
Z OF S RO BN 5 kR
- % EER LU SN ABECEREENO
Feabin, SR A OGN IR faE
%Ebéﬁ@@TﬁRiTTﬁ®ﬁﬁ@
BB AINSLSBREENTHLEE
CRVVTRR, BEDMERIE iofﬂ@f%
A Y AEREF STV EE R B,
%%@ﬁ%ﬁm,%@féﬂﬁﬂiﬂ_&
DR SN AAENTERES RIS
5;9%%&U@ﬁénfw&%hi&
YA

R

Tkt ;ﬁ%ﬂgﬁﬁ“é%f
AN

3 EREEERS. el ul%‘%“%i@;&d’l,@
& B TR TR AR OB R AT 5
HOTHDHBERVCL, LB TR

 HHAFERRC & AR ERFT R A
WA B L OV biav

B

RS AT ’:5%%%%"(’

LAUAN

4 EREEINT, BRI LW IR
MEBRIC L ARE, EHERUE=E~0
%ﬁﬁ%%_}— BraiR Y ﬁxﬁﬁ_é 39 RREHR R
Bl X T U B0,

ANEH

fiﬁ(ﬁffﬁ%%: %%Té%f
U,

5 A AT 5 RSO R
i, B D REROWE, BER
R B, REROILE
NI R OB H OB ORI

ZoWT, B TERASTER S N T VY

AT BV,

TEH

W% %%Té%f [
AN

6 EEEROR A BEAT T S RS, HEE
ST, FOEHEMICEL LT, BET
AR, BT R U R —
ﬁﬁ(xm@%)%%%&ﬁ%WT%éi

e ROEAE X Tt b,

TRE

TEEETR S BT DR

TR,

7 %ﬁﬁﬁ&%}‘%ﬁ‘c%’: BB 5 BT R EE SR ARRS

L B R OERE OBRGHROBIRY |

FNBITHIA, FUEDRBETE A% TS
5, WEEE I IHEROEEED
B X BEESHR OIS & T it e

B

%%ﬁﬁﬁ%%%?é%%
TR,

BV,




8 EEEEMORRE FRAT D IR R
B RERE, O AOTBER T
FNAR—WOIHBITIE U, BEHRR 2
DTAAK -G R RS Y

L. Dol T 5 &S BEtRussssh |

TUNRFIET2 BTy,

3 A

BRI PRSI

1Ty,

(e E AR O D ECE)

B124 BT 7RIS A0RT LENE
LIERHERL, 7 b =T #BHT,
FOERBIHCRL L., ZhHD AT A

DT, (EEER IR L |

FEREFE R TR IUE R B, E e
SR DO WEERE LB E
FEATRIRRZRFR Y | WEEL RN BIRAT A
s I@f&%ﬁ’@} TRREENIETES LS,
iﬂiioa%ﬂbrﬁ: L BT 7‘1%% Fhebsde
v \

TEH

BTy 74\%%@21/71 ‘
BRI,

2 W%@éﬂﬁ[ﬁﬁ%ww #@T@}#
FORSIEEREZEE RITTRS. @73@?

IR AR DEREBEL O TR |

FRER B AR,

aEHES ﬁ’é&%"@“é%&%’t

R,

3 AEEERER . FENEEDORE
RS RIS TS EE A

AT R4 0 b3 S8R /XTAZM’"]?&’ ‘

Eh TR R B,

M

%*{S CoRY J%F"é‘ 54‘%’%‘(
:Lm 3 ‘

| 4 BEORK AT A-FO—0L i
=HFOT HENENL, BEDIETX
REERRREEEIC O HRIEICHE >

KRR, FNAERE IS LY DR

AT LABEHENTY wt;:H mm b
TN

TR

@5 A s ae=r1|
BRI, |

5 [EREESE. BEOERREICB v’c
UHE SIS P e B S OB B 382

CABNOHSEROTISOREY AS %

BB, Dol EHARENT B £ D BE RO
B TR U BV,

AR

B B R ] HHe.

TRV,

6 Eﬁ*‘#’&%ﬁz&i BRI FETHRETE

FSTI

DI, BRI EICHT D070 E :

E’]fﬁ‘r&’%é&ﬁ'ﬁ"é LI R RUEEE S
NI B2V,

BRI E S BT ST
ALY,

7 EFEESESRLEREEESCLVETR
SNt b B Y ICEEICEAT BRRUE
FERTEY ., BEER R Bk
RO, (BRAGLEIRY Ry & HIE
DESIETE B & 5 BB OIS XhTu
b by,

TER

WERY R %

BT AMERT
e, '

Ry B

%135 EREL. S Tt

B USRS I BB D ARAERIE D

FEA

BRI, R R OS]

| B E T DR T,




\%%&Uﬁﬁﬁ%%ﬁféﬁo%%&
UMEE X COWRIT TR 620,

o [T, IREhRENMEEE MR | EA
D THDHESERRE ., BRI
HIFENNEIO T OIS PREE O
R L LT, ERRRER A LRETD
mﬁhﬁﬁféf@%%%ﬁﬂ EArPR D
%%{Eﬁwkf%u&ﬁ?é LOREIRUM |
FEN Wil bisvy,

g% BT DB TR |
Y

3 RS, M REMMLEE EootRED | TEH
T DB EERRE . BHIBEARITRY
A HEE SR OO 7 b OB ORI O
e LT wﬁ%@m S e )
MR AR FTARIRD 5D
ﬁkﬁm%&éi5&ﬁ&@ﬁﬁéﬂf
WRTFATR B ARV,

%%%é%é%%ﬁﬁﬁmg

: .%—ﬁmﬁ%ﬁ%%ﬁ&@%ﬁ%mxﬁﬁ

4 @%ﬁw%ﬁutﬁnm&&&wﬁx\ g
1 R ERE U< e R = 3o

VED > 54T OF St 5B N 2 |
BB LS. BERUMESATY VT
CEARBARY,

{EREHER, A AIKE

| B GRE) 2 L < IRZEER

DT FNF RIS D
HERTII,

5 ERFE5R0ILFRIMRD I LOT] NER

xBES (BRWICIEUI—~EIRE 2
BT A EERC ) RO ORBIENL,
EE ORI T, RS AR R
K%?é:&@ﬁw$5MLmﬁﬂﬁﬁ
B7gb,

BEFAET DHERR TRV,

(FAN A A e B R TR SRR

145 BECDFUR-IME RS | NER

B AEFMESE, BRERUERTOZSE
FRRET AT, G BORERUHESD |
TEXAHLIR J&U&ﬁémfwﬁwn
=AY AN

RN E ke B
T DRI

2 Eﬁ%ﬁmm\ﬁ@ﬁﬁﬁﬂnm%é$'$ﬁ%
IE 72 = L H - 3R oG £ Lk
Wik S ERDS BAR &AL, R E
TE U OBLETERD > b OFERE O T R
S R0l OISR F i & FTRE AR IR
DB+ AEEI2 RPN T
e bR,

ERNF—IE R
GCMﬁﬁ"éﬁﬁﬁﬁ”ﬂif@ Y

8 [EFEINCE. SRR OGO RBOEE | TERE

HEHEEICEE AN TV IR B A B
PRICLER T & ER BRI T T 518
A BVHRE RO/ T A A E
EEENOTRTIRS . SR bOERE,
%(@ﬁ%ﬁ@%ﬁm&tofﬁﬁwﬁﬁ
RO S RIETHBETRY, &
FHHhETe,) (& o> T, BEITHETED

TARNAFE—ITE % BE
BT DHER TR,




HOTR T B,

- (B O REERSAES I DB

i

B CHREEE ST e CREE

 BEBZHARE) o TEIT AN H’L

B,

#15% BOREERMEUIEDEE
ERER (T [ BRSNS L HEEETIA,
VL) L ENEROERE RIS '
R R ORERSE (NCER A R B
HE O R OO L COMBIEUE L
CHRIR o CHEKBRETE 5 X 9108
HEUSSESh TV Sk, E
2 EEMEERSEST. SHERERO | REE B ORI B |
mﬁ%$\@%®ﬁﬁw¢(ﬁw%mﬂﬁ HERTIL A,
SHBAIIRS,) BRURERGROMRIC
i BB OERIE S FTRE ﬁmn&ﬁ?
B X 5 IR RUEE S W TRt
A Y AN , ' .
3 @aﬁﬁﬁ%&ﬁw;m ATHICTIRE | A B ORISR T B B |
I, BUERREEESER L LS HEERTI,
et B T L&, HRICY S CERED o
BT E B FIBE B D TP RIS
B,
(BEERE - BLEREEE DRI BIEE) , . -
(ERET, EREOIRERUEROREY | WE B SNBSS | BRSO CEORHE |
HEE L, ShEREE - NEOTRER, a0 T EEFRT, TR DWT (FERREEE 0310003
5 R 5 B O IS S AL R D B | | & TR 1743 5 10 B)
U MERE R HEEE 5 To D IC B i AR o _ o
ESHARTIUTR B, ZOFRIL. B8 BEENIEHA RS54 00 | KNEER & BifaHEy -«
CEBIECE B O TR RS, ) BT AHAIHEET DI KT '
_ : L ERT, 6. REEROBEREE
B SNIHICRE>TY | JIST 14971 (RS — 2
AT EENEHE EHEANT | 7R VAL N OERRE~ |
- . VWHILERY, | iR '
(MERESEA) o o . T ‘
B164 EREIBOMRTHEET o | WA RSN RS TT | BRSO RIS R AR R
WINE SR A T_TOF =1, EEk —EBBREINTIEEF | I2D0T B20 1EERE
(BEF=TAFREHEIHES) ol R o 0216002 B 135K 17 42 2 11 18
BERIESDED S & ALt~k A)
AR bR, |
2 BERREENL. EARROBIKRBROER | NER %ﬁﬁ%Fﬁ%bﬁk?é-
- OEBITETAES (TR S B TIER,




B -
' RABEEECCEETA RS A 28T 5 Q&A

Ql ARBEERECEELA KA GAT BEAA FI{ 1 E05,) £a0T
%ﬁﬁ%F§4yK%oﬁ%%ﬂ%mowfmﬁx%&%iﬁ%ﬁir%Lwo

Al %ﬁﬁ%%?4/m\ﬁmwkﬁhﬁﬁﬁbﬁ%ﬁbwt hﬁ%?%%ﬂ!mmt/wﬂ B
2 R OVKELE B LB A SO EAR R E X H AR LTV A, -

EEHA 74 OB ORI A 174 1 %on%%g@@ﬁ%m\mm@ﬁﬁfy@
BRI A R L LTV B, . | |
FEHNA BT 4 - OWBRAE, FHL LTRSS\ CERR %t@ﬂ%i&r#ﬁ&

ELUTHIENA N4 L0 4TI Y > TR CRRIC L ) BEOREMEFECE S b0 Th B,

M UE. RMORL BB ERSE - MEFEOV TR A ST DG, B A
KF 0L 4 TEORBAER T & RVBA LT A F5 42 4 HORBRCIISHIIES oM R L
BRBTCERNEELONABAIL. JRRBRS— F S5 MT AERLEL 25, |

Q2 mﬁv & mf
mﬁﬂﬁfm@?6EULﬁ%%@r ﬁ&%@f%méﬂﬂr &f%ﬁwm

Q2 HBE %a‘%@ﬁé‘?ﬁ@tﬁ@fi ﬁ»ﬁﬁ’}}rﬁm%’%ofﬁﬁﬁﬁ“é &ﬁué%‘fc'bé

BECAME CRIERES TV 1R BT A8 A %Wﬁ%&?é%UZ%%ﬁm@WTiﬂ'

T&of%%@f%ﬁéhtﬁUEﬁ% BOBMMET — S S ERT 5 LD TETH D, F0
'ﬁ ML RIS B A ET — &&K%%%MWLOWTH%K%TL B3 %%@ﬁﬁLﬂLT%@T
CHERVBRARETT L, | -

E TR B TS %ﬁﬁﬁh(mx>éﬂtg@%ﬁf%of\mﬁuﬁ%mﬁfftw@
AR D72 b DIToWTh, HBIRE 752 L8 TE S, %@%Qm Bl Eﬁ%ﬁ@%w$
mk wt%ﬁ%ﬁﬁff%@&#éo”

@~%&@&Wﬁkomf
B0 DA B LT %%?é%ﬁ@@%ﬁ&&miozﬁ fﬂi&mw

A3 BHECY BRI, o K ﬁﬂﬂ%&%ﬁ%b(? AR RERDHOERE L, KR
| BEENTREMEEEATL b, B %ﬁf%@ﬁﬁﬁéﬁﬁbtkf R L. BRAEEmE
R AREHEE TRBTS L, -




Q4 EEIT ROV T |
%%%ﬁﬁ%m;f%&@%%mﬁﬁé%ﬁ%ﬁéﬁ%mﬁféﬁ%ﬁ%5%@mﬁ;ﬁ%ﬁﬁaﬁ
| BaEm LT ZoRETMET S, 1LHD0 BEMIZED L) RSBV THHET S 2 &2
MRIROPHZ TR LY, '

A4 R 432 ORETRBROTEICE LTI, AVEERO EL R EAMET S, i £
omfﬁ\%Eéht@ﬁﬁ%wﬁ%ﬁmwhb\M@%(%%}@%%ﬁ%(%ﬁﬁ%%ﬁ%@@
REEORIS) (RIS T BSOS SR L, BRI R OB S
BETHI L, | |



L2 24843130

B ATEOE A B SRR ENAA A M

JE AR 5 0 R S b S A R AR
BRI B E B FHE S

fﬁﬁ@ﬁ%ﬁyvayayt/f7v %%?ﬁ%F?{VKOwTJ%W
ww%ﬁ& iz T

Vo b IREITIEGT JHME - SHAORL DML S DX ET,
SERRTEH L | |
(DFER224ET A 30 B M RE0T3055 2 5514 S50 48 125 -6 5 JB) S 740 0 R M AR A
BRI MEAEEH=2 Ly g ey 77— NEEN 4%74/*ow11
@FFR224ET B 30 B IEAHETE0730555 B/ A= 5 (545 15 35000 0 S5 9625 1 PR SR R A B0 T 1
SERMM (ENEERA S~ T AEETA FTA 80N

@FR224ET H 30 B IR A HEFE0T30558 £ 1 A 95 (0145 (5 50 £ B o 2 A TR AR EE M BN e
ERAEM TRNEER L 5EE ﬁ4¥74/LOMTJ

DT FR224ET A 30 A BERIE07308 1 1 B4 2015 [E BER B B B 8 Wﬁﬁﬁmﬁﬁﬁm
%@&@ﬁfwmmmm$vkuwmﬂm%TV~\*%%4%74/:owTJ
2T, %%@&ﬁb%%i EEMAWELETOCT, LA UL BV LET,
Thls., BERZEEHE ﬂﬁ%%f”ﬁ%fﬂﬂi LI LEERLUERAET,



J

WW@ﬁﬁﬂynyVayty77VwF$Hﬁ4&74/

3P |
AFAEA A 17 A L ORI, S 2 455 5 A B3 TIHECORTEN & 0 A0

KELHEET mﬁﬁwme%\wwmmw%kﬁwlvﬁw%(%& 4W4%Mﬁﬁmm
%8%)%%%]@U¥@&%@3ku2.ﬂ%%ﬁﬁ4b74/llmmmﬁéwm%xm#ﬁ
W CHIHY % b OB 5, ' '

#0592 EEEH vy ira b w7 — N UMDN =— K 34003000)

% 587 b %wmmM4y(mmN:wh:mmmm)

5 589 1 PR > b UMDN =2 ¥ 1 32847003)

#5596 % KN L— b OMDN 23— 1 : 35241003)

#6030 RNIEEIHY v v JMDN =1-— I @ 36198003)

FEHFEREN A A T A
W EPH LG 3 A PERRR S 2 i, ML 1 SRR T o R T o AR L O

'ﬂh /)\.mg_' ailﬂ§|5||||0> - |1|S/1 l}’imﬁ' »ﬁlljl{il\ )'iJO)lll{IHI'J"” URYS j/jzj/l’}i H "‘0)-,//( M M {Ln’w;“J“

"6 S ( o

AT A FT A Cek, GRS T DB O BT D 6 o Clain <, AW W
T A CHlN A D R & T3S B Lo R G RN A AT D S B L R 2 e o
Lo FOW L AH Lo BT SN E I A Tk,

ks, AR 3% 25 0 2 BENEER I C o o OO BB ARG AT T o BRI R & Ll U C Ak - S5,
BUATEL. b R, R, B ko hont - i'l"»l-‘b\rfh/o%'/h/}‘é bR OB o
CHIS A TS VL, AT §’| Ke OV RO FHINC B L 6 B PR A R D 2 &,

JEAHER): ~ B
G 2 AR B AR O = 2 U R NS SO TR~ o A A S

Q&A
BIGE 3 0 ATRA A A 1T 1 2 & LI TR N B 5 O&A %57,



1

KPR 77 —7 VRN A K54

Ji#g R iz
AFEHN A BT A OB, BRI 2 R0 5 T 00 7 HE ToBITIC L 0 A
KB 2 00 A B A, LR R B % — IR SRR T2 16 42120y fMﬁ%ﬂAi

298 %5) WM 1 OLUFOMERO Dby 20 BARHET A KT A v 20 IEE éﬁ&m B
oY TR S Lo aT 5,
§611 8B (KPNEEE A UMDN-P“F 70504000)

PR 7 A F /1’

W PR L5 9 B IERSHERR VT, JJIHJ( 1R S 388 A S5 o« /{1:%5‘%&; LCiif
flisz &, ;;H!%iiililﬂ)“ A T DB AR O E I DE AR Eo B MR
HIE,

ARHA BT A 2l IR S0z > THIV % B AR & SR % b oo e <L KT A K
7oA LR DB & I SR E B RO S O CRHINE T S S S bR L A 0 D
& /0)1/'45{}\ HH LT SR S o0 52 b A B 5 T b

Frks. W FHTEIC fE M A A H@?ﬁlﬁ' Tl o T b B AR A 1 PRI & LLe L s - it
g ‘MH\ i 1 14K fLJl S, Wi I IO TIPS B B . OB
DU A TR SV AT R O R ) B L LMNE}/.,L CEE AN D - b

KA ~ ol
WIHE 2 42 R IEAHEM A T o0 2 U A S CHAR B~ O O 4 B2 2 e,

Q&A -
WG 3 AR A 19T o 2 A LA G B T 5 QRA %5,



EREER Y EETAA FT A

1. A e -
HRFEET A BT A O, RIER 2 5 GHE S I B T BUE TORAIC L 0 | EA
KENEETSH m"*@mm%%\ i HIE SRR 0 M OV B R A B (T 16 (RIS 5 R
ws%)ﬂﬁﬂlwu$mw”®9% 2. BRI AT A R 7 A 2 2 IERT A RIS,
5 590 %5 AR OMDN =— F : 32854003)

2. PRI A R A

1 FHER 2 R2 8 D EFRERRS L o s ARG 1 AR }xmnHﬁth/f NI A BB L UCHME
T 5T &, FHRIEE O E BT DSBS O A AV A BE I, o SEE MBS o
&,

ATTA R T A 2 TEk, IR S » TR S B SO E RGBS S L O Clkia L AT A B
oA G A MRS S & A U U R L o TR 45 éf HUO TRt i & 1770 5 Z & L Ao
&0%®%Q\MMLtM%hwkﬁW#WWJ/

ks | FFREBR SRS rljmm”wmmacuwwmﬁw ﬂﬂmbMM%LHMLCﬁM.ﬁW
JASBE, Sh LR I Sk, /E‘ci )JU_ PRI A/ NN ﬂIHM"I M BT EE EOHTHNELL T
R A T ST AR B OV RO FEINC B L0 WA BN A T

3. BB~
?.HK 2 EL—/]\ JL/i\l}h‘g"I 3]_] -’I "f:r" o 20 A @\:J|L/31/\_CJ|§~/;X'}.2-{’§"\U)Jls! fl) I"i ’f’nb U§ j g

4. Q&A
SME3 AT A BT A i LT RREH T P9 D Q&A E AT,



WRE (5%)
IRk

(HEaBTh S ML oA R O HURE )
150 14630, Non-active surgical implants - General requirements
IS0 14602, Non-active surgical implants for Osteosynthesis - Particular requirements
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ASTM F366, Standard Spemﬁcatron for Fixation Pins or Wires
ASTM F382, Standard Specification and Test Methods for Metallic Bone Plates
ASTM K543, Standard Specification and Test Methods for Metallic Medical Bone Screws
ASTM F1541, Standard Specification and Test Methods for External Skeletal Fixation Devices
ASTM E8, Test Methods Tension of Metallic Materials
"ASTM E8M, Test Methods Tension of Metallic Materials
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ISO 11135, Medical devices-Validation and rout control of ethylene oxide steritization
ISO 11137, Sterilization of health care products -- Radiation
ISO 10993-7, Biological evaluation of medical devices -- Part 7: Ethylene oxide sterilization residuals
ISO 14160, Sterilization of sing%é—zise medical devices incorporating materials of animal origin --
Validation and routine controt of sterilization by liquid chemical sterilants
ISO 11667, Packaging for terminally sterilized medical devices
AAMI/FDS-1 TIR27, Sterilization of health care products -Radiation sterilization - Substantiation of
25 kGy as a sterilization dose - Method VD max
AAMI TIR 33, Sterilization of health care products-Radiation - Substantiation of a selected sterilization
dose — Method VD max
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IS0 13485, Medical devices - Quality ménagenwnt systems - Requirements for regulatory purposes
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+ 180 5832-2, Implants for surgery - Metallic materials - Part 2 : Unalloyed titanium.

« ASTM F 67, Standard Specification for Unalloyed Titanjum for Surgical Implant
Applications(UNS R350250, UNS R3504006, UNS R50550, UNS R50700)
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< IS0 5832-3, Implants for surgery - Metallic materials - Part 3 : Wrought titanium-
6-aluminium 4-vanadium alloy.

- 1SO 5832-11, Implants for surgery - Metallic materials - Part 11 © Wrought titanium -

6-aluminium 7-niobium alloy.

- ASTM'F136, Standard Specification for Wrought Titanium-6 Aluminum-4 Vanadium
ELT (Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

-ASTM F1472, Standard Specification for Wrought Titanium -0Aluminum -4 Vanadium
Alloy for Surgical Implant Applications {UNS R56400)
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- JISG 4308, AT i L AHRBET

- JIS G 4309, AT VL A S

< JISG 4315, ARSI AT 2 LA G

NS G 4314, HARHAT v A

- 180 5832-1, Impiants for surgery - Metallic materials - Part | 1 Wrought stainless
 steel, '

+ 18O 7153-1, Surgical instruments - Metallic materials - Part 1: Stainless steel

« ASTM F138, rStandard Specification for Wrought 18 Chromium-14.Nickel-2.5
Molybdenum Stainless Steel Bar and Wire for Surgical Implants (UNS $31673)
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