gogboououogo
guoboboobgn

gooboogodg o

gobobboobooogd

gobobobbobobbbbbodooooooooon

gogooosasbobobbusgoonoooobbbmuMdbooobbouoood
goooobobbobbbbbobdddoooooobbbobobbbbbboouoguo
gooubmguoobbobbbodooiboobbolgooooobobooogo
bbb oooggoobobbobobbbbodomooobbbobouoooo
goggoobobbobobbbbobodbdddooooooobbooboobbbobouoogao
goooobooobo

ggogoooboboboobobboobotbodddoooooobbbobobbbbobooouoo
gogoobbbobobbbbtbodddooooooobobbbobbboboodgdogo
goggoobboboboboboood

goggoon
odilvbiobledggdooooboz2iecozi oo bboooooooon
gogoooobbboobbobtbdddooooooobboboobobbboobooogoa
gooooobobboon

gogogoobbbobobobbboboboodd
gddddggooooooboboooobobobbboboobbobbbbooboood
guobbogobboooobooooobuooobboooobuoooobbgod
guobbgdobobuogobouooobuoooobooobuooobbogaa



gobbooboooobggd
guobbgoobbugogobuoooobbooobbuooobbuooooog
goodoobobobobbbobbbbobbbbbbobobobbbbbbbooooogd
gooobbobooon
guobobobobgooooubbbogooobbuoooobbuoooobboooda
o1 ob0leddoonooozieco2l oo oobooboboooooon
guooobbbodgobbuooobobbgoooobboooobbuaoa

goggoobbbbobobbbbboddogooao
guobbggobbogoboboooobboooobuooobbuooobbd
Jooooobooboobobbobobobbobobobobbobobobobbobobyoboo31oooog
goo3siolizigounobbdooouobboboboooooobbobooooon
goobooo



IS
BT —T A v haT o —FRKEREY

FEEE 2 LFE S TENGE 7THE COMEIT L 0 EATHERKENFEET 5 6 EE
FEREAR, B BRI M OV X (R 16 4RE A7 & REE 298 &, LUK 17
TAGREER] LW D,) BIERE 1H 5 SICHET LA T —7T A v haT a—
HX oy MTOWT, RO LB AGEENEL T, Rk 2343 H 31 A6 %,

BT —F)A v N e T o — YRR UE

1. &P
7T AGREERICHET D, LIBHAT—T A v heTa—YFy LT 5,

2. kg
BIAE LICEE 35 Z &,

3. B, ZhHeSUIEhA
N T =7 VEe D, REIRZ: & DEBR R M I Z B SO IRE R S & TRHIET 5
BRIC. BT =T NVEORAENLZHERT 2O THDL T &,

4. BAREF~OEENE
B 2 WOR T HEAREE AT = v 7 U X MOHD & HARE A~ DT A1 2 7

T80 THDHZ L,

5. FDfth,
W&, BEFGTE, MEREEDSBEFOEEEL E A ORI 2551250 TR, R

HEICHEE LW bD L35,



BIRE 1
BT —T A v haT 2—PEBERBICBIT HEiT L%

1 B
Z DRAET T —T V2D, KBRS P DR BRR AR SR S FE R & TR DRI,
NT =T IWVEOFEANBNEHERET D EEZICHWDI DT —T A v baT a—F ROZOFALE L <
(TREE S DB 28 BT 2,
2L, ~Y AT a T =B EOEY BRI Z Ve —AA T 2 — I3
L7,

2 5B

COFRMETTRROBME IIERE (LIF TBURSE] Lo, ) 25172, 5T 2SN TR
OHIFEE LRI EOSGEITIE, AASUINE OB ELMHT 22 LN TE 5.

+ 1SO 594-1:1986, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other medical
equipment -- Part 1: General requirements

+ 1SO 594-2:1998, Conical fittings with 6 % (Luer) taper for syringes, needles and certain other medical
equipment -- Part 2: Lock fittings

+ 1SO 7886-1:1993, Sterile hypodermic syringes for single use —Part 1:Syringes for manual use

+ JIST 14971:2003, [EftsaR— U A7 ~ 1P A o b DEREZR~DEH

» JIS T 0993-1:2005, [EHeHds /LW R — 25 1 56 - #¥h & O%AER

- JIST 3261:2007, WEEWEH T —T VA v haT o—H

- SERK 17 4E 3 A 30 AT 3RABEHRFEE 0330001 B Hghik K ORI UMk i d - A SEBUffE D
—EB A BUES DIERORATICN O M, EFREE RS ORGEF L O EER (GMP,/QMS) (2
BB DR OEROHIE R OWBECONT  HA4TE F4 PREN) T — 3 UHEEE (CUF R
NYF—a UEHE L))

« YRk 15 4F 2 A 13 AT EREFRESE 0213001 5 [EHRMEORLE (A) AGBHEEICLE/EY
FHVL MR O AR E 2 J712oU T

3 EE
31 W7 —7 A huas =— (intravascular catheter introducer)

HIE~DFANE BT HI=DI, BT —T NV ELEHICHWLND X )RS =88 B,
AL baT a—%E 32 KOFA L—&E (3.3) ZAGDELLOTHD, —iH7R
s M O OLHE, RLITRT, 72720, R, —RiedEk O4 e B[R Lic—f#]T
H5,

a) ILfMFLOYA KT =& T—T A haT a—H



i

\s \e

h ~

"'\\ TIJ

c) XA L—X

1 =\ 2 —RA 3 U — AKRIK M DL TR
ANT—T 4T A IEA N T oyl 5 %A K7 —Ah 6 VA K7 —LfEEHEs
7 T

M1 BT—TNA v baT a—YOBREOEBOLH (—F)

32 v—AA v huT a—H (sheath introducer)

—RANZNTE A L—Z TS, XA L= EERELIRICTA RUA Y, BT —T V%
FHRIFATE DFHMNEOH DT 2 —7, IEMFPMFNTNDHD, YA KT =LA T
HH0D, P ARRETEDLE =N TEALTDED, AT —T/VEOFHFADZ 2HUEL O
O, WHfFO LD, ~—hELOLD, TV v TEINTNEHD, V=R Za—T 4Tk
MLIZHD, =TT L— FifiEx b o bO%ERH 5,

33 XA L—#E (dilator)
V—AA v ha T a—LHAEDETHERT AL OICEEF SN0, FEiZ, BADEEILE
L. &I AT Da5H,

3.4 =N, BFE{ANE (distal end, patient end)
BE AT DR OZRH DS,

35 H%hE (effective length)
HIRIFHATE 25 ADRE S,

3.6 /7 (hub)
VA haT a—HXIFIEA L—F DT D ar I A, A L—F LT LR—K
R TH0OHH D,



37 Fv 7 (tip)
TR D SEu,

38 a—T 47
BAEVEE A~ ORI R 2 W U C, AR 2 S 3R i (B S BRI EEE S E DD,
PeBIAER DD, H LI T—T A v ba T o — S EKmTEEA 2843 208 S 5,
172 Ly AR EHE L7 5 A1E, AEEOE AR T 5,
- CHEPRAgVE (BUEME. Pumietizady) 28 L a—T v
- BRICARENTza—T 4 VT FEME TR R DS Db a—T 4 VT
- BRI ENT-a—T 4 7 LT O NIC R 2B R AR L T2 —T o T

4 FEREFIH
4.1 —RAELR IR
WEEH (STERILE) & LCFERULEEND T —T A > baT o—Wid, EEANY T
— g VHME ] R T b FIEEDL_EOEMEZ SO CTEEE M AR S FTE OIS S, IR
HBOIRFEIZBUWNT 4.2 05 48 1A LT U7 57220, 7k, sBRICHWAREHT. Bkl
ST ARG TH > THE LT 2R,

4.2 ERFRY A
Wepk 15 4F 2 A 13 H AT ESREEEE 0213001 5 [ H H oMbl (mA) ARG LB 4
WEp) 22 MR BR O FEARNE 2 H 12 oW IS & RIS LT, JIST0993-1 [ZHEHL L CTAEY
PR EEOFME 21T o 72 & &, BRMER ., AR eI fEN v &,
5 B RFRZEH L QW51 BUTOIREE L O  THANIRE D,

4.3 i
JIST3261 » 5.2 (Fm) IZHEATDHI L,

4.4 ARG
JIST 3261 » 5.3 (BEEKHME) ([CEEeETHZ L,

45 —AA v haT a—h & LTOMfER (MRE- e A2hh) 1CB4 55 E

451 v—AA > buaT 2 —HEROIMENE
JIST3261 D541 (—AA > baT a—VEOMmMEM) ([CEAT 52 L,

4.5.2 -1 Fp O
JIST 3261 ™ 5.42 (EMFOMEME) [T#EET 5 &,

453 N7
6%/ T —T — A () B X DEHi 2 BRI LI T 2 F o4, JIST 3261 D 5.4.3 (N
7) \ZHEAETHZ L,

4.5.4 THKTHRE
JIST 3261 D 5.4.4 (fWriRfs) ([ZEAET 52 &,

455 T v 7 ABAEIENE
JIST 3261 ™ 5.45 (X #AZmlE) (TG 52 &,



46 XA L—x L LTOMEE (PERE-HERE- A2 ICBId 2 THE
46.1 N7
JST3261 ®551 (NT) IZHATHI L,
462 i (HR) &
JIST3261 M 552 (A (k) &) ICHEATDHI &,
463 XA L—%  RONT XA L—HEDOHEEEORE
JST3261 D553 (XA L—H RUONT LA L—H LDOBEATOMEE) ICEET 52 &,
B, NT L HAL—F EORMIZESH ROV AIX, BEEHOMEM 2 5R<,

4.7 BLEIRGEEE D DRSNS R
ROEMGEER L. NTED D FH (BEERRFIH) UM, LT OERE RIS 2,
B, INBIE, FFEEECFEIMNIZHIR L2 RS TORS IR G Al & T 5,
a) W7 —TNA v baT a—FOW A XKNER
NEE (ID: Inside (31 Inner) diameter) & V%I (Effective (i3 Usable) length), 7272 L.
WNEIZI U A—FL (mm) TRTIEND, ZLoF vy Vo—n), fF F—=VukBE
WHFRELCTh Jv, F72, WERORDVIGEHA I T —T VEOIMEEZ R LTH LU,
WLl v 7 ABAEREICET D ERLEZDDH L LUy,
W2 ZLrF (rVx—L) 1 E P, “Ch™SECHinT %, 1mm i 3F(Ch) (Y
%o F—VIXGETHRILT D,
by A RUAYEFERT LT —T A haTFa—Hiho Tk, RITA RUA YE,
(Maximum (3% Max) Guidewire (31X GW) diameter)
¢) HhEER S XGRS
d) f IR
e) W ik
f) “VE A" DFE
g) “FHERZEIE"DE (7 4 AR—F TNV ORBLZERLS )
h)y #& (AVE)
i) IREAEH Y
E Y RER S UIELETL B ONREAEH 28R L OV AHAIE, Sob TIEEA OFRITNLE
Ll Fo, WEFEAORDVIHEHABIREZR R LTS LU,

4.8 FDfth
4.1 D25 47 IR TESRFITN A T, BEEA L OHANAROKEZ B8 L, %Eh. HBRE,
KO, W@ ORHEICIS CTT, ST 14971 121~ 7 U A 7 43HTIZ 363 & B&R AL & D I 21T
o & & AR S T U 520,
BRETNESHEO—EIRENZIL, LFR®H 5,
Q) A—T 17
BEEEICT—T A I PESN T DERIE, a—T 4 v 7 & Li=@iia R, 22—
T A I VRSN A BRI (B, W0 5 S) ITRDLFHE A EiE, I Hl2, 5
FHENZE) B D W EFEINHEE S DX A T Da—T 4 > TIZo0nTE, FHEDOU X7
ZIG Clea—7 ¢ 7 OAE (Bl 20X, 13230 126k 2 5FAl % Sk,



MEEA (3%8)

Al SRBIE

+ EN 1707:1996, Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical
equipment

+ 1SO 10993-1:2003, Biological evaluation of medical devices -- Part 1: Evaluation and testing

+ 1SO 11070:1998, Sterile, single-use intravascular catheter introducers

+ 1SO 11135-1:2007, Sterilization of health care products -- Ethylene oxide -- Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices

+ 1SO 11137-1:2006, Sterilization of health care products -- Radiation -- Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices
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+ 1SO 14971:2007, Medical devices -- Application of risk management to medical devices
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