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T 3218 : 2012 

Foreword 

This translation has been made based on the original Japanese 
Industrial Standard revised by the Minister of Health, Labour and 
Welfare through deliberations at the Japanese Industrial Standards 
Committee as the result of proposal for revision of Japanese Industrial 
Standard submitted by Japan Medical Devices Manufacturers 
Association (JMED)/Japanese Standards Association (JSA) with the 
draft being attached, based on the provision of Article 12 Clause 1 of the 
Industrial Standardization Law applicable to the case of revision by the 
provision of Article 14. 

Consequently JIS T 3218 : 2005 is replaced with this Standard. 

This JIS document is protected by the Copyright Law. 

Attention is drawn to the possibility that some parts of this Standard 
may conflict with patent rights, applications for a patent after opening 
to the public, or utility model rights. The relevant Minister and the 
Japanese Industrial Standards Committee are not responsible for 
identifying any of such patent rights, applications for a patent after 
opening to the public and utility model rights. 
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JAPANESE INDUSTRIAL STANDARD JIS T 3218 : 2012 

Central venous catheters 

Introduction 

This Japanese Industrial Standard has been prepared based on the first edition of 
ISO 10555-3 published in 1996 with some modifications of the technical contents, 
reflecting the real conditions in Japan. 

The portions with dotted underlines are the matters in which the contents of the 

corresponding International Standard have been modified. A list of modifications with 

explanations is given in Annex JE. Annex JE is not included in the corresponding 

International Standard. 

1 Scope 

This Standard specifies requirements for sterilized central venous catheters which 

are intended for single use fQLth~_p..1!xnQ~~_gril)j~9_tigg_sJ.x~_g_~Ql~_tigD-, __ ~QU~~tingJ~lQQg 
~nsJ.!9X_})J~~~1!Xigg_Y~nQ!-:l_~_pX~_~~!-:lX~l_~t9_. __ (h~x~~ft~r.._r~J~xX~g __ tQ_~~_~~9_~Jh~_t~r..I?J, __ ~n~lgllig~ 
wir..~-,-_gjJ~tQX1_iTIt:rQgJ:lg~X __ TI~~_9J~~_jntJ;gJlllQ.~x_J~J)g __ ~n<l_~h~~th_jntJ;_QJlllQ.~X __ whi~h_~r..~ __ 1!~~g 
fQr_jn~~r..tj--9}J __ ~ng __ 1?1~9_~_m~nt __ 9f_9_~th~_t~rl?_._ H9_W_~Y~X~ __ thi~ __ St~nsJ._~r<l __ <l9..~_I? __ g9J __ ~1?pIY- __ tg 
9_~th~_t~r..I? __ ~9..~t~Jl_wj_th_m_~_t~ri~1~ __ th~t_Qrigig~t~~l_f:rQm __ Qrg~n_il?_m~ __ ~~_Gh_~_~ __ h~1?_~xj_TI __ ~ng 
1!r9..ki1J~~~ ___ in __ Qr..9&r.._t9.._J1r..ing __ ~gtithxQml>_Qg~_TIi~ity, __ ~~th~t~X~ __ 9_Q_~t~g __ wj_th __ ~gtjh~9_t~r..i~l 
~g~nt_iTI_gXg~X __ tQ_JH-!~~ __ ~ntiR~~t~xi~I_~ff~9_tl __ 9X __ imJ)jRitiQn_typ_~ __ ~~th~t~x~ __ ~_TId __ G_~_th~t~r..~ 
with_9..~y-g~n_~~t1!r~ti9_TI_d~t_~xm_in~ti9..n_flln~tj_Qg~ 

NOTE: The International Standard corresponding to this Standard and the 
symbol of degree of correspondence are as follows. 

ISO 10555-3 : 1996 Sterile, single-use intravascular catheters-Part 
3 : Central venous catheters (MOD) 

In addition, symbols which denote the degree of correspondence in the 
contents between the relevant International Standard and JIS are IDT 
(identical), MOD (modified), and NEQ (not equivalent) according to 
ISO/lEe Guide 21-1. 

2 Normative references 

The following standards contain prOVISIons which, through reference in the text, 
constitute provisions of this Standard. For standards with the year indication, only the 
edition of the indicated year shall apply but any revisions (including amendments) 
made thereaftrer shall not apply. 

JJS_T_Q_:?_O_I_= __ ~_QQ:* ____ Mf!-,jiq§!l_rJ~y-jf~~=$Yml!f2.!~_fQ __ b..~_y§t}g_Wif1]_m~rJjf!J1Il~Y--if~_!t~l2l?1$J. 

!f!!ll?1'!j!JgJjl.pd.jpfQ!:mJ!:tjQ!J_fQ_!2l?_§_LJPpl;~rJ 
JJS_T_Q~~Q~_1_: __ ~QJ2 ____ l!jQIQg-i~;Jlf!yt!I~§!tjQP_Qf!JJ.~rJiq§!lfll?_yj~l?_~:::p!J.rII·:$Yl!ll:!f!l-iQn#lJ.d 

ft}§_~-ipg_wjthip_#_xj~k)JJf!!J;Jg~m_t}!Jt_R£Qf~~$ 
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ISO 594-1 : 1986 Conical fittings with a 6 % (Luer) taper for syringes} needles and 
certain other medical equipment-Part 1 : General requirements 

ISQ_}?J)A~~2 __ : __ 1~_~_$. ____ QQ1J.i(;!JlljtJi1Jg~_wit;h_/~ __ fi_}1_{Ly~!')_tf!JH}J:_fQJ;§y"J;j1J.g?"~ __ !Jf}fHji?.~_f!!J/J 

(;f!1lf!i1J._Qtll~J;_.m?diqf!1_~qlJjp.m?..nt; ___ Pt!J:l_g_:·_LQ£;.k_fitting§ 

ISQ_I$.a~~l_:_J~_~_a ____ St;~J;i}?_!JYP"Qd?..!:miq __ ~YJ:i1Jg~~_fQ!:_§j!Jgl?._I!~~:::P!J!:t_I_:·_SYri!!gf!§_fQJ; 

!!HJ.J1Y/J./Y§?. 
ISQ_IIQIQ_:_l~~_E? _____ $t;~J;jJf!-, __ ~i!!gJ~~Y§?._i1J.tZ:f!yt!_~fYl~J;_q!]_thf!_t;~J;i!!lJ;QIllJ(;~J;~ 

3 Terms and definitions 

For the purpose of this Standard, the following terms and definitions apply. 

3.1 central venous catheter 

intravascular catheter, single- or multilumen, designed for introduction into, or 
withdrawal of liquids from, the central venous system and/or for pressure or other 
measurements 

NOTE: The catheter may have a fixation system which is part of the device. 

a!2 ____ ~~~~t~~_d: 
~n~l_QJ_thE; __ G~~h~tE;X_t9..J!~_inf?~rt~g_J~rthE;x_jntQ_th~J~~ti~nt_' __ y:i~wingJrQ}Jl:_QP_~r~tQr~ 
a!g ____ PJ·Q~im~J __ E;_~g 
~nsl_9fth~_Q.~th~t~x_Qn_tb~ __ QppQ~jt~ __ f?j._gg_9.fth~_gif?_t~l_E;_~g2_~hi9_h_j_f? __ ~If?_Q_x~JE;xX~g_~9._~~_~JJ: 
~~9_E;_~~ _ ~ nd 
a!1: ____ h~b 
Q.9XU).~~tQX2_~hiQ.h_i~_jntE;_g:r_~_t~~l_int9 __ 9_~thE;J~r~_, __ Qr_whj_Gh_i~_~~X~_t9 __ R~_~QnnE;_G~~g_~j._thJbg 
p_xQ~im~l_~~_d_9.f~~th~t~x~ 

NQTE ___ : _____ C_9JU).~~tQX~ __ Qn __ tb~ __ pxQ~im~l_p_~rt~2 __ i~t~gX~tE;_<l __ inJQ __ gil~tQxJ __ int:rQgQC;_E;X 
n~~Q.I~ __ Qr_ipJxQg~_G~x_t~b~J_9:r __ f?_1,l,rE;J.Y._~Qnp_E;_Gt~_<l_~j_thJh~ __ p_x9.~im_~l_~n<l~ __ Qf 
~~~h __ qgy.i9_~_f?, __ ~r~ __ ~J~9_X~J~XX~g __ tQ_~~_b_1,l,R~_._ 

a!ll ____ ~ff~~tiv~_I~J~gth_Vl 

1~pgth_Qfth~_9_~th~_t~r_whj._Gh_c;_~_n_R~_j._~~_~X~~g_jn_tbg_inf?j_d~ __ 9fth~_RQgY-_(~_E;_E;_Jig~X~ __ l) 

a!~ ___ QM~_~d~_Jll~m~~r. 

m~@~m_gj~mE;_wx_Qf~~tb~~x_whlQ.h_9_~_~1~~_i~~~x~g_i~wJ;)IQQQ._Y~~f?~l 

a!1 ___ i1Jn~t~9..~ 

p_~xtJQr_9_Q_~n~~tiQ_n_b~tw~_E;_n_Q.~th~t~x~_~nd_Rr~n~hj_~g_t~R~I~_f? 

Singl~J~m_~_n_t~R~_~~~_l>_~ __ c;h~ng~_d_tQ_m~UilQm~n __ t~l>_E;_J)'y'_~~jng_it~ 

a!~ ____ g1Jig~_WM'~ ___ _ 

tlE;)~jRl~ __ g~~i~~_p"~~~jng __ thrQ_~gb __ Q.~th~_t~x __ QX __ gjl~tQx_jn __ Qr<l~r_t9 __ m~k~ __ it_~~~y __ tQ __ in~~xt. 
Q.~th~J~x_Qr_gil~_tQr_intQ_blg_Q_d_Y:~_~_~~l_~nQ. __ ing~~U_th~_m_(~~~_Jig~X~_2) 
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NQTE __ : _______ (JlAid~_wi:t;~~_bJ~\y:~ __ tbg_fQllQw_ing_tY_p_~~_:_th~_t.YF_~_fQKm._~_clF_r~_y:iQ~_~lY_Jik~ __ J~ 
~]H!ll~Sl_g~jd~ __ wirE}_' __ ~}}d_JhE} __ fi~~d_JYll~ __ ~9X~ __ g~_id~ __ w_ir~ __ Qr_jJ~~ __ mgY_~_9J~ 
9_QX~_WjX~l_~_~_~bgW}}_iD_Jig!_:lX~_2_. __ QXl __ ~Qm._~ __ g~ig._~ __ wjr~_~_m~Y__b~_~Q~t~_cl_with 
1~l>xiG~_J}t_~Q_~_~_tQ_m~_~~ __ tbg_iD§~rti9_J}_~~~Y_! 

tl~~i9..1~_t~b~1~r_m._~_cli9}Al_g._~yi9_~_~ __ ~~~_g_fQx __ clU~tiQn_9fti~~_~~~_fr:Qm._F_~rG~t~_J}~9.~~_Qll~ning 
R~rt_tbKQ~gh_blggg. __ y:~_~_~~1_(~_E}_~_Jig~:t;~ __ Q2 

a!JJ) ____ ilJtXQg~9~X_n~_E}_cll~ 

rigid __ t!_:ll>_E} __ with_§h~xp __ ~ng __ ~~~g_tQ_in~_~xt_g~ig~_~iK~~_Qr_~~th~t~K~_intQ_l>JQQg_y~~~~l_(f?_~~ 
fiKlAr~_J2 

a! 11 ____ iDJ!rQ_cl~~E}X J!~b~ 
~_t~b~_th~t_i~_~~~d_g~_J}~x_~J1y_wj_th __ ~_lJ_intrQd~~~r_n~~g.lE}_F_~~~jng __ thKQ~gh_~_~~yjJ!Y__Qf_t~b_~ 
~ng._Jh~tif?_x~t~iD~_cll~y__r~_mQyj_J}g_~njntrQ_cl~~~x_J}~~_gl~_~Jt~K_ll~xl~t~X~ 

Aft~K_ilJ~~_:t;_tiQn_Qf_~ __ g~j_cl~ __ ~iK~~_~Qm._~ __ tYP_~_f?_Dft~b~~_~~n_R~_t9x_J}_m._~n~_~J1Y __ (~_~_~ __ fig~~g 
11:. 
a!l~ ____ f?h~~th_inJ!~_Q_cllJ~E}X 
~_m.~_cli9_~1_d~yj_G~_~_f?~g._JQrx~_~h~iDg_~_rQ_~t~_J9x_ilJ~~rtiQnjntQ_~_bQdy~_th~t_9DY~X~_~_g._U~t9x 

~~~~UY__t9_1~~_iD_f?~Kt~_cl 

lJ!_i~_~_tlE}_~ibl~_t~b~_th~J!_9_~n_jn~_~xt_~_9_~thE}_t~r_~ng. __ tb~_hk~_intQ_~_p_Q_g.y_~ftE}X_K~m._QyinK~. 
gil~ tQr _ (~~~ _ fig~r~ __ ~):. 

a!l~ ____ ~Qil 

wir~ __ rQU~d_~lljx~UY__Q~J!~jd~_th~_g~_id~_~iK~ 

a!l1: ____ ~Qr~ __ wi~~_ 

wir~ __ ~~~d_fQx_j_J}t~KD_~1_~9x~_J9.:t; __ th~_p_~rF_Q~~ __ Qfm._~king_g~j_cl~ __ wir~ __ ~_trQng 

a!l~ ____ ~~fE}_ty_wi:t;~ 

~_~p_lll~_m~nJ!~ry_wiK~_~§~d_f9x_px~y~_J}tilJg_th~_till_ll_~xt_Qf~_g~ig._~_~~yi:t;~_J~_Q})}_dKQP_llilJg_Q!_:l_t 

1 ____ Q9.lJfiglJ~~ti9.lJ_~nd_n~_:m~_Qf..~~~hp~~t 

Th~ ___ ~QDfig~K~tiQn __ ~~~m.p.l~~ ___ ~nd ___ D~})}~~ ___ gf __ ~~~h __ ll_~xt ___ Qf __ J!y_p_j_G~l __ ~~th~t~K~ ___ ~ng 
iDJ!rQ_d1!~~r_kit~ __ ~r~ __ f?hQwn_j_J}_fjg~r~_f? __ lJQ_~_ .. 
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Effective length 
1 Distal end 
2 Proximal end 
3 Hub of catheter 
4 Catheter strain reinforcement 
5 Length marking 
6 Junction 

3 

3 

Figure 1 Example of catheter 

3 

;\:$'\\\\\\\\\\\\= ~ ) 

a) Fixed core guide wire with safety wire 

( I ,\\\\\\\\\\\\!!S i!\\\\\\\\\\\E5? !tl\\\\\\e! ) 
b) Movable core guide wire with safety wire 

1 Tip 
2 Safety wire 
3 Core wire 
4 Coil 

~ ~~~ ~ ~~C: illlll\lI\lI\lI\lI\lIS ell\llI\llI\llI\lI\e=llI\llI\lI\lmll\lllID 
c) Movable core J ·shaped guide wire with safety wire 

Figure 2 Example of guide wire 
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