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Foreword 

This translation has been made based on the original Japanese Indus­
trial Standard revised by the Minister of Health, Labour and Welfare 
through deliberations at the Japanese Industrial Standards Commit­
tee as the result of proposal for revision of Japanese Industrial Stan­
dard submitted by Japan Medical Devices Manufacturers Association 
(JMED)/J apanese Standards Association (JSA) with the draft being at­
tached, 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 3212 : 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 a patent right, application for a patent after opening 
to the public, or utility model right which have technical properties. The 
relevant Minister and the Japanese Industrial Standards Committee 
are not responsible for identifying the patent right, application for a 
patent after opening to the public or utility model right which has the 
said technical properties. 
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JAPANESE INDUSTRIAL STANDARD JIS T 3212 : 2011 

Sterile blood transfusion set 

Introduction 

This Japanese Industrial Standard has been prepared based on the third edition of 
ISO 1135-4 published in 2004 with some modifications of the technical contents in or­
der to harmonize with the actual conditions in Japan. 

The portions with continuous sidelines or dotted underlines are the matters in which 
the contents of the corresponding International Standard have been modified. A list of 
modifications with the explanations is given in Annex JA. 

1 Scope 

This Standard specifies the sterile blood transfusion sets for the transfusion of blood 
preparations such as preserved blood (hereafter referred to as "transfusion sets") that 
are ready to use and single-use. 

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

ISO 1135-4:2004 Transfusion equipment for medical use-Part 4: 
Transfusion sets for single use (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. 

JIS_T_a212_: __ ~QQf?_J)1~Y_R~ __ ~PJ~li~JlJJntil_~I1Jly __ ~_~_in_~_Ql1! 

2 Normative references 

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

JIS T 0307 Medical devices-Symbols to be used with medical device labels, label­
ling and information to be supplied 

NOTE: Corresponding International Standard : ISO 15223 Medical devices­
Symbols to be used with medical device labels, labelling and information 
to be supplied and Amendment 1 (IDT) 

JIS T 0993-1 Biological evaluation of medical devices-Part 1: Evaluation and test­
ing 

NOTE: Corresponding International Standard: ISO 10993-1: 2003 Biological 
evaluation of medical devices-Part 1: Evaluation and testing (IDT) 
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JIS T 3209 :2011 Sterile injection needles 

NOTE: Corresponding International Standard: ISO 7864=1993 Sterile hypoder-
mic needles for single use (MOD) 

JJS_T_Q22_~ __ :_2QJJ ____ $Jf!J:jl? __ wingf!Qint);:~_Y-?".QQy§_Qf!_Vif2f!§ 

JJS_T_QQ2D __ :_2QJJ ____ Stf!J:jl?_§~9J29J)f2k~IQ_f.._~~!!gl? __ lJ§? 

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

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

ISO 3696 : 1987 Water for analytical laboratory use-Specification and test methods 

Q ____ T~~m_~ __ ~_:nd_5l~fiDitigpJ~? __ . 

F_Qx_th~_IJJ1IP'9.~_~ __ QJ_thi~_St~n<i~Idl_th~_fQnQ_wjrrK_<i~Jinitj._QD~ __ ~RRly:. 

Q:J ____ n9..min~1_n~ml>_~x_gf_gr..9P~ 

rrll:.mb~I __ Qf_Q.IQR~ __ GQII~_~IJ_Q)}ging_t9 __ 1 __ mljngj~J~\t~Q. __ 9.rr __ GgY_~I __ QI __ GQntgj.)}~I_Qf_tb&_txgn~f~~. 
~iQ!L~~t 

Q:2 ____ ~gPJJJ~UtY-_tQ_X~~_~_~~1 ___ _ 

RI9.R~ItY-_tQ_J~~_frg~ __ fI9.m_J~glHtg~ __ Qf_h_(n~iQ. __ wh~n_g __ rr~~Q.l~ __ i~_x~m_Qy~_d __ ~ft~I __ p-~nGt_1J.rirrg 
th~_in.i~_GtiQn_~j._t~ 

F_QX_D9I!~D~~dl~_il).j~~tiQ)}_~it~_,_jt)}~~~n~_})_1J.lb __ ~_~R_hrrKPXQpgxty-_gft~I_r_~_w.Q~ing_tJ)g_m_~J~ 
Rgxt_~p_~_Qin~Q._J)y_tb..~ __ mg)}~f~_Gt~I~I .. 

Q:~ ____ p_~dfi_~_d_w~t~x 

RJ.gi(i~Q. __ w~t~I __ ~P_~_Gj.fi~g_jrr __ QJfi_Gj._~l_MQrrggxgp_h~ __ Qf_Y~xt_JJ_Qf_J~p.R_)}~~_~ __ Eh~Img_GQP'Q~i_~ 
9.I_R!J.Iifi~g_wgt~r_J~~irrK_~t_l~_~~_t_~~nJ._iY9J~nt_th~I~_tQ_j.)}_m.J._~_lity 

Q:~l ___ ~ngQtQ~i:n_t~~t_~~t~:r. 

w~t~x_PK~PJ~lT~_<i_~~Q_QXQ.j.)}g_t9 __ W~t~I_fQX_j.)).j~~tj._QD_~J~~~_ifi_~_g_jn_Qffi~iR_J_~lQ)}9_gr_~ph~_QfJ~gIt. 
Il __ Qf_~t~p_~rr~~~_rhR_xmJ~lgQP_9_~_i~_QI_th~ __ Q_th~I_PXQ~~gJ.J.X~~l_D9.tX_~_~R_Q)}~_iy~_t_9 __ th~_Q._~t~Q_tiQJ) 
liw.it_9.fL.Y~_~_t~_(LAL)_x~_~g~)}t_1J.~~g_fQI_~n<i9JQ~i)}_t~_~t 

Q:g ____ pxim~~Y-_~Q:nt~in~x 

RR_~k~girrK_<iiI~_Gtb'-'_~Q~~IirrK_th~ __ tI~rr~f1J~_i9.:n_~~t~_t9.J~~~p. __ ~t~xilit.Y9ft_h~_tr_~)}~J!J._~i_Q)}_~_~_t 

Th~_RR__Gk~girrK_i~_x_~l~y?crrtJQ_~ __ ~g_-_G_~U~g_iQrr~I_RgK~_j.fg_f1J.Ith~x __ ~~~9.rrQ._~xy __ GQntgi)}~r __ i~. 
!J._~~Q._. __ HQw~~~r_' __ ~9.m~ __ w.~y __ :nQt_k~~R __ ~_t~IihtY_l._i)}_whi~_h __ Gg~~ __ ~ __ P.IQt~~tiy~_~gIJ __ ~_hgn_k~_~p 
~t~Iility_i:n~iQ.~_th~_tr_~:n~f!J._~j._QX~_~~t:. 

Q: fj ____ §~~Q:nQ._~XY- _GQn._t~i_:n~:r. 

RR_~k~girrK_Q.j.x~~tJ'y __ GQy~rin..g_th~_PIim_~xY __ ~9_rrt?cin~I __ ~rrQ. __ g~n~xR_HY- __ Ggntgj.):1in.g_})):~HiRJg 
tXR_D~J~~iQn_~_~t~_Rg~k~g~_<i_in_th~_pximgIY__~9.rrt~in~x\_fQI_~~R_JXl,Rl~_J?_Q __ ~_~_t~ 
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~_filt~r_t9_Jilt~r..J!lQQ~lpx~p_~r_~_tiQn$. 

a~~ ____ grip_-,;h~ml)_~x 

aJJ) ____ 9xjpJ~liR~ 

~J~gXttbXQll:,gh_YXhi~11_th~_txgn$J1J~iQn_~h:.ip.~_intQ_th~_Q.rip __ Qb.~mh~x 

a~JJ= ____ bM:r~tt~. 

3 
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~_t1Jb_~ __ mgJ~&_QflHu:g __ 9x __ $lightly_1Hu:g __ GQlQv.rJE?_$_$ __ tr~n$p_~x_~ntph~~ti~ __ m_~_t~r.i~l$, __ Q_~p_~hl~ 
9.fm_~_~$J}Xi!!K_~Dg_~t9Xil}g_~_gh~E?)}_gJJ.J~lc!!titY-_9J_tX~n$J1J~iQnpr..~p_~r_~tj_9}} 

~_t~h~_iDtrQg}J_GiQg_RlQ_Q_Q._Pr..~P~r..~tj_9)}~_intQ_tb.~_hQQ-y' 

a~lg ____ m~l~_~ng_f~Jxl~l~_~Qn.iG~JJitti:ng~ 

R~rt$_~~p_~_b.l~_Qf_GQn1}~c;_tim.J_~n.~l_$~p_~r_~_tiQnl~~tYX_~~n_tQQl_$_bY-_t~p_~X~_Qr._QthE?K_$tr~~_t}Jx~~ 

a~l~t ___ pXQt~c;tiy~_~~p. 

~ __ G~P __ f9K_p.r~y~!!tirrK_Q.jX~~t_~9.!!t~C;_t __ 9f_?c_b_Q_ttJE? __ nE?_~_C;U~_J~l,!!~J_~ __ m~JE? __ ~Qn.j_GgJ_fittirrK_wj_th 
~mp_iE?_!!LfQL~ir 

a~lg ____ ~i:r_-jn.J~_t_g~Yic;~ __ 

~_n~_~9J~jntr..9_9:1J~in.g_~ir._intQ_th~_RlQQ_Q._pr..~p_~r..?ctj_Q}}_~_9)}t~_in.~r_if_?c_hgx~l_GQnt~iD~r_i$ __ 1l~~g 

a ~ 1 f? ____ flQW _ r..E?g1ll~_tQr.. 

~_t9_9J_fQr._~_9)}txQnin.Kth~_flQw_r..?ct~_QfJr~n$f1l~iQrr 

a~11 ___ §wjt~hin.g_g~yi~~ 

~_t9_9J_tQ_QP_~_1}_Qr.._c;J9_$_~ __ th~_J~m_~D_Qf~l~c;_t 

a~l~ ____ i:p.j~~tiQ_1}_~it~. 

~J?gxtJhrQv.gh_YXhi~_h_gr}JK$ __ ~x~_i:pj~~t~9 __ 9:1lr.in.K_tr~n$f~$jQn. 

a ~ 1 ~ ___ JQi~ t J}J_b.~ 

~_t9_9J_1J~~g_f9X_~QrrD~C;Jjn.gJh~ __ 9:1J~t-, __ ?cn.9 __ th~_)x~~l~ __ ~_1}d_f~l1;1~l~_s;;Qni_Q_~J_fj_tti_1}g~2_~tQ_ .. 

a~2Q ____ thr~~:w~YJ~Q~k 

~ __ Q.x}Jg_i)).j~~_tiQn_~it~ __ ~_?CR~RJ~ __ Qf_Gh?c!!gj_1}g_th~_JlQW_P?cth1_whic;_h_j_$ __ c;_Qn!!~~t~~l_tQ __ tr~n$f~~ 
$_i9.!!_~~tl)y-_m_~J~_~nQ._J~m_~J~_c;_Q_1}i~~tfittin.g$ __ Qx_bY-_9_th~r_m_E?_thQ_Q._$. 
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a!2J ___ xn~lti-_w~Y-_~9..~k 

m~ltiRl~ __ i,)j~~tj_Q)} __ :?jt~§ __ ~9:R!Jpl~ __ Qf_~h!Jngipg __ th~ __ JlQ~ __ RJ~--thJ ___ whi~h __ ~x~ __ ~Qnn~_Gt~g __ t9 
tx~n:?J~§iQn_:?gt_hY_Jn9:l~_!J)}g_f~J)19:l~_~Qnj_G!J1Jittj)}g~_QrJ~y'_Qth~r);TI~thQg~ 

a!2_2 ____ p_~~_~tlQw_p.:r~y~J}thz~_y9:ly~ 

9:_y_~ly~_whj_Gh_P_r~y~)}ti?_h~WkfiQW_Qf_th~_J;~lQQd_llX~R_~X~tiQP' 

a!2_S ____ jnt.r_~y~}JQ~§_n~_~_~U~ 

9:_pg~_dl~_fQx_0g.Xnini:?_t~rinK_~J~lQQ~lpX_~p_~:r_~_tiQnJ~y._R~:m:~t:\1X_i)JKP1Q_Q_d_y~:?_~_~1 

a!24 _____ wjng~~1_n~~dl~ 

9: __ n~~Ql~ __ ~q\liRllg_d_~~'ith_~ __ wing_JQr_~_dmini~t~xipg __ ~ __ p19_9_d_pX_~PJ~lx~_ti_Qn_J!..Y_p_1lnGt1lxin.g 
hlQQg. __ y~:?_~gt_whi~h_j_i? __ ~Qnn~~t~~l_tQ __ tx9:ni?f1J~iQn __ ~g_t_pY __ m_~1~_0nct_f~))}9:l~ __ GQpj~J~1)_fitting~. 
QrJ~y'_Qth~r_m~t.hQd§ 

a!2_Q _____ ~~_t~ni?iQ)}_t~h~ 

t\lh~l~r_tQ_Ql_~§~d_JQr_~lQpg~tj_Q)}_Qf_d~_Gtl._WhiGh_i_i? __ GQnn~~_t~~1_tQ __ tr9:nE?f\l:?_iQn __ i?~t_hy __ m0Jg 
9:nd_f~m_~l~_~9_ni~9:tJitting~ __ 9TP"y_Qth~x_xn~th9_ct:? 

4 Configuration 

rx0n~J1-!§iQn_:?_~_t_j_i? __ m0j))JY __ GQmP'Q~_~_d_Qf_~_hQt.tt~ __ n~~dt~J __ ~_Q.xip __ ~_h9:mh~T_(~Qm~_J)19:y_pg 
int~gx9:t~_d_with __ ~_hQt.tt~ __ n~~dt~ __ 9..:r __ ~g~jp_p_~d __ w_ith_9:_p_1lr~_tt_~)1 __ ~ __ g~_Gtl._0_JlQ~_X~g~19:tQX\ __ ~. 
m_~1~_~Qni~0t_fittj_ng __ ~_nd __ ~_RXQt~~tiY~_~9:R:_Jn_9:!JQjtj_9)}1 __ ~_1}_0jxjnt~t_~1~yiG_~ __ (~Qm~_))}9:y_J)g 
int~gx9:t~_d_wj_th_th~_p_Qttl~ __ n~_~_dl~2, __ ~_Jilt~:r' __ 9:n_ipt~_GtiQn_~it~ __ ~§Qm_~ __ m_~y __ p_~ __ nQn-_n~~QJg 
~y-:?J~m __ ~_~p.9:ht~ __ QJ_mj_~inK_tX9:nE?f\l:?jQn_w_ithQ_\lt_1J:?jn.K_~_n~~~U~)1_~ __ tbx~~~W_~Y __ ~_Q_G~-, __ ~_m_1Jl~. 
ti~~0Y __ ~9..Gkl. __ ~_h~GkfiQW __ RX~Y~nti~~_s~~lY~, __ 9:n_j_1}tx0Y~n9_1l~ __ 1}~~gl~ __ Gxwl1-!Q.j_1}g __ ~ __ w_inK~_Q.. 
n~~g.1~)1_~n_~~t~n~_i9_n_t.1Jh~_m_~Y-_h~_QRtiQn~1! 

11}_!J_dctit.iQn,_Jh~_Jx9:ni?f1J~iQn_~gt~_0X~_~y~_il0pJg __ inJwQ __ tYR_~§: __ tb_~_t_py __ gr~YitY-_f~_~_Q. __ ~n90 
th9: tJ~y- _R~_mR:. 

Figure 1 illustrates a typical transfusion set, figure 2 illustrates typical components 
of transfusion set and figure 3 illustrates a typical burette. 
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bottle needle 

filter 

drip tube 

drip chamber 

duct 

flow regulator 

injection site 

joint tube 

male conical fitting 

intravenous needle 

air-inlet device 

protective cap 

Figure 1 Configuration of typical transfusion set (Example) 
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1 backflow preventive valve 
2 male conical fitting 
3 extension tube 

4 injection site (non -needle type) 
5 three-way cock 
6 winged needle 

Figure 2 Components (Example) 
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