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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 Standard 
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 3211 : 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 3211 : 2011 

Sterile infusion administration set 

Introduction 

This Japanese Industrial Standard has been prepared based on the third edition of 
ISO 8536-4 published in 2004, the second edition of ISO 8536-5 published in 2004, and 
the first editions of ISO 8536-8, ISO 8536-9 and ISO 8536-10 published in 2004 with 
some modifications of the technical contents in order to harmonize with the actual con­
ditions in Japan. 

The portions underlined with dots in this Standard are the matters in which the 
contents of the corresponding International Standards have been modified. A list of 
modifications with the explanations is given in Annex JA. 

1 Scope 

This Standard specifies sterile infusion administration sets for infusing infusion so­
lution (hereafter referred to as "infusion sets") which are ready to use and for single use. 

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

ISO 8536-4:2004 Infusion equipment for medical use-Part 4: Infusion 
sets for single use, gravity feed 

ISO 8536-5:2004 Infusion equipment for medical use-Part 5: Burette 
infusion sets for single use, gra vity feed 

ISO 8536-8:2004 Infusion equipment for medical use-Part 8: Infusion 
equipment for use with pressure infusion apparatus 

ISO 8536-9:2004 Infusion equipment for medical use-Part 9: Fluid 
lines for use with pressure infusion equipment 

ISO 8536-10:2004 Infusion equipment for medical use-Part 10: Ac­
cessories for fluid lines for use with pressure infusion equipment (Overall 
evaluation: 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 this text, 
constitute provisions of this Standard. For standards with the year indication, only the 
editions of the indicated year shall apply but the revisions (including amendments) 
made thereafter shall not apply. For those without the indication of the year, the most 
recent edition (including amendments) shall apply. 
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JIS T 0307 Medical devices-Symbols to be used with medical device labels, label­

ling and inform a tion 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 ofmedical devices-Part 1: Evaluation and testing 

NOTE: Corresponding International Standard: ISO 10993-1: 2003 Biological 
evaluation of medical devices-Part 1: Evaluation and testing (IDT) 

JIS T 3209 : 2011 Sterile injection needles 

NOTE: Corresponding International Standard ISO 7864: 1993 Sterile hypo-
dermic needles for single use (MOD) 

JJS_T_Q2J_~ __ :_2QJJ ____ Stf!!:jl£tinfll~iQn_fj}f£t{' 

JJS_T_Q22_2 __ :_2QJJ ____ Stf!!:il? __ Wl!!gf!Qinf~q_Y_£t_QQy§_Qf!_Vi~f!§ 

JJS_T_Q~2_Q __ : __ 2QJJ ____ Stf!!:il£t§~9P9..Qr;lf§IQ_r.§ingl? __ 1l~? 

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..~rm_~_JJ.)~Hl_9J;~finitjgD..f? __ . 

YQX_th~_PJlrp"9.$_E} __ QJ_thi~_S_tgDJl~rJt_th~_fgn9_wjnK_t~r..m~_gD..<l_g~fi)}iti9.n~_gppJy-: 

Q!J ____ D..9..mjD..~l_D..lJml>_E}x_gfJlr..Q.P.$_ 

n~mb~x_gf_gX9.R~_~9.rX~~RgndiD.g_tg __ l_mJ_i1}gj~gtE}_d_QnJbg_~9_Y.~X __ 9X __ <;_Q_1}t~5D~r_Qftbg_iDJ~~. 
~iQn_:?~t 

Q!2 ____ r~~~~li1}g_RrQR~rty 

RX9.R~rty-_gf_5Jlf1J$5PJ1 __ ~~_t~ __ tQ __ b_~ __ fr;~~ __ fr:Qm __ Jg_~kgg~ __ Qf_hg~j_d __ ~ft_E}K_j_t~_jni~_Gtj9.n __ ~it~ ___ i$. 
R~)}~t~x~sl_w_ith_~_n~_~g.l~_~n(l_th~D_th~_n~~QJgj$ __ gr~Wnh9&~ 

YQX __ ~_)}9.n_-_n~~gl~_itlj~~tj_Q_1}_~it~-,_jt_m~gn:?_b-'11b_§~ghnKPXQR~Xt.Y_~ftE}K_<lr;_~_w_inKb_~QkJhE? 
m._~1~_Rgxt_:?pgQjJi~d_b.Y_~_m._~D~f9&t!J.x~r .. 

Q!g ____ p_lJrifi_~_<l_w~t~x 

R~xjJi~d __ wJ~\t~x_§R~~in~_d_j_1}_r~r..t_JL._Qf(i<;j~t_MQnQgr;_~pJl~_Qf_JgR_~_1}~$g_rh~rm0_GQRQ~j_~ __ 9.r 
th9.$g __ ~tlE}J;;\$_t_~q1Ji~gt~D..t_th~x~tg_j_n_g~_~htY-

Q!~ ____ ~D..gQtg~in_t&f?t_~~t~r 

WgtE}KPx~p_~r;~Jl_~<;_GQxgjng_tg_w_~_t~r..J9.r..jni~_Gti9.n __ ~R_~~ifi~d_inJ~0xtJt_Qffi<;_i~tM9.nQgXgRh$. 
9.f_JgR_~_n~$g_rh0Xm._~_Qgp_Q_~i~1 __ QX __ 9..thE}K_RX9.<;_~_<llJr~_$-, __ nQ_t_x_~_~R_Qn$_iy'~ __ wj_thi_n __ th~ __ d~t~_QtiQD. 
limit_9..[L.Y:?_~_t~_(LALJx_~_~gE}_nt_ll~~g_fQx_~n<l9_tQ~jn_t~_~t 
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R~~kgginKShrg5;;tlY-_~9_Y~xj_ng_th~_in.J~~iQn_~_~_t_tQ __ ~~gp_~J~rihtY_Qf_th~ __ inf.1A~_i9_n_~~t-, __ whi~h_j_~ 
r_~I~_y~nt_tQ __ ~ __ ~_Q_-_~_~ll~~Ljxu].gI_Rgg~_jf~_f\lrth~X __ ~~~Qnsl~xY __ GQnt~jn~x __ i~ __ \l~~g 

HQW~~~r-, __ ~_9}J!~_)Jl~Y_nQtJ~~~R __ ~t~r_ilitY-_iQ_Whi~h_5;;~~~ __ ~ __ RrQt~~tiY~_~~R __ ~h~U_k~~R __ ~_t~~ 
rjJitY-_in~j_g~_th~_inf1-!~iQn_~~t~ 

a~Q ____ ~~~9)~HlgxY-~Qnt~iD..~x 

R~~kgginK_giI~~tlY __ ~Q~~rinK_th~_px_im~IY __ ~_Qnt~_in~r._J~\n~l_g~n~I~ll"y __ GQnt~jning_m_\lltiRl_~ 
inf1-!~iQn_~~t~ __ 1._fQr._~~~mpl~2_I?_Q __ ~gt~_1._R~~k~g~_djn_th~_px_i_m~IY_~Qnt~in~x 

a ~ ~ ____ Q-xip_ J~l~~ 

R~r.t_tbxm.J.gh_wbj_Gh_th~jnf1-!~iQn_dr_ip~_jntQ_th~_ddR __ Gh~mR~r. 

aJJ) ____ P)Jr..~_tt~ 

t~9..~_m_~g~_Qf_h~x~:L_9K_~JjgbtlY_h~rg_~Q1Q~xJ~_~~_tr~n~R0I~nt_pl~~_tj_G_J:n~t~);i~1~_1_~~Rgpl~ __ Qf 
m~0~~xi:Qg_~ng_~_tQr.ing_~_gi~{~n_g~_~_:Qtj_tY_Qfjnf\l~jQn __ E?Ql~tj_Qn 

t~9..~_intr9.g~~ing_th~_jnf\l~iQn_~QlQtj_Qn_intQ_th~_RQQ.y 

a~12 ____ m~1~_0ng_f~m~1~_~QniG01Jittip':g~ 

R~r.t_~~R0pl~ __ Qf_~Qnn~_GtiQn_~nd_~~Rgx0tiQn_R~tw_~_~_:Q __ tQQ1~_J!"y_}Jl~1~ __ Qx __ f~m_~1~ __ t0P_~x~ __ 9X 
9.th~x __ ~trJJ~_t~x~~ 

a~lQ ____ pXQt~c;~iY~_~0p. 

~_~p_pr~Y~ntinK~_Q.jI~~~_~_Qnt~~t_Qf~_RQttl~_n~~gl~_~nQ. __ ~_)Jl~l~_~QniGgJfitt_ing_with_~mRi~nt_~ir. 

a ~ l~t ___ ~i:r_-jnJ~_t _ Q.~yic;~ 

a~lg ____ flQwx~g1-!l~~Qr 

tQQJ_whi~h_5;;Qn~r91~_Jh~_J1QW_I~t~ __ 9.(inf~_E?j_Qn 

a~lf? ____ ~~i~~J!iDg_g~yi5;;~ 

tQQJ_tQ_QR~n_9X __ GtQ_E?~_th~_lQm~n_9J_d~_Gt 

fiJt~r_whj_GhJr~R_E?_th~_~Qh_d_m0~~_inJb&jnf\l~jQn_PK~p_~x_~_tiQP' 

a~1~ ____ i:p.j~~ti9_:Q_~it~. 

R~r.t_tbIQ~gh_wbiGh_dr.1-!g~_~I~_in.i~~_t~d_Q.-'JrinK_i_nfQ~_iQ_n 
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a!1~ ____ 1~int_tMh~ 

tQ_QIJ.!~~g_fQx_~Qn))gQtiDg_th~ __ 9:1_!~tJ~UHLth~_m.~J~_~)}g_f~JJ}~1~_~Qnj_G!JIJittj)}g~1_~tG: 

a!2_0 _____ tbx~~~W~y-Q-Q~k. 

gX1_!K_inj~~ti~n_~it~ __ Q_~p~Rl~ __ QJ_~)}~DginK_th~_flQWJ?!J~h, __ whi~h_j_$ __ GQD)}~C;_t~g_~Q_th~_iDJ1_!~iQD. 
~~t_py_th~ __ Qg]}i~~l_fittiDK_QX_Qth~I_m~~hQQ., 

a!2J ___ xn~lti-_w~Y-_~~<;k 

~9_Qk_h~~iDg_m.1_!1~iDl~ __ i)).i~c;_tig]}_~i~~9 __ ~~DJ~J)1~ __ QJ __ dJ~_ngi]}g __ th_~ __ flQW __ D!J_th, __ ~hiQh __ i_$ __ ~9.n~. 
n~~t~Jl_tg_~h~_j)}f~_$j_9_n_~~tpyJh~ __ C;_Q]}i~~1_fit~iDg_9K_Q~h~x_m._~_thQg 

a!2_2 ____ p_~&~flQw_p.:r~y~)}thz~ __ y~ly~ 

~~ly~_PI~y~_ntinKJ?_~_QkflQ~_Qf_th~ __ (1r1Jg 

a!2_S ____ intrJ~ly~_nQ~~_D_~_~_dl~ 

n~~gl~_JBJ]}Q_t1_!Ii]}g_RIQQQ._y~_$~~t_~_J}g_!J_(lmi]}i9J~xiDg_~_gX1_!K_thxmJgJ}_it 

a!24 _____ wing~~lx~~~~U~ 

n~~gl~ __ ~g~_inD~Q. __ with __ ~_~j]}g_f9X __ ~gm._ini$tr_~tig]}_Qf_~ __ 9X_1Jg_py __ D~_n~t~xing_J)19.9.g_y~_$_E?~L. 
whj_Qhj~_~_9_nn~~t~_dJg_~h~_jDf~_$i9_J}_~~tpyJh~ __ Qg]}i~~1_fittinK_9x __ Qth~x_m._~_thQg 

a!2J? _____ ~~_t~nE?iQ]}JMh~ 

t1JR~1~I_tQ_Ql_~_$~g __ fQX __ ~19_J}g~tiQn_9.f_d1_!~t, __ whj_Qh_j_E? __ Q_Q]}n~~t~Q. __ tQ_Jh~ __ j]}f~_$j_Q]}_~~t_RY_tb._~. 
~9_ni~~lJit_ti]}g_9.I_9_th~x_n:)&thQ_d 

a!2J? _____ inflJ9_iQn_fUt~x 

~_Jil~~r __ I~_mQ~i]}g_mjc;XQQxg~ni9_m~_!J]}g_J9x~jgn_))}~tt~I9-' __ ~hi_Qh_j_$ __ Q_Q]}n~~J~Q._Jg __ tb&_iDJ1_!~. 
~iQn_$~tJ~Y-_th~_~9.ni~~lJitti]}g_QI_~th~X_JIl~th9_9: 

4 Configuration 

IJ}f~_$i9_n_~~t_i~_m_~iDJY_~9.mD_Q_E?~Q. __ 9J_!J __ h9.t~1~_]}~g9:1~2 __ ~ __ gxiD __ Qh~mpgx __ (9_Q_m~_m.~y-_J?~_jn~. 
t~KL~_t~g_~~!ith __ ~_RQttl~_]}~_~_9:1~_QX_~g~_ipn~Q. __ w_ith_~_R~x~tt~L_~_Q.~gt_~_flQw._I~g1_!19--tQx, __ m!Jl~. 
~9_ni~~lJitti1}g9 __ ~nd_~_I>xQt~_Q~iY~_~~I>_. __ l]}_~Q._(htj_Q_J}1_!J]}_~iI~j_J}1~t_g~Yi~~_($gmg __ m_~Y __ R~_i]}t~~. 
gI~t~_d_with __ th~_J?_Q~tl~ __ Dg_~_dl~22 __ ~_Jilt~r, __ ~n_iDj_~_Q~iQn_~jt~ __ (E?Qm.g __ m_~Y_R_~ __ nQ~_J}~~<J.l~ __ tYI>g 
~~n~J?l~ __ Qfjni~_GtinK_with9.1_!t_!J __ n~~Q.l~t_!J __ th:r_~_~_-_W_~y'_~Q~kl __ 9-__ m_\llti~w!JY __ ~_9_Qk, __ ~_J)~~_kn9_w. 
nx~~~n~i~~ __ y~lY~2 __ ~n_iD~I~~~nQ~_$ __ n~~Q.Jg __ (i_nd!t<hnK_winK~-,;1 __ n~_~_(H~22 __ ~n __ ~~t~]}$_i9_n __ t~pg 
~nd_~n_inf1J9_i9.n_fUt~x1_~tQ:_))}~y-_J?~ __ QPJig]}~1: 

In_~g_diti9_n2_th~_i]}f~_$iQ]}_~_~_t~_!Jx~_~Y~_il~Rl~ __ in_tW9._typg_$_: __ th~_t_J?y_g:r_~yity_J~~g_!J]}<J._th~t. 
Ry_p1_!mp~ Figure 1 illustrates a typical infusion set, figure 2 illustrates typical compo­
nents of infusion set and figure 3 illustrates a typical burette. 
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Figure 1 Configuration of typical infusion set (example) 

PROTECTED BY COPYRIGHT 

5 
T 3211 : 2011 

Full document details: JIS T 3211-2011

http://www.avadocuments.com/doc/jis-t-3211-2011
http://www.avadocuments.com/doc/jis-t-3211-2011


6 
T 3211 : 2011 

II 
1-1 

II 
II 

1 

2 

3 

4 

4 

2 

5 

6 

Backflow preventive valve 5 Male conical fitting 

Extension tube 6 Intravenous needle 

Injection site (no needle type) 7 Three-way cock 

Joint tube 8 Winged needle 

Figure 2 Components (example) 
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Bottle needle 

Air filter 

Injection inlet 

Shut-off device 
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5 Stopper of shut-off device 

6 Drip tube 

Figure 3 Typical burette (example) 

5 Physical requirements 

5.1 Particulate contamination 

NQ_~_dh~~iQn_QfJin~_J~~xti~l~ __ QI_fQ);:~igJl_mJ~lJt~:r_Q!!_Jh~ __ in~j_d~_i~_p~:rmi~~iQl~ __ RY-_yi~_~~l 
in~D_~~ti9.!!: 
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5.2 Airtightness 

No air leakage shall be observed when the set is placed in water at 20°C to 30 °C with 
its tip closed and air at inner pressure of 50 kPa for 15 s is introduced from the tip of 
bottle needle. In addition, the infusion set for pump shall have integrity sufficient to 
prevent ingress of microorganisms, and no leakage of air and water is permissible by a 
test according to A!l.J)':l.J1-.Q.j\.!l._a. and no invasion of air is permissible by a test according 
to A_.J._~. 

5.3 Male and female conical fittings, injection site and joints of joint tube and duct 

All connections shall withstand a static tensile force of not less than 15 N for at least 
15 s. No water leakage shall be observed in the infusion set for pump at a connection 
site when tested according to A.2. However, conical fitting used for attachment and 
removal of intravenous needle, etc. is excluded. 

5.4 Bottle needle 

a) NQ __ \ln~~~J))J~~t' __ Qr __ gJ~lJTI!JK~ __ ~h!Jn_l>_~ __ QR~~rY(J_9,_9n_th~ __ 9_\lt~x __ t'_\lrf~Q.(J __ Qf._mgt~1_n~~QJg 
t\lR~_9f_th~_hQttl~_J1~~gl~ __ ~n.Q. __ th~_fi)Ji~h~.Q. __ t'_\lrfg~~_~hJ~Jl_h~ __ t'))1QQth~_ln __ ~_9,gitiQnJ_Jh(J. 
Q~t~r __ t'_\lrfg~~_Qf)l~~gl~_J~J;~~_m_~_d~_Qf_9_th~x __ th~)J_}')Jgt!JJ_m_~_t~rigl~ __ ~h~llJ)_(J __ fx~~_f.:rQm 
g!JJ)J~g~_gnd_th~_fini~h~~l_~~xf~~_(J __ ~h~llh(J __ t'xnQQth~ 

b) The bottle needle shall be capable of puncturing the stopper of the infusion con­
tainer without preliminary puncture. 

5.5 Air-inlet device and air filter 

The air-inlet device, if any, shall conform to the following specifications. 

a) The air-inlet device shall be provided with an air filter to prevent the ingress of 
. . 

mIcroorganIsms. 

b) When the air-inlet device integrated with the bottle needle is inserted into the in­
fusion container, the air admitted into the container shall not become entrained in 
the liquid outflow. 

c) The air filter t'JJgnJ~.~ fitted so that all air entering the infusion vessel passes 
through it and that nQ_n9Ji~~gl>JgX_~_g_\l~Ji9n_Qff.l09_w_x~_t~j_~_~g~_~_~_(l 

d) Th~_!Jjx~5Jll~t_~l~yiQ_~ __ t'h~1l_R~_~gJ?_~_b.l~_9fJ~~_n~_t~xing_th~ __ ~t~n:m~X_9f_th~_inf~J~i_Qn_~Qn~. 
t~in~x_withQ~_t_J?x~hJ)Jin~ry_.p.~nQt~x~. 

5.6 Duct 

The duct shall be transparent or semi-transparent so that bubbles are observable. 

5.7 Filter 

YQX __ ~.p.Rgr~t\l~ __ h!Jy5J1K~_JUt~rJ_th~_fUt(JK_~h~U_h~y~_g_~)Jif.Qxm __ m~~h_J~_~§_th!Jn_21Q_1JJ)J~ 

5.8 Drip chamber and drip tube 

The drip chamber, if any, shall conform to the following specifications. 
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