i

Full document details: JIS T 1453-1986

JAPANESE INDUSTRIAL STANDARD

JIS Tx1453 4b EM 4933L08 00?1295 bH WA

UDC 615.472:621.3:616-089

Electrosurgical Units

JIS T 1453~

Translated and Published
by

Japanese Standards AsSociation

Documents

o Document Sharing Hub
Printed in Japan 1% S


http://www.avadocuments.com/doc/jis-t-1453-1986
http://www.avadocuments.com/doc/jis-t-1453-1986

JIS Txlu53 6L W@ 4933608 007129 &6 MR

In the event of any doubt arising,

the original Standard in Japanese is to be final authority.

Documents

Document Sharing Hub

Full document details: JIS T 1453-1986



http://www.avadocuments.com/doc/jis-t-1453-1986
http://www.avadocuments.com/doc/jis-t-1453-1986

-
v

-_ e > = =

JIS Tx1453 &L A 4933608 007Lk297 T M

T 1453-1986

Contents

Page
1- SCOpe 9e0sncsessarsenes $09000000000000000000000000000000800080

cresessnseenen cererrenss O |
2. Definitions ....eseceseeee vrrerens ceesreressesreneneaas veverereserenesenees eveenreeasreenene . 1
3. Service CONAitiONs ...ceceeeeeereerssseveessraneenes veenverans verenrnrene ceernrreeeenens vevreireenens 2
4, Safety weeveesersicerirennaiinnnanene ceeienee eereens Peseaseereranunisessananiterstesesarnes eeererenee 2
4,1 Electrical _Saféty T PP PP P TP T TP YTT PP PP PIPOON tesesrsesnsasseses vesseens 2
4,2 Mechanical Safety ...cccccveercsncenneenes cesecaserasess vebeesesesnennes reetrrrenesebaiseane 4
4.3 kProtection against Excessive. Temperature, Fire and Other Hazards ... 4
5., Classification ..... Cesersttatassesressastarasrearerontaca vesersensrasaseas ererseces cervresersacncosesess 4
6. PErformances ...eeeerees cereverevessseseesease e eaneeaes verreenennnees reveeeenns verereesrnnens 4
6.1 Main Carrier Frequency ...c..e.. Ceerecencernrene N reeertrenreesnosateeasenneens w 4
6.2 Deviation of Output Control ......cieniiiieiiiiiiiieaini.
6.3 Maximﬁm OUELPUL POWET [iivrrcrncscseressssesnracsssesassncsosnes
6.4 Increase of Oufput Power and Minimum Output POWEr .....cccccieeicerneees 4
6.5 Sound Indicating Output Power .....eee.. beviseesssesenserernssssnsestaneone ceererenaes 4
6.6 Dielectric. Strength of Electrode Cord ......c.... eoreesiseiensiresttnsanes ceerseses D
6.7 High Frequency Leakage Current 5
7. . Configuration and Constructién Pesessesinnissteisatienannes cesesssesnrane 5
7.1 Configuration .ciceecescseeesssesecssnssssesens crecetnrersrsanans .................... . b
7.2 Construction ..ececsvisiseisisennniiiissionninnianines e esesitnitsestitatsasesecnssbensasens e D
8. Tests sieeeereens cressrstasentsarsecnas Cerecesescneraranas teeeees cersessessenssases cesssrscares B {
8.1. Test Conditions cevieeeecnscrentiiciciencteeiiiniteeiinieniiontoriiestiniensiecenenssecseseeas 7

8.2 Test Items .cesevecceses. crennee tiecevenanes cesvsree ceceenes ceesecsnnesntrenanns tetecesessssantannes 7

8.3 Continuity and Dielectric Strength of Electrode Cord .....ccceeueee Y ¢

8.4

8.5

8.6

8.7

Leakége CUITENt eievevreeesssnnesesncosanans cesscasan vesssse esessesnce cevares veesssnantene
High Frequency Leakage Current .....ccccceseeceenens ceessesarrensaneas coresanas eeseres
Protection against Neuromuscular Stimulation eeesnanes svsrerseases

Monitoring Circuit of Neutral Electrode .........ccccecieenns

8

8

10

10

1 | Documents

Document Sharing Hub

Full document details: JIS T 1453-1986


http://www.avadocuments.com/doc/jis-t-1453-1986
http://www.avadocuments.com/doc/jis-t-1453-1986

JIS T*L453 8bL W 4933608 0071298 1 WA

T 1453-1986

Page
8.8 Protection against Effects of Defibrillator .....cccceierererecisececerececacacnens 10
8.9 Protection against Short-circuit of Electrodes .....cccceveerecesiececrconencanes 10
8,10 EXCESSIVE TEMPEIALUIE ..evvvvveeeeerernrnrerserasesererssassserssoseessssssssssassssesssses 11
8.11 Output Power e 11
8.12 Sound Indicating OULPUL POWET .iivieceserersersccrcsssssosnsrosssaanassssssssassnsess 11
8.13 Output Switch and Foot SwitCh ...ceeecenne cevevercrsecesaane veavessrseorssnsersases 11
8.14 Connector for Neutral Electrode Cord ........eeeee S YRR venenes 11
9. Marking .icecerececeenrescscenenas chesscacensrsesa heteceasercntsnsesestacersnrsasersessanesterestsseanes 12
10. Attached Documents .............. verrereeeennreneres verressessseeannennnones vevessennnas veeeee 12 ‘

2 Documents

Document Sharing Hub

Full document details: JIS T 1453-1986


http://www.avadocuments.com/doc/jis-t-1453-1986
http://www.avadocuments.com/doc/jis-t-1453-1986

L..

JIS TxL453 AL MM 4933608 0071299 3 W

UDC 615.472:621.3:616-089
JAPANESE INDUSTRIAL STANDARD JI1S

Electrosurgical Units T 1453-1986

Scope

This Japanese Industrial Standard specifies electrosurgical units and

accessories used in medical operations such as cutting, coagulation or mixing of
body tissue. This unit is generally called as electrical knife and generates the

2.

maximum power of 50 W and more at main carrier frequency of 0.3 to 5 MHz.
Definitions

For the main terms used in this Standard the definitions in JIS T 1001 apply,

and the rest of the terms shall be as follows:

(1)

‘ (2)

(3)

(4)
(5)
(6)

(7)

: ‘ (8)

(9)

active electrode Electrode intended for cutting, coagulation or mixing.

It is used being supported by the holder.

neutral electrode Electrode of relatively large area for connection to the

body of the patient to avoid unwanted burns. The neutral electrode is also
known as a dispersive electrode,

bipolar electrode: Assembly of two insulated electrodes on the same

support and so energized that main HF current flows through the body:
tissue between these two electrodes. ,

applied part Active electrode, neutral electrode and bipolar electrode
(Including the plugs and cords for them.).

cutting One of the functions of the active electrode, i.e. incision or ‘ !

cutting of body tissue.

coagulation  One of the functions of the active electrode or the bipolar
electrode, i.e. coagulation or hemostasis of body tissue.

mixing  Mixing of cutting function and coagulation function.

operating mode Output power mode of cutting, coagulation, mixing and

bipolar.

main carrier frequency Mam components of high frequency current
generated by an electrosurglcal unit,

) (10)  main high-frequency currents Normal high-frequency currents flowing
through the applied part.
i (11) mgh -frequency leakage currents  High-frequency currents which flows out
of normal high-frequency current path. ,
Applicable Standards, Corresponding International Standard and Reference
. Standards: See page 14. :
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(12) grounded type (non-floating type) A type of electrosurgical units in which
the neutral electrode circuit is insulated from the ground for the frequency
of power supply, but grounded for the main carrier frequency.

(13) non-grounded type (floating type) A type of electrosurgical units in which
high-frequency output circuit is insulated from the ground for the main
carrier frequency.

(14) rated output power Maximum high frequency output power which can be
fed into a non-reactive load resistor having a optional resistance between
50 to 2000 specified by the manufacturer.

(15)  single fault condition of electrosurgical unit The fault condition given
in 2, (53) of JIS T 1001, including the breaking or disconnection of a cord
of the neutral electrode of electrosurgical unit, and a defect in the output
switching circuit or the dielectric breakdown in the output circuit resulting
in an excessive low frequency patient leakage current.

(16) output switch  Hand or foot switch used for operating output circuits. ‘

3. Service Conditions

The conditions shall be as specified in 3. of JIS T 1001.
4, Safety

4.1  Electrical Safety The electrical safety shall comply with the following
requirements in addition to compliance with 6. of JIS T 1001.

(1) The type and level of protection against electrical shock shall be as
given below based on the classification specified in JIS T 1001.

(a) Classification by the type of protection against electrical shock: Class
1 or Class Il equipments '

(b) Classification by the level of protection against electrical shock: Type
BF or Type CF ’

(2)  Operation Mode The electrosurgical unit shall be so constructed that
the set output power and operation mode do not change when it is
switched on and off or main supply is interrupted and re-established.

(3) Output Terminal The electrosurgical unit shall be constructed so that
the active electrode plug cannot be erroneously connected with the
active electrode terminal, neutral electrode terminal or bipolar electrode
terminal of its main body.

(4) Protection against Neuromuscular Stimulation To minimize the
possibility of neuromuscular stimulation, the d.c. resistance between
active electrode terminal and neutral electrode terminal or between the
bipolar electrode terminals shall be not less than 2 MQ. The equivalent
capacitance (e.g. combined capacitance of ¢, C,, C,, sown in Fig. 1) shall
not exceed 5000 pF.
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