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Traditional Chinese medicine - General requirements for the basic safety and
essential performance of electro-acupuncture stimulators

Contents Page
FFOT@WOIM..........ooooooeee sk 8855855888855 v
IIMETOAUICTION .......oooo ek vi
1 SCOPIC ...t 1
2 NOTIMATIVE FEEEIT@IICES ............oooooooee oo 1
3 Terms and defiNTtIONIS ... 1
4 GENETAL T@QUIT@ITIEIITS ..........ccocooooeeieeeeeeeie st 2

4.1 GBIET AL ..o s ke85 2

General requirements for testing EA stimulators. ... 2

10
11
12

13
14

Classification of EA stimulators in medical electrical (ME) equipment and ME
SYSTRIIIS ...t 2

6.1 General 2
6.2 Protection against electric shock w2
6.3 IMOAE OF OPEIATION ...t 2
Identification, marking and documents of EA stimulators
7.1 LOT<] 1<) o U O
7.2 Electrical input power from the supply mains....
7.3 INStructions fOr USE. ...
7.3.1  General ..
7.3.2  Additional infOrmation ...
Protection against electrical hazards from EA stimulators ... 3
8.1 GBIIET ALt 3
8.2 Classification Of @PPLIEA PATES ..o 3
Protection against mechanical hazards of EA stimulators ..., 3
9.1 (L] 0 T=) U O
9.2 Disconnection prevention
Protection against unwanted and excessive radiation hazards.............cco, 4
Protection against excessive temperatures and other hazards ..., 4
Accuracy of controls and instruments and protection against hazardous outputs........... 4
12.1  Accuracy of controls and INSTIUIMEINTS ... 4
00 0 R €Y 4 V) ) OO T 4
12.1.2 Output amplitude.. 4
12.1.3 Pulse parameters 4
12.1.4 Independent control of multiple output channels ..., 4
12.2  Usability of ME equipment w5
12.3  Alarm SYSEeMIS ... w5
12.4 Protection against hazardOoUs OULPUL ...t 5
L2041 GEIIETAL oo 5
12.4.2 Supply voltage fluctuations w5
12.4.3  OULPUL INEETTOCK oo 5
12,44 OUEPUL IAICATOT ..o 5
12.4.5 Limitation of OUtPUL PATAMIELET'S ..o 5
Hazardous situations and fault cONditions................eeeeee e 6
Programmable electrical medical systems (PEMS) ... 6



15 Construction of ME equipment

15.1  General .,

15.2  Needle clips and LEAAS ...t
16 IMIE SYSTRINIS .......oooocciiiii i 6
17 Electromagnetic compatibility of ME equipment and ME SyStem............ccos, 6

18 Electromagnetic compatibility - requirements and tests

S 700 S 1<) 1<) o= S0
18.2 Emissions tests
S T/ R 1=y =Y = )
S T/ = (=) o o (=T L 5
18.3  Immunity ...

18.3.1 General
18.3.2 EA stimulator with acupuncture needle

Annex A (informative) Configuration of EA stimulator SYStem............ccoeee e 8
Annex B (normative) Test methods for EA stimulator ... 9
Annex C (informative) The safety issue of excessive total current per session.............cccnn 10
Annex D (informative) Test methods for EA stimulator for various impedance conditions.......... 11
BIDIIOGIAPIY ... 12



		2026-06-28T19:22:36+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




