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Foreword

Please note that some contents of this document may involve patents. The issuing

authority of this document shall not be responsible for identifying the patent.

Main drafting unit: Tianjin Medical Device Quality Supervision and inspection
center.

Units involved in drafting: Suzhou medical supplies factory and other companies,
Tianjin University of traditional Chinese medicine, Xi'an TCM Hospital of

Encephalopathy.

Main drafters: Liu Bo, Li Yanan, Zhang Yun, Li Libin, Li Jia, Zhang Longfei, Hou
Feifei, Song Hujie, Du Xiaogang.

Participating drafters and reviewers (sorted by surname Pinyin):
China: Gao Shan, Xu Aimin, Yu Zhifeng;
Macao, China: Gao Yatao;
Canada: James Yuan;
Japan: Hirosei Takehara;

Hungary: David Yu.

The drafting procedure of this document complies with SCM1.1-2021 guidelines
for Standardization Work Part 1: standard preparation, revision and release
issued by the World Federation of traditional Chinese Medicine Societies.

This document is issued by the World Federation of Chinese Medicine Societies,
and the copyright belongs to the World Federation of Chinese Medicine Societies.
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Electric Cupping Device

1 Scope

This document specifies the terms, definitions, requirements, test methods,
inspection rules, marks, packaging, and storage of electric cupping equipment.

This document applies to electric cupping devices used in traditional
Chinese medicine cupping therapy. The device contains an electric air extractor,
which is expected to be used in conjunction with a suction cup that complies with
the ISO 19611:2017 standard. The negative pressure generated by the air
extractor is used to make the suction cup adsorb on the human skin for

treatment.
2 Normative references

The following referenced documents are indispensable for the application of this
document. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any
amendments) applies.

[SO 780 Packaging — Distribution packaging — Graphical symbols for
handling and storage of packages

[SO 19611 Traditional Chinese medicine - Air extraction cupping device

[EC60601-1 Medical electrical equipment - Part 1: General requirements
for basic safety and essential performance

IEC 60601-1-11 Medical electrical equipment—Part1-11: General
requirements for basic safety and essential performance—Collateral Standard:
Requirements for medical electrical equipment and medical electrical systems
used in the home healthcare environment

IEC 61672-1 Electroacoustics - Sound level meters - Part 1: Specifications

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.
31
Electric cupping device

medical electrical equipment that generates negative pressure in the suction
cup placed on the human skin through the electric air extractor, and uses the

negative pressure to perform traditional Chinese medicine cupping therapy..
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3.2
Suction cup

apparatus for cupping therapy, including a body, an air outlet and an exhaust

valve.
4 Structure and composition

Electric cupping equipment is usually composed of electric air extraction
device, air extraction tank and connecting pipeline, see Figure 1.
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1 Electric cupping equipment
2 connecting pipeline

3 air extraction tank

Figure 1 Typical structure of electric cupping equipment

Electric air extraction device is the core component of electric cupping
equipment, which is mainly composed of power supply circuit, air extraction
pump, control circuit and shell.

According to the different intended uses, the electric air extraction device can
be connected to a single air extraction tank, or multiple air extraction tanks can
be connected through branch connecting pipelines to extract air from multiple

air extraction tanks at the same time.
5 Requirements

5.1 Appearance

The surface of electric cupping equipment should be flat and smooth, with
uniform color and no obvious scars, clear text markings, flexible control

components, and no loose fasteners.
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5.2 Suction cup

The performance of the Suction cup shall comply with the requirements of
ISO 19611.

5.3 Ultimate negative pressure

Unless the manufacturer confirms that the relevant risk is acceptable through
the risk management process, the ultimate negative pressure value of the
equipment should not be greater than 91.5kPa.

5.4 Suction stop

During the air extraction process, the electric cupping device should provide
measures to terminate the air extraction at any time.

5.5 Negative pressure elimination

Measures should be provided to eliminate the negative pressure in the tank,
which should be able to be completed at any time and not rely on the air entering
the tank from the contact surface of the tank with the skin.

5.6 Mechanical shock

The hand-held electric cupping device should work normally after it falls
from a height of 1m on the concrete floor.
Note: The reassembly of dropped parts is permitted after the drop test

5.7 Noise
In normal use, the working noise of the equipment should not exceed 70dB (A).
5.8 Easy to operate

The electric cupping device should be designed to be operated independently
by one person without assistance.

5.9 Pressure regulation

The pressure-adjustable electric cupping device should be designed so that
the negative pressure value should not increase with the decrease of the output
setting.

5.10 Accompanying documents

The accompanying documents should contain the following information:
a) For different sizes of suction cups, a description of the recommended
used parts should be given;
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b) If long-term use may cause risks, suggestions for safe use should be given,
including but not limited to recommended treatment time, recommended

negative pressure settings, etc.
5.11 General requirements

The electric cupping device shall comply with the requirements of IEC
60601-1 and its collateral standards.

5.12 Sterilization and disinfection

The sterilization and disinfection of disposable and reusable Suction cup
shall comply with the requirements of 5.3.1 and 5.3.2 of ISO 19611 respectively.

6 Test methods

6.1 Appearance
Verify through visual inspection and manual operation.
6.2 Suction cup

Conduct the test according to the test methods specified in ISO19611.

6.3 Ultimate negative pressure

Connect the equipment and the test device according to Appendix A, start the
equipment at the maximum negative pressure gear according to the instructions,
and record the data when the negative pressure in the suction cup reaches the
extreme value as the air extraction proceeds, which should meet the

requirements of 5.2.
6.4 Suction stop

Verify by inspection and functional tests, which should meet the

requirements of 5.3.
6.5 Negative pressure elimination

Verify by inspection and functional tests, which should meet the

requirements of 5.4.
6.6 Mechanical shock

The equipment falls freely to the concrete floor in the most unfavorable state
at a height of 1m, and then the necessary reassembly, inspection and functional

tests are carried out for the equipment.
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6.7 Noise

Use a sound level meter that conforms to the IEC 61672-1 standard to
measure the A-weighted sound pressure value at a radius of 1 m from the
geometric center of the electric cupping device. The ambient noise should be at
least 10dB lower than the measured noise. Tests are carried out in two states: (1)
The electric cupping device is running at the maximum negative pressure gear,
and the opening of the connected suction cup is exposed to the atmosphere
without any obstructions. (2) The electric cupping device operates at the
maximum negative pressure gear, and the opening of the suction cup is blocked
with a silicone plate with a thickness of at least 3mm.

6.8 Easy to operate

Verify by inspection and functional tests
6.9 Pressure regulation

Verify by inspection and negative pressure measurement
6.10 Accompanying documents

Check the accompanying documents for verification
6.11 General requirements

Conduct the test in accordance with the test methods specified in the
applicable IEC60601 series of standards

6.12 Sterilization and disinfection

Confirm according to the methods specified in 5.3.1 and 5.3.2 of ISO 1961.
7 Marking, packaging and storage

7.1 signs
7.1.1 equipment signs

The external marking of electric cupping equipment shall comply with
Clause 7.2 of IEC 60601-1 and the requirements of local regulations:

7.1.2 package marks

The outer package shall at least have the following marks:
a) Name and address of the manufacturer;

b) Product name;
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c) Type or specification
d) Words or signs such as "fear of rain" shall comply with the relevant
provisions of ISO 780;

7.2 packaging

The package shall be able to fully protect the contents and ensure the safety
and integrity of the contents under normal circulation and transportation
conditions.

7.3 storage

The storage conditions of packaged electric cupping equipment shall be
specified by the manufacturer.
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ANNEX A
(Normative)
Negative pressure test layout of electric cupping device
The negative pressure test layout of the electric cupping device is shown in
Figure A.1. The suction cup is placed on a silicone plate (thickness not less than
3mm), and the pressure gauge is connected to the inside of the suction cup
through a pipeline. At normal atmospheric pressure, measure the negative

pressure formed in the tank.

fe— 4

Electric cupping device
Suction cup

Silicone plate

Piping

Pressure gauge
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Figure A.1 Negative pressure test layout of electric cupping device
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