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Foreword

The Saudi Food and Drug Authority (SFDA) is an independent organization mainly
responsible for regulating imported/local food, drug and medical devices which
includes, inter alia, setting their standards. International Standard No. (ISO
20308:2017) "Traditional Chinese medicine — Gua Sha instruments” issued by
“International Organization for Standardization” has been adopted identically in its
original language. This standard is adopted with modifications in its original
language as a national standard and approved by SFDA CEO decision No (...) on
(date)



Scope

This document specifies appearance, material, requirements of visual inspection,
cleaning and disinfection, hardness, roughness, resistance to abrasion, exposure index
of radionuclide activity, biocompatibility of Gua Sha instruments, as well as related
information on package, transport and storage, labelling and instructions for use.

Electro-devices and other forms are outside the scope of this document.



Kingdom of Saudi Arabia

(255)

Medical Devices Sector

Saudi Food & Drug Authority

7>

<Ll  jale

dungoull &y nll AS 1l

loallg Janll Alnll &ill

dndall oloailly 3yg>¥) gliad

Modifications Annex

| Project: SFDA.MD.249.DS.1SO 20308:2017

= AN aill/ail) o8
Clause/Subclause
No.

)

Line
No.

[Boga [5 s
Js

Paragrap
h/ Flgure/
Table/

&
Adaadal)
Comm

ent

type

CadaaSall

Comments

Joanil)
Modification

Introduction

2nd
Paragraph

ge

There is no solid
scientific evidence
for these historic
and clinical claims
for the Gua Sha

instruments

Delete:

4.1

ed

Modify:
A variety of shapes can

be applicable applied as

follows:

ed

Modify:
A variety of materials

can be  appheable

applied as follows:
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Delete:
A variety of materials
Use of buffalo-| . pe ap){)lied as below:
horns is improper
and would cause | a)-buffale-horn:

2 5 te e ;
difficulty in )
cleaning and | &) bian-stone;
disinfection b) jade;

c) other materials.
Modify:

Gua Sha instruments for
single or repeated use
shall be cleaned and

3 6.2 ge disinfected in

accordance with 1SO
17664 in order to avoid
skin  irritation  and
infection.

The term "should"

is not proper to Modify:

express any . .

requirement The mate_rlal and d_eS|gn

4 7.1 te (ISO/IEC of this primary
Directives, Part 2), | Packaging sheutd shall
the term “shall" is be such as to ensure
the proper term
Indication of the Modify:
manufacturer is the name or, trademark

5 9.114a) te "mandatory" or logo of the
according to SFDA | manufacturer and/or
regulation supplier, if applicable;
There IS no
expression of the | Delete:

5 9.1.1b) e | dimensions of Gua|a description of the
Sha instruments | contents—including—the
within the | designated-metric-size;
document !!

Add:
dimension, in

> 9119 ge accordance with Annex
B.
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Indication of the
manufacturer is

Modify:
the name, address and

10 9.1.2 a) te “mandatory"” trademark or logo of the
according to SFDA | manufacturer ~ and/er
regulation supplier, if applicable;
There s N0 | Helete:
expression ~of the description  of  the
dimensions of Gua . )

11 9.12) ®  Isha instruments | Contents, iackiding—the
within the | Gestgnated—metric—size
document !!

The Gua  Sha| Modify:
instruments  has | description  of  the
been classified in | contents, including—the

12 9.1.2b) te the document designated—metric—size,
according to their | the quantity, the
shapes and | lassification shape, and
materials material;

Because it is a
professional
practice, and there
are precaution and
adverse events | Add:
which may occur | h) a warning stating that
13 912 ¢ due to malpractice, | "It shall be used by or
- € a warning statement | under supervision of a
should be marked | professional therapist”.
stating "It shall be
used by or under
supervision of a
professional
therapist”
The instruction for Add:. .
The instructions for use
use (IFU) shall be :
oo . .~ | shall be marked with at
14 9.2 ge indicated in Arabic .
: least the following
and English to]. . . .
. information, in Arabic
fulfill the user needs )
and English:
Indication of t_he Modify:
manufacturer is
15 9.2 b) te “mandatory" the name and trademark

according to SFDA
regulation

of the product andfer
manufacturer;
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"Product license

number" is not
required to be
marked within the Delete:
16 6 9.2¢) te "Instructions  For " )
Use (IFU)" product ticense-Aumber;
according to SFDA
guidances for
completing MDMA

"Product standard
number" is  not
required to be
marked within the | Delete:

17 6 9.2d) te "Instructions  For | preductstandard
Use (IFU)" | pumber;

according to SFDA
guidances for
completing MDMA

Modify:
e} ¢) performance and
structure of product;

£ d) indications and
18| 6 9.2 ed contraindications;

¢} e) methods to use,
disinfection method
in particular;

k) f) precautions.

Comment type: ge = general te = technical ed = editorial




