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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with main
purpose of regulating and monitoring of foods, drugs and medical devices. One of
SFDA functions is to issue national Standards /Technical Regulation in the fields
of foods, drugs and medical devices, whether imported or manufactured locally,
through specialized technical committees (TCs). SFDA medical devices sector
through the work program of technical committee (SFDA/MDS/TC 249)
“Traditional Chinese medicine” has adopted the International Standard No. (ISO
18746:2016) "Traditional Chinese medicine — Sterile intradermal acupuncture
needles for single use” issued by “International Organization for Standardization”
in its original language. This standard is adopted with modifications in its original
language and has been approved as national standard by SFDA board of directors
in its meeting No () Held on (../../14..AH), agreed with (../../20..G).

- The modifications are mentioned in the Modifications Annex.



Scope

This International Standard specifies the requirements of sterile
intradermal acupuncture needle for single use as a medical device,
including the following factors:

a) size;

b) material;

c) quality;

d) testing methods;
e) packing;

f) identification.
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Modifications Annex
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Project: SFDA.MD.249.
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. 3 [8oga [ 538
Caby | S oA dll/and) 8 2 dsa
4aadall | Clause/Subclause | | ; Paragraph/ | daadali g s cliadLa dpandl
Line S
# | Page No. NoO. Figure/ | =~ ment | Comments Modification
NO. Table/ type
There is a dispute
toward the intradermal acupuncture
effectiveness of needles are recegnized
) i Introduction 1&2 te intradermal widely used as an
acupuncture, and | effeetive treatment for
the number of various disorders
trials are limited
Indication of tr_]e manufacturer !
manufacturer is supplier —
Y ix n 1]
1.123) e ar:c?r?j?:%r}[/o manufacturer and
SFDA regulation supplier, if applicable
Indication of the manufacturer !
manufacturer is supplier —
\-" \/ n 1
1.2.22) te mandgtory manufacturer and
according to supplier, if applicable
SFDA regulation ppier, 1app
Replace "an
acupuncture
physician" by "a Follow the instruction of
¢ v 7.2.2)) ge acupuncture an acupuncture physician
practitioner" practitioner
which is more
acceptable
Comment type: ge = general te = technical ed = editorial



