“~

ﬁm

e)9als o132l Adlpe s andatiy ALl sa Led ol oyl Aliise dga o salls o2l Aalell gl

#133]) ¥ lae A Clialgally didl) wlsll) aung lealn (a5 chpandiilly dadall Cilaiially 336
By haanadio b Glal Uauls Llae datiae 5 535 lS Elpa Al Clatialls 3562915 65l
G (SFDA/MDS/TC 84) aiy (33 ll Jac zaliy para Alglly dylall clainally 336y ¢ s o8
i V) a8 laldlly Ladlall clatiall Jlal/cial dulall 33¢aY) Claalge Jee
Gllliall = 4 g3all = ol alaaiud caal) DA (ISO 11608-4:20006) o) dadsal) 46 alsal
Al g " Gupill A0l Aalaial’ gpacal s ¢"ASilSon g 5iSIYg Auig S iall DY LAY 3k
& el g ALal Lgialy A6 Unally 5lifia Gy ges Al saS Adialgall 28 hadie) a5 ALY gl

(620 [-) Gl (a14.)ofe ) by e Gilly () oy 81 Gulaa g Lial

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 84) “Devices
for administration of medicinal products and catheters” has adopted the
International Standard No.(ISO 11608-4:2006) "Pen-injectors for medical use -- Part
4: Requirements and test methods for electronic and electromechanical pen-
injectors", issued by “ International Organization for Standardization” in its original
language. This standard is identically adopted in its original language and has been
approved as national standard by SFDA board of directors in its meeting No ( )
Held on (// AH), agreed with (// G).



Scope

This part of 1ISO 11608 specifies requirements and test methods for
electromechanically driven injectors intended to be used with needles and
with replaceable or non-replaceable cartridges. The injector may be for
single-use or multiple-use. The injector system is intended to deliver
medication to an end-user by self-administration or with assistance.

This part of 1ISO 11608 is neither applicable for needle-free injectors (as
covered in ISO 21649) nor infusion pumps (as covered in IEC 60601-2-
24). This part of ISO 11608 is not applicable for devices that are capable
of operating while connected to an external power supply.



