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الإبش: 2الجزء - وطشق الاخخببس 
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تقـديـم

Foreword
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الهـٍئت جهـت هسخـملت الغـشض الأسـبسً لـهب هى المـٍبم بخـٌظـٍن وهشالـبت الغـزاء والـذواء والأجـهزة والوٌخـجبث 

الطبـٍت والخشخٍصٍت، وهي ههبههب وضغ اللـىائح الفٌٍت والوىاصفبث فً هجبلاث الغـزاء والـذواء والأجهزة 

والوٌخجبث الطبـٍت سىاء كبًج هسخىسدة أو هصٌؼت هحلٍبً بىاسطت لجبى فٌٍت هخخصصت، ولذ لبم لطبع الأجهزة 

:والوٌخجبث الطبٍت  ببلهٍئت ضوي بشًبهج ػول اللجٌت الفٌٍت سلن

has adopted the International Standard No. 11608-2

" Devices for administration of medicinal products and catheters "

ISO

This standard has been approved as National Standard in its original language by SFDA

Board of Directors in its meeting No .../... Held on / / / AH, / / G.

" International Organization for Standardization - ISO "

Needle-based injection systems for medical use -

Requirement and test methods - Part 2: Needles

SFDA/MDS/TC 84

إدخال المىتجاث العلاجيت والقساطر في جسم الإوسان/مىاصفاث الأجهزة الطبيت لحقه "  "

بتبني المواصـــــــــفة الدولية رقم

 ( )ولذ اػخوذث هزٍ الوىاصفت كوىاصفت سؼىدٌت هخبٌبة بلغخهب الأصلٍت ورلك فً اجخوبع الوجلس الخٌفٍزي ببلهٍئت سلن

.(م20../../..)الوىافك  ( هـ14 ../../..)والزي ػمذ بخبسٌخ 

Saudi Food and Drug Authority (SFDA) is a national Organization responsible for safety

and effectivness of foods, drugs and medical devices. One of SFDA main functions is to

issue national Standards /Technical regulation through specialized technical committees

(TCs).

SFDA through the technical committee TC No SFDA/MDS/TC 84
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This part of ISO 11608 specifies requirements and test methods for single-use, double-

ended, sterile needles

for needle-based injection systems (NISs) that fulfil the specifications of ISO 11608-1.

It is not applicable to:

— needles for dental use;

— pre-filled syringe needles;

— needles pre-assembled by the manufacturer;

— needles not requiring assembly or attachment to the NIS

Standards & Guidelines Dep. Contact Informationللتىاصل مع إدارة المىاصفاث والأدلت الإرشاديت

SCOPE


