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 99Mo – 99m Tc Generator الشهادات المطلوبة للنظائر المشعة ولل 

 .منشور السلامة الدوائية -1

 . GMP)ممارسة التصنيع الجيدة(  شهادة ضبط الجودة -2

 .QAشهادة توكيد الجودة  -3

 QC..(Characteristics of the Eluate from the generator (شهادة ضبط جودة كاملة للمنتج -4

 .تفصيلية لكيفية إستخدام المنتجنشرة   -5

 .شهادة إستيفاء المنتج لمتطلبات الوقاية من الإشعاع -6

 (.99Mo – 99m Tc Generatorـ ــ وال 131 -اليود  (شهادة بلد المنشأ للنظائر المشعة  -7

 .رخصة السلطة الرقابية في السودان -8

 .رخصة السلطة الرقابية في بلد المنشأ -9

 .(Packaging Certificate)عالمية إستيفاء مواصفات التعبئة ال -11
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 الطب النووي مجال في العاملة في إستيراد مصادر إشعاع شركاتالمتطلبات ترخيص 
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Quality Assurance Requirement for Transportation 

 

 Storage condition should be observed at all times, including during 

transportation. The requirements are applicable not only to pharmaceuticals 

products that need to be stored at low temperature (cold –chain products) but 

also to medicines that should be stored below 30C (temperature chain 

products). 

 Shipments of pharmaceuticals products should be suitable for their purpose and 

appropriately equipped to prevent exposure of products to conditions that could 

affect their stability and packaging integrity, and to prevent any contamination. 

 Sea Shipment must be in temperature controlled containers with digital data 

logger with USP connect to record temperature and humidity. 

 In the cold –chain, pharmaceuticals products cartons must be clearly labeled 

(keep cool plus the required range of temperature) and the airway bill must also 

be clearly marked (keep cool during transport or transit plus the required range 

of temperature). 

 Cold storage items which need cold chain transportation and storage (e.g. 2-8°c or) 

must be delivered in special cold transport boxes which will keep the temperature 

of the items within the required range of temperature till the items are delivered 

and received into the centre cold stores. ALL items should be shipped with digital 

data logger with USB connector that can be easily checked by the centre´s staff. 

The data logger should be linked to the specific carton or pallet until reach the 

centre cold store. 

 


