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Recall of batch MA04M63 from the MA04M63 dusaiddl e
product: GASTROGRAFIN 76-ORAL GASTROGRAFIN 76-ORAL AQUEOQOUS SOLN: ;s (yo
AQUEOQOUS SOLN
Product Information o]l Ologlas
Product name GASTROGRAFIN 76-ORAL AQUEOUS SOLN T—riad! el
Generic Name Diatrizoate Meglumine ol el
Manufacturer Berlimed S.A. daiuanll 4551
Registration No. 0505245248 Jromudl! 08y
Recall Information coead| Ologlas

Detection of positive results 45Lad dulon] 78S D929

for the i .
orthe impurity N-Nitroso-Meglumine

Reason N-I'\lltroso-MegI.umm(? B UL OV RTEN VN INESIRTIE Sy e —
exceeding the permitted limit, . ; o
- 83979 dedluw de 135
which may affect the safety o]
and quality of the product. ’
Defective batches MA04M63 8y Sled! oMz
Recommendations O luo gl
= Stop dispensing Affected batch immediately 39 1798 8,3lall Asadl) pldsiuly Bpo Cilay) =
and return affected batches to the supplier Blaiall 40T s 390l Lginlely cdudaioll dusS)
according to the applicable procedures. Auseall
= Contact the company responsible for the A @j I o6 Uggunall 35l xo Juolgzll
recall or with the SFDA if there are any i ' Syl 3929 >
inquiries. '
To report adverse drug [E] 5= 8] , oal el e g3
reaction and quality defect N ( Ead as 33 gall JI5 5 dilal)
. Telephone: 011 880 6000 , Call Center 19999 oty
Contact Information Email: PQ.Drug@sfda.gov.sa , NPC.Drug@sfda.gov.sa Jmal sl e slae
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