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A Circular of Recall S OAAS)

Recall of batch 656089 656089 dlaidl e
from the product: BUSULCAN 6 mg/ml BUSULCAN 6 mg/ml: jzins (p0
Product Information o]l Ologlas
Product name BUSULCAN 6 mg/ml T—od! sl
Generic Name BUSULFAN ol el
Manufacturer PHARMASCIENCE INC. daiuanll 4S50
Registration No. 2412246484 Jromudll 08y
Recall Information ol Ologlas
A potential risk that the impurity A5lad) el ddless!
Mesyl-4-acetyl-butanediol (MABD) Mesyl-4-acetyl-)
could exceed the accepted limits of (butanediol - MABD
Reason the approved specifications before wlaolgell (§ dgudall dguml) S|

the end of the shelf life, potentially 38 dilgs Jud Buaiianl!
affecting the safety and quality of (e ;3§ 43 lao cd=>dlall

the product B399 gused! dedluw
Defective batches 656089 8 y—Sliadl coda il
Recommendations O luo gl
= Stop dispensing Affected batch immediately 39 90 8,5lial At plisiuly o Cilay) =
and return affected batches to the supplier Blaiall 40T s 390l Lginlely cdudaioll dusS)
according to the applicable procedures. ) Auouall
= Contact th.e company re:*sponsible for the A @j . I o6 Uggunall 35l ao Juolgzll
!'ecal.l 'or with the SFDA if there are any Ohldial 3g25 Jlo
inquiries.
To report adverse drug (=] 5= , ol e e g3
reaction and quality defect = ( [ 83 sal) JIa 5 Apulall
Contact Information Telephone: 011 880 6000 , Call Center 19999 Ol gl il slaa

Email: PQ.Drug@sfda.gov.sa , NPC.Drug@sfda.gov.sa
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