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A Circular of Recall S OAAS)

Recall of Multiple Batches of the Product: s (po CaEA) e dde Coew

Aranesp 500 mcg/1 mL Pre-Filled Syringe Aranesp 500 mcg/1 ml Pre-Filled Syringe

Product Information iedl Olaglas
Product name Aranesp 500 mcg/1 ml T—xed! pessl
Generic Name Darbepoetin Alfa okl el
Manufacturer AMGEN Manufacturing Limited, United States daiyanl) 8541
Registration No. 12-475-06 ol 08)
Recall Information ol Ologlas

The defect was identified as an Out-of- )
Specification (OOS) result, manifested Buaianll Aol gall 39d> 7y TS e

by the presence of visible particles ‘L*“J{ sUST dsye Ologuz 3929 Lgd"““""
Reason  during the product's stability study at 18) duia3ll A1 MM 4sladl e
the 18-month stability time point, which dodlang Bogr e 352 48 Law ¢(pgde
may affect the quality and safety of the raus]]
product
Defective )| W 9.4
batches 1189992A, 1190934A 8}3@‘
Recommendations O luo gl

= Stop dispensing Affected batches immediately ..., 1593 83kl cdluaddll plaseily Bpo Bl @
and return affected batches to the supplier Bladall AT o 3550l Lgilelg cduiiall duaSl

according to the applicable procedures. )l
= Contact thg company re;ponsible for the i) @31 . I o5 Ugganall IS8 ao Jiolill ®
recall or with the SFDA if there are any Ol 3929 Jl
inquiries.
To report adverse drug [(E] 5= , o=l el ge g3
reaction and quality defect £ ( [ s3sal) JIA g 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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