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A Circular of Recall S OAAS)

Recall of Multiple Batches of the Product: _pastiuns (o S| cpe dde Lo
Aranesp 10 mcg/0.4 mL Pre-Filled Syringe Aranesp 10 mcg/0.4 ml Pre-Filled Syringe
Product Information iedl ©Olaglas
Product name Aranesp 10 mcg/0.4 ml ! ssl
Generic Name Darbepoetin Alfa ol el
Manufacturer AMGEN Manufacturing Limited, United States dnianl! &S 51
Registration No. 1-475-06 ol 08)
Recall Information ol Ologlas

The defect was identified as an Out-of-

Specification (O0S) result, manifested Beiael| Apolgall 390 )l UG o)

by the presence of visible particles Aoy 5T A8 p0 olagunr 3979 (§ a5
Reason during the product's stability study at (g 18) Aoyl B2 di i Y 4Ll

the 18-month stability time point, which Aoeiaall Aodasg 8397 e 1350 A5 Lo
may affect the quality and safety of the i

product

Lrs—.l-av."

Defective D) WOE .1
batches 1201165A, 12029448 8)_“"‘de|

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

This document for regulatory procedures should not be used it for media publication. ey Ll (g ginaS Adladiul aae cingy dpahill Glel ja atiudl 138


mailto:PQ.Drug@sfda.gov.sa
mailto:NPC.Drug@sfda.gov.sa

