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A Circular of Recall S OAAS)

Recall all Batches of the O apozr Coww
Product: NIFEDIPINE 60 mg NIFEDIPINE 60 mg: jsa>iun (yo
Product Information el Olaglas
Product name NIFEDIPINE 60 mg Tl el
Generic Name NIFEDIPINE ol el
Manufacturer name ELPEN PHARMACEUTICAL M‘ as,&."
Registration No. Unregistered / Jos pé Jozeaad! P:’J
Recall Information ol Gloglas
Non-compliance of the active
ingredient manufacturer, aJg9l ol gall Buan ol pue
Valpharma International S.p.A., Valpharma International S.p.A
Reason with Good Manufacturing Practice Slal aduall ol _paseiol) O
(GMP) requirements, which may de 581 33 Lo ((GMP) duxll
impact the safety and quality of the -3led! gl 83929 dedlue
finished product.
Defective () 8]
= 2 ]| o af.
batches All batches / woid! x> TR P
Recommendations O lo gl

= Stop dispensing all batches immedia-tely and 3 9 Ml puaz plisvialy Cpo Bl @
return affected batches to the supplier Bladell 30T Cou 3590l Wgialely cduaiall auaSl

according to the applicable procedures. el
= Contact thfe company re_sponsible for the ) o of ol e Ughunall 35,001 go Lol ®
recall or with the SFDA if there are any hludinl 3929 Jl>
inquiries.
To report adverse drug (] 5= =] ) oal el e g3
reaction and quality defect B ( A a 3 sall JIA 5 Al
. Telephone: 011 880 6000 , Call Center 19999 A -
Contact Information Email: PQ.Drug@sfda.gov.sa , NPC.Drug@sfda.gov.sa Jal sl e slae
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