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A Circular of Recall S OAAS)

Recall of a batch 1407169 from the 1407169 dlaid) Comw
product: Xeractan 20 mg soft gelatin Xeractan 20 mg soft gelatin capsule: ysa>iwe o
capsule

Product Information o]l Ologlas
Product name Xeractan 20 mg soft gelatin capsule T—tid! psol
Generic Name Isotretinoin ol el
Manufacturer GAP SA PHARMACEUTICAL daiuanll 4S50
Registration No. 2805257489 Jromudll 08y
Recall Information coead| Ologlas

The presence of out-of- 394> ol LS S99
specification results during ©lahys sl bainall Slasolgoll
Reason stability studies, which may 4y, e 535 38 Las AL e —
impact the safety and quality i i 533}3" '
of the product.
Defective batches 1407169 8 ySliadl il
Recommendations O luo gl
= Stop dispensing Affected batch immediately 39 1798 8,3lall Asadl) plisiuly Bpo CBlay =
and return affected batches to the supplier Blaiall 40T s 390l Lginlely el dusS)
according to the applicable procedures. Auseall
= Contact the company responsible for the A @31 I o6 Uggunall 35l ao 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 JIs 5 dilal)
. Telephone: 011 880 6000 , Call Center 19999 oy
Contact Information Email: PQ.Drug@sfda.gov.sa , NPC.Drug@sfda.gov.sa Jal sl e slae
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