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A Circular of Recall S OAAS)

Recall of all batches CHER A WM
from the product: ROSA 10MG ROSA 10MG : ysaxiwns (yo
Product Information o]l Ologlas
Product name Rosa 10 mg ! sl
Generic Name ROSUVASTATIN ol el
Manufacturer BATTERJEE PHARMACETICAL FACTORY daiuanll 4S50
Registration No. 1102244897 Jromudll 08y
Recall Information czeud| Ologlao

Non-compliance of the active

pharmaceutical ingredient (API) d‘*"‘*’ Alaali sslall Luas plAl pus .
Reason manufacturer with Good Manufacturing % 23 les cied! é**“’-‘J‘ dlon gl apd!
Practice (GMP) requirements, which may g7y _pasiunall dodlw (Je

affect the safety and quality of the product

Defective D)\ WPE S
- 2 am | A o o
batches el s y_4Liol!
Recommendations S luo gl
= Stop dispensing Affected batch immediately 329 798 831l Aa sl ploswinly o Bl
and return affected batches to the supplier 8ladiadl 40T (s 3jg0l) Lginlely cddaioal) dueSI
according to the applicable procedures. ’ Ausall
= Contact the company responsible for the i)l &"’31 I o5 Dgguned! A2l ao Juolgll  m
recall or with the SFDA if there are any ’ ) il 3929 Jl>
inquiries. '
To report adverse drug [(E] 5= , o=l el e g3
reaction and quality defect ik ( [ 3agad) JIa 5 dpulal)
. Telephone: 011 880 6000 , Call Center 19999 ol
Contact Information Email: PQ.Drug@sfda.gov.sa , NPC.Drug@sfda.gov.sa d—al ) leslae
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