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A Circular of Recall S OAAS)

Recall of all batches CHER A WM

from the product: ROSA 20 MG ROSA 20 MG : jsazius (po

Product Information o]l Ologlas
Product name Rosa 20 mg ! sal
Generic Name ROSUVASTATIN (ol el
Manufacturer BATTERJEE PHARMACETICAL FACTORY daiuanll 4551
Registration No. 0802244890 Jromaidll 03
Recall Information el Ologlas

Non-compliance of the active

pharmaceutical ingredient (API) Gty Al Bolall v pl pus
Reason manufacturer with Good Manufacturing =~ S 48 L ched| gt ““‘ Lplos gl el
Practice (GMP) requirements, which may o929 _pamiwall dodlus e

affect the safety and quality of the product

Defective I3\ ST ¥ A |
. s ne ‘ A o o
batches P e 5ol
Recommendations Oluo gl
= Stop dispensing Affected batch immediately 39 g0 8,5liall At pldsiuly Bpo Cilay) =
and return affected batches to the supplier Bladall AT s 3550l Wilely cduiaoll duaSl
according to the applicable procedures. ’ Auouall
= Contact the company responsible for the ool &‘j I o6 Wggunedl &S50l ao Juolgill  m
recall or with the SFDA if there are any i ’ el 399 Jl>
inquiries. '
To report adverse drug [(E] 5= , o=l el oo g3
reaction and quality defect ik ( [ 3asad) JIa 5 4pulal)
. Telephone: 011 880 6000 , Call Center 19999 ol
Contact Information Email: PQ.Drug@sfda.gov.sa , NPC.Drug@sfda.gov.sa d—al ) leslae

This document for regulatory procedures should not be used it for media publication. ey Ll (g inaS Adladiul aae cingy ekl lel ja atiudl 138


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

