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A Circular of Recall S OAAS)

Recall all Batches of the Product: O apozr Coww

Hyalgan 20mg-2ml pre-filled syringe Hyalgan 20mg-2ml pre-filled syringe : jsa>iuws (o

Product Information o]l Ologlas
Product name Hyalgan 20mg-2ml pre-filled syringe T—od! sl
Generic Name Sodium Hyaluronate ol el
Manufacturer Fidia Farmaceutical S.P.A daiyaoll 45541
Registration No. 1-427-05 Jromudll 08y
Recall Information ol Ologlas

Non-compliance with Good .
Manufacturing Practice (GMP) &l pusl Gasdaxs o[V pue
Reason requirements, which may S 350 8 Law el aduarl) |
impact the safety and quality i) 83929 dadlus
of the product.

Defective batches All batches i)l gpaz 8y Sled! oMz

Recommendations O luo gl

* Stop dispensing all batches immediately and 329 93 O adl puaz pldsciuwly B0 Blay) =
return affected batches to the supplier 8laded! AT > 3590l Lgalely cduiniall &Sl

according to the applicable procedures. Auseall
= Contact the company responsible for the 2ea)| @31 I e Wgguedl A58l po Juolgill  m
recall or with the SFDA if there are any i ' el 399 Jl>
inquiries. '
To report adverse drug E==E (_ sal e e § 3
reaction and quality defect = ol —T- B sasall Jla 5 daalal)
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. e Y Ll (5 inaS Aaladinl ade cany dpalaiil) le) jal attuall 12a
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