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A Circular of Recall S OAAS)

Voluntary recall of several batches of pdp- Ml e dd] (£9b Coeuw
DIPHENHYDRAMINE 25mg Capsules pdp-DIPHENHYDRAMINE 25mg Capsules ysasiwe (o
Product Information el Gloglas
Product name pdp-DIPHENHYDRAMINE 25mg Cap ! sl
i | |
Generic Name DIPHENHYDRAMINE ol e
Manufacturer Pharmascience Inc-Canada ECSIEIN LA
Registration No. Joman pe ol 08)
Recall Information ol Ologlas

The batches listed below exceeded the olgad 7 3 dsdl 0BT il jolons

Reason f;\ccep’FabIe limit for the nitrosamine B39z e 135 4 Laa (NDDH) omolio el ool
impurity (NDDH), which may affect the i)l dedluos
quality and safety of the product.

. AL sa

Defective 653544 & 651074 & 656693 e

batches 8 y3lied!
Recommendations O luo gl

= Stop dispensing Affected batches immediately ;1555 8,35 CoMLaadl Bldsculy Copo (Sl @
and return affected batches to the supplier Bladall 40T w3750l Wgilely cduiall eS|

according to the applicable procedures. )l
= Contact thg company re;ponsible for the i) @31 . I o5 Ugganall IS8 ao Jiolill ®
recall or with the SFDA if there are any Ol 3929 Jl
inquiries.
[E15p-[=] ,

To report adverse drug B ( Ead as o=l el e E3—
reaction and quality defect ' o gl JIA 5 Al
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. ey Ll (g ginaS Adladiul aae cingy dpahill Glel ja atiudl 138


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

