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Medical Device Sector   الطبية والمنتجات الأجهزة قطاع 

Surveillance & Biometrics Executive Department 
  

 الحيوية والقياسات للرقابة التنفيذية الإدارة
     

Safety Communication                                                  رسالة سلامة   
 

Black dirt found in water of  Hydrox 

Device/ Product 

Description: 
Disposable Prefilled Humidifier 

 

Brand: 

 
UWC Hydrox Prefilled Humidifier 

 

Part Number: 

 

Lot Number 

 
LN-08-80044 

Catalogue Number 

 
HA65-000 

Manufacturer: UWHM SDN. BHD. 

Problem: 
 

Black dust particle contaminants in the water of the product. 

 

Recommendation/Actions: 

  

1. Review this notice and ensure that affected personnel are aware of 

the contents.  

2. inspect the inventory to identify the affected products of the above 

mentioned Lot & Catalogue numbers  

3. Contact the authorized representative for replacement. 

 

If you or your patient have a problem with a medical device, please report 

the problem to SFDA through: 

NCMDR 

Vigilance system 

19999 unified call center 

https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report


 

SG-2008-257-H                                                                                                                                                            26/08/2020                                                                                                                                                                                            

 

 

Devices/Products photo: 

 
Authorized Representative 

Details 
AR name: KAL Medical Development Foundation 

Assigned Contact 

Person: 
Eng. Mounir Halwani 

Mobile/Phone: 
0567373073    

Tel: +966(11)2176444 & +966(11)2012960                                                               

Email: 

mounir@kalmedical.com.sa 

mugbel@kalmedical.com.sa 

osama@kalmedical.com.sa 
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