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To : All Healthcare Facilities fonall cliiall mea 1 A
All Healthcare Professionals Laall dle 5 o las azes
Subject: Safety Alerts for Medical Device Adal) il gll Aadld) &5 1 gula gl

Name of product: CPAP and Bi-Level PAP Devices sl and
Company Name: Philips Respironics thaiaal) 45 il
Source of Recall: Gulf Health Council e A Mt;ﬁ rcad) jlaa

All Devices manufactured before 26 April 2021,
All serial numbers

DreamStation ASW
DreamStation ST, AVAPS
SystemOne ASWVE
C-Serics ASWV

Continucus Ventilator, Non-life Supporting

Omnil.ab Advanced+
SystemOmne (Q-Series)
DreamStation
DreamStation Go
Dorma 400

Dorma 500

REMSstar SE Auto

Noncontinuous Ventilator

BatCh NO: C-Series ST and AVAPS :Sﬂm‘ "‘ L' :..-n

life threatening, cause permanent impairment, and/or require medical
intervention to preclude permanent impairment:

Product Status in MOHAP: For professional use Gonall e 1 o jlas pladiny 131l A piiall G gilal) aua gl
Reason for Recall: send) Cow
1) polyester-based polyurethane (PE-PUR) foam may degrade into particles Al s N (PE-PUR) i sl e Aaildll gl ) g0 Jdsall 352 5 Jlaii 8 (]
which may enter the device’s air pathway and be ingested or inhaled by the axiiuall U8 e WLl ol Lee Dl ays el ol sed) Jluse Jaxs 8
user B3l e Al ) sall Gans 21 AL PUR Gl (Sl 556 ) 58 38 (2
2) The PE-PUR foam may off-gas certain chemicals. The foam degradation By cs3sY) Jie adinall ye Cadaiill (§yka alaiiiy s e ) e Bl
may be exacerbated by use of unapproved cleaning methods, such as ozone, anil) Ul el 33Ua) sy
and off-gassing may occur during operation. VRN VST PRt PN (IRUV S FEQR E DN JUIPCSE RUTWA - B )
Hence the above -mentioned issues can result in serious injury which can be Lh Gda Ma s

Recommendation: sl gl
e Discontinue use of your device and work with your physician to nhall dan) e 2a ool 5 S3all dplal) Jilugll alodind e g e
determine the most appropriate options for continued treatment. )

e  To continue use of your device due to lack of alternatives, consult with oJel 5 ) oSaall Akl Jilu ol aladiind (Say danlie Jilay dsa 5 020 e @
your physician to determine if the benefit of continuing therapy with bl Cuplall 5 Lt ey

your device outweighs the risks. A Glel aY) A3 3, gall Juai¥) e

e  Contact the authorized representative for required corrective action.

http://www.mohap.gov.ae/ar/services/Pages/406.aspx Y 3 N .

Report adverse reaction UAE RADR Smart Application il Sl S 0o Et'ﬁ
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