7‘ - dgallg daall Aslall diall
K Saudi Food & Drug Authority

Safety Communication dadbead) Jilasy
Safety Notice of Portable Ventilator. il elial) gl g e jila Jale Ll el
Device Name: 2 Sl
Portable Ventilator Astral model il ) lall ¢ elicall sl Slea
Manufacturer: spiaall
ResMed Limited Basaaall aw )
Problem: AR

When Astral ventilators are used with the internal battery iy el e Jsind 50l Jasial eliall (il 3 jeal aladin) xie
as the sole power source, it is important to note thatany ;i ¢- L Sl jaaally Sleall daay o so-dlall a5 jaiaeS 4l0)

performance issue with the internal battery could Of datinall (e cdlalall 4y jlad) Jae ¢ af & 3laa) ol o AanDla agall
potentially lead to cessation of therapy. e liall sl Slea a8 g ) sa5
Remedy Action:
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ResMed is updating the User and Clinical Guides to ) o i .
i) 3 g aY) aladinl) laal aladiun ) Als) duaaty aladll Hl8

Dl Lebea g a5 Ll Adalall iyl e sl tie e lial
The labelling for the ventilators is being modified with By oLl ki) 5 3y i el Bl Jiaes 5 LS ¢ il o)
some warnings.

ensure the safe use of ventilators when not on AC power.
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Recommendation: . ) .
‘;’_\-\gy_g 6%&”&3))&445@&;\31\@)@\‘5}: Jl.aﬁc\‘!\t_\a.ly_

- The internal battery is NOT intended to serve as a

) 5l Lgaladin ol dalie e (o AN aladll (585 Laxie V) Lgaladin
primary power source. It should only be used when other

sources are not available or briefly when necessary. Bogwall die By

- Astral ventilators must be returned to a service center for Sohll eliall Guiil) 5 jeal sale) o KU Cpadiind) e iy -

routine two-year maintenance which includes a scheduled . R . ;
G5 (Omele a) 4y sall A6 ) Dluall Jead Loxall S5 J) i
battery replacement.
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- Share this information with Healthcare Professionals in At i

your facility. Sl 8 il aa il slaall 538 4S Ll o 0 -
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http://www.sfda.gov.sa/en/Pages/default.aspx
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The affected devices are:

1 By paiall 3 3gaY)
All Astral 100, Astral 100SC and Astral 150 ventilators

Astral™ 100 SC Astral™ 100 Astral™ 150

For further information, please see the attached (< (38 all dadlall Hlad) e g3hY) ooy «Dlaglaall (1o 2 3l
letter from the manufacturer. (or Click Here ) (L Laxal) f) aiadl Jd

You should be aware of the mentioned risks in the DledY) 13 85, Shal Hhlaall Ay o 1558 ol g
notice and contact the Authorized Representative (il o) 2 Y alay (Sl Jiaal) aa Jaal g3l 5
for corrective action.

Cigalah Group Ni 4o gana
Contact person :Hammad Alrowaili ol daa s J gl (adull)
Mobil: +966505404345 s
Email: a-naif9@hotmail.com A9 &y )

Healthcare Professionals should report any adverse 4msSe Zda sl e 30 dnall 4o I Cppaiaall e Jxay
events suspected to be associated with affected (LAl b Slea sl sf) odeis ) puiall 3 3eall edals ) 8 4iidy

devices above (or other Medical Devices) to: -l
National Center for Medical Devices Reporting (NCVIDR . ) .

Website). (¢ 5al) Tyl ) Aaal) claiiall 9 3 jga¥) le Sl Al gl) S sall
Medical Devices Sector Al Cilaiall 53 3¢ ) gl
Iiau?ilegj o SDrug'éAUthbqrityS di Food and D elasly plialiddall S

osta ress: Saudi Arabia - Saudi Food and Drug . .. . ca . ) s

North Ring Road - Al Nafal Unit (1) 4 grall 4 jal) ASledll 6288-13312
Riyadh 13312 - 6288 2406:4L 525 2038222 (11) 966+:—&ila
Tel: +966 (11) 2038222 Ext: 2406 2757245 (11) 966+: Sk
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http://www.sfda.gov.sa/en/Pages/default.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11360
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11360
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11360
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Default.aspx

SN o gl 38 pall

o 7% Joallg danll dslnll Auall
ks R M SCIUdi FOOd & Drug AUthI’“’)’

Devices Reporting

Fax: +966 (11) 2757245

For latest published Recalls/Alerts, please visit 3L o> n 8 sl Glele il g &l padail) JAT e J seaall
NCMDR website: e Sl 38 el g IV ad sal)
Al gl 35,0
Sincerely, S ¢l Galld ae
NCMDR Team bt LN S ye 322
SG-1708-34-H
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

