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WARNING

Recall of a synthetic bone substitute manufactured by
Kasios.

Kasios (ugslS pivan dau g giaall elial) aliall Joy sle il

Device Name:

Kasios TCP and Kages (Macroporous Synthetic Bone
Substitute,)
Manufacturer:

Kasios

Problem:
There is a risk in connection with sterilization conformity
which could lead to infection in the days following

surgery.

Recommendation:

- Stop using the affected products and contact

the manufacturer’s authorized representative in

KSA on contact info below to replace them free
of charge.

- Surgeons who have implanted the affected

products are advised to contact their patient for
review of post-operative infection.
information with Healthcare

- Share this

Professionals in your facility.
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http://www.sfda.gov.sa/en/Pages/default.aspx

Woccnal Contrer o Mandicnk
Dwicas Soperting

e 7'. _ doallg [daall dslnll duall
[ Saudi Food & Drug Authority

The affected devices are: )
:gb SJJ.«'A'.'LAJ\ Sjﬁ‘ﬂ
Kasios TCP, Kage, RSF, Wedge Kage, TLIF Kage RSF

Multiple Item and Lot Numbers
ARTG Numbers: 192697, 186610, 141918, 178660
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For further information, please see the attached < (38 el Ladldl jladl e g 3a) o s claslaall (o 2 3l
letter from the manufacturer. (or Click Here ) (L Lxal) f) aiadl) I8

You should be aware of the mentioned risks in the DSY) 138 (8 5 S Shlaall dn e 1568 o g
notice and contact the Authorized Representative e>aill o) aY) sl sl Jiaall aa Jual i)
for corrective action.

Bone,Tissue, Technology and Laglsiilly dand¥ly allaall 4uhl) 4S,a
Development, Medical Company kil
Dr. Saed Ajouri gosaadl dilu,a
Mobil: +966556980704 e
Email: bttd@bttdsa.com P9 ASY) W el
Website: /http://bttdsa.com/contact-us 1 9 RSN 28 gal)
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http://www.sfda.gov.sa/en/Pages/default.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10291
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10291
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10291
mailto:bttd@bttdsa.com
http://bttdsa.com/contact-us
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Healthcare Professionals should report any adverse 4duSc &%l L;i o B3 Anall dle L uaidd) e sy
events suspected to be associated with affected (Al b jlea gl 5h) oMol s ) puaiall 5 3eail Ledals 5l b 4y

devices above (or other Medical Devices) to: |
National Center for Medical Devices Reporting (NCMIDR
Website). (28 5ol Lol ) Agdal) caiial) g 8 jgat) leSd Al gl S jall
Medi‘cal Devices Sector ‘ Lpball cilaiiall 5 3 jgaY) g s
iaus IlF/fgj . E rug'/;mhbo'mys di Food and D A
osta ress: Saudi Arabia - Saudi Food and Drug ) y . I . o
Authority (3292) oala - Jaal) @-‘?JM“\ (é}\ﬂ\ PU.H[Y‘Y ‘W'L“;A;U,\J\ Ol il
North Ring Road - Al Nafal Unit (1) 40 gl Ay jall ASLaall TYAALNYYYY
Riyadh 13312 - 6288 YEoUAlsad YOPAYYY (1)) 4114l
Tel: +966 (11) 2038222 Ext: 2406 YVOVY£o (1)) 474 sl
Fax: +966 (11) 2757245
For latest published Recalls/Alerts, please visit 30 (o> b siall Cilelexinl) g <l pdaill AT e J gaall
NCMDR website: Gl 3l 38 pal g STY) adsal)
S o3l 35,40
. Ludlall Sladiall 3 5ga1 o .
Sincerely, il Galld s
NCMDR Team National Center For Medical QL;M\ )S)A é;,‘)g

Devices Reporting
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http://www.sfda.gov.sa/en/Pages/default.aspx
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
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

