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Urgent Warning

Recall For certain batches of the 1/3 tubular plate 3.5 B _gadicaal) G gl 93/ 3.5 2l £ 88 3/1 (e Al ciladal ple i
/ 2 and 3 round holes which used in bone surgery Ciidaa) (2 4l Al Ge B alal) alial) da) a8 deddiniall 3 92
issued by aap Implantate AG. A
Dear Healthcare Professional, doaal) Lo L paidad) ¢ e

Saudi Food and Drug Authority SFDA would like to bring  4j 43 4< 55 al8 e aSalisil cudli o o sall 5 o)2a0 dalal) Liggll o 53

to your attention that aap Implantate AG has issued . . _
3 T (e Aiaa Gladal ple iy Al CutiSll
recall of certain batches of the titanium 1/3 Tubular S CJ} 31 o= g g SRR

Plate 3.5, 2 round holes and 1 /3 Tubular Plate 3.5, 3 & 53 3.5 Hhaiy gl 7 3/1 5 nopiiee (il 53 3.5 gy

round holes, used in bone surgery, which were w5 )5 L) Aal a8 Aanitoadl) o glial Sable (pa 5 putione o
manufactured out of specification. The relevant plates . o . )
may have micro fissures which could impair mechanical ¢ = P S gl ial sall Bitdaa 2 JS Lgmiaat

stability. é:\.\ls:\d\ DS (e Caraal Qi Ll Lf"d\ B raa (358 e
The affected devices are: b By plial) 336y

1/3 Tubular Plate 3.5, 2 round holes, L29
1 /3 Tubular Plate 3.5, 3 round holes, L41

1/3 Tubular Plate 3.5, 2 round holes, L29
LOT Product Description
L002 1/3 Tubular Plate 3.5, 2 round holes, L29
LOO6 1/3 Tubular Plate 3.5, 2 round holes, L29
LOO7 1/3 Tubular Plate 3.5, 2 round holes, L29
LO08 1/3 Tubular Plate 3.5, 2 round holes, L29
1 /3 Tubular Plate 3.5, 3 round holes, L41
LOT Product Description
L001 1 /3 Tubular Plate 3.5, 3 round holes, L41
L002 1 /3 Tubular Plate 3.5, 3 round holes, L41
LO03 1 /3 Tubular Plate 3.5, 3 round holes, L41
L0044 1 /3 Tubular Plate 3.5, 3 round holes, L41
LO06 1 /3 Tubular Plate 3.5, 3 round holes, L41
LO09 1 /3 Tubular Plate 3.5, 3 round holes, L41
LO10 1 /3 Tubular Plate 3.5, 3 round holes, L41
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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For further information, please see the recall by sledi W) e g3 byl o el aglaall e a3l
Click Here. g dazally
Recom.menda.tion: s i)
Please immediately remove all affected products aisle] s gill e ¢y el (a5 pumiall catiall gen 4113 oa
from your stock and return them to aap Implantate G 3,0
AG. )

You should be aware of the mentioned risks in the  Jwal gill 5 Jled¥) 138 355583l hlaalldyl ) Je )i o8 ol g
notice and contact the Authorized Representative PPENENOA| AT IO P P [ PN 9
for corrective action.

Saudi Import Co. Gl il Aoa ) AS A

Banaja dalil

Mr. Suliman Yousef i gy Clasln [apaad)

phone: 011-4124444 (aila

Email: MEDREG@banaja.com A9 S &y )
syousef@banaja.com

Please share this information with Healthcare aSiliig & (il ae Sl slaall 038 As lia o p
Professionals in your facility.

Healthcare Professionals should report any adverse 4mSe &ala gl e E3Y) Laall dle Il puaiddl e ooy
events suspected to be associated with affected (LAl b s b 5l) oDl 35 uaiall 5 3ea ¥l Lkl )l 8 4gidy

devices above (or other Medical Devices) to: '
National Center for Medical Devices Reporting (NCMDR (85l Lo ) Agadal) cilaiial) 9 3 jgal) il a gl 38 sall
Website). "".) 1) il S\J ",)Pﬂ\j‘ &M
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Fax: +966 (11) 2757245
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