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Medical Device Quality Alert / dusal) Jilu gl dadad) &5

To: All Healthcare Facilities Laall cliid) aes 1)
All Healthcare Professionals Ll dle ) oo jlee aren
Subject: Medical Device Quality Notification Al Jilu gl Aadldl) 4 &S 28 guda gall
Product Name: GMMI Part No. Description: idal) ol

06334601001 cobas u pack (400 strips)

07137940001 Instruction for Use - cobas u

pack - International
Manufacturer: Roche Diagnostics Middle East sdaiiaal) 48l
Source of Alert: Roche EPTRENARERWEN
Recalled Lots: All Lots <iMiad) g 8 Jlial) gl
Product usage: urine testing analyzer Jsall (5 paall Jalail) 1ala350Y) o) g0
Product Status in . . . . o Eilall A gilal) aa gll
doaall e ) Las aladiny | ¢ ? !

MOHAP: For professional use . el e jles 5580
Reason for Alert: il s

The data deviated in some cases from initially obtained
data claimed therefore the interference claims will be
changed and respective instructions for use will be
updated by Roche.
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Recommendation:

Consider the updated interference claims and use the latest
version of the instruction foe use (Nr. 07137940001).
Contact local agent for further assistance.

1l gil)
alasiul 5 il acall @lly g o sl JS 5l 5l G55 A8 5 ae Jaal 5l
.(Nr. 07137940001) Lasall aladiny) Claglas

i http://www.mohap.gov.ae/ar/services/Pages/406.aspx o JEY g £33
Report adverse reaction UAE RADR Smart Application £1 gall Liilal)
For All Enquiries pv@mohap.gov.ae LAGI 0  SVEN
This circular is for regulatory procedures& should not be Al (5 sineS Ganada e g dpalaiill el jal anendll 128
used for media publication ey

DAl a8 ) e saal) sl 0 g Jeal sill 3L el Slagd) aSia s 5 Aaliall g (Gaealil) (o 23]
wafa.hussaini@mohap.gov.ae :s ANyl - 042301443 i

c.ua.d\ 4.\1{33@43\ SIBEY

TEL +9714 2301000 zils ¢ FAX +971 42301961 (.S le « DUBAL, UNITED ARAB EMIRATES & uzil | 4 yall ul,Le¥l (25 ¢ PO.BOX 1853 ..o

www.mohap.gov.ae


mailto:wafa.hussaini@mohap.gov.ae
mailto:wafa.hussaini@mohap.gov.ae
http://www.mohap.gov.ae/ar/services/Pages/406.aspx
http://www.mohap.gov.ae/ar/services/Pages/406.aspx
http://www.mohap.gov.ae/ar/services/Pages/406.aspx
http://www.mohap.gov.ae/ar/services/Pages/406.aspx
http://www.mohap.gov.ae/ar/services/Pages/406.aspx
mailto:pv@mohap.gov.ae

