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All Healthcare Facilities Laaall cliial paes
All Healthcare Professionals daaall ddle ) o las paen
Subject: Recall & change shelf life date on the . cogl s 1e b .

: | Eiiall (guala N el ol g con )
Pharmaceutical Product label. s G PN G s g3
Product Name: Xiidra (Lifitegrast) 5% Ophthalmic solution Tl
Company Name Novartis sdaiaal) 48 Hdl
Product Status in . ilall A 5ilal) auda l)
MOHAP- Registered [R5 51580 i
Source of Recall: Novartis- Ritedose Corporation (TRC) 4xiaall 4S50 caudl jlaa
Indication: Eye drop to treat dry eye disease. Crad) alia aal yal z kel () e 5,k saladdl) (£ 90
Reason for Recall:

The stability report from manufacturer, the Ritedose
Corporation (TRC) for Xiidra US Batch 19E86 confirmed the ) sad] )
0OO0S @ RRT 0.3 for Individual Unknown Impurities with el Sl #ilall 19E86 pd) Al Antiaall A8yl (o ALl 5 58 X
results 0.26% at 24 months, although product shelf life is 36 Aadla e ol aled) e (V) & U (e ) 56l 24 2485 2 uibin 25
months. g 36 (I ads gkl
The impurity could hypothetically lead to eye irritations and/or | i daiaal) 4< il el GllM g pall 3 Qe 5 s ) w\yd\ G588
instillation site reactions. 65 19 I pisall adla 2
Hence the manufacturer changed the shelf life of the product to
19 months.
Recommendation:
First: The manufacturer shall withdraw the above- .
mentioned product and change the shelf life date to 19 1ba o2l
months only from the date of manufacturing. ol et e Al s 4t Voans 5 1 A< o5
- -] s (SR W) \

Third: All health care practitioners should not use the above- el oSz L) G ety A e Ny

ioned prod han 19 months from the date of l CL”\”C‘JL‘“‘U‘““”
mentl]?n(te pro uct more than months from the adate o 19 ;,JOA;\J}S.\A\ C—““” J5)5 axe 4y e ) ijcmu_‘; R
manutacturing. Ly U |
Fourth: All pharmacies must stop dispensing the above- 3 5all Lgiale) s ) sSaall peitall o jom (o i 5l uufax\ cf:;’: fi-:
meqtioned product and return it to the supplier to change the Aadlal g 6 Jaadl
expiry date.
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Report adverse reaction UAE RADR Smart Application 8 o1 gall Auilald)
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