The Board of Pharmacy has received notice of the following product recall:

Elelyso® (taliglucerase alfa) for injection 200 units/vial

Lot Expiration

NDC Number Number Date

Product Description

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01 | X14209 02/2020 . i . .
units/vial for intravenous infusion only

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01 |AH4601  |03/2020 | “"tS/vial

for intravenous infusion only

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01 ||AH4603 04/2020 . i . .
units/vial for intravenous infusion only

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01 |X46389 04/2020 o . . .
units/vial for intravenous infusion only

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01 | X78365 04/2020 o . . .
units/vial for intravenous infusion only

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01 ||AH4602 05/2020 . ! . .
units/vial for intravenous infusion only

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01 | AL8590 10/2020 . ! . .
units/vial for intravenous infusion only

Elelyso® (taliglucerase alfa) for injection 200-

0069-0106-01|AT2927 04/2020 o . . .
units/vial for intravenous infusion only

Pfizer Inc. is recalling the above referenced lots of Elelyso® (taliglucerase alfa) 200-units/vial for
intravenous infusion only, due to the potential for the metal crimp, on the cap of the vial, to be
lifted or dislodged while attempting to flip off the orange colored plastic button. Pfizer
completed a Health Hazard Assessment which concluded the use of the impacted products has
a low probability of being associated with adverse events such as reduced therapeutic efficacy
or moderate to severe adverse events such as systemic infections. The potential risk to the
patient arising from this issue is considered to be low.

The recall of the above referenced lots of Elelyso® (taliglucerase alfa) 200-units/vial is being
conducted to the Hospital/Institution Level.

The Board of Pharmacy strongly encourages pharmacies to immediately review their quality
assurance and recall policies and procedures to determine if any corrective action is required.





