Voluntary Recall of LANCORA 5 mg - DIN 02459973 - Batches 766141, 769518

RELEASE: Servier Canada has initiated a voluntary Type Ill recall from wholesalers for 2
batches of LANCORA 5 mg (ivabradine tablets) as indicated in the table below. This recall
is being conducted due to the presence of partial tablets in the blisters. To date, no
relevant reports of adverse events have been received for these 2 batches.

Product Strength  DIN ‘ UPC Packaging Batches  Expiry Date
LANCORA | 5mg 02459973 | 771547 00611 3 | S0 1OPIEI (N1 700141 | April 30, 2028
Blister packs)
tablefs (i
LANCORA | 5mg 02459973 | 771547 00611 3 | °C AP N1 500516 | June 30, 2028
Blister packs)

LANCORA is indicated for the treatment of stable chronic heart failure with reduced left
ventricular ejection fraction (< 35%) in NYHA Class Il or lll adult patients in sinus rhythm and
whose resting heart rate is = 77 beats per minute, in order to reduce the incidence of
cardiovascular mortality and hospitalizations for worsening heart failure. LANCORA® must
be administered in combination with standard heart failure tfreatments. Treatment with
LANCORA® should be initiated, and the dose increased, under the supervision of a
physician experienced in the treatment of patients with heart failure (see Product
Monograph).

For any questions regarding product quality, you can contact Servier Canada by email
at qualityassurance-ca@servier.com.

For any medical questions, you can contact Servier Canada by email
at medical.information-ca@servier.com.

To report an adverse effect suspected of being associated with LANCORA (ivabradine
tablets), you can contact Servier Canada at 1-450 978-9700 Ext. 4455 or by email
at pharmacovigilance-ca@servier.com or by fax at 1-877-781-8881.

Patients can also report any adverse effects suspected of being associated with
LANCORA (ivabradine tablets) by calling the toll-free number 1-866-234-2345 or by visiting
the MedEffect Canada webpage on adverse reaction reporting (MedEffect Canada -
Canada.ca). This webpage contains information on how to report adverse effects online,
by mail, or by fax.
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