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Upozornenie pre lekdrov o zdsobovani liekom Cerezyme ® (imiglucerdza) a prediZenie meskania v normdinom
zdsobovani

Vazena pani doktorka, vazeny pan doktor,

nasledne po komunikacii vo februdri 2010, v ktorej bol oznameny navrat k normalnemu zasobovaniu liekom
Cerezyme od 16. aprila 2010, spolo¢nost Genzyme si Vas dovoluje informovat o dalsom predizeni nedostatku
lieku Cerezyme.

e Spolo¢nost Genzyme zistila poruchu zariadenia vo vyrobnom zavode Allston, ktorda povedie
k pokracovaniu nedostatku lieku Cerezyme na eurépskom trhu. To znamend, Ze spoloénost
Genzyme ma v sucasnosti liek Cerezyme k pokrytiu 50 % celosvetového dopytu.

e Spoloénost Genzyme predIZuje obdobie platnosti do¢asného odporuéenia pre lieébu aZ do konca
jula 2010, aby sa pacientom s Zivot ohrozujicou Gaucherovou chorobou umoznila dalsia liecba
liekom Cerezyme. Odporucenie pre liecbu, uverejnené v liste DHPC (oktober 2009) zostavaju
v platnosti.

e U vietkych pacientov, u ktorych bolo pristupené k poddvaniu nizsich davok lieku Cerezyme alebo
bola predizend frekvencia jeho poddavania, budd v pripade potreby na zadiatku lietby a v
dvojmesacnych intervaloch monitorované zmeny hladin hemoglobinu, poc¢tu krvnych dosticiek, ako
aj koncentracii chitotriosidazy. U pacientov, u ktorych sa v priebehu uzZivania znizenych davok lieku
alebo pri preruseni liecby objavi exacerbacia alebo progresia ochorenia, pripadne iné komplikacie,
sa ma zvazit nasadenie pévodnej lieby liekom Cerezyme alebo ina lie¢ba.

e NeZiaduce ucinky lieku Cerezyme maju byt nadalej hlasené obvyklym spésobom. Pripominame tiez
oSetrujucim lekdrom, aby pokracovali vzaznamenavani podanych 3arZi lieku do zdravotnej

dokumentidcie pacientov.

Toto su docasné odporucania a nijak nemenia aktudlne schvaleny Suhrn charakteristickych vlastnosti lieku
Cerezyme. Toto odporucenie pre lieCbu zostane v platnosti len do vyrieSenia problémov s dodavkami lieku.

V pripade, Ze potrebujete akékolvek dalsie informacie, obratte sa, prosim, na miestne zastipenie spolo¢nosti
Genzyme prostrednictvom e-mailu janette.fartelova@genzyme.com alebo telefonicky +421903425736.

S pozdravom,

G A

Carlo Incerti, MD.
Riaditel’ R&D Europe
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Updated temporary treatment recommendations for Cerezyme

The temporary treatment recommendations on which patients should receive Cereryme (imiglucerase)
as a prionity during the shortage are as follows:

» When medically possible infants, children and adolescents should recerve Cerezyme at a reduced
dose or at a reduced infusion frequency, because these “early-onset patients” may have the most
rapid disease progression and are at nsk of serious long-term problems. No patient should be treated
at a dose lower than 15 units per kilogram body weight every two weeks or alternative treatment
should be considered.

»  Adult patients at high nisk for the development of severs, life-threatening disease progression or
pregnant women with symptomatic Gaucher disease should also receive Cerezyme at a reduced
dose or at a reduced infusion frequency. Patients with such high nisk mclude patients with one or
more of the following enteria: platelet count less than 20,000 per mucrolitre, thrombocytopenia
and bleading, symptomatic anaemia, savers co-morbidity requiring imiglucerase treatment, such
as a condition that puts a patient at nisk for bleeding (for example cinhesis, major suwrgery), a need
for chemotherapy, hung disease caused by Gaucher cell mfiliration, or new acute bone event
doring the last 12 months. No patient should be treated at a dose lower than 15 T/kg every two
weeks, or alternative treatment should be considered.

» In patients without a lngh-risk for severe, life-threatenimg disease progression, an alternative
treztment should be considered or treatment should be mterrupted.

» Al patients should be momtored for changes m haemoglobin, platelets and chitotriosidase levels,
as appropriate, at baseline and bimonthly thereafter. Adults who demonstrate exacerbation of
disease whils on dose reduction/dose infermuption are at high nsk for the development of
progressive disease or complications and should reinatiate the original treatment with Cerezyme,
or alternative treatment should be considerad.

Feporting of side effects will contimoe as normal, with doctors recording the batch numbers of the
medicines in each patient’s records. These are temporary recommendations and do not change the
cwrently approved product information for this medicime. The shortage 15 expected to last until end of
2008,
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