
iFFlf f iE\f tWtr&ff i
Govemo da Regido Adminisrativa Especial de Macau

t f i+tr
ServiQos de Sairde

0552lDAFllL

No.1

BEE: 7310s1207r
Data/Date:

^Fqiffiffi
No ref.

E
De/From:

5.tr-

ParalTo:

+ fttr:

Ass./Subject:

*ljF5/oept.:WWHt*ffi Department of Pharmaceutical A-ffairs

?F$#/ass./Signat. : *'lfiil+ffiF Dr. Choi Peng Cheong - Department Chief

{€F#/Put: (8s3)-28s240r6

E4t. *H|JEm&EfEi+igs*/. b
Physicians, pharmacists and other healthcare professionals

Efi'T
Latest safety updates on prasugrel (Efient@) and lenalidomide (RevlimidS

713

*w+tfrff i f f iF-
Chief, Department of Pharmaceutical Affairs

O€4^- 
\

4 ,ffi il+ A4 ffiffie]l+ t949 +r2 E

Choi Peng Cheong 
Formato A4Imp Dez leee

No folhas,4.l.pages:

ffi{+pfft'ffiFrjBflKprasugrel (Efient@)fUlenalidomide (Revlimidl:?e'EH'!ft*ffHerl, ;frE
+,*fr ilffi &^H,{d#i4.9*,\+4fd,tthffi 'WbtHtirE4^H{t*+Z1E\W{+1El'Rtrffi ,-ffi ,),
TtU{r-FrtftuAF€E+F :
o f€tE+F - http:i/www.ssm.gov.mo/design/webservices/c-wservices-main.htm
o
. I4H,-28s24016

E+F,\+El'*Effi4:W+ffiffiRqy4i#http://www.ssm.gov.mo/desigrVservices/serpt-ch.pdfftl
ffT#+E*t&. tEHI+l,lFnFi, ;ttt9r+a\F+F€FI€8se83s17&8se8343e^f1*mf#tJEtrE
ffiteffi*#frrJ1fr&tf.lqwwqtJffi4ttf*,,fffEHeE!'Fin, /iElK/F+/SA'ffirfi5f€6300e2ss"

#r'R A?-I

Attached herewith are two latest safety updates on prasugrel (Efient') and lenalidomide (Revlimid').
If physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of the above or any other medication, please report through any of the following
methods :
o Online - http://www.ssm.gov.mo/desigrr/webservices/c_wservices_main.htm
o Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza,2no Floor, Macao S.A.R., China
o Fax to - 853-28524016
The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. ln
case of urgent situations during off hours, please call 63009255.

Thanking you in advance for your attention!

ffi1+Bffif.64
SS-Mod. 064/



i4P5ff iE\f tWtr&[?
Govemo da Reei6o Administrativa Especial de Macau- ' fu 

E tr
ServiQos de Sairde

IFE : ffif\prasugel (Efient@)f[lenalidomide @evlimid@)EAitf!R*,fA-=Jl^
Subject : I-atest safety updates on prasugel (Efient@) and lenalidomide (Revlimid-.)

Prasugrel (Efrent9Fffi €iiEtrtrffi
laiichi-sankyo/2.\EfuEli Lillya\aEfi€i€€#.^.*Efif\prasugrel (Efientla+{+F!ffitfH-#1,

#*ftft8t#ffithienopyridineF!{ftm4.fF*f4, U€.&'I{ffi&ll+ffiaspirin*Fllffrn&44*'8tr)fr. -t
filkTF.tr.rlhvl+Fg+E''!fl, iHffiErient@FTIH'F,+-E6'!ffitr88'.tr!re' E+6m€li+f;9j4rjq6, *frn, ffi
tr tr,re f ! # +. ffi Fd rm * 6E E, El r{ i6 tr?A F I H+'H tF,, 4 fS E tr 4' Ev-, E € s E t 0X+ Hrn " E$ h y]
Efient@E+.iEEf,qffiFlJfr,l.trH+F€#jclopidoeretirEfffr!1fr5[, ffi-'r3^g'ftrffifficlopidogrelF!/fi,\
&pj6E-*jEfient@E4.iE6frq,rF" trItt, HiF,HEfienr@Ef*, *Wffi:E\WtrtEIfrtFWW+-. W*tJffilk^Elfr
f+i4.9* +:
1. fttrt. -aEEt4'fF,Hprient@E+, g4.fu*A{Em,ffif[gfi #/*HtrHt' F"ffiff,trrHFliE6/Fi[4"
2. #jK,9Rffithienopyridine@*W(llclopidosrelf[ticlopidine)fl€'HlF,Effi,qfgF9fr , E&f[*tr|J

Hffi,f',6ffiEUit,e.:]Ful,Fffiprient@f4HtFffiEnRrgHliga,R[4, E.+f;m€riFf;sE/(,q€"
3. #t€'fr ,^.4[,HrF,1*E€Fffi&1tr,ffi B!ftfitF+, ffi iFFEf[H4..

fena lidomide (Revrimid@)4H-F #'lf H'l+ffi Ht€mF!igTElEtFf;
frW4:WtrIEH(MHRA)fUceleene/a\EEf,Uffii4.€*,\iE€rtlenalidomide (Revlimidl4+'l$

fr\&*n'Eal1,,-#*F^EHvttt€ig4f llfnf,Idnt&Effi tFffi ffi fnEqW*W,{4,HdexamethasoneDii6ffi
€f*qffift 'l'-ffiffi *W&eEtrffi tg,E-,\.J:fr &Wffiffi^,+*Fffi ffJFMGETEF!ffi ft at'ffi
ffi ̂ , HtRffi -tr#,t4F,Ererg(ff F!)Emfr!ffi geE " MHRAE+1+EI H^ffiWW* Fg(cHMP)
#jRevlimid@i8ffiffifr1tsffi'wH+7i, sj,tRevlimid'Ffift#ruffirg)8, MHRAEHf fr*ltrfr'?, dftE4FF
f Jf l'fFf ,'f E:if Te#f f \Ff H)Ft*ttP'\ff.fr,.

strtriEtrtr,*wffi'&tJwHrgra&#,f+jLF.€+,htFft g{7frfre+Illk-,E+Ifrffi Revrimid@F!
ff aEK,HrF,ffi -tr&'l+trj4B4)gB!R [e, AilnrRlfrffi&*fr].Ft Wryffiffiffi, "

**ffi,qr1ptrrtrffi

Prasugrel (Efient@) and serious hypersensitivity
Daiichi-sankyo and Eli Lilly and Company would like to notify all healthcare professionals about the latest
safety update about prasugrel (Efient@), a new anti-platelet thienopyridine drug used alone or co-
administered with aspirin for the prevention of thromboembolic disorders. Postmarketing adverse reports
described the occurrence of rare and serious hlpersensitivity reactions including angioedema in patients
exposed to Efient@, however, times to onset for the appearance of hypersensitive reactions did vary, which
ranged from immediately after fieatment, or over the following few hours, or even up to 5-10 days. Some
of these reports where patients developed hypersensitivity to Efient@ coincided with those patients who
had history of hypersensitivity reactions to clopidogel, while in some other patients, who had no previous
exposure to clopidogrel, did also experience hypersensitivity reactions. Hence, we would like to advise
physicians, pharmagists and other healthcare professionals to be aware of the following recommendations

" - on the use of Efient@ :
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Lenalidomide (Revlimid9 and increased potential risk of developing second primary malignancies
The Medicines and Health Products Regulatory Agency (MHRA) and Celgene, Europe would like to
inform all healthcare professionals about the latest clinical update on lenalidomide (Revlimid@), an
antineoplastic with antiangiogenic and antierythropoietic properties, is authorized for use in combination
with dexamethasone for multiple myeloma patients who have received at least one previous treatment.
Postmarketing data reviews a higher incidence of second primary malignancies (new cancer) in patients
treated with Revlimid@ has been observed in clinical studies conducted outside the authorized indication.
While pending for the results of the Committee for Medicinal Products for Human Use (CHMP)'s reviews
on the authorized use of Revlimid@ as stated above, MHRA is neither recommending to delay, modify,
restrict the use of Revlimid@ in patients under current approval, nor to agree to any of its unlicensed uses.
In light of the above observation we do not advise healthcare professionals to use Revlimid@ offJabelly or
beyond its licensed use unless thorough consideration has been exercised indicating that benefits of using
Revlimid@ outweigh the developing risks of second primary malignancies.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)

S€Alt'{lReferences and websites :
http://fdaapprovalsreview.com/Prasugel_Effient_.html
http://www.mhra. gov.ulVSafetyinformation/DrugSafetyUpdate/CON108684
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upon prescribing, dispensing or administering Efient@, it is important for prescribers to inform
patients and for pharmacist to counsel patients about the potential risk of hypersensitivity reactions.
prescribing physician and dispensing pharmacist should particularly be aware of the potential risk of
hlpersensitivity reactions, including angioedema in patients with a previous known history of
hlpersensitivity reactions to thienopyridines (eg. clopidogrel and ticlopidine).
educate your patients to notify their physicians immediately if they experience symptoms suggestive
of hypersensitivity.
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