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Casa Nationale de Asigureri de Sindtate
Calea Ced'?.ti nL248, 8r'St9, Sector 3, Euouregtt
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Catre,

CASA DE ASIGITR{RI DD SANATATE

in atcntia Dnci/Dlui Prc$cdintc - Dircctor Ccncral

c,{st tf tst008tnl !t srt,{ ir rr r,4Sr

o I Yl,'nw,...'(7..#:

VE transnii'-m adresa nr.4120/16'04'2008 de la AgcrrJia Nationali a

Medioamentului privind problemele legate dc siguranla in administrarea

medicamontelorcarcoonJinsulthtdeabacavir(Zirgen,Kivexa'Trizivir

ale conrpaniei GlaxoSmithKline) $i didanozini (Vidcx EC al companiei

Bristol-Myers S'"lr:b), in vederea infotmdtii corpului medical precrrm qi a

unitdtilor sanitr" :rflate in rela,tie contractuall cu CJAS'
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c/oueouan or "ruvern:.:lT;.; 
;;eoizat ia in -asm_roaog-cnt- sL-!9--p949-

clinice delulate elltgllof, blvt'oA.4
^^-^r.'-iM' crr orivire ta pos'ot 'a 

'usociet" r'o' "ti11"1"@ {4.?Tiry!:+*conafJrzllrt? cu envre 11 fYoY"* q$ !i a stabilit irnprcutra cu

tffiffiffi fr:fi fr L%*'it#1f;"t;'"*'";qc$tr-tlssclc{e".iciflctoi

VE aduc€B la cuno$tinlii masurile intePliqsl 9" +E*l: lY:l*u 
o

M"di;;"fii;-(d.'i*'' rt'r"aiti""t Agencv=sv1s$' AgenFa -NalionalE a

ilH:;ffi il t^lp f i 1Tr*"*'f "ff f Hilil: TJ-*'-HH#|iT
ffi #jL*#tffi it'*'Til'ff ;*t'T'ff;;'d;";;;*;i(ZiagenlKivexa'
TffziYir) $i di'laEoziq! suT^?l'l',iroonib 

e proverdte din studiul D'*A:D (Data

*u".3"1,""r*#",.ffi f; lil"#fiT'ffi JJ"#il;;;'',*,q::tlt

aleinforme$ilordcsplg-BlgdlrrE -.-in 
i;isf cnf,text compaflra u'axosmithKlue ti Brisaol-Mycts - 

squibb' de

"o**l*"ii'* Co-.ii"n'r pJntto rt,Iga;"'t"ttt de uz Um€n (conEritt$ for Hunan

ilff :tr jii###"J*'lmi'J:rtm;'*';['xi?':J"1't#"1;
ii"il''.,'sn *o"'*u"T"l:*ffmffi'*l';:ft rn nE, are oa scop

Accasg modalitatg de ulrormt
*"rt#.""1":lp"f"i *"Of"al asupro unor probleme d6 sigunnF in adninistrarea unor

*"*'5i.1;*_o*::ll1li.:ff.;',ffiTii,'JJff ff""J"',itff :ffi
cu oroduselor cE[e ooIrSJl suuar (

lllJ;:iil{"%$lrtif-*"n#rytm'i'm:mgrwt
site-rrl A]\ilvt (w\,1 {4Gt aceeqsl

- Scrisori de lnforfiale pentm Medrcl

CASA NATIONALT' DE ASIGTiRARI DE SiNATATE

Dormnei Director General Liliana Lukacs

$H+?Jfi llliilslil$'"#".'tF:
sltr. Av. sthaiescu nr. 4E' seqor I

011476 Euoure9$
Tel. l  31? 11 02 / 317.11 ' � l5

Fax: 316.34's7 / 031.805'74'54
www-anm to
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I'rNrsrERr SAMTaTIIPuBLlcE
A'GENTIA NATION,ALA A MEDICAMENTULUI' 

Str- Av' sanatescu nr' 48, sector 1
011478 Bucureqs-ie|.t 3'17 .11 'O2 t 317 .11 '15

Fsx: : ;.34.97 i 031.805.74,54
www'Enm'ro

Pr-cizEm cE acers'ii. informolie a fost trarsmisS ti Minisl"rului S6nttatii

Pubft; -'D-ifeqia Generali t:titici, dtarcgii ;i Mar genentrrl Calit'' ii h SEn[tate $i
Coiogiuh i Medicilor din f.or- :hia'
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Corounicars directi cdtre sPectali;tii rlin ilomcnid snnn6Fi erfuiril

*ir*I"" *aaf"f D:A:D rcfeiltosre'la abacaYir ti 'lidanozini

HlHl- Glaxosmrtlxrine (GsK) 9i Brisror-Myus.sorribb. (B^MS) \acord 
cu

Aeeitia Eruopeane a r"fuai"u*"*oiui''Cs-*;e-; iledicines 'cgon"y : E'!ng n

atonta Nalionalh a rtruai"u*u'*u*?lXffi'il'ut" ta tu t'-i*" ooi inforrqa!'ri

cu-ptivite Ia sigura44 referitoare lai
. medi*.mentele con$n6od sultbt de abacavirr (ZLAGEN cof,Fi$ate filroate

si solutie oraiE; Kivexa cotnp"i]r1ute filmate ; TRIZMR coErpl1l0ar€

iil*"t")

r medicamentele conliaEnd didanozin* (\'IDBlf EC aE)sulc gasro-

reziste$e)

Studiul D:A:D (Data oollestioE of Advuse tit"T 9f 11l--HJ'dlfi
ii,ii'i-u''a,riJ1t J "t str'rdiu prospectiv observalioral ir derulere' calc ouFrurus I r

omouri de pacienli infe",ql * o"u tf" e*"pn'iul' ii eutmii* Ace$ smdiu a

tri ioitiut ln 1999 $i are ""pt 
"tu'#'ilntt""ipi 

.cumtificarca*ircideulci
infarcftlui miocardi" iu p-i*1ii tr"ot"":t' ':'i ffilatitu ri s'a admirisftt blaPie 

-
ae asoaer€ anttetroviraE

Cea $ai reccffa analiz[ (a se vedea referinp din. arexa 1 tt.ry!15l"" "-*) "

acesrui studiu a inclus :l:+l la:'#iii 
lui" itr u.' pt""**t,9:l*,Ptitu o*t

infarct miooadic. .Dm acegn ) r / n"*r"fr iez "" *iU-at abacalir $i 124 au rtiliar

Lffi"i"l-------------'*"t-p l. oli* inainte de apariga inrarctutui loiocardici"*]"ffi""t ;"*,r" rr r"r'*hil"-; ;';;; ru:, 
": U';f U" Af* t:

llffi"J,q,l;fffJ"hl"#*il' x"n t olaAs.i .p1'9001)' Rata
absoluti de infarot miocatiic I fiti (1" g'inooo pacient-ani de expuncre

Pentu oei e:Pugi reoent lE oba'avr'

"iiilfjlf]if lliii;;jHfr !'Jli"iltrf6glffi '* $l;':fl l'ffi:Jfl'ff llTffiSHluSo'''
(proceduli dc autoris _ ceflE4llzalnj

: Vldcx a fo$ aatoriat dc xuioddlilc Cc r'glomc.rlrc dc stdelor Membre (p|o€dffa dc aut6rizadt nd{ionqla)

6-

- 1 -
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. Riscul relativ at lnfrrotului miocadic csocid * qq-."1 ,rooentd 
de

- 
ii;;rirle:et pr"ront ."u f" uitit"it 5 lud) a fost de r'49 (inrerval dc

t*t"d;tjt;,^1,14-1,95; p:o,OOl)' f"to atioluti de infarct roiocardio.a '.
iiii*l'.1'vtiioii doi*i-;"i 

'd;-;*P'-"* 
pentru cei expu$ recent Ia

didanozind.
. Nu s-a. dbscrvat un flso c-rescur sem$ifioativ de hfarct miocardic la pacienlii

"it"* fi t-" "p"t "a*-t"ttur"o *"tto' m"dittouotu cu mai mult dc 6 h:ni

aaterior, ceea ca sugereaza oa oJce risc de infarct miooardic este reversibil'

Idrcmralii suplimenr-T*t]:g::flTlibi 
ua meoaolsm biolosio care s[ explic€

Pand Ia acest moment nu s-a rdennn(
bgetwa tnte admhisharea *u-"oitifui ou abecs'vir sau didaoozjra 5i apari$a

infaretutui toiocardic.

Studii cli.oice comparative dcn:late anreriol'.-sgonsori1lte O: 
-glK 

(*

;;;*"-;tt" ;*;;oftin sunat de abecavir) 9i BMS (cu.meilioamonl! 1ue 
coupn

;ili}-in;],- o." u.., *it t ,iuo o,u'J ot lot*"t mioc'erdio pertu nlci rurul dinte

aceste prtduse:
. intr-o snali?t odins-a a daftlor Fovenind diJr 54 de studii.clinic! caxe au

hclus abacavL nu s-a observai un risc orcsout de aPaltie. a ilf. arcfului

miocardic aupa utiUza'ea &oavir' 
-;ceasta 

alaliz4-a- ilcius 12498 de

Dacient-ani de obsewage ff" oe:i *li*1i u s-a sdmioi$ral tqapie dc

Hil;;,i".i;;;t "I4ioa"a abacivir' la 5044 .subieqi E s'a
ualinistrat tuapic do asooieie antiretrori*F ryl*i*J*).lt 

a tratai l]n

riso reladv de apadiie a itrfstctului miooardic de 0B (CI95010'{'40{'86;

!:0.7) pentru paoieniii trat"li "u scheme - teBpdutice antir€tovirale

conthandabacavir(otuiot*"tuluimiocardio:2'bll000pacient'anida
il|ffi:i ;ffiil.iiigi *o1t "o 'oh"o'" tuup"otice ce nu con{ireau
sbacavir (rala i.nfdotului *i""*[i"iz,ihooo pacLnt-ani de expuuere)'

- .nr-o analiz4 o{linsa a datelor proverjrd dh.7 *11i 
olinics care au

r..1u; dida.uozise ("f-";;' 1550- de- Pacien' ' 1286 Paojont-ad de

.,; .uler.) nu s-a obto""i"it" "tiiJ ae'aparilio a bfarctr:Iui oiooardio

ci : i utilizarea didaf,ozinei'

Duoi ara :;: ror datelor disponibile' E\4EA "

"oio",", :' al cr nsiderat ci in acest monent nu se
ti autorititile na.FonalE
poate trage o con€lll e

! BVGAo. :!i-',., ,1iiih dcvldc Privio4 hcdi.4Feniels Butoriilt! pdn procedurEconfiritsE: zi$!cn'

KiveeslTr"
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definitive pdviad posibila asociere iqtre utilizarea abacavifiiui sau a didanozinei 5i

iliJ"iiiiiJ*r;dului miocerdic. h conseci4e EMEA si autodtilile:lalio-nale
**p"EJi- "* a*it cd 31 acest monent nu surt nccasare modrficrri alc

infomrafilor desPre Produs.

Aceastd problemi va fi lirutA sub atentE suprave€bere. IofoPilii,y-l-itoo*"

oriuilJ do'*riau asociere diute analogii ds nucimzidc ii dscut de apuiiie aI
'l#;,i; 

;il;dl. p'ou*itta am "rt"i*aii observaiiotrale aflato tn desffgurarr

,*t *,aotur" h dedKd acestui an. EI\IeA s solicitat itrfonoalii relevante de la

i:rvesrigaic ril implicali in aceste studii.

doneniul strnIttrtll
ffilo, "*u pr"r.rio aceste medicanrente li se realrif,tefte ca 9st€^ unP::ta* sa

totcDrindd. actiuni corcspunzaloarc Pentu a reduce sau a oontrols factofii de dsc

Itii*[t rti. 
*"t 

---.*,:-t nt "t*r] rtip"'tensiuaca arteriala' hiperlipidemia $
diabetul zaharat.

mff..i::ffi 
itiElEgB'tur-Mve*squilbrnoura jeaz6^{:P-i"E1t

Jin dom"nhrt :-r:itd{ii st contir re raportarea rcac$ilo.adverse suspcctate' sarclna,

suprodozojul :-L isncEoiilc aca$tcptate, catre comPs$ e r€sPeolrvei

Pentruabaoa"v'irgimedicatoemeleoonlin6,ndabacavir(Ziagen.KivexqTrizivir):

GlaxoSrniihlill-^ (GSKj RomSnia, Opera Busines Centrs'. -�tr' Costache

x."J, urli-!, , ctlr s, boa 0s055i BJcuresti' tel' ozf 3028 208'rax 021 3028

,,';r";;";:;;; ',f'*itua cu tarmacoviEilonta: Farn corinr Borosaq tel'

021 3028 ^3' fsx 021 30zE isp, t'ir" ituu 0732 3O1 116' e'Eail:

farmacovigihnta.romania@gslccom

Pentlu videx:

Bristol-Myers ll'luibbi Reprezentrnfs p9nE1 Romatris' North Centcr' EtZ'

;;;:]il,-T 
-'."i, 

lq.z,/tl, voh;hri, Ilfovl persoana responsabili cu

i.;#;;: ;. i 
'i;;. 

ii."t .i ni**' tJb tlr' 2i2'r6'0rtozr'272'16'2e:, F$l
Ozl,,21':.16..,, Ltobil:' 0124'24'51,29

a Alie t[, iI. d Lf reB]t , ! n3rc din statclc Membr€ slr evituit iflfornE$ilc rclcvintc peflru m'dicffi$bt vidd

sprob$ F:;n t.!redu. rr,iostlE

. 3 '
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Direotor Medical
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Compaail'e Gla.roSmithKline si Bristol-Mye$ Squibb reanintesc protesioniStilor

i.",'[,*"",.,r.;litat'is].g1i1ein#t*,.ro'f ,T;:T,tri,^?fr1;
Nationald a Medicametrttlul: str' r

ijil*"ri i"r' 021-3 t7 1101;Fax:012-1163+97'

Informafii cu privire Ia comu:ric'are

Uldroa analiza diJ3 studiul D:'A':D.a.fost Dreze$ate 6ub formE de poster' ia a l5-a

coD,ferirla desp;c retou*"- qt '*;;$i 
"op-o-;;tl;GRoD 

lsabin el a]" 20081 ri

ii;;;ilj'; ;;i'u r,*"i 1c*Pir aJ Srudiu D:A:DI'

DacE aveti lntrebiri suplimentate, ve rugEm nu czrta'ti s6 contactali Dcparramertole

Medioalc a1c companrilor lcsPectivc:

Pentru r iaoevj . i;. medioamonielc conlinand abacavk (ZiE€eq Kivexa' Tdzivfu):

claxos,nirhli .e (GSK) RomanE opera Busiross. c:15:'^:11'-.:"t*th"

\esrl Nr. 1-s. sectar s' cod 0s0sJ,;;;;;' ;;i ozt gozs 208' fo ozr l0za
T ed'' r. ...' cntul Medical cr"ioLiiufgi""' Dr' Dana cotrstaatinescur

i"i"ion oiil surt zzr, e-mail: metlical'ro@gskcom'

Psntru "iider::

Bristol-Vye 

 

rquibb Intemalional' ReprezeEteaF-p€ntru Romioia'^Nortb Ceoter'

Et'2. i )s. I :.r-Tunari, ll"'l'', vir'"o'i,'Iftov; Departane-ntul M6d|ca|:

r\i.a' r \r J: Dr. Vasilc rgtg", foioil. n;'16'oot021'212'76'29r Fax:

6ili: ...t0., : mobil: 0727'73'53'97

|-" 4

I lec'
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ANEXAI; BIBLIOGRAFIE
Sabin C, Worrd S, weber R sr 8l' Do Thymidine Analogues' Abac":"'RiP"'""

and. LaroirTrd.be contxibute * *t 'itt'"r uvo*toii Itr9t99"t. Thc D;A:D
-si.iav".*iit 

c1rtffi;e ol nemv'uusut *d oppornmis'ric I'fectioEs' Bosto''

tie.'Februarv :-6, zoo8, Abstnct 957c'
D:A'.D Srudv Glup. Use of no"l"osJ" '"uate tanscriptase ilhibitors^an! risk of

;;#fi-',#.i'il-il.*"*,i:Itt*f tH,*,:**:J*"0f.$'';
multi-cohort ooLlxbolatioD''dac(
OOt't O.t0relSOl+o'6796(08)60423'1'
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