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Doarnne/Dornnulul 
progedtnre 

. or".rrtir"*,
ln confonnltate

c.N.A.s,-.;;;. ffi"Ju 
adr€84 ANMDM nr, e€

Agenlra Ngilonerd 
" l!1,!'''*ouealucenr ,28,$37E/01'07'2018' 

lnresretratd 
ra

compsnre,rr",,n",,jlol^Tm:nlutur il;il.ttto9tlnld 
mdsurlle tn'€prlnse d6

medbatrcre,torn ,r - o'l^lj 
el Merk ln*u'J"",jt*elor Modloale (ANMDM) pr

sacundard ,rur^orru,,!1u,a ,contrarnaulye";;":;""' 
pentru tntbrmarca coryutut

Trroctsuat).. t' rntersrlrun ;;;;;:';:!::u htpeftenstune putmonard

Vd rug6m gd rua,,r_,,,, ,^ ,,- 
'''vFe'tue pentru medlcamenfur Adanpas

arearea ;;;; ff:,ffit 
de rnrormare a rurnr

docum€nturur a" ooruil!-"_E 
a cassr o, ,n#rt"illor 

de saMeil medbsre prh

!l::r":io.^r"",';{':#;:::ryn::,:#:i;':i:':;:":";:::lt;nou4 contralndtcafte ta ouo^iii'"'^i,'""I!:_'-*!r*ate fitmab fioctguat); opneumopailttor,nru*i,t"';,nffi',, cu htpetransftrna puhona{ uurrnd"rc
An6xdm ln fotocopfe docurtantul reepecilv.

Cu 8thd.

p, PRE9EDTNTE
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MINISTERUL $ANATANI
AoENTIA NAT|oNALA I rvrEolcaMEr.iiriitii

ft A DISPOZITIVELoR MEDTCALEglt Av. SinAtolcu nr, 49. toctot 1

011478 Bucun!tl
: +40-21.517,11,02 I 517.11.i5

,sl 6.34,97 / 031.805,74,54

Cltc,

CASANATIONAIADE ASIGTIRARIIDE S.i,NiT

V[ adusom la cunogtiny[.m[surilc tntscprinrc do Agonlic Nagonal[ oy:j-truTlt"i 
^ 
{ 1 3'dn gi.rit i;r N{rnb;i; 

"-imir,mrr,It 
si comp anii tc,'J

("'a
Bryor Pho_rnr AG giJvlcfck gharp-& Dohm., i*uu ind,rmarcn.i.puioi
madical rsferitoare le O nou[ contrlinrllcnflo ti inat.''*fi arr rrrrar.*-!..*^

[o_!{io3_q!lcg psilqu
Bay+ Pharma AG tri

Aceqstl modolitqtc dc informare, utilizat[ sistematrc rn uE, srE cs sooD

113lll*: ::rputui,medical usuprn,r,ro, pioticr* "l;;6;ril-;;
ldmmistrarca unor mcdicarncntc.

AIIMDM a avizar tcxtrrl rorrsorii do informsrc c[trc profcsioni$ii dindomeniul stnltltii, po carc o dlshibuic companiilo Si-noyi, Si{t ;i Ni;rd;
Sharp & Dohmo Rom8nia S.,R,.L. 9i I pirblloat pi wib.sitc.ul'asryiri
ftvww.aryn.pl acccogi iaformoge la rubrica - Fannacovigilcngu - Cil;;ili;
dircctc.c[Ec profesionigtii dh domenlul sbndtdili,

Ancx[m lE accastt adresE doeurncnd mtnfionet anterior.
Pnciz6m ctr acest[ informafic I fott tansrnisi ti Uinistcrutui

!lnl_ta.!jt -_ Dirccfia Farmaccuttct_gi Oispozitive--irtoOtrito, Crl.Si;ili
Mcdiollor din Rom0nio gi Colcgiului firmactitttor ain Rorndnia.

S.RL gi Merck Sharp & Dohml Romnnja S"RL,, eu irrdiat inOmuiliapr.rcsronrftlror din domeniul stulrrtii prin inrcrmcdiul unci scrisori
trvv^r.q...vgaw v
cu ace$ asDect,

Comunicarc dircctl c[ha profcsionlgtli din domeniul *nnltA$i;,, fn 6[t"ri

$of Sorviciu I'nrmrcovlgllcnttr
{l Eronqgamontul risculul

rcprctcntantelc lor dln RomAula SC Blycr

Dr. Rox ODrr Dn
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Iunla 20t6

Adempu 0,5 mg, I mg, l,S mg 2 mg;l 2g lng cotnprtmatc lltmrte

o nout contrntudtcrfro r. 0".*$,T:l,giliotl*oo*uoo purmon*r recundarl
pneumoptilllor lntorutlfhle ltllopailcc

Stimatc Profesionist din domcnlul stnlt[lii,

D9 
^copua 

acord cu Agcnlio EruopeanE c Mcdrc*m,ennrrui si Arentra NationalE

l"y:ll.:3.nt*ri $i Dispozittvcior Mcdlcalo, companiilc Bayci tianaa aO siM.crck $narp de Dohmc, prin roprozentanlolo lor dh Rom0nia, dorcec g[ vi
lllTtl!: cu pr.lytre la .urmltosrclo aspccte dc sigr.rranl[ rcfcritoarc ta
asmnisEarea mcdicancntului Adcmpas:

RcNamat
. lllr.lL,l , cu. hiporrcnsiunc. pulmonarl eccundar[ pneumopatiilor

intcrstifialc idlopqtics nu tr€bula tratali au riociguat.r studiul-RISB'IIP, caro a cvaruar eflclcitstoa gi sipranp riociguaturui ra
l,r-:it".ttl. cu. hipcrteneiunc pulmouar! iccuioarA' pn",fioporiil;;
hterstiFare idiopetico simptgqgtico a fort oprrt prcmatur. Rtocifrrat nu
estc sutorizat penrru rcoutE indicafio,r Rca:ltatelc Intcrmcdiarc alc studlului RISFIIIP au ovidontiat un risc
ctcscut de monalltats gi reaclil rdvorso grave &t randut subieililo"en o*li s'a adminisrqt rrociguot, compmatiicu cei cErora I s-a administrst
plaoebo. Datclc disponlbilc nu indtcl un bcneficiu scmnincstiv ;-in;unci
dc vcderc clinic la accati paclcnti.

' Dac[ un pacient cu hipcrtcnrrune purmonar[ sccundarr pncumoostiilor
intc*ltiliEl. 

. 
idiopatico 6sto hatat cu riocig,rat, ' adminlccuca

modi'am€nturul Ecbuic oprit!, iu srarci sE ,clinic[-trabuis monitorizstl
cu atentic,

o ProJilul bcncfioiu-riso 
-ar 

medicmennrrul Adempas tr indicaliilc sale
torapouticc qutorizato rlm8nc pozitiv,

Infornalll supllmcntarc 4fcriloara la
ruc oman d drlle resp cctlvc

problemd dc sigannlil gl

Studiul RISE.IIP I fos! un studlu randomlzn, ln roghn dublu.orb, sontrolrt cu plncabo,
nuhlccntrlo, dc f*t II, caro a Invartigot onoaot.otialirrgu;;nF rioligi,iiil"i il eir'd;ii;,ili*fglp: l{,1:narr rtmptomotlo[ amsrrti poouoioniiiorl'"i"ntrrti'rc tdtopatlJe. 

""'
Mlqrcrmcn r rrosrgurt nu .st!. nutorizrt pontn, trqtsrn*nrul hipsrt.niiunii pulmonarc
rnaundsro 

. 
pnoumopatlilor Intrntillalc. ldbpdtlcc, 

. 
ncconr, iiuiiui 'nlSE:lrp ' 

o ?il;;iprcmatur, la rocomandnrta Comltctulul dc Monioriaro i i:oiifor, O ovnlulro a rorultaijto"

il3
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lnttrmcdlaro ofoctulttr.do Agcnlle Europcant a Modlcancntulul @MA) s q,un! lr concluzlu
c[ ruportul.bcnoflolu.rlsc pontru rlociguar la prolonfll ou hlpafionilunr 

'pulmonarl 
rcqundod

pndumoprtilldf Intoutiglalc ldlopatlcc arli nogrilv, Inlbnnoltite dcspro mcdlcrncntul
Adompor (Rezumstul crracrorllricilor produsulii, d*tlnnt proftrlo"tlrltor li.-,io"iniui
stnttilll, 

_ 6l_ Prorpectul pcntru prclc;ll) vor fl rctunlliato fn vbdorcl lnuoducorii
oonFr|ndloaltcl dc utlllzara r rloclgurtulul lo puolontll ou hlpcr,tcnrluno pulm6n[r[ rrcund[r[
pnoumopatlllor Intor*lllrlc ldlopathc.

Modicsmci$*l Adcrnpas ortc indrcat.h paclontlt rdutl ou hlpgrtonrrun. pulmonarl oronlol
trombocmbollel inopcnblll rlu po*rrtcnturocurcnre tlupl un tratamcnr clihurgtcar, oi liiilftnollonrldll-ul confom otacl'fioldl oMs; ii i;-ffi;tfi'cu hiponcnsrune rncrrarl
pulmonul dc oh [ tuncttonil[ II-[], conform olulllcerit OU$.

ln lrlpencnrlunor pulrndnir!, rtudiilo cu rloelguot 0u fost In prtnolprl cfcctuato po lonnclc do

Ir111t1n1!un-o- rytmonnrd ldlopatloo *u _crcdlrire, prccurn gl ioti r:actitr cu ; fi;it;;i;rr
004un0tlv, 

-utlllzaror 
rloclguat tn rks fonnc do hlpononrlunc pulmonor[ nostudlatq nu'cstc

16commdstd,
Prolllul bcncllolu'risc d modlotmcnlulul Adamprl tn Indlcrliilo rulo toropoutlca autorlzots
rirnAno pozitiv,

Apcl lu ruporlarea rcacliilor adversc

Egto. lmportlnt s[ rlp.fidtl. ryrrlllr orlc[ror rcaclll rdvcrsc surpoorltor arociarc cu
rcnrni!trrrct mcdicrmontului Adompol, oltr! Agcnlia Mrllonall I Mcdlcamcntulul !l e
Dlspozlttvotor Mcdicrlc rn conformriuro ou rtrroilur'nqiorilt ao *ponail6;;i,,;;t il;lnlcrmlrul 'Ttgcl_pcnrru. nporrlroa rponran! a riaigiLtor !d;;fu;'h ;ilililoiJ;
orrp.onibrr! po prgins web l Agcnllcl Nrllonrlc t McdlcrmonHlul 1l a Dkpozitlvolor
Modlc-llo. (rvww.rnm.[e), ra rccliunoa ivftdicfionro do ur u;lnrxryoneail o rcaclic advcrsr,
trimh[ o[tlcl

+90||tlr Nstlonoltr o Mcdicnmcutulul El I Dhpozltlvotor Msdlcrlc
srf. Avlqtor Strnlro3c,u, Nr. 4g,
Slctor l, 0l 1478 . Bucurogtl,
Rom6nlo
Tllt + 4 07J7 |l2 2s9
Fov +40 213 163 497
E-mdlrglgQ6649

I9l_.-d,lf-: 
roacllilo rdvarsc. ra por raperut gl c[rc rcprazontonlr dln RomAnlr r dolinBmrutul

ruroflt0lr.t dc puncrc pc plallr la urmttolrslo drto do contactl
SC Bnyor $Rtr
!9!tF!pqru, nr. 42, Soctot 2, Nurco Towcr, oniolo I, 16 sl l7
0201 l2 Eucurcgtl, Rom&nh
T6h + 40 2t 528 s9 00
Mob: +40 723 505 648
Fag + 40 21 528 59 t8
E"malh nlnrmacoglgllqlco romrnlrf&bnvor,com

VAcort mcdlcnmont frco obloctul urol monltorlzlrl luplr,tlrnrrr. Asort tuoru vE pcmlto
ldcntifrcaraa rupld[ dc nol lnformalii rafl$gnri tu ifiri":U" iroOltoiiliiiain d;;;];irlnldlll runt rugrll 16 rrportozo odoo rcocyll rdvcrrc rusiicui.,

zlt
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Dr. Corrnin firnol

Dlrccror M€dlcrl
MSD Rom0nlr SRL

p 5J5

coordonorale da contacr atc rcpru^rntanrct locarc a dclrnrltorurnl daautoilulle dc puntc pa plald:

Plntn, lnucbdrr 9i informatii ruptmcntarc rsforrtou. ra utirizarco modroimcntutui Adomputn condilii do ,guronl[ it c'crctuti, ,i ;i;il ;i;"ilre1l corrpanioi Boyer, taunnlto*clc date do contqcti
Dopqrnmonrul nodlcll . Dnycr $It.L
Sog. llpcrq nr, 42, Scctor 2, Nurco Towcr, ctq,clo l. l6,l l7
020i 12 . Bucurogti, Romsnn
Tolr + 40 2l S2A 59 21t02t S2g ig 83/021 528 i9 88
Fax: + 40 2l J29 59 9A
E.malh mnd ioahln{b.ro@blycr.com

Pcntru lnformalll Jcgqte dc acoortt somunlcir€r v[ rug[6 s[ v[ qdrcsatl cornpmioi MSD laurn[tolrolc dit6 do conrloti
M+ok ghnrp & Dohms Ronlntr S.R L,
$os, Bucurolri.ploioili Nr, lA1
Buchorcsr Burlncss ptrk Corp Cl, Etai 3,
Soctor lr 013681 Bucrrrolti, R-omdnia '
Tgl +4021 529 29 00
Frx+4021 318 52 36
c.mall: dlq$rnrprnir@morck.com

Cu sdm&.

Dr, Bogdan Pmtcllrnon

DirtctorModicll
Boycr SRL
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