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Cltrr,
Caea do Aelgurfirl de SAndtato

In rtenllr,
Doamnel/Domnulul pragtsdlnte - Dlrector General

ln conformltete cu sdres' ANMDM nr. 30090E/1g,08,2016, InreglBtrat, la.'N'A'S' - cu nr. p70ail1s.08.2016 v6 aducam ra cunogtnra ma'urlre rnheprrnB. de
Ag.nrla Nalronara a Medrcamenturur gr a Drepozrtrveror Medrcare (ANMDM) gr
companra Lea Laboratorres seruror, pentru rnformarea corpurur medrcar referrtoare ra
re8trengerss Indlcallel la tratqmenlul bolll Psrklneon p€ntru medlcsmsntul pronor.n
60mg drajeurl cu ellberare prelunglt{ (plrlbedll),

Vd rugam sH ruatr mdaurr de Informsre a furnrzorilor da eervrcil medrcare prrn
aflgarea ps psgrna er'ctronrcd s oassr de aaigurHrr de ednatate, ln roc vrzrbil, a
documentulul ,,comunraate drrectd odtrc pt,,festont{* drn domentut sfun&tEllr -Prcnoran 60mg drqleurt cu eilberarc prctungfid (ptrlbedil): Rastrdngerca rndtoaltet ta
tratm€ntu I bol ll parklnson.,'

Anex{m ln fotooople documgntul respecilv.

Cu aflm6,

la*a tu al,rr-iltr;iri drj Sittd:;li"' 
':vai'ni:

o,r-tf.:

p. Pregedlnte



Augl$t 2016

Comunicare dlrectl cltre profoelonlgtll dln domonlul sdn$t[fli

Pronornn 50 mg drujeurl cu ellborrre prclungltl (plrlbcdll):
RertrAngoroa Indiclflcl L trltu'ooniui botii parkinson

Stirnatc profcsionist dh domoniul sdnfiqii,

De comun acord cu Anenfia Nalional[ a Medicamennrrui gi a DispozitivclorMedicElc (ANMDM). cimiania ics f"U*ri.f*, lii*r*, prin reprezenrantra sedin (qmdn1* s'c, s;rvicr-i'h.*r s.Rt,;;;q* Ii 
"n 

informczc cu priviro Iaresr4ngeroe indicutici pcnhu mcAicamcntcio 
-caro 

conlin piribedil cuadministrarc oraltr, ls tntamenrut bolii parki;;;;. *

Razumat
Piribedil (adminirharc orar[) oste acum indicet dou pcnmr tatamcntul boriiParkinson:

. l. Y monoterapic (tn rpccial,ln formels elinice cu trcmor),' sau rn acocioro cu lovodopa, do ta intllcrca tratam.ntrtui i"u urterror (In^ speoial, ln formclc clinicicu t.*orjl'----- "-'

Piribadil (adrninistarc or.l1l n: mai ncbuic prercrle sau elibcrqt ponrrr altciadicafli dccat boala pukinean, Frin rr#t;'i;;it -.uuio 
pros.rir seu clib*atpcntrui

- uatamcnt e{iuvunt lo paoicnfii vArshiai cu dcficil patologic croniccognitiv gi ncurosonzoiial (cu oxceppio uo'i arrrriim"r-;i-r-';1,,;
demcnfc),

- tratunont adjuvant.ln claudicalia intcrmltmt[ din cadrul anerioparioioblircrantc crontco ds la njvelul ioornUr.ioi irlilri;". (il;i",jj. indicoflc tcrEpcutia&^ onrfmofoebd.-;;ffi penrru Imbunlr[lirc.simpto|nclor ischomtco.

Inlom dl I I sqrltt tc ktarc
Dcalzle DAPp csre o consccin* a 

-acgruni)or .d-o rogromonraro din Franla $l dln artc !r8rc
;;mbro 

imprio*a arc sEE, curn'sunt pi:i'niiir Lul.?1i"il:':""" rcrrrr.ns. indioalia ra borra

!:_r,:l_:ly^l.Orii ruponului.boncfioiry'rko al plrlbcdil-tn Ftgnp, 1s iunio 20t3, ngonfiu doregrcn''ontrfs flsncez[ a concruzionat cr npon'ur b.";;iiil;'dr prrtbcdll r[manc pozrrrv



av t9-wr-wQ tIJ;va vN,la-L(ltwtrHqK vJ( a,Jv, tov *, vt9t J)a, I J Y C/.1

iTililjjl'iL,:l||fiffiifflji,::*inron, nc cr monot.rapio, oo rn aroororc cu rcvodopa, do

s'a oonoluzionnt o[, pcntru toatc.cohhlto rndicalri,.rficucitaton piribedit nu cslo surrorcntd-ocumontrt[ lnaonfortrrkatc ou mctodologla gl Ortduiirirrt*i",rn urtt'c rcvizuirii darolor da farmacovigilsnidin_i.fr.Uif. lo r4, orupulut dr coordonqrcpcntru.llfoccdurllo do rocunolqrcro*muturU gi ao*int oilatu - V.ai.omcntu dc uz umln(uoqrdlntrton Orqup for Mutual R'cognlrlil ;d 
-D;;;;;risod 

proccdurcr _ Human =
fiHlLilffi'i"Tl;:li1'.iT "i*'ii;;;iililil'.;;;iliilii. pr'ruiirr rii*ilr,*.i,'i-li
RccomawJtrrl

. Modlsll trcbulc dd rcvlzulucl hatrrntntul plclcn;ilor lorou proxlma ocuie, ir, ic:.r-,tnrrorrrporii rnrsm.ntutut ,rl pir|bciii'-(ffiiiir'iili.."*rO, dac! 6srd srcrcr:: irlndlorlillc.respccttvo, 9i r[ ir in conriaiiri. i'iiiirl.iJutrornatlvc;, I Farmaolgtll trcbulc s[ iocomnndc prcionglor r!,o oi;o*r" *oAtoulul curant,

11<l tq npoddrla ,Eacll o, advann:;'. :!.iip0rtsnt r[ raportall :li.o..lio.fll adva*fi susp66iaru, Bsoo,0rA cu rdmlnlsrrareE-r':i!'rmchturui Fronor&n (ollb:l]!l: rutro ll.ntri-ii"rri"o,o o Modioononului si a-'i;cz':ivcror Modioalc, tn oonformrhro ou urr-t,rr'ui *rr"ior ar r.iiliriipiliiiii,'J,ri::::r,:irul ,,Flf.l p'dhu *ponrr6r 
. 
rponranl . ,r*iiti;; advcrsc * madlcarnsnto,,.: (;':'::!:I pc pnglnr wcb a.,.tl:nlioi N.fionir. o''l,,liiiilmontutut {l r Dtspozltlvclor',in: ;c , www.rnm.ro) ta scottunis noeonoliii 

^iriii-iiioa,trrmtrl ctrno:

e.gcnllr No[9nllI I Modlclmontulul ql I Dhpozl vclor Modlcrtr5tt'. Avittor Slntt6lcu nr.4g, Sootor I ,

:,: iJTB . Buqur€gtl, Romllnlo
:i,,: -.1 021 3t6 94 97
:r, -,{ 021 317 ll0Z,; -t 0757 l17 259

, r._iril; adr@onm.ro

::r":+.t isrcllilo ldvcruo rurrylft. rq pot fsportr qi cltro roprozontanF ln Rotnanla !
f:HI:,;::1ll'J:lj.;l,l'". pc plEriros.p,ioiiv-ciirolii,eonr, sonior prrarmr s,i,L,

Srn itr pbnrma $.R.L,
.i. ir"-k
Sr Tipogfrfllornr, ll.lS. corpAl, orqi 3,:c;l:r l, Bucurcgti
i. '- rrir
1 *{02l S2gS2g4irr *.t 02 | Sl9 i8 0t
c,;.ril tcn icr,pv@ro,notgrr,oom

l'"4n'lia"ula dd conract !rc r,prtrdutdnr^t loaar. d dartnrroturut autorrzalhr da pun*a pa

''i-::' 'f-]lfi rr informstt suDrim.fflfr. rcf.rilolro ra rcotr$tr oomunieBfo *u rr uttzafca-r:.:.L-.i'.i--rs, prono-n io ,s dA;rri il;itil;;;'il;i" (ptrtbsd'), v[ rug6m rt
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::il1:,:tljff#*nt!nfa 
locit[ o dolintrtorulul aurorlzaflol do puncro no piiE ttr urmrroarclo

^ Scrvlcr Phnrmn S,RL,
$-Prrk
Str. Tlpog-rafllor nr, I1"15, corp At, otaj 3,
roctor I, Bucurasd
RomAnla
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