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Culor Cjltlllurqilor nr,. 248, Bkro ll 19, Soctor 3, Uuorrros{i
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Cltre,
Caea do Aslgurdri de Sdndtate

ln ntentle,
Doamnel/Domnulul pregerlinte - Dlrector Genersl

ln conformltate cu adresa ANDM nr. 20g0CIE/g0.01.2018, rnreglehatf,
c.N,A,s' - cu nr. RGs61102,02.201 g va aducem ra cunogilnla ma8uril€ intr€prl
Agontla Nallonala a Medlcamontulul 9l a Dlopozltlvelor Medlssle (ANMDM

companla Laboratoire HRA Pharma, cu prlvire la reglstrui de earclnl ponfru
gl angajementul luat fald d6 EMA refarltor la extlndorea acestul f$gistru catrB
profealonlstll dln domenlul sanaterili lmplloafl In Ingrllrea gravldelor,

Vd rugAm ed luati mf,eurl de Informare a furnlzorllor de servbli medlqale
aflgaroa pe paglna electronlcH a caoel de aelgurArl de eAnAtste, in loo

dqcumentulul ,,Comunlcaro cdfro profesionlgttt dln domanlul sdndtrtlll cu
tpglstrul de sarclnl pontru ellaene (uilprlstal acetat gomg) - sup,raveghere
punarea pe plald,"

AnexAm 1n fotocople docurmentul regpecilv.

Cu stlm6,
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pomnulul proqodlntc, Lsuronf lu Toodor Mllhal't1 ^': frLllln l ,ll "J\'\ ^ ' aducem ra cunogtrnfil mtrsurile intrcprinuc de Agenria lrragonarl a

| )1',1:::llq!:i.et_." Diopozitivotor Modicilo iaNuuii,ii'li ib*p,nia| !jbj:*phr.YY P|*t ;rontru infonnaroa profistonigtitoi Oin domontul
Eartsralil prtvhd,rogistrul 

.dc sarclni pl angqinmontut lult faf[ dc Agenlia
Europaan[ s Mcdicamontului rsforltorle cxtlndoran o"ostut ,egjrtriicAtra toliprofceionrgtii din 

_dornonrur e[nar[;ir implicagi in rngrijir; iiffibr'eravioo,
Companio Laboratoirc HRA phsima prln rclrezontanla sa loiah A&D

.r,/ Pharma .Markcting & snlcg sorvicce' s,R,i, va irirtta rnionngroa
W.7 prolcrionigtilor. din domsn,iul Etrnltltii prin intormodiul documontutui',/ l8 ,lc:Iu:ier*rc dircctA c[tro profeelonigtil dln domeniul oEn[tlfii", ln lcg6turA
! ,Or,' cu qcest sspoct, conform planulul do comunlcaroa alrcat.

h ,1" . __.-_,.1-r_.-*r[ 
modalltate de.lnformaro, utillzatd aleirmatlo In UE, arc ca scop

\ lJo'ti1rjl profcsionlgtilor din domcnlul e[nilr[{li s,uprs unor problcmc di
\ / stgurenld In adrninistrffoa unor modicarnontc.

v +ryMDy.a.avizar toxtur fgrr.orii do informare cdtrc profcsionigtii dinl' oomonrur Banstatri, p6 qarc 0 dlstrlbuio A&D Fharma Markctlnll &, salos
Sorviccs S.RI. gi publlcu p,o wcbrlto (www,enm,ro) acocagi indirmallo ln
rubrlca - Modlcamonto do Ut Utnan - Farrnacovtgilonia * Cornuntcuil dirccto
clrre profesionigtil din domcnlul sdn6t[lil,
, Anoxfun la acoast[ adrr:s[ dosutnontul mcnlionat antorior,

Prccizdm. c[. aocsst[ rnfotrnalio a hst trffiemisd gi Mrnistorului
s[nlt[1ii - Dircclia. Funnrrceutic[ 9r Dispozltrvc Mcdicaro, rJorogiului
Medicilor din Romdnio gi Collegiulul Farmociqtilor dln Rqmflnia.
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Dr, Ro{flFd sTltoE
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Comunlcoro cltro proforlonlltll dln domonlul slntrtlfll cu prlvlro lo rlglrtrul do

Dc comun acord cu Agenlia Nafional[ a Medicsmcntului 0i a Diapozitilvclor.Mt
companin Laboratolrc HRA'PharmB rtorogte e[ v6 htformezc ou pri.viro la rogistrul da

gi engaJamcntul lust fsi[ dc Agcn]ln Europoan[.a. Medios|montului rofcritor ls o:

a"ostii rcgietru cdtro toli protbsionlgtii dtn dotncnlul olnlt[Nti impllaali ln llgrijiroa

pentru olll0no (ulflprhtal rcot$t 30 mg) - rupravoghoro dupil pungnm ps plsfl

$timate profcaioniet din domeniul r[n[t$ii'

gravlde.

(RPAS ll, lullo 201?)'

n$func1lssi$ry,lclll ),

ollaQno (uliprlrnl acotrt 30 mg) 6sto un contrscoPtlv do uryon1tr Indlcrt q 80 ldmlnlnra ln dcour do I

;;;;;ljld;1g.rri roxucl nop;btqjut rau oqcoul itrljlosoolor contrrooptlvo utlllzato. Dc la lncoputul r

2015, ollaOno poan fl ollborot ltrrll prol*lp1io modloal[.

runt lmpliorll tn lngrlltol fbrnollor gruvldo,

Dcgl ollagne reduco romnlflcstlv rleoul da upnrlllo a unol rqrolni (conform ClarlGr ot sl" 2010' dc ls'

6,il7, fr *jrf 
"i*tnlgtrtrllln 

prlmol6 ?4 do'otoj, olloOno nu poslc Ptovonl.sparllla tuturor rlolnllor,

citc motlvul implomontdrll, do lq lanrsros ollsono, cn o oorlnll| 
-obllgatorlo 

n LClllto.l :lr:
Modtcsmontul$l,dunu|rgI|atrudorurelrrl.ponhufloll|urooc0lact6ll|d0.lnlontol|l|08nI0o0!
oxuuro lo cllaono, indtforont do motlvul oxpunorll, La scordqtca strtstulul do medlclmanl oqr!. pol

;fiffi'"fi;ii;;riitr.-it iit*ti pontru otioonc, Asonllr Buropounu.! tvbdlcamontul,l!.,"_,t_",t1:lu

;;gtil;;;il;ili r['r{mlnn rn vrioiti ll r[ flo oxtlni oitrc to$ irolorlonlltll dtn dom€nlul rlnltlfil

pan[ ln proront, dstslo €slectatG prln lntormodlul ocortul roglrtru do rarolnl, lmprqunl ou.olto

;;p*;;s[;;;ff puniroo po pfq'U, iu prrmfr coloorarca unuJ num[r do lllg oaeurl dc ratolnl t

cllaonor aco*ton [!mizc0r[ ooro ai'nrtuii it no arlguro prlvlnd rliiuf0nl0 1l rozultutttl ovolullcl r

conhlbulla dumncEvoaltr[ orto n0g660r[ ln vodotos monltorhltll cu,urllor do 80toht[ 0plrutg la

iip,ji,'. li lftrOri;, mollv pontru ou* tl ,'rglt s[ tapon1tl cazurllo torpoctlvo ln aoort roglrpu ( S

ln olrul pfftlcutsr al lpltalrlor ql cllnicllor undo no ohotuonrzl Intorvon{ll dc Intrcrupcra a rrolnll v[

ii ii'Jjrirlltr?l ni*iir i.*rJ s*tial o4tq lngobrtt.decd a folorlt oonhroopflo do ur1lon1a' lu ln ot

,,nui tadin, inttotlv r[ prcolzozo oo lnumo 0 ulllhlt'

Llnk.ul oltro roglrtrrrl do garclnl sela dlnponlbll mr'l jol' prcoum ql ln prorpoctul El

coraotarlrtlollor produoului olloOno'

. Torta lrmalla ..ra !u u llr.t rllaon! ln rnFUl r.rclnll rrrr !u rrm!t gnvrda ln cludr ldftlntitflrll rlllonr pst

rrportr Inrorm!llllr Fautno ,,guronr. irli"if i'r|-" ri'it'ii"iOi"t pigl.lll d,:Jit9,j.tttt rotodltl' proLrlonlttll d|n

dorflrnlul r!n! !fi po! accrrr prgrnr iilniirnif plntru npdrt;ra! drtrl$r prlvlnd rlgurunlr prln lntrrmrdlul

rcrttul Inatlumrnt trEurl:ll,

prnftu tccrtlrrr chrrllonrr!lul on'{lnr c!r0 tfabull camplrtat' v[ rugitft ll tolorllll

Srlrctlll llmb! lomlnl dorullnd llrtr dr mrnlu dh prrt|r d Dpt! D rc nulul fl urmrll tnrtru4lunllt"'
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Apal Io roporhror do rotclll odvorro

Ertc imponant sil roportall orlco rcrclre rd.vorr[ [urprctatli, aroohtl ou admlnlrtrarcq ollaonr,.clrn
lllif:ilt',,llLdi:1.''Tqll1la Dlrpoaltlwlor Mdddi;;h il;i';rmnsrc ou irilanruiilrffiil;l
rpontanl, utllklnd formularolo,do nponrro.dhponlirllo t; Frclr ;;;';"6;il;i'N;
*11'*yll,_"]. 4r _r -,Drrpozrtrvslor 

Mcdrcrrg iw*i'.i"'liol io rocliunor 
'ri,rtiiffiiilrii;

u|non/REpoflcoz[ o rooollc advofr!,

Contrul Nltlonrl do Farmacovlgllonll
Str, Avlotor Slnltsscu nr, 48, Seoior l,
0l 1478 Bucurogtl, Romdnls
foxi +4021 3163497
tcl: +40757 117259
o.rnollt odr@lnm.ro

T_r$-ry1 1,:.',1!f 
adv. o ru'pecr0t6 !o por r'port. f r oatro rupr0z6nt0nla loorr[ 8 dorrinlrorurul

sa Funoro p0 ptsl!, 16 Urmdio[r616 dstc do contact:

A&D Phnrma Msrkotlng & Sulor Eorvftror S.R,L,
Ciobanulul Nr, I 33, Mogosoala, Jud,llfov
Cod ponal 077t35 - ROM;\NIA
Toh +4 0 t72 072 132 Fpxr+4 OZt 301 24 69
E-nall I rsftV.drLtStOr4thrrqn.cont

Coualauateh fu eontacl nle nprcElttlanlul locola a dclnAtorulut tll dulotltflllo ttc puneru FC ptuil

Ponfru lntrob[rl roforltoaro lE cllaons, v[ ruglm sa oontrotdll &pr6zontant! locall a oonlponlol Lr
HM.Pharml, la urriAtoorclo dato do oontaoil

A&D Phorms Morkcrlng & Salos Sorvloor E,R,L,
Tul;+40372072219

Cu oonrldortflt,

Dolphlno Couord, EU QItPV
I'lRA-Pharrna

Rorponaabllul local

.'1il'F, l tn.
t)t U'vv'-

Crhtinr Oattrglu, Drug Sofity Oftlcor
A&D Phtrms M[rkotlng dc Saloo 9owlcor S,R,L,

09i0tr36


