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Cltre,
Cass de A8lgurdrl d6 S6nAtate

In atenlla,
Doemnel/Domnului Pregedlnte "

ln qonformltat€ cu adreea ANDM nr. 81E0E120.12.2016, TnreglatratA

C,N,A,S, - cu nr. P10734121.12.2016 vA aduc€m la ounogtlntd mAeurlte

de Aganlla Natlonala a Medlcamentulul gl a Dlepozlilvelor Medlcale (ANMDM) gl

oompanla Laboratolre HRA Pharma, cu prlvlre la reglotrul de sarclnl gl ang
luat f6l6 de EMA referltor la oonilnuarca comunlaarll acttva despro wgtstrul de
penlru elldone cdtre medlcll cu speclalltatea medtcatd obstatrlci-Glnecologle
cllnlollo, spltalale gl oonfreie unde se ofoctuezl lntaruanfll de lntteruperc de sarclnd,

VA rugdm Ba luall maourl ds Informar€ a furnlzorllor de eervloll mecllcale prin

aflgarea pe paglna electronlca a qasel de aelgurAri de adndtate, fn loq vlzlbil. a

documentuful ,,Qomunlcare cdtrc profeslanlgtll dln domenlul silndtdfll cu prlvlte
raglstrul de sarclnl panlru cllaone (ullprlstal acetat iImg) - supraveghere
punerea pe plald."

AnexHm Tn fotocople documentul respeoilv.

Cu stlmd,
p. preqedlnte
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{"" M " vr adugqm le cunogting' mtraur'c-rnueprinae do Agonlra Natrionall a
'ylt ,/ Mcdicamcnrurur +i_" bil'-p-olritiuri*"i,rroio.ro. (^NMDM) 9i cbrnpania, '/ Lsborilotre rfRA p$*;;;;ili;; u rogisrut do sercint qt angajamcnhrl

I:.1:[,*, oqenlia Europcane, f"foOi.rn*tului raforltor ls conuuurrcr

C[rc

cA$A NA,TTONALA DE ASIGITRIRI DE S^trNArA

VICEP
Dn Vhd.A,

comuntclril qctrvo 
. 
dorpre rogrrtrut ao n"roioi--.liri ,ioar.u ,urpectelltrtca modlcall Oirtotrlot-Ohccotogto af n 

- 

clrnlcil, 
.iiit"t"to 

I- centrore undo rc .foctu.*r tntervcnltt i. r"ii,.*pi#'uT.rarcrntr,,' 1';lt: companla Lrborutolrc Hr.l ptsitDr pnn,reprczontanta sa locall A&D'v ' l4-- Pbsrmr Mrrkrting r"a s'l' sirviilr i intttoit rnrormaiis ;rolarionigtilor.,'t o I din domenlul ,lo*-eff prfn fntJfrc;il uncl ecrisorl ,,Comunloare dircord,earc profosioni gtii,dh domcniul sE$ItItii,,, t t.elt"ri .J i.r;., il;r,Aocasrl modalirata d€ informaru,'utit"rtl-uieioil-tiiii"ift]'* 
", u.opavonizaroa ooqputul modloat arupri unor F*ti;; li. ,ig*_p r,sdminllfsrca unor modicanants, 

.

ANMDM a svizat rcxtul_sarieotll de infonnarc c[Eo profoeionigrii dtndomenlul B[nurtrtri, pe c*c o disrrburo nep iiiilJvartottng and sares
P-lTj::1 _li. _^ plbticat F:-::b.sirc.$ 

--uc*fl 
;"i;*.r*.,o1 u.o..eirnrormatie ta rubrica _ Farm-ocovigllcql _ Corfrnf"Fijilcto .it,profoeionigtii din dorncniul slnltltii. -

Anoxtrrn la accest[ adrcstr dlcumontul mcn;ionat rntcrior.prectzlm ctr accasrtr informatlc ; f"ilT;;;istr qi Minlstenrtuis'n[tlftt - Drrcctia Farmacoutrcl !i oirp*irii,l'-ir4edicarc, corogruluiMcdicilor din Romdnia +i corcgiuiul rlmaiiiif;;i" Romanrs.

\^ ('t-)1.-' c\
,J,u

i 1r 
\.

AoEt{tu
3ll



yw{x'{'vepFE sE ur'onlu' rrr rn .szur u rr rrrpunr rnrmr*v rl pmctzozo oi rnurii ,,iirilli."
,"iljill,:i'ii,j::'*'r'"',iiu'11llx_.^',. 

e re'iiutiiniiiJi"n'iii#rr r, prorpactur si ruumotul

Dcccmbrio 2016

Comunlcnro ciltro nrofcrloulqill dln domcnlul ,llnf,tfi|fi cu prtvlre larcglswut do rarctnt puitru rthoio tiiii;6ttt,t Eo ,g) - ruprrvoghere
dupl punoror pe plafl

stimaic pro sionist din domcniul sfu[tirii,

Ds comun acord cu Alonfia Nrlronarr a Medrcamenturui gi a DispozitrvclorMcdicale, compania tiboiato.lre I{RA ph.nJ;;lqt. sa v[ informezc cuprivirc Ia rcglstrul de earcint Ci *grj"n#rTf"",i.fU O, Agon;ia EuropeurA aModicamcnrurui rcfcritor ru ohrndoiou ..icrd;d;" clhc toil Frofosionistiidin domcniur srnrr4i impricalr tr inf,ijrrJi i.]irrir?" il"io,
:::frliflilf'flH,ilt1fiol .1. un conrrrcrptiv do urgonjr Indtcor r rc rdmlntsrra tn
utrlz,u. nci,rii;ftffi.iili"jii!::ill3,:TjlJ.',;:il!:,:i?fi:jj;ii1ilifinL;;p;:
Dcgi ollaOne roducr t6mnlflctrtlv rlroql g: .p_{[f, i unrl lffclni (conform elrclor ot ol,,2010, dc fa s,s% lB 0,9% tn cgrut_romintsrr'fii'i;;r.ffifi; dc oro), cthono nu Doar6pr.v.ni aplrrttr tuturor rororniror., Ac!8t!.rt ,notirur'irf iimr"rlrlr, do ra ransaror olrions.co o ocrrnf! obilgrrorrc a eronflor Europono ;ffiili;lil"Ji, r unur ragrrnu do *rorn'p.ntru floiltrsrca oolcctlril d-o rnfonnrjil'rcgr,; il ilffii'd';;ilrc n ourona, rndrforont dcmotwr cxpuncrlr. La acordaror rt!rutur[t d;-ftil;ilriaro porto fl orbont f[rrptrlcrtprin medloar[ pcntru ctaono, ag:"ir_triop.iii"i"ilio,..*nn,u,ui n lolicrrar orrcgrsrrur d0 lneini ![ r{minl In.vrgoarc-]t ri nioiilni.iti toii prorartonrqtil drn domonrurrlnlrtrlii caro tunt lmpltoall ln tngrlfl.o r{rof foigiu"iA-oqD{ 

Nr,

5l$il lt'r1t1:$fi1'ffJltf,j:l"f lntcrnc.dhl acorrur rasrrnu dc mrornr, rmprounr ou arto

;1i1,1i1,_f;;11,i'Jipi,IiI".r"r,,ciill',X.:,,:f$_t,lill,.1i!H'f,,...i;fi:Uilitr,1,'rr,i,,rjrd srsurrn [6 gt rozutratu I cvotu gtoi :arotritJr'fnpns ril i;ii.,i;ili.
conuibutla dufincrvolrtr orrc nocolad In vcdorca monrtorrzdrt cnzurilor dc llrcinr rptrrutl,o fomoilo oxpurc h ctaonc. motrv prnrru car6 yi;il;il;hn4r crzur'o nrpccirvo tnpcrt rcglrtru,( yu!,vr,hralorpqnrniy.rioslstF/.corn ), "-"' -- .-'
rn cuur prnlouhr rr rprtlroror pi crintotiiiG?i rs oftoruoqtr Inrsrv.nril da tntruruprro al1.j.llt-yl Tsam r[ va astgurnlt o[ n...r. irijo-gri;tdllr
conrtacopllc diurgr"il, iotrnlu.,l, unut r&bun! rflr,,'*," * .-"',tj-jltlT[ dscl !,foloslt

ilt;itl$il]'i$H;i'iii!i
Fantru rcclrEf!! chor onlrulsl on"llna ctrr t buh complltlt, v! fugln rt fotorlll:

fl:llilillllill:l romln! dlrurtnd ilrrr d. fttntu dtn prrr.! dr6!pr! ! nrlnurut fr unnrtl
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ENtcimPoI'hntsIlIaDort0t|o|lccrcncli0.tdvorsA5u!psct8tElgsocilt!cu

ll:?:l::,..:.1]'. nscnllo, Nirltonlrr. u rur.ar.o^in*[i"!l"o nrspori,ivctor rrcdircrde. kc'nl.nrrt.tc crr nlrtcnrul nsllorrrt dc is.p9T'lc,poni_n,'utiii"n"j.i**ui*if ."ffidlrponibitc pc paginr wcb r, ngonlioi lrrtii"Ji"-r- rrir,iirrmqnturur 9t a DirycritirdcrMcdicrlc (wr,"r,v,annr,ro) tu sccll ruri 
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ai'iiii ri")i r' oi'r*ra,

Agcrlir Nrliortlhl n Mo<llrrrmcntului |i rr Dfupozltlvclor Mor cnloStr Avittor S0ndtcscu nr, 48, Scctor l,
0l l37l Bucurcsti. RonrAnia
tus *.f 001 i t6 34 t7
t*+40?J? tt7259
.r-tdrqlnn .ro

rye"n
r*f. rucliilc advcrnc s*G;-;;ffi;r;:l:i:;Jlll-ffi,il,,Li,l"llffii. jl,.'H:.reprczcntanra rocara n

Itrr*r M$rkc(ing lnrl ,riltel ScrvtcoEs nt. I Jj, Mogosonlo..lurl,llfov
ozil35 _ ROMANT^

$lng?2 132 Flxr.r.4 021 301 24 69

* tontdet ulu raprazuakutlti htcah n lelhlllorulul rlc latorkalla I.lun&,

[rFi ttfcrirourc lrr cllaonc, vj rugq !tr. conraomll rcprczcnturlo locald+lL*Froirt Hfu\ Ilhurnru iu urm[toorejc aot, ao contr.ii'
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