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ln oonforrnltate cu adreea ANMDM nr, 22734E/14,03,201g, tnreglatrata la
C'N'A'$' - cu Dr' RV2015/14,03.2018 vd aducem ta cunogtlntH mdsurlle Intreprfnse
de Agenlla Nallonald a Medlcamentulul 9l a Dlspozltlvelor Madlcala (ANMDM) ql
companla GlaxosmlthKlfne coneumer Healthcare sRL, pentru Informaraa corpulul
medlcal cu prlvlre la euependares autorlzatlel de punere pe plala 9l retragerea do pe
plala a medlcamentuful Panadol Artro 805mg comprlmate cu ellberare prelungltH
(paracetamol), dln csuza comploxltdtll gl dlflcultHfll de geailonare a supradozaJuluf,,

VA rugdm sd luall mHsurl de Informare.a furnlzorllor de servlcll medlcale prln
aflgarea pe paglna electronlca a caeel de aelgurarl do ednAtate, in loc vfzlbll, a
documentulul ,,Pana dat Artro 668 mg comprlmate cu ollberc pretungttd. Refragerea
de pe platd a medlcamentutut dln cauza camptoxttdlll gt dlflcuttdlll de gestlonarc a
supradozatulul',

Anex6m ln fotocople documentut respeoilv,

Cu stlmA,

Rlzvsn T Vulc{nercu
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Vtr aduccrn ra cunogtintl m_reurrrc- tntr.oprinso ,F Agan]ra Ewopaanl aModicamonrururJqontjr'Nr'gionurr u priorJ*tnturui pr a DlspozrtiverorModlcslc (ANMDU 
r^:o*orto orrxosminiiiin, corrsumor Floarthcarcs'R'L' panrru 

lnfor.mSoa prbfosro.rgtth ;ii*iironiur olnltfiii privindmedicamentur panador Aruo 66t_ d- .r,npli,nit-o cu eribcrare prctungitl(paracotamol)r5fiilmffi-auoaautorlza||clde.pu[ercpopia}E9i
totragcrea do po ptall a modlcamontuiur, d";;;;-comploxit6tii 9i dif.icutt[fiide gostlonaro tr uuprldozajulul. 

-

compania oraxosrnrthKltno consumor Hcnlthcaro s.R.L, va Initiainfonnaroa profosionigtilor 
__di" 

aornrntui- r-enetelrr prin intormsdiutdocumentulul ,,comurricaro orrsotr oltro profeaionigtil din domoniule[nltltii" fn log[tur[ cu acest agpict, confo.rm nj*"r"r aoto-uni.r* ugr..t.Aceast[ modalitato do informaro, utllizail sistimatio in uB, aro ca scopavcrtizarse profoaionrgtilor drn domoniur ierritliii *rupr" unor probrome doslguranfl ln adrnlnlsbero, *o,,nodlrurnoni
ANMDM a avlzat tsxtul gdrlgorli ao nrormgra cltro profoolonJgtii dlndornonlul cln'tgll, po ruo o- 

^urot 
tl"rr 

--c1i*osmiihrKllno 
congumorHoalthcaro s.R.L. gr piruttce p. *obr-ttr'd;;;ro; acooagr informafio re

'rubrica-Modlcarnonis do uz'umtn - Fuooacovigiloni[ - comunioErl dircctecltro profasionlgtli din domeniul siln[t[fil.
Anoxlrn Ia acosstE adresd documtntur montronat antcrior.' Prociz[m c[ acasst[ tnformalro a roti'ir*rmrg[ gi MinistoruruisflnltEtit Direcfia Fsrhacoutrce-ii nrrp*iu* Modicarc, cologiururModlcllof din Romanta gi cotogruiur rinna;iliff;r" Rornf,nra.

DE ASIGUTdRI DE SA]YATATE

Domnulul Prcpodlnto, Rilzvan Toohnrl Vulcilnorcu

$of Sorvlclu
gl Mann
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pnnncror Artro 665 nrg conrprrmnto cu ailbc*rf0 prerungrttt
Rctrugorcn do.pc qltlf " nrcdrclrncnrurut ciln cnuzn comproxrtrlfrr gldlftcutrfiftt dc gcrilonrrc r d;;d*nJutut

Stimatc Profcsionist din dorneniul sdnEtlgii,

Dc comun acord t_ {e.n1ia Europcanfl s Modreamcnturui (EuropoanMedlcinss Agoncy' Eptal +l .r egdtilu.N.irrirli'i rurotramentutui-9t aDispozitlveror Medrcare, cornpuiro bsr<-d;r;ilill rnfor*ozo cu prrvrrcln recornsnd'r's d_e rctrag;:l dilr phit;-;;tor*lnturui panndor Anro665 mg comprimate cu 
-eilberuro 

.irorunei;[ til';;uza cornptoxit[]ii gidificultlfli do gestionaro a supradoz4julul.

Rouutal

r Din c'Uzo . comprcxitl1ii ?n gostionarea supradozajutui crlmsdicumentelc cars .onirn paraootamor cu .,li;r* -e1.rir"gr*,
p'odurul panador Artro 66J mg, cornprimoti ,u-o,,oorarc prerungit',se aflr rn procedurl do rcrrasorl or pi ;ifi;;;rdzatia dc punero pcpla![ va fi suspcndatg Ronrni moarolmifil;';;; conftn paraceramolcu eliberarc modificatE gt pcntru medrcsmenturo carc conrinpnracotamor cu eribcrare modifieat[ in- oornilinrti, cu tranrador,conform Decrzier cornisrei Europonc nr, (20rg)ilir din data dcI 9,02,2018.

r cazurile do eupradozaj cu medrcarnentur Fanador Aftro 66s mgiomprimrto ru.itin**ii pi.rrigrte," iini rn p*uirru'r. conccnrrafirplasmatlcr maxrrn[ so pooio rtrii. mar tariiuiiiiionrrntrafiire inarrc,ln specihl dup[ doze h-ur],.fot pcrsruta trmri Je cateva zile, se porinreglstra momente de vArf dublo,r l(ecomandfirile consacrate de tratement in cazul supradozArii cuparoc.tamor adminisrrar in forme ou cribsra; rrnoir.taitirl 
"ir'*,;;s[ nu fis cficiente pantru traramen$r cazuriloi u. ,rpiuoLlfi,medi eamente care c on gi n parscctamoi ." rl irT*ii'prcr ungi t[.
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r In conformitatc cu illglnlillre dcspro. p'odus, nu F-au inr.cgistratproblcme ln caaul utillzhrii'tn condilil ;;r;lr;te n mcclica'rcrrrutui
Panadol Artro-d6s mg cornprimatc cu' otiuiraro pretungit!, pncrcngii
csrc utllizeaz[ rn prezent medrcamentur panador n"rtro ]ii -*g
comprimate 

1u elrberare prclungit[, F't continua rn- s-rgi;ranF
tratamentrr .cu .comprimatcte r[mise, etat timp c0t sunt ulitiiut*confbrm ind.lcnliiror terep.utice aprobato ft porilogiel r.ror*iiurc.
In momentur ilcarc paoienlil nu vor mai uu"o qcrrJta medicaminrul
Panadol Artro 665 mg comprlmato cu eliberaro prclunglrl, Bc;iliu uo,putca treco tn slguranfd la tratamentul cu un *idl.ornEni.uliiul*,u
imedlatE sau alt analgezic ochivalent.

A dnltl n rca I rs to m en I u I ul

r Pdn[ la finnllznrcs rotragorll .dc- po plap o mcdlcomcntolor care corr[lrrpar0cct0mol cu ellbcr.aro prolunglt[, In corirl ii'e*oorql-riul qr Fanaaoiert* icsmg cornprlmatc ctt.clibcrnro.prclungltl, trobulo tuntij,i *onsldororc urmlltonroleqJurtrrl rle protocolulul atondnrd dc rraramcnr o ruprudomti;i;i;;*rJiii,rrL r,rc0st sons' In llpso unor rccorrlondlrl locote dcJa ollptntc mu o unel tbordlrl malconlcrvotooro (do ex. progul fnferlorpsntru a lncepe'truttmcntul ,u IrnC Jo Og1,
sc pot folorl urm[toarclo iccomonddrigcnorclot 

-r ' ------

' ln caz dc rupracloznJ cttnorcut finu lu.tpEcl0r cu Il0 g dc pnrncetornol (rau 1lJ0ntg/ltg lrcut0to. corponrlll^ln copll) rou In cneul In ccrc nu !c cuno'lts doz'Ingorutl, nntldotu I N"ncctilclstctnl irunc) trcbuli oJrtiirtrot lmcdisr, i,iolr*nrdc conccntrnlio serlcil. lnitinlll ttc inraccinrnol, dcosrsic corrccnrraglo scrlc6 dcpqr0cot0tnol In coz do suprndoz{ ucut cu formo f[rmoccutlcc cu cllberorcprelunglttl pootc riingc o vnlorre rnaxlm[ tn tcrmin i. pann ro'z* ai ,r. ai,plIngmrlc.

' ln calul-lngcrtlal unol.csntltlgl dc prracotsmol (10 g dar f[r[ l !E cuno'rtcintcrvrlul dc tlmp dc lu morncntut'tnicffi i*uuli*ol,iii'pili. ,lir,tr.psntru dcpistnrco concentrollcl rcrlco d-o pnracctnmol lu Intcrvatl oai.unii-loc
cxcmplu' 4, 6 gl I orc dup[ Ingestlc). ln'cnzul ln csri-conccnrroflllc serlco dcp0rocctamol nu sc rcdtrc suficlcnt, trc-bulc ovurl tn uoJito 1r ro.otriiicu l;;;ri.supllmentore, Dncil, ln orlco nlomcnt,.concentraglllc scrlcc ac paracoiirrrot
dcplfesc vslorilc din nomogrnmo RumEck.Motrhirv, orr" Ind6oi6- oj;ilnilr*,
mtidotuluiNAC,

' ln cozul In care nu se eunollte tlmpul trccul dc h momsntut Ingcrllei sEu ln cozulln core vsforrce concenrra;rir rarrce de purucetorn;i ,i;; pooi;;;ii;j;';;;;;,
de I orc dc lo ruprodozoJ, sc rccomnnd[ Inlgfwer tirin"iitiir,]i., ilrfi;; ninilftrrl a ogrcpr' dcrectrreo corrccnrrlllllsr cerlcf J. pirr*ir"rr,

r h cozul.lncepcrll trotnmenrulul cu N-ucctllcirtclnl, ocwts trcbule prclunglt
dlncolo de primul ciclu cle 2l dc oro clocl nrviiui porucctnmolulul serlc scp[strcoa0 pcstc lrmltr de dctccltc (rru mrl murc dc l0'mg/l) iu,, on.u;il;.

\!\



bv rs vJ L(. ILrrTr, I'IELI I U DE I VJI CAVYC+Q lf VCOI J?CY ( J
09r441 59 | 4-03-20 I I

conccntrulici suricc clc nlunll.$nrlnotrnnrf'croz[ (ALT) crcftc pc$tc 100 u/l qltrcbulc contlntult n0nil cltrrd ron..ntruiio'de parocqiuntJi-i.iungc srb limlru dcdctecflc dc l0 nrg/i.snu pfinlr crhd voronlc, nr"r scads sub r00 u/r,r Antldotul trcbtrlc ndlnlntstrnt ltt tlozs rcconrrrndntl conlorrn protocoolclor locnlc,

Co t tto.rl til p r eo c ttp ll rl I o r p r I v I n rl sl g u ru n la
Prlncipnla prsoctlpors nrllllo slgurunfu In cuul rrstnmqntului cu pu*cctornol otcpro?lnt[ toxlcltotca .lefatlc[ ln uirnn aonrinkirtrli ai ori. rldicstc, rupr.ror'pcuricc,c0r0 po0ts fl letol[ ln llpsu unul trotunent qdccvst. po*.t*olul csta nrodlcornsnlul cclmql frccvcnr forosrr cu scoput ae uuio,oireriuno,u ritdli;il suicrd,
lntr'o onuf hi rctrospeetlr'tr formrcoclnctlc[..g] cllnlofi n i3 dc crzurl dc suprodozoJ ncur,lntrc 2009 rr 20r5, cu p'rsccr'mor iu,il#r;;;;;oii,rir,r (Ep) cfcctuorr do ccnrruf$uedoz dc lnformnrs Toilco.tqlcat . dt1 obrorvor[ otrorb;rr prclungltd cu morncnt(c] dcvllrf lntdrzlst(c) |f/sorr mrrlttptc odntu cu 

:rcfrcrco aoz_al, inicronu faptul e! protocolulstnndsrd dc trstomcn-t ul 
.srtprotlozoJulul, otnborot-tn;;il;il'pcntru forrnc fsrmoccuticecu sllbornre lmcdlnt[ (El), q fo* inadccvrt.ln muJorltnroo carurllor, porte fi nccernr1n[rlrco dozcl dc N'occtilclstoinll, fn condlf llls In ;i;il;;; iptlmu rerpccttvl nu n tosrldentlflcut[ lnc[' Accstc rceultute nu fost donfinnutc rnrr.o scrle dc cozurl slrnllore cfinAusrrulln,

Itllcul dE hop0tol'o.rlcltots provocnt0 Grc purosctarnol dcplndc du doz[, dor 1l dc factorli dcrfse proprll.poclonfllor, princlpntll lscrorl ao ,ir,,ruid;d;;, nrulnurriflo, conrumut dcnlcool, rncdlcifla consomltonio rou utittrorou ao-iii.i,l*i'iiln pluntc csro srlmursrr[slrtemul cYP 450 sou curc.prolungcrc tfrnpuldolorii. iiirrr.a, boala hcprtlcfl crontc6 qllnruflclcnfl ronolI concomlicntn 0isoltiu de nlvct-urts;rffi;ilrutE do fqsfor).
Protocolul stundlrcl dc trntnlncnt csrc utlllzcnza cxcluclv nomograms Rumock.Mnttherv(rnu vorlnfll ols occstcls) boznt pr fonrrrilarlro iirrnaoJao eiii..trrot r-or putco rt nu liccflcoce pantru cuprodozuJul lu porocctomol ln ioniltdri- .u ollberoro prclunglt6,Conccntrotlo plrrmotlc[.mnxtnr[ pdrre fi,rrlnrl moliili;;l;, conccntraf lllc rldlcatc, tnrpcclol dupl dozo mrrl, pot pciskto tlmp dec[ieui ltrt,'-itrln urrnrro, protoconlclcoblgnulto dq rocottare 

i;',nrofc..ql ioiln,,,rllc dc rrolutnr,rr utlllzute ln tratsmcntulsupradozoJulul cu formulilrl cu ellLcruri Inrcdlor[ nu ,r',f odrruut. In cuzul lbrmclort'urmsccutlce cu cllbcrare prr.,lungl t[.
Poclcnfll csfc utlllzcozll ln prczcnt mcdlcsrncntul Pnnndol Artro 66J nrg conrprimarc cucJlberorc prolunglttl, pot cotrtinu.n tn stlruonl0 trotnmcntul cu comprlrnatclc r[mnsc, otitllmp c0t rtlnl utilizotc cortlitrtn lirotcuilitor i*topouti* rproborc al porologlci
recomsndoto. Aceptia Pot s|l.trcncll opol ln rrs,i"ili-ir iintu*.ntul cu un medlcunrenrcorc conf lne psruccrrmol cu cllberura Inrcdlotu i,i, ,,ii .irri:riii'eghlvrlenr.

Apal la rnportnrea reilcllll0r ildt erse

Esto.lmportant.s.[ toporto,ll oricc-rcoclle odvcrr[ surpcctot!, osoclaro cu sdnlnlstrsrcarncdlcsntcntulttl ltunadol n nro 665 nrg'comprinnlc .u eliuororr prolunglt!, cdtro Agcn;lu
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*l:*'i:"y:1^'-t"t^ryltu.hrl-ti o.Dkpozltivelor Mcdl,c.olq ln conformttorc cu rlrrcmulnolionol de roportoronulron0l oc r0p0rt0r0 spontnntr, ullflz[nd formulnrelc do.rnpohoro rpontanl dlrponlbllc pc

L:,s.j:.:^:l-l ,l-sgrj'] Noflonorc o n,t.ur.or;nt;r,,i-li'; 
-Drrpozitrvsror 

rvrcdrcnrc(rvrvrv,onm.ro), lo rccllunen ,,

fl'l!!l r^tllnlln r Md'ffi;ffii{'ffi Dfrp.rrrrvoror Msrrrcs|c
Str, Avlotor Sdn[te.scu nr,4g, .ccctor I
0l 1478 . Bucuregtl
Tel;+4 07SZ |725q
Fnx: +4 0213 I ffi 4q7
c.malll odr@nnm,ro

Totodottr' rcac;lllc adversc rurpectoto Bo pot ;oportn ql cltrc rcprc?ontrn;o rocofd ndcfln[torulul outorlzolicl de punero po plnll. fo urm[tonrcls dnro dc contoct:c"noltr lqtnloffytgllbnrir.rdrrruntr@srdil-*-"Fox; {'40 2 t3 0ZB 109

Coordonalola tle conlacl.nle rcprezcntonlel locale n Dcllnlltorulttl rlcuulttrlznfie ile puncrc pe pldld

GlnxoSmllhKllne Conlum cr
l-lcnfthcnrc S.R.L,
Str. Cortnchc Ncgrf , Nr. l.j
opcra.ccntor o1i, EtoJ 6 (zonn z), scctor J, cod 0j0jjr, Bucurcari, Rominru
ro.mcdln@gsk.conr

iii 1l; J'liT 6?!tj 1..,'.rorn 
nn I u@ grk,co m

Ft.t +40 Z lt 028 209

Cu dcoscblt[ conslderollc,

Dr. Michncl McKcnno
GSK SIIRM Mcdlcul Dtrcctor
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