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Comunlcrro dlroctI ctrtro proferlonlqtll dlu domonlul rlnltIfll
roforltosre la lntroducsron unsl nol contralndlcafll lo poclonfll cu

ofocflunl crltlce rnu lmunocompromlpl pontru modlcamontul Dnterol
(S a c c h a ro my c o s b o ul dr d I {)

Stimoto profoeloniot dln domonlul s[n[t[fll,

Do comun acord ou Agontla EuropoanA a Modicemontului (BMA) qi cu Agonfla
Nafionall o Modicamontului gl Dlepozltlvolor Modloalo (ANMDM), comp&nlo

Biocodex dorcgto e[ v[ lnformozo cu prlvlrc [a urm[toarolo:

Itozumo(

. Au fost raportgto cazurl raro do fungomio la paoionfll aflatl ln starc crltlc[ gau

la paclontli lrnnunocomprlmlgl, inolusiv cuanrl cu docoe, o[rora li s.a

adminiahat,Saccharomyces boulardll,

. Modlcsmontul Entorol (Saccharomycas boulardtl) agto Equm conkalndloat Ia
pacionlli ln stsro crltlc[ eau Imunocompromlql, Modicamontu] Entorol a fost
doja conhalndlcat la paclenfli cu catotot venos conffal,

. Altl paolonfl afla1i In lmodiata apropioro a paclcnlllor tratafi cu

Saccharomycct boulardll (5, boulardll) pot prozonta rloc do contamlnaro ou

microorgnnlemo. Do scoou, tobuio scordat[ o atenflo doosoblt[ manlpullrii
produsulul tn prozonfa paclonf llor ln staro crltlc6 sau lmunocompromigl oau a

paclonlltor cu c0totor vonos contrsl eau oatotor pcriforic caro nu sunt batatl cu

S. boulardll.

r Pontru e evita contamln8roa cu mana qUeau rlsp&ndlroa mlcroorgolli8molor
calo aorian[, pllcurilo aau oapaulolo do Entorol nu tobulo deschiso ln solo

pacioniilor dln rpltalo, Porsonalul modlcal sobule s[ utillzozc m[nuql

tlrupul monipul[ril probioticolor, oI arunc0 irrodiat mEnugile dup[
gl e[-ql apolo coroopunzltor m0lnilo,

Inform llsuollmtnto{JI firlloart ld nrohhma 4l tlwranld

,i 6oulardll orto un rubrrlrurnt al flor0l lntortlnalo, osto dloponlbll ca produr lloflllzat dorlvst dlntt

o tulpln[ do droJdlo oultlvotl.

S, boutqrdll oato lndlctt ct t{luvrnt P0 tru trotamontul rlmPtom0tlc ol

complotrroa mlrurllor do rohldrrtaro llirou do dlo0 ql pontru profllule gl ratamontul dlaroo
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dlarool lnfocllooro,
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aroclnto, cu-snrrblotrco gr a roour.nror bo lor produro do crot*tdrrtm drfictrt rn oroorcro cuvoncomlcin[/ m6tronldozol,

Riscul do fungomlo Io paclontll cu carcror vono, control olto doJa sunosout. Cozurl r$o do fungomloau. fort raportuto ac.um ro pocron;il aprtoilzafr aRalr tn itari'crittcl rou tmunoco.prr.liiiii nc0l6tor v6nor ccntrol), col mol adoros ovind co rozultot plroxla,

1L Tql,od,:n1.:*urlror do tungomro, rozultatul s fost sotraflcltor dupI rntroruporos tratnmonrulurcu s' boulardll, qdmlnrskerog unur rrutrmont ontrfungrc jr ril.purt** catotorurui, acolo undc rfost cnzul. cu to,ro acostca, rorultatul n rorr roroi io uiiiili;ili,n rtaro orttlcl,

l:11 "**:, lnformallllo dcrpro produr (Rozumarul cffrct'rirtlollor prodululul gl prorpcctul)
pontru modlcumontul Entorol (5. boutorde lunt tn cur! do octuollzatc pcnuu r lncludc I nouilstontlonoro gl con tro lnd loo[lo.

Apal la raporttrto da rmcll! advot, ,

Esto, lmportsnt r[ roporta[l orlco roacllo 
'dv*r[ ruspoctstur dsooht! cu rdmrnhtrsroamcdlcomontutur Enroror (,saccroron rycu bou!ardrt),ouni aiiniro }{orronuie . rrl.ar..r;;,rr;i;ia Dlspozltlvolor Mcdlcslo, ln conformltato .u ,trtomut nogflnii Ao rsportlro spontanlr utllldndformulnrolo do rrportaro lDonrsnl- drrponrbilo e. ;;;il'wob u Agon[ror Nrlronalo, o

Xi:,;il..*,r, 
ql o Dtrpoztitvolor r,,tourlatoiwwi"rili"ilr, oocltunoo-Roiorro*t'" ri."rr"

Agcnllu Naflonall I Modlcamontulul pl o Dlrpozltlvolor Modlcalo
Str. Avl&tor Slnltorcu nr. 49, roctor I
Buouroqrl 0l 1478-RO
Romdnln
Tdlt +4 0?s7 n7 259
Fsx) +4 0213 163 497
E-mall; odr@tnm.ro
Poglno wob: www,anm.rq

Totod,u, r'sctlllo 
'dvor'o 

lurpoctsto 80 pot rapo,16 gr ctrEo roprozontrnlr local[ I d.lrnltorurur
outorlzallol do punora po plaltr. ls urmllouiolo dito do contoctl

Dr. Rsddy'l Laboratorlor Romanh gRL
Str. Nicolso Cuamftl 7l-Z3r Et, S, Sp,l0,
Soctor I, Bucurortl, Romunlu, 014142
Emall : ofllco@drrcddyr.ro
Contact: +40 2l -ZZ4.00.32

Anoxo - Modlnclr c R6rumtrturur cqr0ct.rlrrrc[.r prodululur Enteror (srcchuromycor
bouhrdll)

s
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Anoxn

Modlliclrllt Rozumstulul caractorlotlsllor produsulul Entorol (,Sacafioro myut boulordll) (loxtul
nou orto luhllnht cu corfl$hfo sld]no):

. Pct, 4.2 Dozc jl mod do rdmlnlrtraro

Dln cruzo rhculul dc contumlnsro oa coloc oorlon . pllourllo rqu cuprubl! nu jl,lbuls
durchlro ln mlornqh prqlRlrlllor, PqTtpnslul mrdlonl tmhule r[ utlllz.ro m nurl ln timoui
menlpul rll rl odmlnbirlrll Droblotllolor. r[ Erunco_lEGdl0t mlnufllo du![.m0nloulsro rl
r[ ro rndo cu qrontlo poJn nl IXtrIl Dct, 4,4)r

. Pct, 4.3 Conrrolndlco;ll

Hlpmr6nslbllitot6 cunorcutl l0 unul dlntro 6lomo0l6l6 compononto; alor3lo lr droJdlo, tn apoclal la
saccharonycts boulardtli paolonfl cu un c0tct0r vcnoJ contrrl; nqcJintl ln rirro crlilcl, rlu
ooclontl lmunocomoromkl dln cnuzl rlrculuklolfuntomlo (vorl nct. 4-4L

. Pot.4,4 trtonllonlrl 1l prooaulll rpocialo pontru utlllznro

ln rlnro crltlc (vtzl nct. d,! rl {.8).

mlcroormnkmslor oa colol oorulul (vorl nct, 4,2).

. Pct, 4.8 Rcoclll odvcruo

rlrtomlctr po

orgnno (SOC)

oon$al gl lo poolonll aflnll ln otaro crltlc[
rau lmunocompromltrl (vozl pct, 4,4)
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