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Comunlcmc dlrcctl cltro profolonlltll dln domonlul ilnltlfll
rcfcrllomo lr Intrcductrot unol nol contrrlndlcr$l lt prclenfllcu

rlccf lu nl crltlco lr u tnuno|ffi 
f:liill#rtcdlcrm 

cntu I Entuol

Stimato proferloniot dln domonlul slnltqil,

Dc conun ccord cu AgontiB Enropoanl a Mcdicamcnhrlui (E]"I ) qi cu Agcn;ia
Nafionall s Mcdicamonhrlui gl Dhpozlilvolor Modlcalc (ANMDM), computir
Biocodex dorcato rl vl lnformszo cu prlvlrc lg utmltorrolc:

. Au fort rrpoftatc cazurl ruc dc funjomio la paclcnlll aflafl ln 3ttrc critlat slu
la prclcngii lmnunooomprlmlgl, incluslv caaul cu doocs, olrora ll o.a
gdminirbat Saccharomycet boulardll,

Mcdicrmcntul Entcrol (Saccharomlnas boulardll) cgto acum conbrlndlort lr
pacionfll tn rtuc crldcl oru lmunosompromlgl, Modleamcntul Entorol a fost

doja contalndicrt la pcclonfii cu catctcr vcnos scnhd.

Altl paclcnfl afla;l ln lmodlats aproploro I paclongllor trata$ cu

SaccharomT,ca boulardtt (5, boulndll) pot prczcntt rlcc dc contamlnarc ou

microorganlgmo, Do rcoeq, Ucbuic ecordatt o atcnflc doocobltl mrnlpullrll
produsulul ln prczcnfa pacionfllor ln rtuc orltlcl oau lmwtocompromifl cau r
paolcn$lor cu cetctcr vono! ocntral rau cetotor porlfctlo sarc nu sunt uatstl cu

S, boulardll,

r Pontsu a cvlta contrmlnuoa su mlna fUoau rlrp&rdlrcr mlcroorganirmolor p
oale aodanl, plicurllo reu clprulolc dc Entcrol nu Eobulo deechise tn

paclcn$lor dln spltalo, Pcrsontlul mcdlcal tobulc c[ utillzczc mtnull
tlmpul manipullril probiotlcclor, a[ tnucc hnodiat mlnuqilc dupl
gl o[-ql apclc oororpunzltor m0lnilc,

Mmam nuannnngzl ntn:lnm ta orotm lM
8, boulardltqtc un rubniilcntrl florol lntcrtlnrlo, orto dlrponlbll caprodur ltoflllzlt dcrlvrt

o tulplnl do droJdlc culSlvrtl,

S, boulardll crto lndlcrt cr a{Juvrnt pontru srtrmcntul rlmptomrtlo rl dluool lnfcc$oro,

0

conplotaroa mlrurllor do rclrldrrtuo llhru dc dlotl fl pcntru profllulr ;l tntrmontul
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uoelrto ou mtlblotlcc Al r rccuronfol bolllor produrc do Clotlrldlun dlflclb ln uooloro cu

vmcomlclnU mouonldsol,

Rlrcul dc fun3omlr lr prolonlll cu crtetor vrnol contral rrto doJo cunolout. Cazurl rut dc fun3cmlo

ru fort npoilt! rclm lr poclonfll rplullzr$ rflrfl In arru crltlcl rru lmunocompmmlfl (fltl
crtltof vcnor contnl), ccl mrl aducr rvlnd or rcatltrt plrorlr.

ln mqforltrtcr crzudlor dc fUngomlc, rcrultaill r fon nthflsttor duptr Introruporor Eatamcntulul

cu S, bouhrdll, admlnhEror unultrrtrmcnt mtlfunglc jlIndoplrttcr cltotorulul, rcolo undc r
fort caatl. Cu tooto tccftlr, rqrultrtul r fort lohl I unll prclmil In Uuo odtlcl,

Prln urmoro, Informrllllc dorpro produr (Roarmrtul ornctulrtlcllot produrulul 9l Prorpcctul)

pntru modfcrmontul Entorcl (5. boulardll) lunt In culr dc rcturllzuc pcnku r Includc o noul

etlnf lonro gl conurlndlccflo.

Apcl lo ropoila?.q de nectll advsne

Erto Inprrrnt rl rrportr$ orlco nroflo rdvcnl tutpcctrtl, rooclrtl cu rdmlnlrnarcc

mcdloamontulul Ent3lol (Saccharonycts bouludll), cluc AgonflrNrllonall r Mcdlcsmcntulul d
e Dlrpozltlvolor Mrdlcrlo,ln conformltrto cu tl*cmulntllontl do npofirro rponlml, urlllzhd
lbrmulrrolo do rrportoro rpontrnl dlryonlbllo po prSlnr wcb s Agonllol Nrflonolc' o

Modlcrmontulul fl o Dtrpozltlvolor Mcdtollo (www.rnm.n), lr ccqluncr Rlportoul o rcrollo

rdvorrl.

A3ffills Mllondl r Modlcrmontulul 1l r Dlrpozltlvclor Modlcrlo
Str, Avlgtor Slnltorcu nr.48, roetor I
Buowogl 0l l4?8-RO
Romlnlo
Tol: +4 0757 | 17 259
Fq: +4 0213 t63 497

E-mdl: rdr@rnm,ro
Pljlnr wcb:Wiltr tg

Torcdrll, rorcllllo rdvcrro rurpoohtc r! pot npoilr gl cl$o roPrczonhnfl locrll r doflnltorulul

rutorlzallcl do puncn pc plrll, lr umltorolo drto do conuet:

Dr, Raddy'rLlbontorlu Rornrnh SRL

Str, Nlcoloo Currnlll 7l-?lrEt. 5, Sp,l0,
Scctor l, Bucurcltl, Romrnlq 014142

Emrll: oflloo@dncddYr,ro
conrrst: +40 2 l-224,00.32

Amrr - Modltlclrllc Rozumrtulul crnctorbllcllor produrulul Entcrol (Srcch$ony$r

boulrrdll)
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Modlficlrllo Rozumaulul crrustodrtlcllor produrulul Entorol (Saccharonrycts boulardll) (crol
nouort6@:
. Pct, 4.2 Dozo fl mod dc tdminlrtrgo

Illn cruzr rlrculul dr connnlmrr D,r crl|| rirhnt. ollcurllo rll FqDrUhh nu lmbuh
dorchlrLln mlornole orclonlllo[. Pmomlul mrdlcrl trotllr r[ utllFczo nlnqLl4ttnnul
rnenlnullrll r[Ulmlqlrtrlrll prohlotlstlgr. fl rrunco Inrdht mlnurllc duol rnrnlnulers rl
rlrl rlrqli cu rtrnllc ne nilnl (vrzl D$. l,tl.

. Pct, 4.3 Conrrrlndlcllll

Hlporumlbllllilc cunorcutl lr upul dlntru olomontolo cotnponontoi dorglc lr droJdlo, ln rpochl lr
fucc|nromyulboulasdll;pac|-cn$cuuncilc|orvGno!ccntrrl1@
orclontl lmunocotnplgnlrtdln crun rlrculul drlUnlcmlc (vrzl nct. 4.{'t.

. Pol. 4,4 Atonjlonlrl gl procrulll rpcchlo pcnru utlllzlro

.Snccioonlcrr 6q4lardll* qdnlnhtnrm unul trrirnrnt fntlfUnrlc rl lndoolrtrror
ctmtcrulul. molo undr r {prl crzml. Totutl. rozulirtul r fort latel ln cr4rl unor orclontl rlhtl

nlcrooimnlrnrlor Dl cllor lorulul lvcl nct 4.21.

. Pct.4.t Rcoclll rdvcrrc

Clrrlflcrror rlrtrmlcl p.
orllh. (SOe)

la prclcnlll cu cotqtot vGnoi

ecntrd fl la prolonll aflrll tn rtarc crlllcl
nu lmunocomproml;l (vozl pct, 4.4)
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