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CASA NATION LA DE SIGURARI DE SANATATE
cABt N TRE$ODINTD

C6lor Cll ilor nr,24 Bloc Sl9, Scator 3, Buqurogtl
'f'ol. 0372/300,270, Fax 0312/309,231

f6eet fod
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/4c /.cct/?

Sdngtats ...

ln rtontle,
Doamnel/Domnulul Pregedlnt6 -

ln oonformltal€ ou adress AN

C.N.A.S, - cu nr, P0968/17.08.2010 v6

Agenlla Natlonald a MedlcamBniutul

companla Jszz PharmscsutlcalB UK

rdf€rltoars la Instrucllunl Epeolal6 d€

10000u., pulb€ro pentru Bolutle Inl€ctabl

Vg rugdm sd luetl md8url ds I

aflgareB pe paglna el€otronlcA a oesel d

documentulul,,Comunlcare dlrecl, cdtre

lnlormerc p vlnd lnattuctlunt spec

dln lotur a 177O',l 174Gr trcbulc
Anexdm ln fotocopls documBntul
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SCR]SOARB DE INFORMARE CATRE sroM$ DIN DOMENIUL SANATATN

INFORMARE PRIVIND INSTRUC DE MA.}IIPWARE

FLACOANELE DE ERWINASE DIN 1716 $I I ?4O 'TREBUIE UTILIZATE
CU TJN AC CU FJL DE5 CRONI

Stimatc profcsionist din dorncnj$l rlnlEFi,

Companie Jazz Pharmeccuricals UK dc co

P 2/6

Mcdicamonndui gi a Dispozitivclor Mcdlcolc,

Rozuuot

Au f,olt oblorvErc mlci qsntltlri dc
ERWINASB (cds&rraspazl) dln dOTU

Ur,nai toato ohpolo rccoriandatO pcn
RcuumB$l daractorlsdcllor grodusuiul
Inspoct4l cu !r6n c produlul roconltitu
climinali flaconul rcsD6.riv
Drc[ nu cxilrl Dsniculc vizlbilc duo6.
5 tticro pon{ru r oxtrago produiul
cn BltrturI rutrtllmcntorl dc Drcceulic,
Flacoonolo dln LOTLIRTLE WG g l7

acord cu Agontia Natiohal[
r[ l8 cunottlnlt. urmutoarola Istr v!

FlEcoaaslo do ERVINASE cu panicula izibilo olimimtc
l77c |i

tusc !o dopul unor flAcoano da

ERWNASE tn conformirstc cu

Dacd 1i gorticulc dupE rcconsdmirc,

utuitc, ll ur qc lhDdtrrd qu Ilhlu dr
otrrlltult qrcoD, lDlbto de rdEhlrtrqrG.

Iipir[ Fc curio sl cdrei tcxr osie tn li;bE e

potffi tificatc dupi urmdtoelca ctlchctd,

Trlduocrc0 otichctal ostc urmltoataEi

''A 5E UTILIzA UN AC CU FILTRU bE 5 MICRONI

A SI VEb€A INFORMAREA PRIVIND INSTNUCTTUNI

RocoErldlrl prh,rhd rocotrstltulrc!

ERWNASE eEta urilizat ln qsocicro cu altc plazicc ln atcmcntql lcucomici lit!|fobl6sdceqcuto, Dc olcmcncq, po8tc fi liillza! ln altc boli
aoparaglncl poaro avoa un ofact utll, Ertc noslbll

SPEGIAU'

ncoplEzioo cBlc rc prcoolrizcozd cU d€plcfi!.
paclantll ll sa rdmlolstroazd Eatunonr

cu L.qlpalo8inlz{ din Etihorlchla colt sl qarc r[ hi! cnslbilitlts le sorE3tq, s[ poqtl

US8 5 MICRON FII.TER NEIDTE

5EE NOTICE OF SPECIAL INSTRUgTI

Prghr l dln 5
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coDrirrug tstsmcnftl cu ERWINASE
ved.rc j'rl'rlrlologlc,

ln timpul lnsloctlcl dc lurin{ e LOTURILoR
pc ooput unor flacoruie do ERWINASE. A
!oribllltaroo oa unclc flacoanc rdmuc sA oonti
sunt rt8rBferstc tn solulh do ERIVINASE roplcicnilor. lDt.un ltudiu dc mloi dirnclliuni
loludc ln tirflpul lcooDsriflirii, La punctut
(frecqul specldle p'nttu Cllmlndrca Hzprofclionjftilor din dornsniul ,lnlrlliil, ." .vlzlbllo ,!u o agrcgqtclor protcicc, solufle rc
constrlaf pr6zonla plrtlcul610r lnainto,ru duD!

Pcrtu o-rcduoo la minimurn lisoul potcnliAl
ocruur ltbc!, udllzrtl utr ac ltoDdord cq t
rcaorsdtult dh fluco!, lEthtr do !dmtEkt
!tudiu d dcmonstsqt c[ fltrarca print-un ao ou
oroct uuprr acfunii ERWINASE.

conrpqnisJrzz Pharrdaccuticals a evaluat raFo
ponBu tratmcntul louccmiei limfobl8tics
suplLnonlafi do procaullo constand tn utttizaroc
produsr! roconsfltult dln flscon.

1l ":q * carc rrobuto s[ c intoErt un nacon
qHurbujtorul, ln vcderca tnlOcUldl flocOnulul.

HI.IA{ANAE VENTAS S,R,L,

Frx 0372.253.383

laroaclst Ivona Galclu

Tclcfon mobil 0724.00,37, 19

Tclofon fix; 021.796,I5.66

ivons,gallclu@d jloctphsrrns.ro

Apol h raportsrol dc r.rclll rdvGrro

lr-:, llt"l*t _r[ .laponatt orlce roaclto ad

il:i",TR:i[iin"ft !:1,;H,:;'_T'il?'lt

.6 din

c0n9ti

trl]dcj

? 3/6

17O ti 11

! gsnloulc

paniaulrle

ilor i
atcndr,

n!tituitl

9XpUne!c

doSE
, co ntr8u

bonofl

s-qu obscrvat doDqnqrl do panlcule
d6ctaro au fort ollmin[to, Existi

uc o-eu dcpus pc dop $i ciJc. d|,c[
t pr6z6nt! Eirqu$ pontss slgtnots
u au fost tonJfclqtr dc po dop ln

!|lzlrrlolc dlfo!tr dlD punat do

caractqdstlqllor produrului
'ta 

^{Nnu1llunl 
da manlpularc),

! ,,In cszll prezcnJcl paniculclor
buic cllmlnatl,". ln cszul in orrc
climjnsll fl!conul.

lgfii€ulc cErG nu sunt vizlbilc ou
onl poDtru r oxtrlga Flodulul
rupllmantortr dc plrcflulic, Uo
i dup[ rccotrsdnllre Du Erc niclu[

r sl adrnlnlshddl da ERW]NASE
lozitiv, ln rpcolal cu mdrura

unul ac cu lrru do 5 mlcronl pontu a oxrrgo

ERWIN vA rugim s[ lua{l logdhxa au

;i, osoci8ti ou sdmiDiltuc8
pcnt+ solqic lqjccrabil[, o!tso

Ispozitiyc Modicalo (tr,rrw,uro,ro'|, In

Prgln6 I dth t



2016-09-06 15233 CNAS- C L I

confomitatc ou sitlemul nelional do reportarc
sponrsn! E rcacdllor advorsr lo mcdicunc c",
Ilcdicamcotului $i 0 Dlspozhtvelor McdiclJc
cAtsc;

AScnfls NEfloDdtr I MidlcrEGrtulul fl r Dl
Srr. Aviator Slndtoscu rl!.48, Soctol L
01147t Busurcttl,Romdnia
fsxr +4 021 316 34 97
tcl: + 4 021 317 ll 02
r-mail: adtr@anm,ro

Tolodatl, rc8oliilq EdvorB6 suspoctat. gc pot
qurorizEtlcl dr punorc po pioltr, IE $rmltoErclq

R6!rl Phorroo Colrultlng

rcvfax +4 021 403 46 00

/24 oro la t6l. 0721250650

c'mail: drugroecdons@ogalconsult,ro

PuDci do coDtrci ls csdrul comFonlcl

Dscd svcli orice Inttoblrl cu prlvko lr
luoli l6gltu![ ou dopEfiBmcn l do hJor,nslll

HLMANAF VERITAS S.N.,L.

Fax 0372,253.383

Farmgci$tJvqna Gsnciu

Tolofon m6blh 0714,00,37..Iq

Telcfon fixr 0?1,796.1 5,66

ivona.B4rciuAdircctphdlma,ro

Rcgel Pherma Consulting

rcufN( +4 021 403 46 00

ck 03723 160 >> P 4/6

intcmcdiul ,,Fifci pclltnl raponatre
dispotribilE pqgino web i Ag6n!i6l Nalionalc I

sccliunca o roaclio advorsl, tlrnir[

ona reprczcntonp locdl e dotinEtoru]uj

sEu orlac slic lnucbdri, yE ruErrD se

Uto8ola dato do contcoti

PaIln! 3 dln 5
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n4 orc la, raL. oi 2t2s06SO

s-I!|sll: drugroactlom@r6gqloonsulr.ro

Dbccror mcdlcd. (Ctdcf Mcdicel Officcr)
,r9zz ItlElmqccuticals

i'LOTUL l77C poatc fl formsr dirl urm
t11 O3 | q rn 64t 6, 177 G51,5

'LOTUL l74O Fostc fi fomst dln qlmAro
r?4o316, 1740416, 174G5t6

P 5/6

Cu stihE,

k
K!r6n Smith

rrrlbalaro!

ffibalar6i

177G|6,

1740fi6,

177G216,

t't40216,

Psalns 4 dln 5
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INFORMARB PNV]ND INS

FLACOANELE do ERWINASE rtin LOTU t77Q4
filtru 5 micronl

(complctlrilo ls vrlslurcB qurcfiE s
rldhc + ltsllc.)

DE MANIPULARE

I I74O* gshde ugilitatc cu uh 8c cu

tticilo! plodusului sulr r€dactalo cu

dLlp5. umEtosrce crichct! lipill !o

[ la 2 ml do soluflo dc clolutr de

160 >>

dc rcconstituirc, prin idccrqrc Da
b6r6, DlzolvErea conyinutrrlui sc

qi drrut tn pozlllo vqnicau, Evltali

, ln cazul eglt[rii cxccsivc ae Dol
ilqrnsnto. D!c! oxl6r5 lartlculc :au

rstiruilc Ai a&rdilltrorc, lolulia
ilon{ lantru p&trffc Fc durcrR

P 6!6.

Flsco6nol6 din LOTURILE t7?e si l74G
cude El c!r6i tox( 6sl6 itt limbl onglcz[:

ConliNftl ficc{ru1 flacon dcbuic s! ,1. rccor
sodiu 0,9 % pcntIu prcpsrstc ildccrabilo, Addu
plr,clcl6 lnrorlor rl flrconului, nu dircct pc
r6!/rzcBzd prin amcstccoro saU pdn rolircs

Traducoroa otichotci cltc srmitoErcE;

/,A SI UTITIZA UN ACCU FILTRU OE5 MICRONI

A SE VEOEA INFORMAREA PRIVIND INSISUCIIUNI

rormar.q 6c !pu.mI din ceuze Bgit&il oxccstv! !r !!cr P
Solulla trebuic r{ Iic ljmpedc $i lipsill dc
0Dldrya a8lomcrdll dc protglno sub fofin[ d6

poeto Ii cvitar un intcrval maj n1aro do 15 mi
:o:*: :.6 no cxrro.s[ lntr.o ecringt din ilicll
lntarzicrii. solutia rlchula 3! lic utlli;atl f[ i I dc 8 orc,

vizlbll
t€Io ffnc nsuEgloBrcrA de prol.tn! vizlfito, sotudoilco tU tscbuic natd.

Un ac rtEldrrd cu tlltru dc 5 hlclott rr r[ Ilo q Irohtru r extng. produsultccohltituit dh flscot, tnrlDto d€ {dblntrtrr cs mttur suplimortrrtr do Dr€qruilo.
Solutla trebdc sd tc qdhinisuarE tn i$crvqt do 5 rtinutc do 6 rcconltifuiro, ln aszul lD calc nu

tc Intrc

SPECIAI.EI

fuit rD I p
hc.l to

octc s8u IIl
I a flacoru

8lll

'LOTUL tzTO poaro fi fomat dir sub.lorurl bslarol lZTcl 16, 1776216,t71G316,111 16, l770sl
TLOTUL l74O !oqt! fl fomar din lubJoqurl :l74Glt6, I?4c216,1740316, r? r6, 174o51

UIE! MICTONFITTER iIEEDI,E

rEE NO CEOF6p!qAt, tNsTFUCttoNg

Prglnr s dtn s


