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, , . .,=-oltrc,..
CaEa do Aslguarl do sdngtatr ,.,,,,,....,.....,,,,

ln atontla,
Doemngl/Domnulul prorodlnt€ . Dlrcctor Gencrsl

ln conformrtete ou adrose ANTDM N. 4262Er15,09.201l lnregtari* ta O,lt.A,s, -
-'=<.:,*'giJ,.iV80B0r2Q17 vA aducsm 16 cunogtrnrd mdsurflo Intrlprrnse d6 Agch|a N6lroner6 a

- -- 
M-gdrcamenturur tt a Dr8porrtveror M€droarc (ANMDM) 9r compsnrs Jazz phsrmEo6utoars-" 

-- uK Lid" pcnhu rnformgrsa corpurur modrcar r6f6rrto6rc ra instruorrunr sp€crsrs dc manrpur'r€
. a modtcamontulul Etwlnerc 1oOOOu,/flacon,, pulb6ro psnku solutlo Injootsbll!,

, V{ rugdm s6 lu6tl mAsurl ds lntorm6ro a furnlzorllor dc rsrylo m€dlcals prln Eflgar€apc paglns obctronlcH I cEsol d€ sslgurdrl ds BanAtsts, In loc vtzlb , I documrntulut. Comunleare dlreatd cdtr€ ptots!,lonlrt dln domenlul s,,nttrltt prlvlnd lnE'//ucflunt
Epealtla ds mrnlpularc, pentru ErwlneE. l0,Ollu,/fl.con putborc prnhu rolullc
rnJactrbtc, pcnrru oxtng.r.! prodururur tcconrirturt drn rrrcolncr. Erwrnsr! dr,lotu le'lglaor!,l ,lg2re* tt"bute u0llzat6 cu un|lc Etand.rd cu {ltttu de 5 mtcrcnt,,,

Anexdm In fotocoplo docum!niul re6pectlv.

-,.-:: .-.,-: ..*.::, ' CU gtlm6, -
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cril;iiili r c ;-silfr ,\d ds,ri;rA.i

"l l lll:,'!l IP;^t ;3o'nr,^ *o,,T,ll[tfo=[!h#lll{Ifi

Clho, L*-
lg-l,t-,,

,..cAsANATIoNALIDEAsIGUR.fRIDesnrreth"lliii|l'i."::ll,*',j ,fitnrr-zf{r 
j

.. .. VI aducom ls cunortinrA rn!

;a''iTHlTi:1,,::,"" ,*'qg'dilT-'ffi,xlt"ili,i##'i,"*!{; ' 
r 'z " tr *

l=_1,!.fry.::ll:are rx LimrteC-p.fi;i,;;;::ii,li.i,,il;ili?,i
oorhoniul s!fllttrtii cu privirq la
Eoutru ERwtNAsn,. rn ^^^ -- 

l:l,ttlllflunllc rprclalo do mrnlpularoI :poutru &RwrNAlT."i::gT 
""iur-irnl*n,-ffd;ff ilJil",|"],J1]:, i"r.,r. ,., lbJsctrblttr, Trobule-rtlllzat uh scri"iOa"A c,l nirlu" O" s mlcronl pcntiu

,,,i'l iJfflfi:1'r"t"%ltriffi;;"on'ututt ai" n""*"'i' o" enwnvei* iii
1.,,\.; ' Comprnia Jazz pharmacouticala UK Limltod, prin reprozontanla aa' \ :"":;'j.,,:-li:*J,f,iiTu-conrurtins,-u;'iniji,; il?ffi;"i proroeronisrlor drn

I - pr"r"-"i"ir{rti':ilift* htomcdiul documont'lui 
"comunicaro dirictr culio

\/' planului do cornrrntotlXT$;yntnt'*' 
tn lcgatur! iu acost aspoct, conform

. . Medicamcntul fnWlNese 10.000 unirEti/fla(' colu{io itliocduiir-aro-aurorizatlo po'tr:'-nrmi#"rir"Ha'i*;t1ri. iilfrnovoi rp-ocialo la momontut apriUlrfi sci'6i;;il;;:.
ANMDM a ar

e................:.dfi;d;a,ii:;i*JJ:Tlf,illi:il.t#*il-,#iT#::Tl"J::il,i*lr:il:d ui i'pl.icE p6 wibElto (www.*.o"ii"l i"iffr informalic te rubrica

ffi;
prosizEm cl

It"gJEIir r Di.."r'.'Tff*.i3ft:1"1i fi',t"l,ljn$T fi'r ei Ministorurui
voaictior ot"iorn6nra ,i cor6glulut Fsnn"r,u,,,o, o* ,.j."lllili, 

colcslului

\IICEPRESEDIIYTE

Ytr
Dr. Nlcol
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, 
comunlca.ro cltrc profcllonlttll dln domsrlul rtr||trufll prtvlndInrrrucftutr'. lpcclato de manlputaro pontru fnUffi.,{ifi ii.ooourt[wflacoD, putberc ponrru roluft" ,;];A;fi- -"

ERP';iiiisf ifr ;tfi fi tllHtlhHie,#i,,*,,*ilfi itxt"T,"

Stimato profosioniut din domoniul sEnlUli,

-C_ompania Iszz pharmacouticd, 
.pI- _li*,,rodl dc.. comun acord cu Agongia

l1il:.ar.la Mc_dicaTontului ei a Dtspozltlvobr ModiJo, jo.iiu ia ie uauoe r"cuqoptlnl6 unfl [toat6lc:

Rozurttat

,4,:i111t:.1= tnlyacouria.,ls eo confrunt[ cu o lips6 inodias ds ERMNASEo|Il csuzs unoi problcmc dc fabrios
tot 

"upti-"niai ai-i;ill,,i.ri,il'iiil'"l.T-t,e 
Intf'iet lansaro{ Prosranat! a unul

trtrcniporo?ntumifi ;i;ffi ;,ir"i!"x:fi ffiniffifr"d;lH,To,llfi ,..0*.,"
5YryASP (crioanra.spaz!, E "r)lnt?. L:1spa\Stnazu) ostc singunjt uaramontaprobet pcnhlt p8cionfii cu lcuconio-rrmrob.lartic{ scurE (LLA) caro au prozonattrtpcraonoibi.lltato la tratsmontolo
dlJnvato dln Escherlchla colt. 

cu modlcomonto caro conlln ssp4raglnazd

iifr1J.{!11,6rqtffi f,".:il1*jH:Ijfi i:,TJjLHHff ::T.:;
::'l',lT:.ij: tr Taro cruo profoeioniet,, dt; d;;;;i;;ili;riii,)'runE iuriozurlJ 6uff acum dirponlbilo mntnnic,6ni1"rlo"o"ao;il;iil#jH:i'i:T-"-:: un ac Et.ndsrd cu filtu do 5
.".0 upu ai "Joii*;*;r;i"d; il;1fi:lili*."?T""[!;ll|1,oonf 

iD psrrrcurs

ln_timnul unci inapectii do rutin[ I,lorur or de ERIvINASE, au fost obsorvatG
:.arltitdli micl d6 partisulc ln suspon!
uor rzaldin unole fl-oro*" di,, iotuiiioT;ur"li ffi:t"' 

gi/sau prozontc ln prodtrsul

l:H:l id:itJ,':f fi :plfi:l"H ;i*'i.:1i1,:H*"tr#J,1H""ff 
"",'Tj

Inspcctic oars a Evut ca ecop olirninarce ecostor flaisanc.
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Jp"z Pharmacouticslg a ovalua

ffi"f"fi 
jl;,J:J*ffi:""[::il"iif 

"1H',:;xi';i'#:^*,i:"ly#,J"f,:

:"'ffff"f""[ilfr:i:tdl"'#i l'.::: T*l Dac6 obsorvalr particuro in
proirusur ri"r'iliiii';ffiil iffi:"Ti:fiatr e aoputr' 1ac oxemptir, pc oarr il
Dacl observafi partlculo tn ,"rll1*_.g:* 

,?n 
partoa inferiosr! e dopului,r€con8tituili produgtrl aga cum osto prazcntat mai Jos,

3:i:,,'fiT:XtHjl;i"li',j."'jil,i# _atcntic.produsut rocoDsrituit. Dgc-r dupE
Pontru colcctaro 4i oririi"rll ""''t' nu administratl produeul 9i p[rta1i flaconul

Dacd nu sunt vizibilo paniculo duo

*ril:"j'i;il:lx1..,:"HTilsf1ii::iJ$fr ft r",:.,ffrlrl;T,i'ffi if r'"';
Fl0coan6lo r€cG[t ollb€]rt6 Fot fi idontifio&to dup urmito8ra6 otichotA lipit[ po

sl/ryf.E- Gsto- utilr,"t In asocicro ou arto antineoprazico in tatamanturtouccnloi limfoblastico rcute. Do
ncoplazlco in "*";;;.";;;;# 

atomon6a' poeto fi utilizat ln alto boli

:ll:"::"p".rbti;;"o*ifi ;""ff',"'ii':1"ffi,:il',1,i"",ffi::,1;'li
ssparaginazl din E cherlchla coll eisl .poatE continua trat'rnontul 'l 

c&ro dozvoltE hiporsongibilitato la 6coasta,

cnzimolo difor[ din rffilil:]^"JffifsE (*isantaspaz6), dcoarcco
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ln timpul lnspoclioi dE rutintr a produsolor din lotul lgl 9l ig2, s-eu obsanatpsnrcuro srigsto d.pului fr/ssu ptozcnto tn purb'roa liofitiz'tl din uncro
flacoano do ERWINASE. Acosto flacoano 

"u 
fogt ia.ntitot" oi nu uu tostlliborets (& so vodos tcrisosrGa do informarc cltro profosionlgtii din-dornonlul

elnltlfii din iulio 20f7). Flacoanolo rlnneo din amlclo to*riuu forr otiUuruto
cu instucllunl spccrarc do manrpuraro do a utlrza un ac co?'* lli ,r.-ni
ponh1l oxtragorcEprodusului dup[ roconatituirc.

Ponffu a €vita o poton;iall inhorupcro a ftrmiz[rii prorlusului, flacoanola cu
BRWINASE.din 

lturito lSt fli IBZ csro au f,olt eoparato anririoiiin cauza
prczonfol partioulolor vizibilo rn ausponslo ("Flacoancio roocnt oliberat.,,) vor fiacum disponibilo pontru utilizaro op un ao atandard cu ffltru d6 s mioroni,urmind o rundl auplimontar! do hspecgio, pcntru a tndoplrte fl"co*oto o,,particulc vlzlbilo ln produsul tiofilizat.

a,
:lil_t:, ^.:_::*uituir6,, 

inspccrali cu stonlis fiocaro flaoon. DaoE obsorvalipanlculo tn Burpcnsio oriundo in slt! parto d€cgt ln partca lnforioarl a dopului
(do oxomplu, pc aau ln produsul liofitizat), nu aaminieuagi proaffii partuli
fl aoonul pontru coloctaro.

Dacd 
9b19r-vati perticulo tn suoponeio doar ln psrtoa inforioar[ a dopului,rcconstituiti produrul aoe cum isto ptczont"i-nlTloe."'i"p-ii"**rl.ui*"

produsului din flacoauolo rsccnt clib-6rEro, rnspcctali.cu atonli! produsul p€nbu sve a{qrya-cf. in_eolulis rcconstlhrttt nu aunivizibilc parttciito'ii 
"uanonsio. 

Lupunctul 6.6 din Rozumatut caractcrioticilor proa,j*r"f ii,.l]ii"iii'rp"i.if,to p.oaootimlnsr:a roziduurilor ei alto lrurucltuni io ;il;;i;i;;i;li"o",i[t'o, aro

-d_".::1i11 :E 'l,qlt 
li rc inagr etonlta i6 ,,tn 

".zur 
pio"iiill i*ticu'roror vi"iuir.rau a a$.gatolor protsrac, rolutis rcconltiturtr trcuuio etimin,iii;, In t*ur rn o*oconst&tafi prozorts partlculolor lnainto, squ a$pl .rcconstituii, * uLioirt"li

ry:9u*1.$ pulbBli.fl-aconul pcnu:u colootrro. iliiri^"" i."a"'r"iuill.""rti*i,
::j-::,"fi* pulbori ln sueponsio posr. reprozonta * ;i" Oi,lgurrntu p"or"
Paclcnlr,

Pcntru a rcduoo la mi.nirnun rircul potonlial do oxpunoro Ia partlculo coro nu Euntvizibilo cu ochiul.libor, utlllzefl un ac gtinUorO cu tiltru OII iof""-oJ p.otrn *sxtrago prod-urur rocotr!dturt drn fl.acon,.lusrnto de sJrnrniri""..,'"" ,lrorrruptlmsntlrtr do procouflo, Un studiu a domonsrrst ce nttrarialiirt_un ao ou
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filtru- do 5 microni duptr rcconstihliro, nu aro niciun ofcct aruprB acliunii saupuritEtii medicenontulul ERWINASE.

Clmpania_lzz Pharmacouticals a ovsluat raportul benoftclu/riac al admialsb[dlBRWNASE ponfu tsatamontul loucord.i ttf;i.il'"r-ri", 
"ri,i" 

i? iiriipoririu, rnspecial ou m&ura suDllmonrarl dc procaulio 
"""rolirJ 

ii *-trri"*ijtu, 
". "ufilhu da 5 microni pontru a oxnago pioduuui ."onu-tlitoi-t iin ffi;. " '

ln cazul tn care trobuio e[, ollninatl un flacon de ERWINASE, vl rug[rn EE lualiIcgdtura audistributtorul, In vcdorJa hlocuirii nacoiJui" '-"' '| 
s relrd

ffiw
Fannacigt Ivona Ganciu
r+qtl!+*lLoz :.rs
luctbn fix: 02 l,796. 1 5,66
ivona.qanciu@dircctohamm.ro

Abol la rgoqrtoros rQscflllor ddvGrrc

E-j3,_iT!:n*, ri raporta!. orico roaclio advorsE 8uspoctat6, asoclatd cuadmlnistrarEa modicamontulul Erwinqso (crisal{aap"zel iO.OOO 
.o"ti[lvflacon,

pulboro pcntru rolutic inioctqbu{. c6tro Aginlia NafiLn"ri o i"r-.liril-onn rui 9i "3i'ry19"_.lg'.M:d,cElo (wlvlv;q.rq), ri 
"i"r"*rii"t" ""'r'iJtl,iii'i.lionur aoraporrar€ Epontand, utiliztnd formuluilo do raportaro Orp"rri-Uil" po puifn" W"Ua Agcnflol .Nagionalo a Mcdicamontului -ti ; ;iiciiiiiJo'r'' M.di"ulo(www.Enm.ro), la sccllunoa Raportcazd o rcqctio advcrsE.

Agerfh Iriaflonaltr I Modlcrmcntulul 9l a Dkpozldvolor MsdlcalsSe. Avistor SAnltercu nr, 49, Scotor t,
0l i478 Buouroqti, Romenia
Fax: +4 021 316 34 s7
Tol: + 4 021 3r7 U 0Z
E-mell: adr@enn.ro

Totodat[, roscliilo advolro susDcatetc so pot rspons fi cltfo r.prczontanta localEa dclin_[torului autorlzetioi do punoro po piall, ti urmetoarot, i,itol. iJn*",,Regal Phanna Consultino
Tcl/fax +4 021 403 46 O0-

/24 ora lr tel. 0721250650
E-maill drugroaotions@ogelconoult.ro
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Rog8l Pharma Con6ultina
tol/far( +4 021 403 46 Od
/24 onr lE tol, 07Zl2i06SO
!-mEil: &ugroaotlons@ogalconsulLro

Directormedical (C.hiof Modioal OfEccr)
J Ezz fharmaccuticdk

iFlodorlrclo losont ollborats po, fl dltr loh:r c:

6ra

Pun-ct do conaactlD csdrul colnp0Dl€l
usca Bv6tl orico lntrcbtri cu orivira la accas![ c1m;jnparg sau orico altc Inrcburi,
Ilff:H":1,.l:g^l:t*"* cu orpanamontur dc rnformaSii mcdicglc le

Cu stim[,

/a
Kar€n Smlth

l8taol17, l8laG2U, lSZsGu? !l lt2eo2lz
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rNroRruATXr DRrvrNo rNsrRuc?rulu spEcIALE DE

"""-1Yl:II:q:*l grlfulllur rycqqrltutf dh flrcoanote de ERWTNASEcrrc nc prrto dtn totur e tSlaG* ftleflC_ truUulo uiiir..i uilo it nU.racu flltru de 5 mlcronl
(cdlu8ld h lnforDoliilc rcaumr vo prlvind csractulrtlcllc prodululul bold+ d a,l)

L[T,il1""H,t*lo ISla 9i l82a Pot {i irlontificats prin unnnoar'a 6tiohot[,

Inalntc de rcconstltultc, totorf!!:.:u atenfle l.carc flccon, Dacd obsana|pa tcute t, s,tspenste ortunie tn dttd parte i""ii i;;;ri;T,i;ftotora a doputut

';:"ff:!:,:1,::"1 
u tn p to dus), o' i a^i, iii"i iii iir'sf' ptwolt n,"on ut

Dacd obse s pa tdulrte tn s::.::!c d:ar tn.pzrtea lnlerloord o dopulat,rcconstltuQl produsul ald cum estl. prezenfal ,natl;r,

::ffi"H 1:ff13'"2""HH'::l-*:*gnJtituit.F 1 pan6 ra 2 mr do sorulio dc

roconetirui,o,-i;, td#"il; ;j_ffffi1't"llHlli?iffii,li'"1f Jil::l ;:?f,t.l:sau In pulbero. Dlzolvuca-coiglnutului sc realizcazi'prtii, uioilr-orro ,uu prinrorirla ugoar! e, ftaconului tlnut in poziflo vo.ti.oit-.-fiidli?fril.J,ao upu*a ai'cauza agitkii oxaosiv! sau proa putornic!,

Dupd reconstllulre lnsoeda a!,ltenttl produsul ponttu a ed ssrgara cd ,r,sotqta r.conntuuttd ni sunr vtztblc pitrtcLuii' "iriiiiii 
-'" "

Solugis trobuio ed fio limpcdc fi,lipEtrl d! portioulc vizibilo, ln oezul agitlriicxcosivo ecJot obeorva aglomirlrl- d" p.t.il* ,*-roriii' jo ".ri.tdo 
rrno suu

::'fffft,iff1,ffirri pariiculo,.u 
"iro,niii"i Jo'i.","ii" iiiiul", rorupu

7ft

UgEs MICRON FILTIR HEEDIE

SEE NOTICE OF SPECIAI. IN$fRUCIIONS

uTuzATt ACcu FtITRU Orr utcnoltt

ErTtTt ||{sIRUcJtuNtr.E spcctAt E
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ii:,l I: f:i:,!;rj:;:;:,!'#,:::! :::::t!,*,,, u,iltwp u n ac sta n da nt c u
,annn *,, ii'i' i,it"iti#;;ff"I|:ff* **ns tutt 

'!tn 
llacon tnatnte de

:*fiflt* liT.""Pilffi,q,:'::-t* r5 minuto dc ra rocongriruire, rn

::iriiilr*ljfiTji'#,T,#*r$1$#ffHrl,i,fl .l,,*$j*,-Ii

t,,t

+Fhcoqlote roi allh$rts pot svle loMln I tElaot 17, l81EG2l?, lE2rollTg lg2ac2l?


