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For Paroxysmal Nocturnal Hemoglobinuria

(PNH) and atypical Hemolytic Uremic
Syndrome (aHUS) patients

... =SOLIRIS-
(eculizumab)
PNH aHUS Dosing and Administration

Soliris is indica1Bd for the treatment of ¡xtients with ¡xroxysmal
nocturnal mmoglobinuria (PNHl ID reduce mmolysis

Sollris is inelica1:d for liie treatment of patienls wilii atypical
Iiemolytic uremic syndrome (aHUS) to inhibit complement-
meelia1Bd tlirombotic micræ~iopatli.

Tiie effectiveness of Soliris in aHUS is lxsed on tlie effects
on tlirombotic microo~iopatliy (TMA) anel renal furction.
Presp3ctive ciinical trials in additional palients are ongoi~ to
confirm ti~ bemfit of SJliris in patienls with aHUS,

Lim itgion of Use
Soliris is net indicatd fef tm treatment of ¡xtients with Shiga
toxin E coli relate iiemolytic uremic syrdrcme (STEC-HUS),

Please see erclosedJuli PreTriblng Information for Sollris,
I n:iuding BoxedWARl\lNG regarclîng seriOl rnening:occai
Infection,

6Ñ-
TII!A'fM2N'f iu.roi,
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IMPORTANT SAFETY INFORMATION

WARHING SlRlOS liH1NGINfECllOlS
Litl-Uiiutffll,Q and tial mtning~Gceln'~cbllsti:p. o((;ßf4 (II p;fiMtstl.:ie-tfllh
SoUris. MHI¡~.: in'.i~IOl maJ bicQmt '~pi~lillt..lhr~lt.iinl,) t.tiltn~ ,~j¡l"
an" u~ite4 Ul11.
. CorWit! 1M m~st CIflén! M..wry Comm,(u (1 ImMiinltlb PUdi~iUlACIPl

1..:M4ii'lS (.: m,iiiingococe ucanllion in p;ll.iswllh cn~f(~ (J.JidondfS.
. ImlTl\ll;l px~ts 'flln l f1nlogo~ UCClne.i llJst 2 'f#.s rII,)! I;) lIminislirilg

th.lr.,,HSfotSo.m.\lnlmth.rlSk:$o:l~li:rJlnlJSoI,lslJ:i,~tw.¡¡tll.n'l
ot.ilW~niimlrul'~Cciniec:løn. (Su seiOJM;r~iX.llt"t(t.ifll'
wdilWUI $I1.iYlCi (In lhf m~fU:JniMt iilti dsk ormlMn~t(1 in~(p_1

. lAonllol pitWlis fii .iily signso! I'nllig~il Int-Kons. in(J lUI.Ii11.iinnll1iitillit
inl.i..bonissusp.(tl'.

Sohrisi..;wiil:tél;l,tll'WghillstideojprogimlllNellflskEv3luJlon1l4",lli¡iliòI
Slr¡(lß IREMSi- Uoo,¡t ti. Solln$ R EMS pl.SCNl$ must lll911 II th' prWlm. EnlilUmif
In Ih~ Soiii' REMS prim 1M 'wMIOfll inf~imitill 11. J'flll Jll t-:t t.UfINlll:
1.&lß.SOURIS 11.8&.7~47"7).

lodieüosAld~
Sóinslsllllci'lWlJlllêom.nlotplltfltS..',iUIPlflq:llMi:U,nJlhlIltl0bIiIUllII,NH)
tlld-iucn~moly!ls.
S6lrls IS In.icil4 lOt tt. ll&imll or piti.nl1..l11 atp.CJI fi..~:iLC ~tric S14iom. (IHUSl
toirillib¡tcoolti1oN¡iilItIVOO~lcmlctoirgiopll~_
Hi. .fflilifSS"r S!llis In ~HUS Is Ns.-i (o tn. .nld:$ on 1,f.mt~tiC miallligiop~lIy (HM)
~.irllQ flncon.F'ospCU~ldll'lIeiltil1fSin:ll4itionll t'lfSJI.('¡t"iiocoflml!\
b~tll(lfSo'rislnpao!ts"'tllaHUS.~
So'll$isMtiMlc:A;i.JfQtn.tr.itlltotp~loits..itnSlig1tQ(nE.coflrOlJllohimyt~1,9(C
sy4Ioml(STttHUS).

Ad'NØ rætioos
rr. m&! tt.~uitti I'P"'lld ),IV,;Is. in:llonsin lnl PNH rinJomlioN tilJl (210". '''101lll "1M
grut~ tn:i'\ ~l~) ::.:llli-ic., u*¡:ilJnguï; t'XK pain, ~~ l\usu.

Til. most ft'1lWlt1 I'PoXlld 1.lverSê le.iOlsiri aHUSsmgi.!lm i:e~.ctVl 1iiilS 1l!IS%
~tl'4 piH pitifo inCioWCl) art: hypltirgøn,UppiHl'~IIX..ytlJ iøt.d:kin, olatmtl.
heJold,¥hmli...a.lling,lllUSii,uilnicYlfidinl'etIQIl,an11.k.~1.

Pf.~ SlllCIeU1 !Iil Pftswtlng In/(imaUon i' soiiu$,
inCiU4!lli Bell,i WARN1N(ligic41nli seKi\lS m.il\1n~t' inf.~tion.
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For i:¡Ens ""th Paox~ Nocurna Ha-ogOOOLfla (PNH)

Soliris'" (eculizumab) PNH Dosing Guide
Ad p.ill~ f'',l\lêd ."in" HQW rr/(fIklll kl2~ ~\) uinlfU
dooi Soil& tf. Dl Ill' Initai. SOllistimPJ in pltlntSWitt uøriwlw4 siII('S NiiSMO
tO/llbdlS'ìnrldiOl I) who ~~ not CUllriIY'allll"i, i.nllSSllll ilskso)f,Miyìn¡ 3o)ris
tllltnwntoutw,¡gilhlrl~oI.1Mloplngolnll¡nglco11Inr.d:jQn.l

Siilllliacllliiw""a.;flJ:lo(Jlsu

._,." "It-I~=_. ...-.....i._...._*,,:i..~...__...__..Ii__,.."-

iJ

,,_. i:I:Ð"l.."",..~

..:;. -I '""";"'''~ E! ..i
~ SolllsshUfJ~mmt5elil'ltøllomiuibiil~10f'liil¡2~

beoranOlthljnll~
. flit.i4o)S4onumliS(:.IClltO)Contfolclir"nicc.fll.flnl.(t4latl.llltm,¡:t1;~

toh'l~hr(iJglnlmolY$lS,do)Slligl1"baioii!toJto),¡~&r 12 dl)slll5t,¡ioot l4í111!;'
. No do!ing1"",stm;!nl~IMê.i Ðis.i on .\e.l'MIt, U~, "lllIil flsulh::incyl
. P!.im,i"Clletsli.no)tNIJt1l1,IlQulll'l

Monitoring After Discontinuation
loont.i p:ti~nts intf ,1Ucontinulng 3òi!iS tei at lustS WMIt!; to ,l+Kl filmol11OS.

Important Administration Information
Scirls mlf bo -iillJte~ Ie a INI ldmlmire ..ntlllion O) 5 mg,'mL pn~ tG ,J~mini:i.iIQ:i.

TN QillJll- Si)MI~1\ IS 1 (lUI. c(Mitlss.qul~:i~ 'Sould b& pi!ce-llJ rUt ~t lry rm~du.

00 HOI i\JoHlSTlR AS AN l' PUSH OR 80UISINJECTIO.
. IrdUut~,1 ~liiMn it rdnigdii.i-i, wir t" i~ t.imp.l1t\lé

U8"C.2S'C (6,,'f.llFIJ onJ &¡ ~-qsué to ,imtj.nt lit
. Mmlri~.1 as ~ IV InliSlon ØIl1 J~ mln\ltlS~lig"'t, r.l~. l iylngl.(jp pup. Of 11\

in'Jslonpump
. It is ~ rle'SSt~ p!o)ld 'JiIUt0l4 ~Iuti. flom iignt .)ong l'mlnistntr'l

~ TQlom _ iil &ilh, tleulll.8SOllRIS 1I.8.165.474not'lIi_.Stldl..1l ,
SOLIRIS.
(lJ C U liz u In ll b)

Current as of 6/1/2013.  This document may not be part of the latest approved REMS.



For palienls with atypìRl Hemolytic Uremic Synrome (aHUSI

Soliris~ (eculizumab) aHUS Dosing Guide Supplemental dosing of Soliris is required for patients
undergoing concomitant plasma therapy'AlI~~bt'~ÌltN~pìni ~~tfliitljJ"'tlut2 _u pr 10 Iti fi,

do of $ori tl.~ l) rll irii,te SuiiÎ\ lherpy in p.tì~,is wilh ui,r-lo \erioos Nei~..
m~f'!ni:;Wis ¡nl~ Of 'lQ &~ fI CUtTl!Íitly ~Ð:iii.iiei imlo:n i~ r~ki ut do.rìiig Solirr;
If-Nin('t~lherÌ'kl'~~ng.meningoc"linlecion.'

'mO MoRocll ~.Soo- ll"'s~"ln..io -- _lod,Pl_ SoiSci
:i:I'~-'p'l'~

ò\IOW"""'-*ll"''"P.i...,i~i(f ,.lIÄ.....;f..i~..'"
~Hlri..d""i.. ~.'~l:....ft~':r~

~t:a~lI~l;i..
rol"lOI-. ~~I"'~"l

OIp'll"';""¥!~~Q'

f,n1i.:l+1p",,"" .;~)I"i"''' 3C"'i;'''..:ll.l~h..., W..i.:..trhii:,i...
ìi'.w: f'Cir~ii"' "¡,,V;I"It-'~llr-N,~lI

$oir, n l l!,.. fo .HU~ ctwk: diuse Mfni chroic !fltmt'

~.?-~:"'l"'~ :J
~ ~~ : : 3;: Monitoring Alter DIscontinuation

Thfciinb!.i!iC i!liuOJgjop\liyITMAJ (Qii¡;i("I..Il~ .n..,jiKWtinu.itic'l _~~ in Ih~.HUS
djnk,,!sluiJi~~:
aHlJSpaticnl\..hod;~()nlìnuctll!.itrncnll'jlh~ìrislldbemCfit¡¡dclMyICli!1èt
12 m'h fii sigM .lull SI"Tlpliiiln ~t HAA co'plic~,. It TUA corplkali,'Is OCCUI ,itt~'l Sniris
uisctlnlinuaiiòn,~¡dtr'ti!l!.ihltiQnl'ISiiristre.lintlit,~..tt'''fap~.l'Y"PP"1ial"
Qfiian.~ptìj¡c ~\ItìWl mea~uHls..

E/- LJ~
§ IIfv~..~,..p""$QI'"

-..c -:k
'Pi','" ~:l.~nu ¡i.... oc..,¡'" er!_,'IO;'.U_"'''io

lJ"Aa~_ ,¡,,_l/i"4ocsn 1¡,".i:""~S;t,~,:m'~l,,2-".
:;ii~_...,l.'t &ti,"'_")C2"~ '):i"'ii"'.l;.....%J"'l~2_

;)iii:_"''''~ll ~N),,_")C2~ i;mc.i..l:3,l"I16(;)irl-.2.._

1)-ii:~';",20ll ~~~iI"'I~~ ml'~:"'2,l'11mirl~::"~HS
00 NOT ADMINISTER AS AN IV PUSH OR SOI.US INJECnON,
. II diMei soulIl is relri¡tfolt"j, ..mll to nxni ti!~tUl"n6'C.25'C r64'F.17'FU

ònl~ tli 't(jlUft tu dlnbi't,t aif
. Admiiii..er;i~.in IV iiilu5ÍQII!M'l 35 Ifìn~le, wi,) ii~ly lee," ,.,ìngI~pe pllll. or .in

InfusiMpump
. It¡~rin\'i;"'lupfU!ocl,jiluiilStMionrro:ml¡-iihl,jil1&6Õi..ìslfdtioli

Sl.lO..~I~ll Y......"/"ltC. )(".i:_2,t"-l1mlll~.",i..~

~ Solii shold be ~mlniltHld,,! Ita ffOnllfldld dosin¡ int~rnl Of within
2d,ylbelonOlltllhetimiponls II

, -+ To "'lln fT .bot Solin.. pltlll! all 1.S8.SOlIRIS 11.8.765.4741) or 'filt ww.SoliiILlltt.

''I""iN.'1.,~:.Illf''''"'r!'''''''I\li..u''Il'W1it':i..lr!ls".I'1/'').

f''õ00im'dtuUPn:'::ribirtln:.riolt(6Sohli~
i!1\l~ lked WARNIMi It-g.rdlli:So:flousmen¡~.i1 inleclÌo.

SOLIRiS'
(e CUI i: u m a b)
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For PNJIandaHUS

Preparalion of Soliris" (eculizumabl for Administration'
AI pallo$lllAt1va(;lfQlt:~'fi1 fMU~mUfritttNf,ii ki :iwaepnoloJlhliM
dlof SOrtl,,ol" 00 not ini~.it. SoUrISl/'H;i11n PiflAAts"Mit Iin,lSoWfo ,.rl-JS Naissi.
mellllltIMI$lrir.ctl~n Of'\0 Jfl n~ QJlfánU1 vaCCnatld, I,mleSS tMllsks of doli11ng SOUi$
Irutm&ltoutwolgfthlnSlnfo:l'ioplngimfflngococallnfolIQn.1

How Supplied/Storage and Dlstribulion'-. Viil-JOmL,uquhl
oPlooli(;ti.tNngt-lOmgil

. PfoMå (;oi.t-3oo mwJO ml (viaii

. f'oouctplysc.i splCSl "'alp.lC3rlon
-Sh1fPadiutlnllm.rOfinn.~on
-w.lgnt:dlD
- Diml?slont, L.62!'ti 1.e.~"iJ_i2S-

. lIu~ W ;toil1ln 1M Qiig¡il t1rlon untiiiimt Q!US, undM(;QMI!lQns3t 2"C.."C (3''f..i"f1

. Pi.;eet tomiigit

. DO NOT FREEZE; 00 NOT SHAKE

. O..n-'lnru~t-)'ndth.lltralìonii3t.st.vl'.onth.calton

. NOC 2~ei-QOl-Ol: EXh Sin;ailnit ~oX CGnuinsQne 3Q-nL ~~ or SOUriS (10 llmU

m..
"""
m.,
,m..

1. WlthlI:MlIhl rlq.lrei: am(OlJrt of Sotlris riilm th. Vial lnto:i stefl~ syingi JIoj tllri~lirltit
rtco.rid~ clost to af infuSl(l oog

2. Dlluce SoUrlS Co 2 '''311 concanl3Qon or ~ mj'mLuSlngttie atme bDlt as 1 gudllini.
TIie ~"'wnol of dilu~nt SIouloj Dol lIqtiV3l~nC to me drug '''urne

3. GMltly lnyom 1M lMuslon Ng contalclng tll dMé4 tolutlor to olS\li Ihorougii miXturol 01 tM
prodUct it.:ltiø d~iient
. CXscdariyunuse(lporton'''t:intn''II¡1,isllieplooo(fconlaiIlMpt'iSoll,.M

-l To enoll in tho Soliris REMSand Qldl' Soiris. plese r.ll 1.888.S0lIRIS
(1.888.765.4141)

Oi3gnosiscødt:)'X
JCO,): JlJCO
ProCoureQ)l:OX

4. Inspect 'Isu3l1J ror p:wtlculatø mallei and Ols~lofafion IlIlOf 10 aaministr3ioti
. Tht dlutiJ soluion Is a dear C'orltS'liquid.ioj should tN plJdicallJ hu of irYPiltidfs

~. A,lIow uu i(lmnitimi to adJust t-¡I()m t'Hnp.natule rfiof to .llrlstr:lNCl (18'C-25"C,
64.'f.77'f.1l1J Il M Iwtel ii... iiJctoorYilh ""J Iil $Oei:l' ttl" .ub..1
~II teipeli19 ~f

6. Aánlud silutlon or SOlillS lS'SXiLo M Z.ttiOIJS at Z'COS'C (JEi'F.It"F) 3ttlat roo
tomper.iuf'

Col SdiitOnSØfCelll.8.SCIfIS(1.8.l&~414n
. .-11 A1ei.on t4iru caSo Mina~rs aii reglstlf.(lriUr$o$ anQ t1aVl Ø(~n$lVl inSlun(. inii

clinic." i~uencø. An Aleiron NUfSl C:we Mtnig~i \'11 pitnlf 'Mth UCf p:l~nt andMS
IJhtlnullh(3leleinl

, Fast inoj c.nwnllnt SJ-tI srltopin.lll.1t miéts m. Rléll otPNH inoJ lHUS p3lélts

P~aSé su ~ndose(l I'I A'~SCi~ng Infoimitlr. lo) SGiliS,
InçloJing 6ox.oJWARNIN(; repoJng SlllolumiflrgonC(illntKiioo.

SOLI i;1 S-
(eeullzumab)
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WARNING: SERIOUS MENINGOCOCCL INFECTIONS

ute.threatening and fatal meningococcal infections have occurred in patients treated with
Sollris. Meningococcai Infection may become rapidly Iife.threatening or fatallfnot recognized
and treated early.

. Comply with the most current Advisory Committee on Immunization Practices (ACIP)

recommendations for meningococcal vaccination in patients with complement deficiencies.

· Immunize patients with a meningococcal vaccine at least 2 we.ks prior to administering
the first dose of Soliris, unless the risks of delaying Soliris therapy outweigh the risk
of developing a meningococcal infection. (See S8ious Meningococcai Infections for

additional guidance on the management of the risk of meningococcal infection.)

. Monitor patients for early signs of meningococcl infections, and evaluate immediately if
infection is suspected.

Solirls is available oniy through a restricted program under a Risk Evaluation and Mitigation
Strategy (REMS). Under the Solirls R EMS prescribers must enroll In the program. Enrollment

in the Sollrls REMS program and additional information are available by telephone:
1-888-S0LlRIS (1.888.765.4747).

Please see enclosed full Prescriblrg Inform~t1on'for Sollris"(ecullzumab),

Includ¡ng,Boxed"WARNING ;egardfng serious me~i~gococclliife2tiôn.

Relerences: i. Solirise, ipa:la~ insertl. Cheshiie. CT: A1exn Pham,a:euticaIS, Inc, 2011. 2.,Hetley 0, de Latour RPi
Poicher R, et ai, Frenc Society 01 Hematology. Evaluaion of hemo and endthelial 'unction in patients with

poysi oournal hemolobinuria reiving eculizumab. Haemalc/;i''2 10,95:574581.
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$cIO.¡' li ~*t lRde..!id Abi.; Ftm"OU(lI..Ine
~lilt'1 Wll...biQ" Fhr_~..Ine
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