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197  shovmbytheTeduc血）nOfsertmLDH）eYe）s丘om2200j＝1034Un．（meanj＝SD）atbaseline to700±381U／L  
198  byweekoneaJldmaln也medtheef托ctthTOughtheendofthestudyatweek26（327士433U几）＿lnthesingle  
199  a皿ClinlCalstudy，Sollr）Srrn）ntainedthise蝕ctthrough52weeks【seeC］inica］S［zhes〃4J】▼  

200  1乙3：円山け皿肌∝血i即痛Q  

201  ApopuIationPKana）ysiswithastandardl－COJ71parhentalmodelwasconductedonthemuldpledosePKdata  
202  丘om40PNHp如enb托CモiⅥng血eI∝OmmendedSolihsre由men匝山伽明野戯れ摘血鵬肋血川仔〝ト 加  
203  thISmOdel，theclearanceofSolirisforatypicaIPNHpatientweighing70kgwas22mi．血raLldthevolumeof  
204  dis廿ibutionwas7・7L Thehalfllifewas272土82hrs（mean土SD），ThemeaJIObservedpeakandtrough  
205  senJmCOnCen血onsofSolirisbyweek26were194土76mcg／mLand97士60mcg／mL，TeSPeCbvely．  

206  StudieshavenotbeencQnductedtoevaluatethePKofSolinsinspeCialpaticntpopulat10nSidentinedby  
207  gender，raCe，age（匹diablCOrgeriablC），OrthepresenceofrenalorhepatlCimpairment．  

208  13 NONCLINICALTOXICOl．OGY  

209 13．1Clr血oge山8払Muhg亡血凸払Imp■im亡ntO†Fe正il吋  

210  Lo喝－teTmmimalstudieshaYenOtbcenconductedtoevahJatethecaTCinogenlCandgenotoxicFK）tentialof  
211  Soliris．Effbct5OfSolirlSupOnftrtilityhavenotbeenstudiedinanimals．1nt帽VenOuSiqect10鮎Ofm山earLd  
212  ftmalemlCewithamunneand－C5antlbodyaIupto4－8timestheequjvaJentoftheclinlCaJdoseofSolirishad  
213  noadver深ef托c也皿m鉱山gor鈷血1iけ．  

214  14 CLmC▲LSTUDIES  

215  Thesaftけande疏cacyofSolirisinPNTlpatlentSwithhemolysiswereassessedinaTud【〉mized，double－blind，  
l 

。r  

218  to【氾eiptofSolins・ha11studIeS，thedoseofSolinswas600mgstudydrugevery7土2daysfbr4weeks，  

219  fbuowedby9（旧mg7士2血ysl釦er，伽n900mgeveけ14土2血ys飴一也es山dy血胴血m Solinsw8S  
220  血或e柁dasani∬鵬VenOuSin負遁ionover25－45mitluteS＿   

221  S血血L  

222  PNHpahentSwidlaIleastfourbanshsionsin血epnor12months，fLowcytomeBICCOnLirmationofatleast  
223  10％PN11celIsandpl且teletcotJntSOfaIleastlOO，000／血crt）1iterwcrerandomizedtocitherSoliri＄（n＝43）or  
224  placebo（n＝44）・hiortor狐dom止血on，dlpa由宇nbunderwentaninitl且10b矧M血m匹血山oco血m血e  

225  needforRBC仙f由ionadtoident］brthehemoglobinconce血om（the●一set－POint．．）whjchwouIddefine  

。  

228  Endpoi加代1atdtohemolysisi郎1udd也enum加持Of画en也鉱山e扇nghemoglobinsめiliz血on，血nⅦmber  
229  ofRBCtnltStranShsed，Eadg此，andhe81dT・rClatedqtJalityoflift＿Toachieveadesi騨血ionofhemoglobin  
230  ぬbil血on，apadenthdton迫血t山nahemo由Obinconcen血on血ve也ehemog10bh罪t－pintandavoid  

Of  

233  肌I血叩山地甜d町勇emlCCOmCOSterOidsatbaselineco血ued血e㌍medications．  

234  M可Orba班1inechamcteh血cswe柁bal8nCed（父e也ble2）．  

TABLE2  

STUDYIPATrENTBASELrNECHARACTERISTICS  

Studyl  

Placebo  Soliris 
N＝44  N＝43   

3g（13）  42（16）   

29（66）  23（封）  

12（27）  8（19）  

き（‖）  9（16）   

20（4（i）  24（56）   

l（i（36）  14（33）  

Panuneter 

Mean喝e（SD）   

Gender一反male（％）   

HIStOけOrapla或icanemlaOrmyel∝lyspl血c  
町ndrome（％）   

PatlentSWl血b琉0けOrtkombosis（evenb）   

Concomltanta此icoagulanb（％）   

Concomitantsteroids／1mmtmOSuppreSSZLnt  
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Studyl   

Placebo  S01山s  

N…44  N＝43  
Pm8te一   

打血¢血S（％）   

p8CbdR8Cunib廿mS血沈d【鸞汀pahentin  
preYious12mo止血（median（Ql，q3））   

MeanhgbleveI（釘dL）ats叫抑int（SD）   

打e一価e血LDHleve】s（medi弧，U几）   

Fr托kmogIobinalba鍾Iine（mdj軋m釘dL）  

17（14，25）  18（12，24）  

さ（1）  g（1）  

乙234  2，032  

41  46   

237  

238  

2：事9  

240  

P鵬en也廿モa血涙也So血shdsi伊i蝕迎血yredu∝d（p＜0．001）kⅣIysi51eSultjnginimprove正にnbh弧emiaぉ  
indic8tedbyincreasedhemoglobinstabil血donandleduccdncedforRBC打弧5fusionscompaTedtoplacebotreated  
patients（SeCtable3）・Thesee飴ctswereseeJl抽10ngpa加ntswithine8Chofthethreepre－StudyRBChnsEhsion  

24l strata（4－14tmits；15－25tmits；＞25unltS）．AfteT3wceksofSollristreatment，p8tlentSrePO血Icss鮎gtAeand  
242  血proYedb鴎肋一代l此dq皿1jtyorl脆・Bec乱胱Or鵬血l如法nlple由e弧ddu融i叫也ee脆ぬOrS01idson  
243  血旧mbdceven也¢P山dnotbde吐血d．   

244  

245  TABLE 3 
246  STUDYIRESULTS  

Placebo S01id5  
N＝中I  N＝43  

P亡l托血georpi血enbwl血S七山ilk（dhemoglobin  
levels   

P妊kedRBCⅧ血s打M触d匹rp如k血（medi皿）  

（一肌騨）   

T血iom8YOi血ce（％）   

LDHlモVels瓜endof釦udy（mdim，U几）   

F托杷hemoglobinatendo一成udy（m¢dianmg／dL）   

0  49  

10  0   

ロー21）  （0－1‘）  

0  51  

2，167  239  

62  5  
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S餌dY2andE血ionS山dv■  
PNHpAheJTtSV］tJl＆tIeastor）etraJuhsionintJtepncN・24rTN）nth5md＆tleJSt30．000pL81e］ets／mJCr01it亡rreCCiYed  
SoliJisoY町a52－Week画Concomitantmed血inchdedantl－thrombotlCagentSin63％ofthepabents  
山野Stemkco血mi由血ヰ0％or也ep8血抽l，鋸げ血e卯eⅣ011由画印mple也d也e釦udy  
（0腔画tdid鋸10W血gさt仙ceⅥmtlAred血血血hem恒k廻m翔別陀d叫辞n∬n  
LDHlevelswass血dforthe廿引地me山PCriodandresukedin＆TducedneedfbrRBCbansfusionandkss  
紬．1肝油鹿dPNHp血en也We托e血血alongtm血s叫．A山画乱血da  
血m血i血b画isowab也ISol転ばeX叩time軸喝血mlOt054血加  
WCreEtwerthrombotlCCYeJltSVtdlSollTIStre8tmer）tt血ndLnngtJleSJLEn亡Pdodordmepr］OrtOtre＆廿nent・  
How即亡ち血e輌O一画md血t軸；血ee飽dsor軸twi血血血  
d血ng S血鵬s血間W鮎n山S餌died【〟g桝坤血夕柁血仔．〃1  

260  1‘ 耳01ⅣSVPPLIEII／STORAGEANDⅡANDⅧG  
Soliris（ecd加b）isstJPPIicdas300mgsingle－tueVialscontaJning30mLoflOmg／mLsterile，  
p代父ⅣatiYe一触Solids紬1ution匹rVial・  

So）irisviilsmustbestoredintheorlginaJcartonuntlltimeofusetJnderrcfhgeratedconditionsat2－gOC（36－  
460F）andprotected舟omlight・DonotusebeyondtheexpirationdatestzLmpedonthecaTtOn・Refbrt？  
β仇叫g¢仰d」血血血和伽〝（2）brin払rmadononthes也bil吋肌dstomgeordilutedsolutlOnSOfSolins・  

261  

262   

263  

2糾  

265  
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β0〟ロr－fRE占Zg．β0〟Or助ぷg．  

NDC256＄2－001－01Sing）etmit300mgcarton：ContalnSOne（1）30ml・vialofSolihs（10mg／mL）・  

PATIEⅣrCOtJNSELJNGINFORルIAT10N  
JkgA彪助〃〃G血．   

Pnortotreatment．patlentSShouldfu11ytnderstBLndtheLISksandbene5tsofSoliris，inpaTtJCulartherlSkof  
memng∝∝din鎚don・EnsⅣethat匹Ilenb托CeiYe伽Medi∝山onG山de・  

Pat）entSShou）dt光infoTnedthattheyaJtrqulredtor亡CeiYeamenlrlgOCOCCalvaccinabonatleast2weeksprior  
to托∝ivmg也e触doseorSolids，ir也町血YenOtpreYiouslybeenYaCCinatぬTheyarereq血edtobe  
revaccinatedaccordingtocurrentmedicalgu）delinesformenlngOCOCCaJvaccineusewhileonSolihstherapy－  
Patient5Should山sot光in如medtbtvaccinabonm叩nOtpreYentmenmg∝∝Cdi血don・P血entssbuldbe  
d張出ed血utanyo一也esi卯S肌dsymptom50rm皿ng∝∝C出血托cdon，狐d5廿OnglyadYisedto5∝k  
immediatf：medicalattent）Oniftheses噂ISOrSymptOrnSOCCtJr．TheseslgnSandsymptomsareasfbl）ows：  
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m∝lemtebsevenさhe血hewi也nal追払OrVOmitmg  

mden此tosev¢柁be血heanda危Yer  

mdemtetosevereheadachewi也a釦i仔neckorsti打back  

たverorlO30F（39．40C）orhlghe【  

飴Yerandan鵜h  

con魚ISion  

severemuscleacheswith乱u－1ikesymptoms，andeyesscrLSitiYetOlight  

PadeJTbshouIdbcinformedthaltheywouldbeprovidedwiththePadcntSaEttyCardthttheyshouldcarry両th  
thematalltizz［eS．ThscarddescdbessymptorrLSWhlCh，ifexpeJicnced，Shouldpromptthepat］enttOimmedidelyseek  

2恥  medicale▼山u且暮10n．  

291  

PatientsshoddbeiTtformedthatthcreisapotentlalfbrsedotJShemolysiswhenSolirisisdiscominuedandthatthey  
wil）txmonltOredbytheirhealthcqeproftssionalforaIleast8wecksfo11owingSolinsdiscon血血on－  

Man血dⅦ陀dby二  

AlexlOnP加eu也mls，1nc．  

352KnotterDnYe  

Cheshire，CT O6410USA  

USLicenseNumber1743  
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Soliris（eculizumab）  

（so－1eer－is）  
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298 ReadtheMedicationGuidebcforeyoustartSolirisandbeforeeachdose（infusion）．This  

299 MedicationGuidedoesnottaketheplaceoftalkingwithyourdoctor血utyourconditionor  
300 yOurtreatrnent．Talktoyourdoctorifyouhaveanyquestionsaboutyourtreatmentwith   

301 Solids．  

302  WbtlsTheMostlJnPOrbntIJ）brnatioJlIShouIdbowAbot）tSoLiris？  

303 SoLirisisaJnedicinethta蝕ctsyotIriznmuAeSyStem．SoliriscatLlowertlle＆bilityof  

3鵬  yoⅦri皿nune5y如血tO向かtinfbc伽ns．  

305  ● Solirisincre＆SC＄yO11rCbnceofgettihg＄eriousandli鮎－thre8teniJ）gJnenJJIgOCOCC＆J  

306  in血dio皿5．  

307  

308  1・Yotl皿Ⅶ5tr∝モi▼…menmgO亡OeC■1Y一亡血e■t 

309  doseo†S01i血u山essy仙b▲▼＝鵬8dyh■dth誌Y■別血托．  

310  

311  ユ．IIy仙h■d■m仙hgoc∝旭IYa亡亡hein仙epasちy皿mightm恍d■b00Sterdose  

312  behre血rbgSoJiris．Yourdoctorwilldecideifyouneedanotherdoseofa  

313  menmgo00∝dva∝he．  

314  

315  3・AJneJ）LngOCOCCJdYaCCincdoesJ10tPreVent■I）tnenJZIgOCOCC＆1inftctiotLS．YotL  

316  mu5tb＝W8re01仙e血Ⅱ○血gslgnS▲nd野心ptOmきOflm印血騨田淵血  

317  h飴dion：  

318  

319  ● nOtkr細etoseYerehモーd8dle鵬tbn▲ⅦSelOr▼Om辻hg  

320  ● 血Oderateto引門唯rehモ8da亡he且止d■血ver  

321  ● mOdモー且tモーOSeYOrebead且dleWithlS点灯nedkor5偵打b8d【  

322  ● 蝕Ⅴ打Orl030FP，．40C）or鮎gher  

323  ● 鮎▼erAndar那血  

324  ● 亡Om血15ion  

325  ● 乱ピyeremuSClead鵬層Wi他山一山kesymptoms，叩d野郎絆nSiti▼ebhght  

326 CaI）yolIrdoctororgetemergencymedic＆1cAreright＆WayifyouhYea血yOlthese  
327  symptoms．  

328■ Youwi11receiveaPatiEntSafeb，Cardthatliststhesesymptomsandwhattodoifyouhave  

329 them・Car7yitwithyouatal1times・Youwi11needtoshowthecardtoanyhealthcare  
330 providerthattreatsyou．   

331  WhatIsS01ids？  

332  Solirisisamedicinecal1edamonoclonalantitx）dy．Solirisisusedforthetreatmentof  

333  patientswithadiseaLSethatafrtctsredbloodce11sca11edParoxysmalNoctuma1  

334  Hemoglobinuda（附Ⅰ）．  

335 SolirisworksbyblockingpartofyourimmuneSyStem．ThiscanhelpyourPNIIsymptoms  
336 butitcanalsoincrcaseyourchanceforin飴ction．1tisjJnPOrbAtthtyotL：  

337  ● haveallrecommendedimmuni狙tionsandvaccinesbeforeyoustartSoliris  
338 ● Stayup－tO－datewithallrecommendedimmunizationsandvaccinesduringtreatmentwith  
339  Soliris  

340  W血oSho血1dNotR∝eiYeSo塩山s？  

341Ⅰ）○皿Otrモ亡eiYeS01ir誌i†yoⅦ：  

－8一   



342 ・ haveamenlngOCOCCalinftction  
343 ・havenotbeenvaccinatedwith，OryOuarenOtuP－tO－datewithamenlngOCOCCalvaccine．  

344  See“WhatisthemostimportantinfbrmationaboutSoliris？”  

345  Telly川rdlIdoriryou：  

346  ＋ haveaninfectionorfever  

347 ・arePregnant，becomepregnant，Orarebreastfteding．Solirishasnotbeenstudiedin  

封g  pre騨IamtOrnu巧mgWOmen・   

349  HoⅥrDoIRe亡eiYeSoli血？  

350 ・ Solirisisgiventhroughavein（Ⅰ．V．infusion）over35minutes．  

35l ● YouwillusuallyreceiveaSolirisinfusion：  

352  0 eVery7daysfor丘veweeks，then  

353  0 eVeけ14days  

354 ・FollowlngeaChin血sion，yOumaybemonitoredforonehourforallerglCTeaCtions．   

355  WhtlfIMissaDoseorStopSolirisTrcattDent？  

356 ・lfyouR〉rgetOrmissaSolirisinfusion，Cal1yourdoctorrightaway．  

357 ・StqpphgtreatmentwithSolirismaycauseasuddenandseriousbreakdownOfyourred  
35B  bloodcells．SymptorruorprDblemshmredbloodcellbreakdowninclude：  

359  0 alargedropinyourredbloodcellcountCMinganemia  

360  0 COTI鮎ion  

361  0 Che或pain  

3彪  O ki血町prObl亡m  

363  o biood clots 

364 ．Yourdoctorwi11needtomonitoryouc）oselyforatIeast8weeksafterstoppingSoliris・   

365  VVb＆tAreTbePossiblcSideE蝕ctsWithSoliris？  

366  SerioussidecfrbctswithSolirisinc）tIde：  

367  ● SeriousaJ）dlifb一也re8tenizLginfbctions．See’’WhatisthemostimortBLntinformationI  

36基  ShouldknowaboutSoIirisア，  

369  

370  C（I皿皿Ongidee蝕15▼山地501id5inぐ山de：  

371 ●  beadaches  

372 ・nlmynOSeandcolds  
373  ● SOr（∋血mat  

374  ● backpai・n  

375●nau5ea  

376 Cal1yourdoctorifyouhaveanyofthesesideefftcts．Thesearenota11thesideefrtctswith  

377  Soliris．AskyouTdoctorformoreinformation．   

コア8  Ge血e帽lI血加Ⅶは他聞AbouIS01行毎  

379  MedicinesaresometimesprescribedforconditionsotherthanthoselistedinaMedication  

380 Guide．IfyouhaveanyconcernsaboutSoliris，aSkyourdoctor．Yourdoctororphamacistcan  

381 glVeyOuinformationatx）utSoliristhatwaswrittenforhealthcaTeprOftssionals．   

382 SoliriscontainseculizumabiTlaSOlutjonofwater，POlysorbate，SOdiumphosphateandsodjum  

383  chloride．  

384 ManufacturedbyAlexionPhmaceuticals，Inc．，352KnotterDrive，Cheshire，CTO6410  

3g5  USA．   

3g6  Revised：March2007  

387 ThisMedicationGuidehasbeenapprovedbytheU・S・FoodandDrugAdministration  
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Adm血s他山on：（2．2，2．3）  

● DonotadminlS也r8Sanin廿avenol遁puShorb01u5■  
・mlutetoa血81colにe血tionof5m〆【止画OrtOadm加地1山on・  
・A血血涙虞erbyin廿avenou5imfびionover35min山es．  

ⅡIGⅡLIGHTSOFPRESCRⅡlpiGplFORMATION  

n鯵モー短b鮎帥也donoti血亡l血k山＝加沌血mm鵬剛川旧血由仙川亡S01ir誌  
S■危吋11Idd艶d加亡】y．S亡亡血mp慨dbi喝h血n血▲tio止血rS01i血・  

S01i肘肘（∝Ⅶ1imm■bゝ  

Con亡印tr■td島○】utio血血ri皿t柑▼enO心血血5ioIl  
Ip誰blV．S．ApproYII：2007  

DOSAGEFOR川路ANDSmNGTⅡ  
3㈹mg5inglモー旭eVi山se狐hcoI血i皿g30mLoflOmg／mLs他山le，  
p柁父Ⅳa血e一触光S01udon（3）．  

COmIⅣDICAT10N  WAJtNENG：SER10tJSⅦNTNGOCOCCAL刑FECTTONS  

瓜好．何〟タ′鱈α蕗血g坤冊血ノわr咄ふ昭dwm加g   

S01ir由h亡n濾8B仙er由ko一皿l仙血g00m】h触dons（5．1）   
・Ⅴ▲∝知慮t叩■d馳也1祓血■mぞ■山gO亡○∝轟】▼■∝h亡1tl鰯t2w∝b  

p血rtor∝血hg仙亡名和tdo虻OIS01irb；ー騨▲亡t血仕轟∝Ordingto  
CurH氾tIndk■lgu細di血轡血r▼轟∝hew   

・MoIli暮Or匹tkn也血rt■dyl和仏OI山地ⅦgO亡○∝山血触血喝  
mh▲虎iⅢdi■虎け打払蜘nii心p∝td，▲ndtm暮▼両地  
■ntll血tbiI♪㈹■17．  

Domol血血teSoli爪S也即叩ymp血enb：  
● WithuⅣeSOIved5血ous〟g血ぬ椚伊I一喝打肋in危c血n（4）．  
・Who訂enOtCl灯entlyYaCCinateda醇i瓜t鵬鹿亡r由れg噌〟ゐ（4）．  

WARNmGSANDPREC▲UTION  
・Otherlnfect10nS：UsecaudonwhenadznmisteringSoliristopat）entSwith   

any町或emicin免ctlOn（5．2）．  

・MonitoringA触rSolidsDiscontinudon：Solirisincle8SCSthenumberof   
PNHredbloodce11s（RBCs）．A11paderrtswhodiscontinueS01iristherapy   
Sbo山dkmonitor由‖加＝l卵皿d町mpbmSOfi血av8∬山訂hemolysIS，  
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