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For Paroxysmal Nocturnal Hemoglobinuria

(’_-a—r
SDL' R' so (PNH) and atypical Hemolytic Uremic

(eculizumahb Syndrome (aHUS) patients

PNH | aHUS Dosing and Administration

Soliris is indicatd for the treatment of patients with paroxysmal
nocturmal hemoglobinuria (PMH) 1O reduce hemaolysis.

Soliris is indicated for the treatment of patients with atypical
hemondic uremic syndrome (aHUS) to inhibit complement-
mediated thrombotic microangiopathy.

The effectivenass of 5oliris in aHUS is hased on the effects
oh thrombotic micrcangiopathy (TMA) and reral function.
Prespective clinical trials in additional patients are ongoing to
confitm the herefit of Soliris in patients with aHUS

Limitation of Uss .
Soliris is not indicated for the treatment of patients with Shiga
toxin £ coff relaied hemolytic uremic syndieme (STEC-HUS).
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IMPORTANT SAFETY INFORMATION

WARNING: SERIOUS MENINGOCOCCAL INFECTIONS

Litethreakening and BR meningecocsd infecions have eccurmed in patlents Yeated with

Soliris, Meningococsat infectlon may bacome rapidly Sifv-thrastaning or fatal if net racognized

and teated saly.

+ Comply With tha mast ciment Adwsory CommRtas of Humunt2thn Practicas (ACIP)
facommendations fr maningococcat varxination i patisots with comgtemant deficiencies.

* Immuniza p3GEsTs WIth 3 Meningoceccal VNG 3t teast 2 waaks [rlat o Xministaring
tha first dos@ ot Solitis, Unless tha risks of dalayng Solitis terapy cutwaigh tha ik
of tvetoping 2 MININGoCoced inction, (328 Ser0us MargOCoCeat FaRetns fr
stditonat guid3nes on the managemant of the dsk of Mdalagocaccal tnfecticn )

* Monttor patents fr 2atly 3gns of meningaceocal (afections, g avalt X nmadiataly it
inHctan Is Suspacted.

Solirisis avalable caly through a rastrivted program under a Risk Evauaton and Mitigation
Strategy (REMS). Undat the Sollls REMS prascribets must enfoit in the program. Ertallmant
M the Solirts REMS program and 3dditienal ntormation are 2sa 3ol by tetephona:

1-838 SOURIS(1-888-765-4747).

Indications and usage:
Selitis s ddicatad (o e reatmant of patients with Parerysmal AOUMY Namogabinutia (PNHY
1 r3duce Remelysis.

Solfis 15 fndicatad for e treatment of patients with atypicat hanoltic utames sydroms (HUS)
to thibit fiated

The erectiensss of Sulits In HUS 15 Basad cq the eMtvets an theembatis Microangiopathy (THA}
04 ranal fanction. Prospactive cnical Lrghs In 39ittons) OUERS 33 agoing (o coatm the
benett of Sokis (o patisats with aHUS.

Limitation of tish

Sohitis 15 ot indioatad for the traatmant of ptivats with Shiga toan & cofretsted Nemoiytic wame
syndrome (STEC-HUS)

Adverse reactions

The most fequiatly rpotted dversa raxctions in the PNH randomized il (210% evaeall and
A3 1han Placed?) A haadachy, NISOPNANYNZUS, DK paln, 304 LS.

The most Requantly reported adverss (eactions in aHUS Singte 3@ Nospective rials (215%
combingd pH patiee incidenca) are: hypertansion, Upper r4spiratery tract tafection, dlarmea,
Neadache, anemla, Yemiting, n2usea, Uriny track Infictiun, and ukopania.

P1dase see andlosad i Prescriting information for Solieis,
inctuding Boxed WARNING tagarding serlous miningoceceal tnection.

For patients wilh Paroxysmal Nocturnial Hemeglobinuria (PNH)
Soliris® {eculizumab) PNH Dosing Guide
il pationts must b vaccinated Jgaiast Nafssaria menlagititss al least 2 woals prioe 1 tha 1t
dose of Soliri therapy, Do 0ol Initiate Sollfis thirepy th palierts with unTesalved setieus Aarsserin
maningitdisinfection o who %8 not cirrantly vaocinated, untess the Tisks of detaying Sodtis
traatment outweigh the sk of developing a meningacaceat infaction !

Soliis: a chvonic Lherpy fo 2 chioais disoasa’*

Pretiestasat

32 vaehs
tonee intoctce

Delora of after thesa time points.

* Fixad 4558 on e s ortieal £ controt chronic, complament.mediatsd hemolyss; for
breakthrough hamolysis, dostng My ba Mjusted ta avery 12 days lngexd of 14 &iyst

* No dosing 3djustmants recommanded DIsed on 30, 28048, Tacd, of 143 NSUMRIANCY

+ Premedications ar Aat 1outinely faquited

Monitoring After Discontinuation
Monilot patients after Jiscontinuing Solini's for at {235t & weeks to Jatsct hamolyss.

Important Administration Information
Saliris must ba dituted to a final admixture of § mg/ml, poot t

The dituted stutlon Is 3 clear, colorless fiquid nd should b praciically fes of 2ny packicles.

00 NOT ADMINISTER AS AN I¥ PUSH OR BOLUS INJECTION.

* H diluted solution is rafigerated, warm to reom tampcature
(I8°C-25°€ (64°F-77*F1) oy by #xposurs to ambiant air

» Administer 35 30 3 infuslon over 35 minutss via gravty faed, 2 Syriogs-4ype pump. of an
inission pump

+ s pot nacessany to piatact AUtad sotutivn from lght during Imimsteaton

To leam mom about Soliis, please call 1,888 SOLIRIS {1 858 765.47487)

of visit www. Solirks.aet. g

SOLIRIS™ |

(ecallizum
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For pahents with atypical Hemolytic Uremic Syndrome (aHUS}

Soliris® (eculizumab) aHUS Dosing Guide

At patisats must be vaccinated against Neisseria meningitidis at least 2 weeks prioe to the first

dose of Solis theraps. Do nat inltiate Sulitis lherapy in patients with unresolved sefious Navsseria

meningilidis infectian of who are aot currently vaccinated, unless the risks uf delaying Solirts Trom ot Mont Recent Supplemental Soficis Dose Timing of Supplementat
Interrention Sokris Dosa With Each PE/PT Indervention. ‘Sabris Oose

Supplemental dosing of Soliris is required for patients
undergoing concomitant plasma therapy!

traatmand cotweigh tha 15k of developing a meningocoscal infection;
300 g £ 0260 Prentavsn

ey . =
| Sofiris i3 a therapy for 3HUS—a chronic disease needing chronic treatment! [l o PR enterge awan :t;‘-tf;»w‘: wid
ctasna erctanan = b=t
[ L L m"{;‘y;”“"‘““ SR Ees
| Pretmament tauction Phase Maintensnce Prase Y
Fresitaampnsmy 30 mg per axch 112 e
. L s 5
[Pl LR AR, B S || intuson BRI g ottress nagn T iosem
i racrptite S f 500 B¢ S0 WD | law BB 2 o bisa oz
crmat P I
Monitoring After Discontinuation
Thrombtic i (THA) alter ion were observed 1n (ne sHYS

chinicat studies.

o

ol [ 5 aHUS paticnts who discantinue treatment with Salirfs shoutd be monitated elasely foe o least =

12 woeks for signs and symptoms af TMA complicatiens. 1f TMA somplications accur after Salids G

A padver PN g wachdy ¥ F s 1200 g 3t e &5 tren 1200 g ey 2 ooy disconlifvalion, consiter renstitution of Solins treatinent, plasma therapy,' or appropriate o

2 ign e g 900 g 3 Weet 3; 1723 KN sog ey 2 weees. organ-spacific supportive measuras.! 3

5

03z v Yz e B Y € m LR &0 W 3; e B T W J0

i A | e AT AR R T 00 NOT ADMINISTER AS AN [V PUSH OR BOLUS INJECTION.

123w s i g £30 g wmety X 1 38 300 10 31 e 2; 1340 300 17 ey 2 wkas = Jf dituted solulion 13 relfigecated, warm o room temperaturs (&'C-25°C [64-F- 777D

onty by expusire to ainbient alr

= Adinister as an 1V infusion ovee 36 minutes via gravity leed, 2 sytinge-type pump, of a0
tntusion pump

* It s nat necessary o protect diluted sofution from light draing administration

Sagmims i 182 300 g owatg ¥ L tese 200 g 7 week 2 0 350 oo avery Iwewes

=3 Solieis should be adminlstered at the recommended dosing interval or within
2 days before of alfar these time points.

- 9 To learn more about Solirn, please call 1 888.50LIRIS (1.888.765.4747} or visit www,Solirls.net.

o frah fowen £ SRSVFEAT,

Fiease sea enclosed tull Prescribing tnformation for Sali's,
inciadimg Boxed WARNING tegarding sericus menfngococcel infection. (eculiz




For PNH and aHUS
Preparation of Soliris® (eculizamab) for Administration!

AR pationts must ba vaccinated 2gaiRst Nefssariz meningitidis at teast 2 Waels pror Lo tha first
dosa of Sofirs tdeeapy. Do net initiats Soliris therapy In patients with antasolved satous Neissaria
maningitictis Inlection of who a8 ot cuirenlly vaccinatad, unless the Tisks of delaying Solitis
treatment outwaigh the risk of dsveloping 3 maningecoccal infection.t

Sobis Dose Dt Yolume. Fioal obume
00m om Qe
&0 me &om ot
00 me. Wt 130t
12000 120 mt 20

1. Withraw the required armeunt of Sollfis from the veat ints a Sterile syringe 2nd transtar the
tecommendad dase to an infuston tag

2. Diluta Sefits to 2 Fnai concentration of § mgymL ustng ths aboua adle 25 3 guidaina,
The votume of diluant snautd be equivatent to g drug vstuma

3. Gently Invert tho Infusion bag contakning the diuted solution te ansure totough mixtues of thy
product and the diluant
+ Discard any unused portion 15& i the Wal, 35 the Droduct contams an prasarvabvas

4. Inspact visually fof particalata matter and discsloration piict 1o admintstration
+ The diluted selution is a clear cwlortess ltquid and should bs practically ree of a0y paticies

5. Allow o 20mixtuze to dfust (2 0om tampsraturs Minr to AMIASKIAIN (18°C-25°C,
64°F.77°F}. It must not b hoated ik 2 nictowava of wilh any heat sourca olhet thar ambient
alt emperture

6. Admixed sslution of Salitis 15 5Labia or 24 nours 2 2°C-8°C (36°F-66°F) and at tom
teraperaturs

Pisasa see enclosed fuil Prescribing fnformation fot Sofiris,
including Boxsd WARNING legarding settous meningacoceal tnfaction
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How Supplied/Storage and Distribution!
+ ViN—30 mL, iquid
« Product strangth—10 mgmt.
+ Praquct count—300 mg/30 mL (nal}
* Praduct physical spacs—1 wal pa carton
— Shippad justin tima for intusion
— viignt; <1 Ip
— Dimensions: 16257 1.625"x 3125
* dust by gorsd 1n tha original carton unt time of US3 Undsr conditions at 2°C-8°C (I6°F-46°F)
» Protect from light
* DO NOT FREEZE; DO HOT SHAKE
* Do net Infuse bayond the sxpiration dats stampad on ths caiton
+ ROG 25682-001-01: £3¢h singfa-unit carton conmans one 304mL Wat of Solinis (10 igimLy

-’ To enroll in the Soliris REMS and ordes Solinis, please calf 1. 838.S0LIRIS

(1.888.765.4747)

Diagnasis code: 000X
1e000: 1300
Procedure oode: XXONGXX

Contact Soliris OneSurca at 1.858.SOLIRIS (1.888.765.4747)

* All Atexion Nursa Case Managers afé registorad fursas and havs etansivs insurans and
clinlcd experance. An Alexion Nurss Cate Manager will partass wath 33cn patlant and bis.
o her healthcars team

= Fast and convenlant sane-day shipping hat msets the neads of FNH and aHU'S ptients
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WARNING: SERIOUS MENINGOCOCCAL INFECTIONS

Life-threatening and fatal meningococcal infections have occurrad in patients treated with
Seliris. Meningecoceal infection may becoma rapidly life-threatening of fatal f not racognized
and treated early.

« Comply with the most cusrent Advisory Committee on immunization Practices (ACIP)
recommendations for meningococcal vaccination in patients with complement deficiencies.

the first dose of Soliris, unless the risks of delaying Soliris therapy outweigh the risk
of deveioping a meningococeal infection. (See Serious Maningococcal infactions for
additional guidance on the management of the risk of meningecoceal infection.)

+ Moriitor patients for sarly signs of meningococcal infections, and evaluate immediately if
infection is suspected.

Soliris is available only through a restricted program under a Risk Evaluation and Mitigation
Strategy (REMS). Under the Soliris REMS prescribers must enrell in the program. Enroliment
in tha Soliris REMS program and additional information are avaifable by talephone:
1-888-S0LIRIS (1-888-765-4747).
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¢ Immunize patients with a meningoceccal vaccine at least 2 waeks prior to administating |
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