NAME OF THE MEDICINAL PRODUCT
Hamea 40mg ko orrecion -l e
Humea 40 ma sokton fo jection i pre-fled

‘QUALITATIVE AND QUANTITATIVE COMPOSITION

‘Special warnings and precautions for use

ifectons

Patnts aking TNF-antagonists are more susocpible {0 serous nfctions. -

pared ung funcion may nrease th sk for devgoping ectons. Patens
st 3 3

resi Hamster Ovary clls,

\RMACEUTICAL FORI
Giear sluton for infction i - ld syringe
Giear soluton for inction i -l pon.
GLINIGAL PARTICULARS

Therapeutic Indications

Bheumaton artits
Humea in combination with methotrexate, s mdcated or:

out s perod.

Who hae boen exposed fo fubercdosis and patients who have raveted n

‘occidoxdormycosis, o lastomycoss, h sk and benaits of treatment wih

infoctions,

should bo monltored cosaly and udergo a corpeto dagnosc ovakaton
Admestatin of Humea shoud ba cscantinued 1 @ patet davelops

should be inated un he rfecton & controled. Physicns shoud exerose

ing fecton o wih underling concitions whih may precisposs patents to

ing metnolexate has been adecuate

ot prviously reated with methotrxate

‘Serous inectons:
Serous ifectons, inluding sepss, dus (0 bactra, mycobecter) invsve
umgal, pevastc, i, or ofer opoHuTItE nfetions such o sterioss, e-

hen Continued veatment ith methotrexate & napproprial,

56t arhis end septcasmia. Hospialsaton or faal outcomes assockted

1y X and 0 i pyscal bcton, whan hen  comora
o i o

‘Eobartyiar nene dogettic antiis

Tubercubsis:
Tubercuosis, nciudng reactia onsat of tbercuiosi, has boan
e it e e g heoiod e of sy

olidar vl dopati st b
et mtomearmmeas

i or i it berass et o eston o e

ierapy in case of
g stitoon s repproprte. Humea s ot e g e
aged oss then 2 yo

1 o

Anlodosing sponchisAS)

Fumea is ndcated for he rsatment of adus with ssvere

mmunosuppressie iy, Agproprete sreetng (e (o freedg
st be peromed n ol

a1 ecorded i the patient ot card. Prescrbers are reminded of the ik of

flor mmunocomproised.

oot it ot aicrco ol S
Humea & indcated fr he reaiment of 2.

very carslly consicered.

without rackogr

Gevated GRP and./ or MA, who have had an inadlcuato 1esponse o, o ars
Intlerant o nonseroial ant-nfammatory drug.

ol s

i oros g vetmentEirs e taion o Hurva, o n
cordance wih loca recommenda

15 aduls when the response

of progression of perphera Jont damage as measured by Xcay in patens

cannat be confrmed.

funciion. Some.
soasis ‘whio being reated with Hurnira.
e e o 1o voament of o 1 s hvorc i dical acice.

psoriasis 1 adut patents who fakod 10 respond t0 or
callon 10, or ar0 nloerant 10 Giher systoic therapy incudig cyclosporre,
mathotesate or PLVA,

oot dissase

o
ease, n adu patlents who have not respondsd despto a ul and adequate.
courseof who

o grade foer stlessness) occur during or aftr therapy with Hurra

Other opportunistc nfections
Oppertisic. ricions, oaing v ungal roctons havo boon
atints recoiving Humiea. Thase infoctors have not consilenty

o palrts o delp nesors nd syt s 2 e e
it loss. sweats, cough, dyspnea. andior pulmon oher
joocperbuiraion b iyttt

pae-

ey nclaingpmery e ey, o coroserd ond
an mmunomodator, or who are incierant 1o

Iy dscontiued. Diagnosis and adminstration of empiric antfungal herapy n

such herapi.

Uceratie coite
Fumea  ndcated for reatment of moderatly 1o severly actve Uicerative

s iuation
Reacivaton of hepalis 8 has occurre n patfents eceiving a TNF-antaganist
incluing Humia, who e cironic carers o tis wus (6. suraco anligen
positie). Some cases have had & fatal culcome. Patints $houd b lested

therap, opri

forkev

A2A),
apies:
Posology and method of adminstration

Possogy
Fumea treament shou be intiated and supenvised by specilist physicans.
experenced in the tagnoss and treatment of condtons for wich Humia s

htreatment of hapats B s recommanded.

era moriths fllowing terminaton of therapy. Adequate data from treatng pe-

agorist herapy 10 prevet HBV reacivation ae not avalabe. In patents who
evelop HBY reaciiaton, Humia should be stopped and efcive antivial

indicate,
e

Dueing et vih Humi, other concortan tharagie (8., cotcoster
oids ancor emunomoculatory agents)shou be cptimised

Bheumatod

iz
e nee cr xacaonof ol ymeioms nd/rcgrohc e
of central nenvous systom dermyelinatng dissesa incluing MUl scrosis
oo e, o P Saaenrd, e ey oo

o
e eemmcndon dose of

Bars Syndrormo. Proscrbers should oxarciso cauton  considerng ho o of
pro-eisiing -onsal perp -

cutaneous njecton. Methotrxate should ba contnued durng teaiment wih
Hurea.

ik, salcsfats, nonstoroical antrnfammatory ugs, or ana
S5 can be contiued dumg treatment wiih Hurmira, Regarding combination

Al reactions
‘Serous aberic reactions associted wih Humia were raro durng clical vk

vith discase modiying ani-eumaic s oher than melhotoral, cinical tials. Reports of serous alerge reactions ncuding anaphylas have
tecaived folowing Humira admeistatin. I an anacnylacie reacton or
in e i response.
) Doncit o an Foesse i doos lensty © 40 13
immunosippression
‘Dose Intemption 1112 stuy o 64 patents with rheumtoid arths it were trested with Huri,
for fa depros-
erous necton cccurs. Son ofimmunogiabuin fvels,or change in enumeraton of efector . B, - K-
v i sLggest it re-mroducton of Humia e i i neutroph
70 days o longar resuted i T same magntudes of cleical response and

simiar safey profle as before dosa tamuplin.

Ankadosin s

Maigrancies and \rphoproleratve disorders
In'the contrlle portons of clical rials of TNF-antagorists, more cases ofma-

‘55 and peoritc s
T ecommended dos of Hurea for patients wit asing spondylts, xal

Hoviaver,
1aro. I the post marketng seting, casos of leukemia have bean reported n
TN antagonist

for ang
dose va subcutancous ecion gy s i
o
12 wesks of et
be oo
Malgrances some et have been rportec among chidfen, adescents and
Poas o
erapy £ 16 yearsof
adningiorsd subcanoon sy, tlowed by Cases T ther
aer o el coce, avarey of cferent P
15 weoke et rot rakgrances
1 m perio .
o dsesn s e o of
e recomnen avery g epa
Pl Toal
ez o erao, e .
Gyorss . o Areklorhe
inducton. carmot be sxcled

VA o Pt ey, & Pt 168 Supped S s
i Trer
5T axparencs o r-scmevareton s e 15 Wk 37ch e

malignancy, Thus additonai caton shoud be xcrcised in considerng Hurmira
‘reatment o these pai
Atptrts, s o et i el oo et

. in scoordance
ilh inial practce guideines.

or paorass patients with a istory of PUVA trestment

g

12
econsidered 1 a patient ot responding witin ths tme parod.
Uceaten costs

i ) sgnant v orhead and
reported in nfsmabrealed patents comp conlio patrts. Allpa
tents had a itory o oking. Tnerfore, cauton should be exercissd

‘when usng any TNF-antagonist 1 COPD patents, as wol as in paonts with

a5 four rfectons i one day or as two ections per day for o Consecuve
sk

in
devl

days) and 80 mo i
very ifhar wesk va subcuaneaus jecton

. n acoogance
ith cirical pracice guideines.

increase i dosing requency o 40 mg Humi every week,
e s e e i oenes & vl acheed itk 2.8

1o 7espond withn s ime perod

O pecple
No doss acustment s roquied.

Impared ranal anclor et nction

Humea has not boen stucked n thess patient populatons. No dosa ocormiman-
datons can bo mad

‘Paiatic Pooulaton
Polartuiar werie iopathic Arts
12 voars ot ace

oping oysp
af increased rs for dysplasia o colon carcinoma (lor exame, patnts wif
‘oo had

pr p
al equiar ntenvls befors therapy and throughout heir cisease course. This
evaluaton should incude colonoscopy and bicpsies per local recommenda-
‘ors.

Haematciogc eectors
e gt o parcoperia kg et anaei s boon portod
wih TNE-artagonits i f e haemaionge sy, ckeing
madcaly Sariean oYopoma (60, vcmbooytopeana escopsri)

Scrasias fe.g. persstent fver, bnising, bsecing, palc] whis on Fumia. D

Sigicant haematciogic abnomalties.

\accinatons.
‘Simiar anfbody responses to the standard 23-valet pneumococeal vacone
2nd the nunza trvaent vius vaceinaion were obsenved 1 a siudy 1 225

enec dose of Huira for patierts wih po)
o s S 12 o & 4 o By S e o

placebo. No ata ae avalabie on the sscondary transmission of nection by

i possiie, be brought up fo date

1o nitig Humira therpy.
I may vaccinatons, exoept for e vac-

cnes.

Congesiie hoat e
2 inical il with ancther TNF-antagonit worsering congeste hear alurs
and bserved.

g Hua, Humia shod b used wih cauion  pakrs wih mid
e s (e cas 1

heart fallr.

ihic At rom 13 vears of a0

o ingact of o o kst Wi gt a6 covopt O o

Potertcur Junenie iiopaitic
For aecanic o 13 year of a3 s 0.

nown. 1 a patint

other wosk 1 of body suface.
et data sugaeet tha cica Tooporsa s usialy achewsd v

patent no responding wihin th time percd.

‘Paedati proriasis
T safay and eflcacy of Humia i chidven aged 4-17 years have ot bean

s vt s pooe o
oode st dale s N, s esnt wh o shkt

‘Concurent adinitraton o biclocie DMARDS or TNF-antagenits
Serous nfatens were seen i cl concurtentuse of anakira
cincal benaft com.

D contaton o srcan a3 ks Ty, St i ey

aged <4 years n tis ndication

Basciaiic Groms o s <

“TNF-antagonists. There-
fore, iha combinaton of aclmumab and anakina s o recommended.
Concomiant acmiisraton of adalmumab with cther biclogic DMARDS (e,

severo Grohn's disease s 40 mg at Week O folowod by 20 mg at Weok 2. in

at

‘Surgary

‘one day, 40 mg at

b higher wilh s of tha ighar inducton doss.

Hurnie,

va subctanoous nfoction. Somo Subects who experionco Insuicent ro-
Sponsa may beneft om an increase i dosing reauency 10 20 mg Humia
every wook.

‘Paedatic Crohn's dsease patents » 404Q:

en T e iy s gl rrgong sty
proesdrhits

‘Salowel chstncion

of

Wesk 2. In
Case there s a need fo a Mot rapd response {0 thexapy, the regimen 160
at Wock D (dos can be administered as fou rjectons n one dey or as two.

Quer pecgie
The frequency of sefous fections among Huia treated subjects over

infectons per day fo two co a5, 80 mg at Week 2 can be used,

wih wse

the higher inducton dose. of those had & fatal outcome. Partcuar attoion regaring 1o sk or
infection should be ped when teating the ek

v subcutaneous nfection. Some Subjcts who experence insuficent re-

sponsa may benelt from an increase I dosing recuency 10 40 mg Huma
every weok.

‘Pasdaii popuaion
oo Veccinatons above.

by Weok 12
waol 1000 below 6 years i this ik

cain

Paedat ceratie colts Admelaiatonof Huma Wi malhoeat sl cased o

aged <4 years n s ndication

oo Contamen aimnckaton o boogs DWARDS ¢ arTNF —
The combinaton o Hurmia snd abatacept

ankglosng sponcyitis and psoriarcarhs

TN anagorits),

Fertiity, pregnancy and lactation

Method o admiisration Pragnancy
amea s samnrad seare  For fumra,
e package leael. I8 developmenta toicy study conducted n morieys, thrs vias o -
foxi toger
Gontraindications postratal toricity of acalimumab ara not avalabie.
cte tuber TN

culoss o olhersevere nfactons.

T 3 S o ke 0 h v

Is ot recommended durng prognancy.

freatod with acalimumab durig pregnancy. Consocuenty, hesa fants may
o



b0 at ncraased sk for ifecton. Adminsration of e vaccies o infents ax-

mthers last adalmumab jction durng pregnancy.

Broast foeding
Itis not known whether adlirumab i excreled in humn ik or absorbad

The rate 96% confdence intena) of ymphomas was 07 (02, 30) per
a-teated patents and 15 (04, 58) per

trls and ongong and com-

p o Susios i cin G o AepOTAY
53 e mcing 5,137 peterts &% oer 4,568 patentyors of e
e

systemicaly afer ngastion st of mepances, ot ten hmphoma n
H wormen must 00D patet yeors,
103 per i
T per 1.
Fortilty
) pre

inanily n patients vth theumatoid arhis, he repored rate of maignancies

is approdemately 2.7 pr 1,000 patot treamont years. Tha raporte ates for
Wormen of chidbsarng e adequate

afer the last Humea troatment.

Effects on abilty to drive and use machi
P ey hve a i fsne on the oty o e and use mactines.

it ot i ot o rpespiic ol o have ben o
ported n patints reaed with acaimumab.

utoanthodes

Undesirable effocts

mulip te points

e S S - by e 1 5% of s o

negatie at Woek
2 v s oot oS4 T it o 1 £ oot et

ort i :
s as wel a5 ankiosing sponci, a4l sponcyloartis without rado-
i artte, Grons d

104 weeks,

Gevations = 5 x

Tha datain
Hepato-bilary events

i conied e s ofHarkrs 1 strt s ot artls

101
pa- m Goatons >3 LLN Gcoune .75 of o vestetpatats and
Surmery o the safety profle I contiole Piass @ tals of Huira iy patents vith plaque Psoriass it
a conrol period dueaton ranging fom 12 10 24 weeks, ALT
ool Upper ety ot ecin and s, recin s o 1.85% of Humea-eated patients and 1.8% of controk veated
ons eryinema, fching, haemonhage, pan or sweling) headeche and mus-  patiens.

culoskeltal pon
Setous ahore actos hve bon oot b Harkes Tt

o

efense against
Fatala i raionng fcirs incling sepis, oppornisic rieciens
 reactval ‘ous malgrances (ncludng ke, -

of
ceratv cofs wih & coniol period reanging from 4 10 52 wocks. ALT to-
vatons 2 3 x ULN occured 1 0.9% of Hurmira-reated patients and 0.9% of

and safty of two body

upus.relted
‘onciions and Stevens-Jofnson syndrome. amont, AT Ot = 3 LN occurod 1 2% of ptais o whom
oxposed to concomitant imimunosupprossants a basoin.

‘Paedintic population heross o eiaions n clncal il patart wih rased ALT wor asto-
Unesiabl ofecs npoeitic ptents

In general el ‘reament.
a0 o (0 e 550 n cch s as ho
Tebuatod it of adversreactons.

& on prsmeroing sosten o o cepyed by oyt g oo 2t hig of malgrant andt

and rocu mon'z 1/10; common 2 11100

T80 < 100, e 11006610
Do esnated om the alble cala) n e 2 bkow, Wi e Fecuency

Reporing suspeciod adverse reactions after authorisation of the mecdcinal

An astarisk () appears i tho SOC cdumn s found ase-

S Undesrb Efoc Pt s s v h A g S
Table2 No duss Hmmng toxicty was observed during cinical mas The highest dose
mg/kg, which is ap-
Froquency 2
e
iecions axd Ve cammon | ety e iecions (recing on-
eV iy frong J—
raemone s, phanmots. nsp-
) | Prarmacodymamic properties
Gommn
Hooga ,
T e
g, 3'3; v
. by TNF, the levels of
i o, it sinholo
‘necrotising fascitis and herpes zoster) AT VAT, andCA:
o iocons, ol oot K00 | pregragees i otocts
herpes simplex, oral herpes and tooth ‘After treatment wih Humira, a rapid decrease in levels of acute phase reac-
aneof R,
{Including vulvovaginal mycotic infec- rate (ESR) and serum cytokines (IL-6) was observed, compared to baseline
Drcnepie, nga meston o | r =
Pacirs oo wers s s e P amisvsion. Palants 1o
Troriran | raaoges e reoing 13 | 5134 P Ly AT P oGoR S o
o pport.t scians and | ovon s
nens
serrpill e
o oo oo, o rosing HaTtory M e oo Pk Sricant rcion
e ie TG ot s ot e | o1 xorsson o TNEo v sen Endoscopi s i
o mnant
“"ﬁ“"": ‘I{“‘ Uncommon [ lymphoma*", soid organ neoplasm ‘Absorption and distribution
polyps] (including breast cancer, ing neoplasm Afler subcutaneous administration of a mgie 40 mg dose, absorption
oma™ | sl of agaama was o, wih kS Gonnratons beng
Fas oasmar e
NotKiown | FeatokricTealymghoma' Vel | o o e 4. A s mavrs s g o 62510
of the skin)" o ter doses of 0.5
malte iy 3 ot rtgu o 171513 TUhE s oo vy
oo | Ve Garon | cope e eI | V4 5003 o £ 1 s 510 h o il ot e
vt o7 saionyoss, 3 etz o weeka. Adimuan conoonvaions 1 syl i fom
tom dorders” | Gomy leucocytoss
Uncommn
Fare Parcycpami " spproimey 5 i o cancomtan mehateie a3
T o e oS hom (i cramdart pahomt) mspeso, T s
i i) e e
Tneammon [ sroososn” b
Fare s
g 26 mo/ 110 8 masemm f 40 m b
Metabolsm Very common | lipids increased ‘cutaneously every other week to patients with polyarticular venie idopathic.
and nurton ‘Common’ hypokalaenia, uric acid increased, anthitis (JIA) who were 4 to 17 years the mean trough steady-state (values
oo Dl e ol ocacaa, | mases#om Visok 2010 48) Sy acaimuamls concanvaion wis S6 5
e e i L on
oo
Poyearc | Common | meod erstons fnludng 5PN | patars i JA who w2 < yes o o sged 4 and bove weighing
oty <15 24 mg/m
Ve common | Hoadache homitior
o (oo pspi d
iy, ne 100 oo
o In patients with psoriasis, the mean steady-state trough concentration was.
Tncomman | controsod scogknt vemor, b oten
g
T ) Hura on ok
(e opc st 0l by Woscs oo
g
gcosaol
B o o]
iy i
rcammon | eye sveing. dpiop 7 D G G G s s 4 b
iy [Gommon[verigo o o 40 mg Hamva ey
it Iorders [ Gncommon | deaness, i "
Cardac mon [ tachycaria indion dose was 160150 o 8040 o Wesk © an 2. espacive
i ooy oo | b cependont cn  body wohl cuof o 40 kg A Ve 4, stiects ers
e ferction’, antythimi, randomized 1:1 to either the Standard Dose (40/20 mg eow) or Low Dose
. e G0 i oou) martonancs Tt o base o ek o wet
e o[ perenson. R e | 4w 15,7268 ST ot oo 404G 1608DMG) a3 10846. b
o [Cncommor | aote sy, vscrato ooar | 1%
thrombophlebis for the Stand-
Fosprson, o [aste, e, cough T mean rovgh
o o0 [ncomm ooy oo HETHERG | Cncaelons wes maanad n Siiecs ano connd 1o oo .
e [ P it oo Wl e gl g g sl
oo . . Do s
al Week 52 wys 15.3£11.4 pg/mL (40/20 mg, weekly) and 6.723.5 ug/mL.
P o s Pk
Gt [V o Yoty
Gorie o DME e s e s cots, g cnof 10 o sk
e o i, doca concantators of approximatay 12 poini duing the induction period. Mean
Trcommon g s oo
ek
oato biary vy oo | cvated orcnzymes in
dsorders”  nommon Pepan 1
tare lepatits, reactivation ts B" oy weight
R Hepatiis, reaciation of hepatis B, 1o have a minimal effect on adalimumab ciearance. The suum \cvsls of free.
ot ertaro" 106 lower 1 ot wih maserabio Ak P i o Boa Siea
Sinar o [Vay common Pt wi et ol mpament
et
Gommon g o ne ot ofpeciass -
oo Tp—
‘cluding palmplantar pustular psoriasis)’’ Humira has not been’ s'mn\sd in patients with hepatic of renal impairment
urticaria, brussing (including purpural, o v "
o
friguvierii i i
Cnoomren | noht ovea 0 s i e sy s
- e ol S vy el sy
e e e S v
s e parmos L‘vnamﬂw 0. 5 100 Mok 117
e’ " fstoqrapeld; sl
vy 1 o 00 1 s, Nt carceognky s,
NATow g o smIOms o Ty nors sl scsent of ry oy o, vt potaned
Py opobrats modos o on abocy i
oy common e, s ety 10 o TN ot kot o oo
270 CoeChe [ Gommon | muscio spams g oo e
Trcomman | ool PARTICULARS
ey
= oo Listof Exciients
i Jpus-she synek Mannitol, Citric ‘Sodium citrate, Sodium dihydrogen phos-
Roraiand [ Common e inpaimert S
iy Uncomman | Haematue, nociza Biden prosshate dtydat, Sodkam chiorcs, Poyortte 80, Sodum
s P
Feproucive [ Uncommen | eecle dshncion W for ctons
Sraom
e e res o compsiy s, s meton it st it e
iyt slsoyhony
taon o [Gommon oo, oecma o -
oo Tt S i~ oot e
estgators” | Common
{including actiated partil thrombopias-
e olongst, adoantbony | ow suplied
antibody), biood lactate dehydrogenase: with a plunger stopper rnmnmm mhhs’] and a needie with a needle shieid
Ty o [Gommon [ smaresing Pac
oo oo o Moy 08 o s ot
rooute 2l s 0 st SO, e win | et . s
Compicaons Sochotpad nabiste:
s hoin | oo . a bt
‘Special warnings and precautions for use and Undesrable Efects. Notal pack sizes may be marketes.
kg operebeloxensan s - o o o
coraing & el &yp. T y1nge g o pon & mase o e

Description of selected adverse reactions
Iiection se eactons

ek thomopestc dasoma

13.6% o pat

g, haen-
orthage, pain or swelig), compared t0 7.6% of patnts receing piacebo or

o of the medicinal prodc.

Infetions
In e pivolal contrlle il in ks and chicken, the rato of rfection was
1,52 per p 1,45 per

£ e e i decholpad natictr
. pre-filod pon, oach pad,in a blster

6 pre-fila pen, sach wih 1 :Amhupisd inablster
Notal pack sizes may bo market

‘Specil precautions fo dsposaland ather handing
Homira 40 mg soluonfor rfocton does not cortain presanates. Any unused

ton. Most patiens cortinued on Hurira afer the nfction resclved
e incidence of serious nfoctions vas 0.04 per patient year n Hurnia et
od patots and 003 pe patont year 1 placobo and acive contol - oatod

Manufacturer
Ses outerpack

Marketing Authorisation Holder

cations) and inasive opportnisic nfectons (.

iastomycosis, cocsideido-
loss and Iseross). Most of the
h st ignt monif ater nfiaton of

apy ancl may efoct rcrudesoence of ot

‘Mafgrancies and mohoprolferaive disorders
No maigrancies wera cbsoved i 203 paents aged 2 1o 17 years wih an ox-

patients. In acdt

Lo wih Crof's disease.

ueng the conicled porions of phlal i s 0 acs of o ket
12 wooks In curaton i patants with modorally 0 sowrely acthe houma-
10 s, anjosng s and sty wihot adogacn:

colts, melances. m

in cancers, squamous
ntenal of 26 (1.2, 55 per 1,000 patent-years among Humia-le
Fetets a1t 07 51, 52 o 1000 st s anon ol paers

Lusbvigahafen, Germany.

Date of Revision of the Text
September 2013




