aaqs I ERIFLUNOMIDE ¢

L m6—n  aFRARERTS SR

’ y A’\‘: ““"

, »
y
2 LR
<~ ’ - 0 S *
a. 4 3 ‘.‘ ‘ °
. Onla :

—_
-t &_' ¥ - |
W N 22N e
Rt N \ \: - = ‘
- N \ 3 " a k’ 9 :u'_ L
i 4

) et el ' MmN ' Al T i : — NEN —EEs
ren C. Glaas AM Mu tizde Sde PR ST N TR LT M ]
' W o W5 A 1< w8 b oo it s atarsms patis [\ Ceses: Docomber 28 2075
' Prizsiaot Charester Noaw=iner 20° 80, sancfiaseray. Pa
§ ' erzus ancd the o eow ol s Aunamede. Acts Swarn Scand 201 12800522 ' | N ‘
s /
’ e el O 20 SR Y 05, A TN SN0, D . AIVOX i / ( | 4 .
\ i L
: .

° 2



REEZHMEWRLIE ?

BoaH 2 SE MR AE

® 2 IB{bfiE(multiple sclerosis, MS);2—@ 1814 B # LIFERIRYZR

o CHERMRAEH  ELBIGEATERCRS
(central nervous system, CNYS)
e CHAAREERAEMIR  DABNGEERFIRRNEE

ST SN  ABREE

0%%&6%&&"‘%*,] ‘%"FQE k& R4l "\ fzé‘gl,_{ bﬁ f\"é—‘ o)
B R AR RS R A S

o SR ERIRTHRIE - MIENSIREEESW PR BERE

® [E MR LAETD » R AEHZEM SREHERK » ETH
@Jﬁ“hﬁﬁﬂ

SEMBLENERER
o FERRR BN A AR

e 1R Nh%i8

® fERE K BB ThRE R
j% P4

® fiife K R i

#%1}1

RERNZRMBAELR "ER-ERULRMEE
(relapsing-remitting multiple sclerosis, RRMS) » #785%[9%/1)% 52
BT BB HIER - *E\ttf—rEﬁ/\%fi@@”‘iﬁfﬁ@z &1k,
R EEMR NN REE A BN BEHRE TER, )




TERIFLUNOMIDER§7}y TERIFLUNOMIDESN{a] SE{ER ?

B teriflunomide's teriflunomideEB BB E SENGRIGHER - REBHERG
o teriflunomide R A YA AL B-AEAR AL % R LR (L FERO IR ¢ ESTLBLEDREN  BEERNCEMWREER - MR

REMAEEELER - BERAPE RS

o teriflunomide @ — KA/ NN IREL » SLBBRARIIES
= ® teriflunomide & BN NE AR ER GO E RS FTEEmRE -

o BETNEREFBERE » =N BEMR RS R R AR RO B
o H/ER R SBRe ® teriflunomide R EE IF R LGHME » REFBELEN®
® HAMEE

i BEEEAR
’ — @ BEERNZSER
\, BB PR R,
» . °

AUBAGIO 14 mg
iim-coated tablets

f #EZteriflunomideiB i
ELEROSGMIE

FRESEAK

teriflunomide

(BEA) 2 s coed ks



TERIFLUNOMIDEG] {5 E R Eh ? TERIFLUNOMIDERYZ 214401 ?

teriflunomide& B o jf 18 2 M IR (LERILAVRE teriflunomide 14%% Q’]ﬁgﬁ L& S AERS RIS
#8if2, 2008 EESH
teriflunomidefEMEN B E M1 RE S EMAE
453 B 24 teriflunomide( 1438 55) O#E%I{":’H@:ﬁ} :
% - BUR RIB O
80 - - FFRFE(ALT) L5
il -  ERSEEEREEL R ERERS

SE=ERIER

W i e ) * EERBRRD  ERRBODREEMN - RENTERE

PE - BEELSALREGE

teriflunomided] I R AR NARNBERE"’ ¢ [k Ateriflunomide(14Z )M E#H B FRSE AR ER
® i3 i 24 teriflunomide( 145 5%) e T

BHEEASEAER R

56%

ﬂh\‘#ﬁ-ﬁ?@ !]7546%‘

© teriflunomidef) ZE) 35 AT &

MRI)52 ifl id ¢ 2 ks = BF
N3 ER(MRI 2 Biteriflunomide BRI i T AL MK ST (9 & 5750 51 Ve F A ES

@ JE S B 26 teriflunomide(145E 5%)

64
SETFRESY [gadoITnium)‘F

2B IR ERT

H H BN A 39%°




=S TERIFLUNOMIDE;AERIEEREEE ? Ak FBTERIFLUNOMIDEZE#Z 2 HfLEEI %% ?

EZteriflunomide; BB HIRETEAKBE' AR FBteriflunomide 2 iE S — M B REE
® FREABRINZMERTREREREELLETEIER B ERiteriflunomidejffE{E ' EEREREIUTESR
o S/ M ® £ 618 B iuteriflunomideja i HiE » HEH2EBBREBEFKF
o SEFFEEEKF(AL - WA RIG8EHIRE —R » HRFREAME
o MERE E K E(complete blood cell count) » BiFH MK ® oA HAfE = B H & 1 /B
SEREE R /MR E ¢ I FRALEBRENAMAEEE R ETORUERS




TERIFLUNOMIDEZE4)): BA RS =&

Presentation: teriflunomide film-coated tablet

Indication: Treatment of adult patients with relapsing remitting multiple sclerosis
Precautions: Blood pressure, ALG/SGPT and complete blood cell counts should be monitored before and duning treatment.

Contraindications: Hypersensitivity to the active substance or exapients. Severe hepatic impairment (Child-Pugh class C)
Pregnancy and lactation. Patients with severe immunodeficiency states, e.g. AIDS. Patients vath significantly impaired bone
marrow function or significant anaemia, leucopenia, neutropenia or thrombocytopenia. Patients with severe active infection.
Patients with severe renal impairment undergoing dialysis. Patients with severe hypoproteinaemia, e.g. nephrotic syndrome.

Dosage: 1

4mg once daily.
Liver enzymes should be assessaed before initiation of therapy - every two weeks durning the first 6 months of treatment, and
every 8 weeks thereafter or as indicated by dinical signs and symptoms such as unexplained nausea, vomiting, abdominal
, SINUSITtE

pain, fatigue, anorexia, or jaundice and/or dark urine. Patients who consume substantial quantity of alcohol. Patients who
Warfarin. Organic anion

develop serious infection during treatment. Patients who had a history of interstitial lung disease. Patients with pre-existing
anaemia, leucopenia, and /or thrombocytopenia as well as in patients with impaired bone marrow function or those at risk of

bone marrow suppression. Use of live attenuated vaccines. Coadministration of teriflunomide with leflunomide. Co-adminis
tration with antineoplastic or immunosuppressive therapies. Patients with galactose intolerance, the Lapp lactase deficiency

infection, laryngitt
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or glucose-galactose malabsorption. Drug Interactions: Rifampion and other known potent CYP and transporter inducers
such as carbamazepine, phenobarbital, phenytoin and St John's Wort. Cholestyramine or activated charcoal. Medicinal
products metabolised by CYP2C8, such as repaghnide, paclitaxel, pioglitazone or rosiglitazone. Oral contraceptives. Medicinal
, theophyl
tinea pedis. Neutropenia, anaemia, mild

®m+

products metabolised by CYP1A2 (such as duloxetine, alosetron, theophylline and tizanidine). \
OAT3) substrates such as cefaclor, benzylpenicillin, aprofloxacin, indometacin, ketoprofen, furosemide,

cmetidine, methotrexate, zidovudine. BCRP and/ or organic anion transporting polypeptide B1 and B3 (OATP1B1/83)
substrates such as methotrexate, topotecan, sulfasalazine, daunorubicin, doxorubicin, statins, nateglinide, repaglinide,
keletal pain, myalgia, pollakiuria, menorrhagia, pain, elevation o
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viral, oral herpes, too

alopecia, rash, acne, muscul

ifampicin. Undesirable Effects: Influenza, upper respiratory tract infection, urinary tract infection, bronchiti
pharyngitis, cystitis, gastroenterit es, toot
allergic reactions, anxiety, paraesthesia, sciatica, carpal tunnel syndrome, hypertension, diarrhoea, nausea, abdominal pain
ase, neutrophil count decrease, white blood cell count decrease. For uncommon, rare and very
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Preparations: 14mg x 28
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Full prescribing information is available upon request.
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