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GilenyaJ(fingolimod): Drug|Safety/ Communication - Severe
Worsening|of/Multiple Sclerosis After Stopping/the Medicine

AUDIENCE: Patient, Health Professional,
Neurology, Pharmacy

ISSUE: FDA is warning that when the
multiple sclerosis (MS) medicine Gilenya
(fingolimod) is stopped, the disease can
become much worse than before the medicine
was started or while it was being taken. This MS
worsening is rare but can result in permanent
disability.

BACKGROUND: Gilenya is one of several
medicines approved to treat a form of MS
called relapsing MS, which are periods of time
when MS symptoms get worse. The medicine
was approved in the United States in 2010.

RECOMMENDATION:

Healthcare professionals should:

- Inform patients before starting treatment
about the potential risk of severe increase in
disability after stopping Gilenya.

- Patients should be carefully observed for
evidence of an exacerbation of their MS
and treated appropriately when Gilenya is
stopped.

+ Patients should be advised to seek immediate
medical attention if they experience new or
worsened symptoms of MS after Gilenya is
stopped.

- Test for new or enhancing lesions by
magnetic resonance imaging (MRI) if an

2% (il A 1 & ¥ ¥R

BlETR:
ﬁa E’ }ZE ﬁ]t B Eﬂi Eﬂ =]

increase in disability occurs and begin
appropriate treatment as needed.

- Encourage patients to read the patient
Medication Guide they receive with their
Gilenya prescriptions, which explains the
benefits and risks of the medicine.

Patients who have been instructed to stop
Gilenya, should contact your health
professional immediately if you experience
new or worsened symptoms such as:

- Weakness

* trouble using arms or legs

- changes in thinking, eyesight or balance.

Patients should not stop taking the
medicine on their own and should speak to
their health professional first, as stopping

treatment can lead to worsening MS

symptoms.

Gilenya (fingolimod) Fyit¥Fi{E 25 1 % 5%
MREALE (multiple scler051s, T8 MS) & B
bl © B FDA BAMEEYI 4L %31 » Gilenya
—E'F?"% ? MSE’]er(Tﬁb/u ﬂ: FeBd4E

BERI B SE AL B R B - GE T2
BEACRE R AL BEARZE - E R REEE K
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B ESE A BEE ST

1. BHZAHE A EE G RATE S AR A
{5 1L 055 ] Gilenya R RESS N B 2R RE L TEAE
J\fgz -

[ AFIEH | ZEEMBHBRBEITENRIIE AN - TTEREEFHRISHEMZRE @ BlEEEE
BIRA ¢ (1) FBEE
net.tw MizERA " ETRHZERMBHIE TR 1 - (2) AIEETPIPEA

e-mail %8 ~ 44

‘EIRE

2. HIRAIE LB Gilenya IFf » JE/]VL
(E'J% S B MS EALRIEDR - W2 E
A ©
3. FES AR A » Gilenya f& 1L 5 HIH
T BCEACRIEIR - ESZ RIS -
4. QSRR RERIRTLIE I - 7500 P ARG
Fe4lk (MRI) A2 75 5 57 A B0 58 89 9%
ki A FAAGE TG -
5. SEDE A BRE Gilenya & B3 A E
Ko FHEERERT - DLT RS EER It R AT -
PN G-
{ 1L BEFT Gilenya 9 A » 2R H BT
EI’JEZ%%EI’\JE% » FETZENIER B A
AN - FETT ~ SERIEFE T T B
JBE’J?JJT’Fﬁu#E RS PRy OE - (2
Jt(’ﬁ%@ EEIMSFEAREAL - R A E
% B ATIR 1L BEY) - {7 SERT R SE B B R
?ﬁkﬁﬁﬁmm e
AH A GRS B L
FDA #g4k :
https://www.fda.gov/Safety/MedWatch/
SafetyInformation/SafetyAlertsforHuman
MedicalProducts/ucm626264.htm?utm_
campaign=FDA%20MedWatch%20-%20
Gilenya%20%28fingolimod%29%3A&utm_
medium=email&utm_source=Eloqua
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2. BSEHE ~ TEEINR o FAUREIR S IR P SR Y 75
RS o HERRERZEER 1994 5 15 (4) © 58~62 ©
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£ PRI OER TR OHS5:1130cm BEEF 1 155ke
I Ak ¢ EEE (40.2°C) ~ R LR TR

e #i#r & ¢ Influenza A B51& ; Influenza B (24

2 B AR

UES S 5%/58 g | x| #a
Tamiflu® cap 75 mg (oseltamivir) 75 mg BIDCC PO
Anti-phen® syrup 24 mg/mL (acetaminophen) 7 mL Q6HPRN | PO
Ibuprofen susp 20 mg/mL (ibuprofen) 7 mL Q6HPRN | PO

&R HERE
£ &R 7 : Tamiflu® cap 75 mg (oseltamivir) 1 cap BIDCC PO
JEAERE 7 ¢ Tamiflu® cap 75 mg (oseltamivir) 0.6 cap BIDCC PO

B2 5 5T
1. RITHERKEAERBAOT :

(1) A] {5 A acetaminophen B¢ NSAIDs DUfE 2515 ~ SEIRAINLAE RS
FEAR

(2) Tt e - EESK -

(3) A {5 F R Il ( neuraminidase ) fINFHI] 5 FHIRERE By iR 284
48 /NRFLLA -

(4) B AR R B i % e 1 g #0761 B oseltamivir (AR BLA] ) ~
zanamivir (AR ~ peramivir (FEHHIRY) -

(5) Oseltamivir i EIEHEEFE L 5 K o s BRI &R 75 mg BID ; iR
PHERZR - RT 1Y S B E R R & Fy 3 mg/kg BID » {HHI AT
IRTFE N 36 M RS - RIBERAE » WA 38 FH BL i
& 500 1 E] 12 B S TE R AL A E A 2 -

Oseltamivir R (1-125% ) RRECAEEIE

g = B = 75 mg B 10 cc UK
<15 kg 30 mg BID BRIEA 4 co
> 15 kg to 23 kg 45 mg BID BRIEA6 co
> 23 kg to 40 kg 60 mg BID BRIEA8 cc
> 40 kg 75 mg BID

2. SERERA -

(1) AR R TR KA - BERMBAAT oseltamivir » {H A IS 5 5 751
o R 7B 15.5 kg » TRIBEEGER] EERS T oseltamivir 45 mg BID ©

(2) HRTEE BN oseltamivir (EEE LB R RY - 25T HH S %
A2EHAR  BEBBRITFEETR AR - MAERE M
7K FREEBIH R R R U & - F P RUREREE L H B AN AT
H - INFRHEEIR - FIIMADE CREE—ARE » 5 mlE4)
HIFHRIR RE YRR A REIR » BIAIREZK - BESE - BITRREG T (A0FEhE
BEERE) F o SAARRIRIRA -

2588

1 AT AR AR E S - TURPGIE QA Tt - 2t - #idEiEs]
BN E R - 20165

2. Tamiflu [package insert]. Switzerland, Basel: F. Hoffmann-La Roche Ltd;
2008.

3. Lexicomp Online, Oseltamivir. In: Specific Lexicomp Online Database.
Hudson, Ohio: Wolters Kluwer Clinical Drug Information, Inc.; 2018; July
16, 2018.
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Tadalafil Sandoz® |

Tabl Y snvil

Tadalafil “”~ o 2me 88
8 Toble .2 SAN, | |

Tadalafil Sandoz® Tablets 20mg Ol S
“Hm;ﬁl- =
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