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Xeljanz) Xeljanz/XR/ (tofacitinib): Drug Safety/ Communication - Duejto)

SR E RTINS AR

Foed A ER ~ BRI =
L+ TEEYaREn] - RRE -
—ME I Cytodestructive therapy °
Al E AR A - tHBRAEEY)
A podophyllotoxin * trichloroacetic
acid » 5-fluorouracil » 55—%8Hl
J&* Immune-mediated therapy °
& A g8 9% R 2K i R e
imiquimod  interferon #RJ& A 3E —
FHAVEEY) - AR EE B EEYG
B EAEE - QUFEH LLOMNEHG
o B E ARV - BUHES
AR » DA BE =R - HA
SAETE A EE fT] - HATE
T VY U =R A ]
fEERE -

TR ERIGH - T R
IRF -+ 3 R IR e st o R P
ANFE L P TS VR - S R K TR
B - AREH R - BEE
TR - DARBGE R E A
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an Increased Risk of Blood/Clots and Death with Higher, Dose, (1)

AUDIENCE: Patient, Health
Professional, Pharmacy, Gastroenterology,
Rheumatology

ISSUE: FDA has approved new warnings
about an increased risk of blood clots and
of death with the 10 mg twice daily dose of
Xeljanz, Xeljanz XR (tofacitinib), which is
used in patients with ulcerative colitis. In
addition, the approved use of tofacitinib for
ulcerative colitis will be limited to certain
patients who are not treated effectively or
who experience severe side effects with certain
other medicines. We approved these changes,
including adding our most prominent Boxed
Warning, after reviewing interim data from
an ongoing safety clinical trial of tofacitinib in
patients with rheumatoid arthritis (RA) that
examined a lower and this higher dose of the
medicine.

BACKGROUND: Tofacitinib works by
decreasing the activity of the immune system;

an overactive immune system contributes to

RA, PsA, and ulcerative colitis. Tofacitinib
was first approved in 2012 to treat adult
patients with RA who did not respond well to
the medicine methotrexate. When FDA first
approved tofacitinib in 2012, FDA required a
post-marketing clinical trial in patients with
RA on background methotrexate, to evaluate
the risk of heart-related events, cancer, and
infections.

B FDA F5& — IEAE 1T HHAYER ARG
B FAFR AT ER - BB Rt o iR
MRAHTA (rheumatoid arthritis, RA ) 5 A
{50 PR S F = 75 2 1Y tofacitinib o FHEH
Lk o ARBIIAP R - 2B FDA #41
tofacitinib FTHY FHEEZL 2 EEH » Xeljanz
Xeljanz XR ( tofacitinib ) 2L 10 mg & HREX
TGRS A R B - nTREEr i
MR AIZE R » S35 R P A DA 253
RAAERAE G » BEAh » 3EE] FDA A% e
tofacitinib {EFESS PRSI K+ R AHRE
e B At SE Y A A RO E R SR B
EHEITERHBEA -

Tofacitinib FY{E FH B By R 08 %8 SR
HATE T - @RI LRY RE R & 52
RA ~ HZ#E BT 78 (Psoriatic arthritis °
PsA) FIERIZ MR C - S5BI FDA 2 2012
FERLHUE tofacitinib JGHE ¥ methotrexate [
AMERIEEA RATE A - [F]IRFSEE] FDA 23K
= {5 FH 3 methotrexate 1Y RA 5 A EST
RIS - DA O AHR A
AR ALY R -

(548

FHRAEN S B 455 2275 FDA g4 -

https://www.fda.gov/safety/medwatch-
safety-alerts-human-medical-products/
xeljanz-xeljanz-xr-tofacitinib-drug-safety-
communication-due-increased-risk-blood-
clots-and-death?utm_campaign=FDA %20
Medatch%?20Xeljanz%2C%20Xeljanz%20
XR%20%28tofacitinib%29%3A %20
Drug%20Safety%20Communication&utm_
medium=email&utm_source=Eloqua
ERRIR : EBIFDAZ ZEY R EES
BRHRME © B ARE B EERAER
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25 =& (Curcuma longa L.) B
SZEFIN (Curcuma phaeocaulisValeton) iRz 3reR
ot BEFBFRIM (Curcuma kwangsiensis S. G. Lee et C. F. Liang) (‘\ﬁﬂ"t;
SBE T (Curcuma wenyujinY. H. Chen et C. Ling) CRFRITT) m
E5 (Curcuma longa L) (EftEE)
SREE (Curcuma wenyujin Y. H. Chen et C. Ling)
x| EFII (Curcuma phaeocaulisValeton) (KEFhER) IRAR
BEFFEIM (Curcuma kwangsiensis S. G. Lee et C. F. Liang)
(HEE)
RE& RE% (Curcuma wenyujin Y. H. Chen et C. Ling) B -8
4
PERASEYIE

SREE Curcuma weuyujiu Y H.

Chen et C. Ling

BETBFRIIL Curcuma kwaugsiensis

SEFR I Curcuma phaeocaulis Val. S.G. Lo ot CF. Liang
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Timolol ARZ&7K R] BE B | I BB IR

O 3¢ /B
AR @ DARTLBkERE 80 5% » Bt 8l 60 2% » T brta i
FiEEELIRAVERZE/K Timoptol-XE® * 2 &G
EZEAHRR 2
BEANE © Timoptol-XE® HREE/K . Z T 47 timolol eI FiE M
beta blockers * FREEECLBEEE o IEH A LBEE
K Fy 19538 60-100 K - ZZD BB 60 K / 53-8
BB ~ RIMEE - RS EIRGE T B F g8
E R IG wb R =  EI S el oy 4 R TS
BE [ S HIARRLEE D - DIREAL 2 A R R E -
ZERMRZ FNE RIS
T G HR Ry — T b e AR 8 3 ki ) SR B9 - AT
WREE A IR A B M ~ R ROER M - SOATRAEE| 22
FE AR E » 73 Rl A Br 28 1 S P A PASH M - IKIHREE E7F
B G T IR R BRI 255 - AR ¥R
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SERE ~ RN - DEOIEH ) A EE DL S e T R Ok
BRI FERAER 73 b A B T DGR B M R A BB
FOUHRE IR EE /K Ry va i 38 » ARTE I T © (1) S5
AR B 7k HERR » 8E 5205 B 58 prostaglandins ~ alpha adrenergic
agonists ~ cholinergic agonists ; (2) JAPHRFE/KAER » B4,
%711 55 alpha adrenergic agonists * beta blockers * carbonic
anhydrase inhibitors © FH prostaglandins AR AR B 4T » 4l
latanoprost ( Xalatan® » &F1fiitH ) » A N 25-35% HREE » ELEK
Rt ZAREI B RN ENEEE N - 5 B — e R S S A
& B R S — R T AR (R R R S i 5 O 4
R ANMEERF » I A] =5 R 8 S BT e -
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3 T AR A SRR - FCBRHY 8090 Z5 At IR I B S
B S RE R B A 2 SRR ﬂ]ﬁff/\\30ﬁ§;¥ﬁqa_ﬂ“7ﬁ[ﬂl¢
IREE ° Timolol B LM B2 B & FTRES [ 3L ~ O
AR LR - [HZEAR R ~ JKIE (RIS - Skl
0 ~ S R EE I MR ZE IR IR A R SR - A
AREE/K B2 FE 2= [H#F (AV block ) » I EE{5E F FRF ) = R R &
IR - e =R - AERHR AL A LIS R
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carteolol ~ betaxolol ~ levobunolol % » £§78/[V 3t 2 B4 &l
YER o BEAF » 55 timolol AREE/K IR L B /& & O FH Ho AR

Pk [FIXEZE S » A propranolol 55 » AIRESE I CEEN 1 FH 2% 2L 18
X o
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25
1. Quaranta L, Miglior S, Floriani I, et al. Effects of the timolol-
dorzolamide fixed combination and latanoprost on circadian

diastolic ocular perfusion pressure in glaucoma. Invest
Ophthalmol Vis Sci 2008;49:4226-31.

2. Hopkins GA, Lyle WM. Potential systemic effects of six common
ophthalmic drugs. ] Am Optometric Assoc 1977; 48: 1241-5.
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