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2015 % 8 B 28 H=[ FDA 7% DPP-4 15| B $82 5 (B3 * sitagliptin »
saxagliptin * linagliptin * alogliptin) OIREE N mEF AR B I LETUHEN -

E[ FDA RARSHBERE N ESIR 33 (rEE A DPP-4 #I &I B 5 *?u%ff
B2 BERMEE (arthralgia) FWBEHES > WS LRARTIENZEBEZER D
By 'EZRIRBE E-

2. BRIt EBARSH AN ERNERENBREM PR > BEnZBEMAD
BEHIRINFAGBER DPP4 IS B BERHE | REHFE > HERREFE
B—ERANER BALEBEARFEZBRER DPP-4 IHI B HZm (BK
DHEMED) SEEHIRREEBGHERBHER -

1. & & 3 Bl % & DPP-4 Al &l & %8 % o8 €] &  sitagliptin ~ saxagliptin °
linagliptin * alogliptin ~ vildagliptin 5 E}ﬁﬂ ’ ,\EP 2 sitagliptin 3% 73 & mo
ZHXHEER " EhmE&R, ETE TR, © 3 vildagliptin A0 %
mZPNHEER "ARRE, ETE @R, > HERIR TEEZR
AREIER E -

2. BRARER— B EREREE ZERMIZHN DPP-4 IH B HER 2 ©
AREIR ) B AEREMES -
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1. BEEEMH DPP4 IIH B BE A BREZTHRAFAHRBHNERR
Bl > ZERH S BBEITARREEM I B L IR B 45 152 A DPP-4 0l K 45 2%
miSE | REHFE  UREFERENER BERARFEEZBEREN
DPP-4 MFIHIFZE R (AR HEMA D) SBEHREEBE A RAVIE
Ak o

2. EWMALRBRERFE RS KRR > BZE 8% DPP-4 I HIHR %R
FRE% > WERBFERIBEEES -

1. 2A%ARM DPP-4 GBI BE R B LIRFSHRBEY (UERBRE)
MERAZBEERBEHIREEEFEMNBE AR > BUBSHNERA
8- BYIZ7REHERAER  BITERZEEm -

2. EHEANEnATURBETRRATNERAS -

http://www.fda.gov/Drugs/DrugSafety/ucm459579.htm

REZEHEYYARKREBRBR P OOFEEZGELIFEAS febuxostat B 7
ERESTERENBEARNKE > 11 Stevens-Johnson syndrome (SJS) 3§ drug
reaction with eosinophilia and systemic symptoms (DRESS) Z &4l » HbE= 1
BT EmEE -

ZEBRREERFEREZFNEMBNEAZTERE > HEAFAAEMOIEES
ERENBIARREZZm  BINEAPIIREAS febuxostat A7 Zm 2 HEAM -



RE - REZES febuxostat 7 ZEm (Feburic®) 2P XHE " EHEL
BB BHNEHA: "28MKER  EENERBEEGRE BEEEBERIE
EARKREE -

1. EF & febuxostat N EmUBEREEZREBREZNBEARKRE (SIS/
TEN/DRESS)  #HAOIEEB FA@IS © EMER B AR EER - O/ #4
BER REAZ  bEP BIZURERE  REBEE /8 B0 =8 -
RS WEARRRIKBEEEE IR EEENEARREZRA

2. M AERZERBLIRAIMENRE > BEBEASEEL UREm * 17
EURELHRES —RBBER  TEEEERRAEREREZAR
RE BEEEUAFELRIGEEEZE -

3. EEHBEA > FHE febuxostat N D ZEmUBERENEFEHB AR
RE> WREFRATE NHEREEEKE 42 EESESYHER
> BIUBFETLNZHNE KFEERANZE TAUBEERTS
febuxostat B D 2 m > M B BB E SIS/TEN/DRESS SRENEARNRIE -

4. & febuxostat N EmAZZANRBERNESRKEBMEE > ARZEEAN
BINEEAME (Cler <30 mL/min) & @ HERERAT D > BEEBEEE/)

N
IR 2 o

1. S febuxostat NN EMUEREFREBREINEAR / BEXE > N
RERRERRE O/ RHRER  RPFER > BEZEoERERARK
&> BEUBImEL=ZEEFE -

2. BERE febuxostat AEMM D ERMBEBHHEBARKREE - FEH
SHHEREEET -

http://www.fda.gov.tw/TC/siteList.aspx?sid=1571



Rivaroxaban Z% #1 — 1 3F #
fth an K #5 o1 B 2 O AR #7188 [ %5 m
(Non-vitamin K antagonist oral
anticoagulants, NOACs) * EEI1ZA
& rivaroxaban {73 2% g 57 O] 38 £
3 53R % Xarelto® film-coated tablet
10 mg ~ 15 mg ~ 20 mg * & [F % &
ZEEER " ARIEME YL RS
FEHEMNIZVD-REREFZHK
ANREB > B PERESHRE -
BREFAN: LRIE - SE -
FEWRARER 755 ~ #BRE - B%
TP R AR B M KR M3 - 4
15mgB20mg HEESZZE A
552 5 B0 5% Ak [ 4% EA it 42 2B R TR L A3
BEMREFKMZEMRE - |
m10 mg MEZEASZA " #FikM
wEehkiE (ZREBERZFIK
M%B5E) mE - UBEMERESZT
KREASRFMNE ZFIKDLEEE
iE o o ZAEIEIE -

SR rivaroxaban FII FE AR
MOEBEBRESIEEEZLMSH

=R =28F 2R BXE - 822§
MEZANEENEESE ZEEYARREBBERP O

ZEBERES5.6%  REABHIRRE
FMRERER 1% REBEEHK
REAMBBRFMEER 0.3% 7« &
SEORMNEMEmROJESIZIMNL M
RbE > B R 2R AR R = R
15| (National Institute for Health
and Clinical Excellence, NICE) ##
EHEBEREAORNRMETE
FreR E AT > O] £ Fd HAS-BLED (1
=—) AmEmER UEERES
ANBEErsE2ZE -

Rivaroxaban i€ < # A & A
AERENEFAREVNEERE Y
KE - NERZHMUSZEYE
(YnfE) B 6f & &8 M# & 2 2
mm) -~ ZEYEN B (rivaroxaban £
HEBERINEEEBANFHEMEE
rivaroxaban ZZmH 2 EY)) KiE
BEAER (NMEMERESE) &
STEFE EMESRIBEERR
miSE M ERE - KX EZY)
ARRERHEPOMEBENBERE
BT AT > & 7 R BN HRE S
BliBmERIE  BR-ALTERE
TRRNFEZEZE -



Hypertension (systolic blood pressure > 160 mm Hg)

Abnormal renal and liver function (1 point each)* 1or2
Stroke 1
Bleeding tendency/predispositionT 1
Labile INRs (e.g., TTR < 60%, applies only if the patient is taking warfarin) 1
Elderly (e.g., age > 65 y, frail condition) 1
Drugs or alcohol excess (1 point each) lor2
Maximum score 9

HAD-BLED ff5%5R >3 "Rt S ARG > ZEREPERILEBAELRESEMER -

* Abnormal renal function E& A R ES

~ BF 2185 Scr > 2.3 mg/dL; abnormal liver function

HEEEMTRER (W FiE) ABRBEMINERRBA ZE(ERBRERE (10 - bilirubin > 1IF
=B LR 2-3 23 AST/ALT/alkaline phosphate > IEEE ERZ 3 ) -

T Bleeding tendency/predisposition I B HMEFHEMBE -

% Drugs or alcohol excess ¥§ & ¥ antiplatelets * NSAIDs 3B > 80 EF / # -

EESxHEYARREZRE
KE> st2104F 783181
&% 1Ll & £ A rivaroxaban 5| £ A B
2 F& 2= © 38 3 IE 7K 1R #8 Medical
Dictionary for Regulatory Activities

(MedDRA) Z s E 2% 7 58
(System Organ Class, SOC) 734 °
TETEREANSSDT NEF
i~ MRl ARREBRERSE A7
f% rivaroxaban 5| £ H M HEE A~ R
[z FEHE T > fik Standardised MedDRA
Queries (SMQs) @ haemorrhage
(narrow term ) ¥3EF 2 Preferred
Term (PT) EFERMAERBEEAARK

FEEM - WANNE BB INEE - &7
FRZEEHMBESSHERREFE
T M > W 5¥ 1h 38 3 2 4 2 HAS-
BLED score ° & IN8E 2 5 it & B
Cockcroft-Gault equation * 5T E B
BERNTFERERPEIARRESR
SRIZANEREEEER - SHFAHER
7% 3B 3 Bk o 15 A BA ) B4 rivaroxaban
BEE %M UWRECCISZRER
ENMEEREYRRAFRER -
AR2TERREEBEREMARKE
BWARF AN EROERBER
BYFLEIFHZE  BEmEA
EBBRREREZTE SER
ZERZRERE > WEASHMNA
BEREMTEEEER -

Nt ]



KRETHEYARKRIERN A
MEBE TR 104 F 78 31
HiE> HEE 1394 %MEER
rivaroxaban S| EE AR & E Z B =
Bl > HopZe e HE 72 % (51.8%)
BIRERFI9EERS 74.02 £ 16.64
m(FHIREE) > FFBEHRZ
ARREEBREZZAENEAER
FIERBAELRIE - 580 4
(57.6%) > HEft 524 X T %
Bl (17.3%) K3 4@ K4 E 5l
(2.2%) -

FiiA i8R 2448 SMQ-haemorrhage
narrow term EF E & > HEFTH 50
BHOMEBARRERSE 8¢
MEEEBHREZRE (n=3) & > H
47 FEHMA DT - SLEEIF LM
ARMEBEZERFIOFERS 74.25 £
1284 5% (FHLEREZE) » B
ARNREBREZAENEAER
SNIERFEREE - 241 ETHE
WEZRB4H EBREMBER
ZHFREZ_ - BHRERZBE R
#  $8 Pl gastrointestinal disorders
&% 0393% (MFXR=)  EF
B 14X TERMNBER B —FB 77
R BEREEFRREAE D
F= 88 & i £ A warfarin FRBA R & ©
& A R 1 F rivaroxaban 20mg QD
(CrCL * 70 mL/min) & 74 H
FEATM @ $AFE 4 T8 M
rKEMEE DRREARERER
AEMHFIKRZEI T 38 #H nervous

system disorders Z £ & 8l E R
(19.6%) ' EFEIZ2HIETEM
Hoh | fIEEHERE D EAFTA
S1B87TTHREM > BERLES
=ME -~ #ERm - IKMEER - O
8% ~ P JE & fEF warfarin J8 & °
J& A £ f# F3 rivaroxaban 20mg/day
(BINEEARFN) FaMIPRE > 7R 56 H
fF 5§ & cerebral haemorrhage * 15 %
WA EZEYEE AR ERH
[ FE #& 2% 4 seizure * pneumonia °
sinus occlusion/ thrombosis * GI
bleeding & atrial fibrillation 55
HEBE BRETEYLERER »
AMNMEREIET - 581018 ®
haemoptysis ZI T FE Al - BERA
& M #AFS -

MRl
gogid 22 (46.8%)
=1 24 (51.1%)
K40 1 (2.1%)
Fie (5)
FiE +12HE 7425+ 12.84
& E 31-92
AREEER
BT 4 (8.5%)
BRED 0 (0.00%)

B AR 0
N 24 (51.1%)

HithBREAERIE 11 (23.4%)
FBREFARRE 8 (17.0%)
Wz 47 (100% )



Blood and lymphatic system

disorders 1 Investigations 2
Ecchymosis 1 Blood urine 1
Cardiac disorders 1 Blood urine present 1
Pericardial haemorrhage 1 Nervous system disorders 11
Gastrointestinal disorders 22 Basal ganglia haemorrhage 1
Diverticulum intestinal haemorrhagic 1 Cerebellar haemorrhage 1
Gastric haemorrhage 1 Cerebral haemorrhage 8
Gastric ulcer haemorrhage 2 Haemorrhage intracranial 1
Gastrointestinal haemorrhage 5 Renal and urinary disorders 4
Gastrointestinal polyp haemorrhage 1 Haematuria 4
Gingival bleeding > gizgiggrsctive system and breast 1
Haematemesis 1 Genital haemorrhage 1
Haematochezia 5 dRiesz]:.i(li‘zi(;ry, thoracic and mediastinal 1
Intra-abdominal haemorrhage 2 Haemoptysis 1
Lower gastrointestinal haemorrhage 2 cSl;(si:rggfssubcutaneous tissue 4
Melaena 1 Ecchymosis 3
Upper gastrointestinal haemorrhage 2 Subcutaneous haematoma 1
ig{;‘;ﬁ’cggjﬁging and procedural 3 Vascular disorders 6
Contusion 1 Contusion 1
Procedural haemorrhage 1 Haematoma 2
Traumatic intracranial haemorrhage 1 Haemorrhage 2

Petechiae 1

BREAZARRBREHEIEEAR—EMN L ALEAFARREREMEANBREGE -

RMADTZ 47 BEEMIARK
BEAKBARREBRRHE &
BRFETEINER—  BHRAEH
A AAE BT 3 I &= 8 A\ £ B bR i & &

HingE2ARREEIAERN &
eV E EK?&E%% A= >
PUE=AETEER M (RI) -



*

gzl

gL 2 (50.0)
B 2 (50.0)
FH (P EEE) 82%7.07
=658 (AR, %%) 4 (100)
<655 (AR, %%) 0
B IhAE

BUENAE

FHMBENEEBRE (mg/dL) 0.8
#E (mg/dL)

BUENAE 1
EEHEREEEZE (mL/min) + 70
& & (mL/min)

> 50 mL/min ( AR % %) 1 (100)
30-50 mL/min ( AR ,% %) 0
15-30 mL/min ( AR % %) 0
<15 mL/min (AR % %) 0
FEAES

BUERANE 3
FHERBIE (mg/day) 18.33
E5[E (mg) 15-20
> 15 mg/day (AR % %) 2 (66.7)
10-15 mg/day (AR % %) 1(33.3)
<15 mg/day ( AR % %) 0
HEERE (AR %)

BUENAE 4
JEEM L EESEEERTREEE 4

Sl E (100)
SAERFEN BRI ELRE 0
BREESTRE > MEpHES 0
FERBRFiE 2 BIREEREE
FRKEZEHEE

BUERNAY 3
MIFRRFEEEEHER / A (R 113.67/68
gE (X) 57-216
= 7days (AR ,% %) 0
8-30 days ( AR % %) 0
= 30 days (AR ,% %) 3 (100)
HAS-BLED (AR % %)

=3 0
<3 4 (100)

19 (55.9)
15 (44.1)
72.39 1 13.69
26 (74.3)

9 (25.7)

17
1.4775
0.63-6.3

14

50.34
11.24-112.80
5(35.7)

6 (42.9)
2(14.3)
1(7.1)

32
16.09
10-40

9(28.1)

23 (71.89)

0

31
21 (67.7)
3(9.7)
7(22.6)

33
71.73/26

2-312
11 (33.3)
6(18.2)
16 (48.5)

5(14.3)
30 (85.7)

3(37.5)
5(62.5)
79.24 + 8.75
6 (85.7)
1(14.3)

3
0.9
0.51-1.1
2

75.95
41.9-110
1 (50)

1 (50)

0

0

8
18.50
4.285-30
1(12.5)
6 (75.0)
1(12.5)

7
1(14.3)

4(57.1)
2(28.6)

7
37.71/7

1-185
4(57.1)
1(14.3)
2(28.6)

0
8 (100)

24 (52.2)
22 (47.8)
7425%12.84
36(78.3)
10 (21.7)

21
1.357
0.51-6.3

17

54.51
11.24-112.80
7 (41.2)
7(41.2)
2(11.8)
1(5.9)

43
15.91
4.285-40
12 (27.9)
30 (69.8)
1(2.3)

42
26 (61.9)

7(16.7)
9 (21.4)

43
69.12/26
2-312

15 (34.9)
7(16.3)
21 (48.8)

5(10.6)
42 (89.7)

26

26

AR —HBERIETCERANE A _SBRERFAEIRALEERAEREEAEREMEEARRES -
BRI =RBRIIEERELARRES -
T A Cockeroft-Gault equation: (140 - age) / (serum creatinine) * (weight / 72), multiple
by 0.85 for female.

I BENEKBZEEZAVERNAHYEE -

P BT EE RN



EREIR > A —Z2FHE
A 821707 FHEHBE
%5 18.33 mg/day ( EE : 15-20 mg/
day) ° #ET BRI Y% EA rivaroxaban
EARKREEREHEFHAR 113.67
X (P8 68K #HE :57-216
X)) s BRI ZZ2FHEEFERS 72.39
13695 FHEFEREIE% 16.09
mg/day ( 8 B : 10-40 mg/day) °
FEZ2ARNKEHEFYAEAS 71.73
A (P& :20K & E:2-312
X) G HR=ZFIFEE A 79.24
8.75 % » FIIEREIES 18.5 mg/
day (#EE : 4.285-30 mg/day) > F
BEXARNEHEYHES37.71 X

(hfug:7X #HE :1-185K) -
AR —EMAR — 2 EFEE S DUIER
EMHOEBHEEERRTREAES
MRERZ  AR=-RIRABENTE
MEEFKEELEARER T - &
HAS-BLED 4T  » HER KR &
BEMERENE BRmEA—
REEZEHSBHMALFIREEN » W&
DIDHEGER - HEMAl KRB INEE
EREFRREN -

Rivaroxaban 1R 2009 & 12 HE
SHEEZELT WM LHE (F
HEEBHEHBES2010/11/22) £
2015 F 7 AZFBEBREMARKE
ZEHE (MERL) - BIREEE

] n ERERRKE
1R
ﬁ EfttREFRRE
#
P BRREAERIERFA
EBR IS RS
" T
T 0 0 0 0 3 1 4
B HEANERRSER R A RSB 0 3 0 8 6 7 24
HittmELfERE 1 0 1 3 4 2 11
ERELARNRE 0 0 1 0 5 2 8
#az 1 3 2 11 18 12 47



WYEZXRFEM > B 2014 FHEA
HIRFETEAER > HER LM
BIME A3FBRIARRER
KRUBHREAFRAEREAER
REEZ -

KBRARREER DT ENEE
ZENFERDT > BIRLLT76-85 G
% (38.3%) B BWIATE[ESF
BRE KRR 75 % BHREREAER
SHIERBMAERBEERZ R 65-75
o BmEMBREARREEIER
BEARNREERZ  B& 76-85 %
(WFERKR) °

Rivaroxaban AR K [a] 48 & fiE & ik
BENHEBEXRAEREEFEA
ME—ToMBHREDARREE
EVEEE - NEBHREXEHEES
FE (MNxERt) - EHRBEERHA
EHEHMABHEBEREMET
o BRIRZEBHEGEWREE
BEEHENHEEERAEBES4H
Z> HohlBmEZRE B RESE
KK 30-50 mL/min ° EFERAEE
Es5HAEEHI15mg 145 4.285
mg (15mg°> BFA1-4FEAH) - 5
BollEREREINEBESEN
B 15-30 mL/min » HEREIEE R
BH15mg- M BE/IFIENZ
BIEBARNEBERT > AR :
1. Bl &F B& B8 08 = /)\ 5% 15 mL/min,
L BRESENESX TRERER
FMEZFIKREE > BEABE
HBH20 mg & 3. RANBEERS

et BEEAR=REBH40 mg 2
RESEEESARMKEINEEFAEEE
SHIEBER -

Rivaroxaban OJ 8 Z # ¥ X 5
FAezEB 2R MBI
MmeEpks - a0 B35 M/ R 2 eIk
HEREREXIEEE (NSAIDs)
F ; 225 £ rivaroxaban Z ZE¥) &) /]
E > 40 : B CYP3A4 * P-glycoprotein

(P-gp) HDHIEIGEA > %&AK rivaroxaban

M EEEMMIES S MmE R -
CCIS #:#& "' BRIFEHBARAUE AN
£ & FgE 0 & Bl rivaroxaban FA RS Bl
BT BE BR B 2 15-80 mL/min Z & A&
FER G2 B CYP3A4 T P-gp NI Gf
R o o3 4 Y A4 12 =2 BJL B B 2505 2R B
BRERIIHIEBERE (WEI) -
BIRS LM/ R ZE S NSAIDs 2
BIREGEHERB 114 ETAEERS
BRZ= N R 50-80 mL/min Z B 2
Bl 30-50 mL/min &t 1 B B INEE
RKAMEBBET7H - SHFEH CYP3A4
MP-gp MMHIBZREHL 7H > BF
ALEFBZ S PR ZE TR 50-80 mL/min 2
@2+ 2 4l 30-50 mL/min 51 2 1
15-30 mL/min &1 1 4 - % Bl &F A& &8
B * 22.83 mL/min & f}f CYP3A4
MM ERBTEBESELMERE
TZB SEINERMEE 24 -
It 9h » [B 85 F FE B $u I /) i 22 47 B2
CYP3A4 NI & £ 2 6 - H B &F
B B85 X 1 Bl 74 49.06 mL/min &
71.78 mL/min °



% W% & G

7% Rivaroxaban SIEEEMARREZARREEBREFEHR ST
20 | Y T = " ERERRRE
% 15 I|| " _—_I'_ T ——|————|| " B BERERE
£ ° 11 '_ | — T B A RS R A
5 + = ] =)
<65 55—t ;W)
76-85 g — " ZET-
FEROH RA
TEREER\FHRo2%H <65 65-75 76-85 > 85 AN st
BT 0 0 3 1 0
BRED 0 0 0 0 0 0
BEE A ERBRSERR A R 6 8 5 5 0 24
HitREFARRIE 3 1 6 1 0 11
FEREARRIE 1 1 4 1 1 8
#ast 10 10 18 8 1 47
#T Rivaroxaban 5[EHMAR REEZREZEREE - MEEREEREELBIEN T
EMEEOEEREERNTARSSURE BBRENEESIRREARE
<10 mg/day - - - - 1 - R
10 mg/day - - - 2 - - - -
15 mg/day 2 6 - - = 2
20 mg/day 2 1 - = 1
> 20 mg/day 2" - - -
BEHESTREABNFHEZBRRERESR BREERA
<10 mg/day - - - - - - - -
10 mg/day - - - 7 - - - -
15 mg/day - 1 = 3
20 mg/day - - - -
> 20 mg/day - - - 1t
0 HEREZEIEHEAEH 0mg  FERERERENRSS KRBT X -

TBHEERZEHEAMER 40mg - FEREEERER2X -

BRI BRMEZR 4 4 - HAA 43 HBBAH -
MERERZXEREZEEE/ O ER B RERE -



RIBSCRAEA(REE » £ rivaroxaban
SIEHMMARKREZAEE T €
Z1. 5k 2 BIEAR 3.
ABREBREER  HMBESE - 1l
MERYEM 4. PEAKBE 5. &
fffE A HU M /) H 22 Ga ~ NSAIDs 8%
81 CYP3A4 F P-gp 58 34 M # &l %l
ZREIRER - 2WAMAAZ 47 4%
rivaroxaban 5| A R [ & 8 ¥ = A
ZRABEF2H (WE— - FN)
BT RERRAFERNERR

XD LRTINESY December

AEREB 2 @HESN  HERE
TFTE2HNB23E HWREARK
B FREARNRESHAZANA
1-218 - BERKE > BA3EHARE
F7BREFAHK 111G BEF4T5
BREBEFEZ 14 - - BREGE
BENEBRFRERES 65 MU LS
REE KRREEABEBEES -
HMmESE - HMHERNBEMEAS
FHER M/ EE @ EE CYP3AS
A P-gp 5B MEHD S B 22 gy -

1

I

#Fz/J\ Rivaroxaban S| EHMARRERBR ZANEEBERESHER D

.{

&% \ METEZEEE 2R (mL/min)

>80 50-80 30-50 15-30 <15 K40

LM/ 22 @3 NSAIDs 1 2 1 0 0 7
CYP3A4 H P-gp @XM HN I 22 i3 0 2 2 1 0 2

S48 % A 58 T

=i E T E#

o EREFRRE

P HMBREFRRE

" ERFAERIERKTA

1 B B35 /8

"RT

El— Rivaroxaban S| HIMARRERE ZEEEFREE 2



65 Bl Lk

AILETBL B85 2R /IR 50 mL/min
BERASBEES LESE )
i M = e & I

hEESE 1

SO/ RS @Y CYP3A4
0 P-gp 3821 HN B ZE an 65

RKPRUHEEEY AR K
[f& 3% 5 & &l EE I rivaroxaban 5|EE
MARREBREABR/ES > BEF 2015
FTREEEATHARKREBRE -
MUARKREBER DAL - 38R A
ERREERREE ZAHBNFPHNE
X HEHESEZABHSR 15
mg & DTEBINEEER D > MEBEW
ERREEAMFMEES - B
OEEARREERRERSE ZE%
BENEBARZTZHER S MAR
REZRFEHIERE  FRARBBAE
BEEARREERAREZBS
REEANEIEURERS Z2EM
IE

7 ROCKET-AF’ Z #f 3¢ & >
EEERIFFMIEM O FEEE B EFEH
rivaroxaban B warfarin Z [E IR =
DEFE2EHMm/IFEZEBESHEEE
AR & & ME % (major bleeding/

18 8 6 36
8 1 1 10
15 3 2 22
7 3 0 11
10 3 3 16

non-major clinically relevant
bleeding events) 7 H & & 4 42 &5
(safety endpoint) ° % 32 45 R #
NE warfarin HEE T BB EE= R
(HR = 1.03; 95% CI, 0.96 — 1.11;
p=044) > MECE&EEA L M4
# Hl 2 rivaroxaban 1& 1% warfarin
#H (0.5% v.s. 0.7% per year; p =
0.02) ; BEFZEHMEGP B
B8 MBI rivaroxaban B # & &
SEAEE (3.2% v.s. 2.2% per year;
p < 0.001) ° 5 J-ROCKET AF"” Z
i 3¢ & > DL non-inferior 5% 51 tE &
rivaroxaban B2 warfarin 22 & [M & b >
#5 SRR % rivaroxaban 2 i M & & K
55 1% warfarin (18.04% v.s. 16.42%
per year; HR = 1.11; 95% CI, 0.84-
1.42) » 5 EWAR A BPRHI TG R £ ¥
ErlzgE L MEMERFAETE L&
2 ;155 > A& global ROCKET-AF B9
#5 R > J-ROCKET-AF X rivaroxaban
EHEEBEFEHMEHARBRELE



ERMEE > WR RO ERBIEER
BEXRERRERAAR  BERHERN
BEEHINZEREESZRERE -
FREINSTEIN- DVT/ PE U&7
W " SR REF IR E
B =t i 42 2% A f# 3 rivaroxaban
A2 #E B A (L enoxaparin A E &
A warfarin) ZREBRME > UEE
B/ EEBEEEHHBERERT
MEE% (major bleeding/ non-major
clinically relevant bleeding) 74 H
FE2ELTHARE - EEMSmMEL
1 /2 b 48 3 (9.4% v.s. 10.0%; HR =
0.93; 95% CI, 0.81-1.06) > MF
HMEHREEARFEHATAERS
B B (1.0% v.s. 1.7%; HR = 0.54;
95% CI, 0.37-0.79; p = 0.002) -
RECORD trials™*’ 73 47 % B8 &1 3¢ Ix
78 &1 & ] = 17 & 1 A rivaroxaban
2% enoxaparin Z & fEMEm > MUEE
4 M (major bleeding) B H £ &
ZEMREY BRVERERAZL
F8 & = £ > 1M rivaroxaban #H 35 IR
A 1 4 major bleeding %t T 2 5 £2
| B2 ZsEHIM (critical organ
bleeding )  enoxaparin #H Bl #& 2040
26 BRE2HB2RELM -
Abraham NS et al.'* 27 B 14 tH
KA RERERT—A ORI D
% (8] & rivaroxaban) £ warfarin
ZHBBELMER  ZRNEBA O
FEHEEEZBEBEBHMEERSD
7l 23 rivaroxaban : 2.84/100 & A E

warfarin * 3.06/ 100 & A F ; T IE /D
=88 &) & & B9 B % rivaroxaban :
1.57/100 78 A & & warfarin * 1.66/
100 WA FE - DUE@ 2 EEc W EE 5
o BIROEEE B EEIFLELE
BRENRME 2B S 8 T M/ kA
OO EEEEZZE HR = 0.93; 95%
CIL, 0.69-1.25; JE/L\[EEREN R & HR =
0.89; 95% CI, 0.60-1.32) - i #ff 3%
AREBEEYIERSEEE2>R  B&
0 /&L Bz (A 0 A 35 3R R e KR 65
mELMEREHTS  LEFR
SR IS EERESEMRGE -
Goodman SG et al.” 1 ROCKET-
AF il BB R MO BEER H M 2 &
A 0 BRESRFBF e R 65 U
I > major bleeding [E F2[E Z1E 0 -
1B rivaroxaban B warfarin Wi 48 & 4%
T2 EZERE (<65 65t0 74, = 75
years; Pinteraction = 0.59) ; MMZ
#1518 (multivariable model ) 1%
B Bl 3% 370 o] BE 18 N0 /& A rivaroxaban
2 4 major bleeding Z & & & F
B=AG R BN HEEKRR 0
mmHg * COPD /@£ ~ lF S E N -
JTHIf# A acetylsalicylic acid AR E
M- wEREREEGN EBXE
MEFEEMSUSEREER/FS
MREFTREARREUWSLRT - 2
BmEAERIERBAERFEREZ
B EM P - B bEEF IR 65 5% UL
F&EZ > ERFRRISEENR TS
2 EMNE S 50% - B @ (E



ZEARKEEA3 IEFB"‘EI¥L‘,U:%
Hit 1346 EARREERZAE
BmAER - ERHEAERSEM
BEARKRE  ##EPHEILTER
Z BEATCEAZERERZAS
REK > WARUDTERERRAF -
Rivaroxaban Z 2 % & = IR (2
HERERERBABINERSMRA
B - % AL BT B BR O 2R /R 15 mL/
min ZEEINREBRREZ— ° 1@
HBREHT > BIRB 1 HRALE
BG BB 2= /N\BR 15 mL/min Z 2 RE
FTHE SA2HRERBE8L
ZEEEZEZZHESE - @K 14
B2HERBEEBINEE (NEHEE
B % 15-30 mL/min) 8 22 & A3 7
=i Wﬁﬂ‘EKFEF‘EZLﬁE%ViJ °
Rivaroxaban {f BB P 2 & X B I 8k
AREBE > LHEHINETEEES XN
30 mL/min Z 2% > BRFAEZEHGE
REE5  NEZEE/NOMMER I
ERGENEBIEESE - ﬁﬁE 1Y)
BEARmASHAHES D > 3R
B 4 AR E R BB 2R/ R 50 mL/
min & 7 71 M /) & Z% @@ - NSAIDs
g CYP3A4 F1 P-gp #1 &l %l 22 @ 89
Z A - Al rivaroxaban KBERES
T#ﬁﬁ?ﬂ?ﬁﬁiﬁ HETNENER B2
% 1S AL BT B 28058 2=/ R 80 mL/min
Zr/\@ﬁﬁﬂurﬂiﬁﬂﬁ =
K I B PR £ 18 8 rivaroxaban & Ff Ut
BEQZAERBZINFEEREZE
M FEE D MmER -

Rivaroxaban & #1 — f{ O AR 1
RMZEm REBHRELEGEHR DR
P &¢ [ 22 md warfarin B EE 2 Z2 58
MARKRERREAL - ZMERE
I warfarin & » /5 & rivaroxaban B
piEER=nkiE R o HEHEE
Qﬁlﬁﬁﬂﬂﬂﬁ/\ﬁ" R =N Wi
oSt - HMHERE BT E
BWRELESHAZEZSEBREAFM
10 - B A rivaroxaban Z H| = FH £
ﬁﬁﬂﬂiur/\ SINBERIKIE > B

% e R BB A B 10 F A rivaroxaban
FHT’ BR Mk 15 B Th BE 43 22 W 7 S

EAS BREENGEERGESH
ﬁﬁfﬂﬂﬁ A F 36 7S 5 A 22 A2 = Bz
U &= & U8 # 17 rivaroxaban J& & °
PHREREATEEREE®ER L
ERAEBEPOELHIR 2HMA
RREBIEEEMR > DIEEFEHR
rivaroxaban Z & [ /& F& °
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AKomERZEYEmbim L
MEMEEEAMERE - BE 104
F1AIHZ9R30 HEAANEE:R
MARKRBEREY @ st @EEES
MEBERERBHEBEE ~ mAFER -
Ml - FARREBERKEBE ““"MI‘”
BRIETON  BREHZE
M 3R A ) R B PR AT 2 M A 48 (ISO)
¥ H A ISO/TS 19218 AR EBHALHE
( Event- type codes) TR O
mUNBEBESMARSHHE - £
E}iﬁ:\f—ﬂﬁ T,% LA Medical Dictionary
for Regulatory Activities ( MedDRA )
EEKGRE RS D (System
organ class, SOC) DDA

M EAR & EAHE t%ﬂﬁﬁﬂé%
WHO-UMC HlE Z Z# Y AR R EE
WmEF 2 EAEREMY (causality) &F
mR ARTEE, THEBIRE, -
"agE, ~ TR, TERAE
B ARG ANEARR -

LREEYBERIEEmR LEHERE
ERZmENE T 14F 181
HZ9H30HIE > 8% 255 HE
NEERMARREBREREY - AR
REBHRKFEUMBRBE - HE 207
B HERBBWMEEERGI2%  BEA
EBEREHEBE40H > 5 18.0%:
MERWBEBREEANRET 0.8% ° B
WEGZRAMREEUZLERE
5 62.7% > BHRIR 13.7%  BARIE

M AR E R Z 2 HE 23.5% ° M
EEHFHEBRAFRNBREGT B
B — ¥ m A FEETE 31-60 R Z
> 5 48.2% ; 21-30 5% & 61-70 5% Bl
DAlE Y 82% K 7.8% » 1 20 #% LU
THNREVERSI AU LLHESE
ABIEEBIERE - BIRMEGARKIE
BRE 19415 (76.1%) BEMEEI
MIKAMEBEE  SECHABREMER
1¢ HBRABE44% MEA 12.9% B

BREUCRIEFREARKRE - (R—)

BREME
BEAE 46 18.0%
] 207 81.2%
Hith 2 0.8%
fmAER
=] 35 13.7%
k3 160 62.7%
RHEI 60 23.5%
RAEERE
0-10 3 1.2%
11-20 4 1.6%
21-30 21 8.2%
31-40 38 14.9%
41-50 51 20.0%
51-60 34 13.3%
61-70 20 7.8%
71-80 10 3.9%
81-90 3 1.2%
91- 1 0.4%
RH 70 27.5%
ARREER
ET 6 2.4%
BRAE 5 2.0%
BEA AN ERESLIE 16 6.3%
RBAERREE 70
BRI A MR E 1 0.4%
@gg%um@ 194 76.1%
EREFARKIE 33 12.9%
G 255 100.0%
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D. 2R AKE 6 2.4%
E.OMMERKE 49  19.2%
H. E%gf_%)éﬁ( 20 7.8%
L ;ﬁ%ﬁ%ﬁé%ﬂ 144 56.5%
& &%ngﬁ/\ 16 63%

K. HEBERARE 4 1.6%
L. FEMNAEKE 3 1.2%
M. RRIARE 7 2.7%
N. BRIAEKE 5 2.0%
P. WHABRAKE 1 0.4%
FE e 255 100.0%
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BHZIERMEY  WERILBEE

B HHEOBAARNE $ﬁm1¢§ﬂ
E’\J46.3%’ EeEEEEHRMN
"E.0001 LIIEZZE ) 5 13.7%
REEKREEREESH "H.S5130 W
ﬁé%%&ﬁﬁmﬁh 5 4.7%  BRK
THEABBEEZERMEN '1.0007 3§
FRECTEAYD | & "1.9999 E At ( —
MEBENRIFM) , (Hba#H
BETEAR) RIHFNHE &5
43%° (KR=)

WBRIEZFE o
1.3540 WA 78 30.6%
SR KA .
1.3530 = 9| S s Y 40 15.7%
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#i ( Material ) 154 60.4%
tHIREME (Crack) 120 47.1%
M 2B (Material separation ) 29 11.4%
i ZF L (Material perforation ) 2 0.8%
PR E#R (Degrade) 1 0.4%
Mg (Material Material fragmentation ) 1 0.4%
&2 (Brust) 1 0.4%

et tEE ( Mechanical ) 24 9.4%
B E1E (Mechanical jam) 12 4.7%
BMETHIRE (Detachment of device or device component ) 5 2.0%
JEFERARYENYE (Unintended movement ) 4 1.6%
B (Leak) 2 0.8%
BE#EME (Retraction problem ) 1 0.4%

JEFEEAAYINGE ( Unintended function ) 20 7.8%
IFFEHARIINAE / R (Unintended function ) 19 7.5%
FEGY B KM (Failure to adhere or bond ) 1 0.4%

Fi&h - 35EB 57 BERIRE ( Activation, positioning or separation ) 13 51%
BMEETTHEHIREETEMN (Difficult to position ) 12 4.7%
2 (3FED) KBY (Failure to separate ) 1 0.4%

JEHEM 14 E ( Non-mechanical ) 6 2.4%
HEEE (Optical issue) 4 1.6%
BN EE#HESE (Communication or transmission level ) 2 0.8%

BAXRERE (Implantable device failure ) 4 1.6%
BMIETHMIFE (Migration of device or device component ) 4 1.6%

HEMERERE ( Incompatibility ) 3 1.2%
HEHRAAMTNTAIES (Patient-device incompatibility ) 3 1.2%

SMER{%{4 ( External conditions ) 1 0.4%
LKA (Loss of power) 1 0.4%

X FE R ( Computer software ) 1 0.4%
FERAEREE (Application program issue ) 1 0.4%

JA$E ( Temperature ) 1 0.4%
RAIAZE (Insufficient cooling ) 1 0.4%

EIRERE ( Electrical/Electronic ) 1 0.4%
ERIFE (Circuit failure) 1 0.4%

Hitn s A ( Other ) 27 10.6%
S alA (Other) 27 10.6%

@2t (Total ) 255 100.0%

P Medical Dictionary for
Regulatory Activities (MedDRA )
HERANEINMBEANEERM
FrEREBEBHEHERZSBE R
# 48 7l > BL " Surgical and medical
procedures (FMANBERZF) | &
& KRR H 5200 % (45.6%)

"Reproductive system and breast

disorders ( £ M MEH = 8B &£
BE ), B273%: 1M " General
disorders and administration site
conditions ( & 5 M #Y [ 15 K 1% 2%
EAIAR L) 4 & " Injury, poisoning
and procedural complications (11§ -
hEMAEEEESHAIHFEE) |
BIDRIAT 8.0% K 7.7% °



Surgical and medical 200 45.6%
procedures
Reproductive system and 120 27.3%

breast disorders
General disorders and

administration site 35 8.0%
conditions

ool compteations 34 7%
Vascular disorders 17 3.9%
Cardiac disorders 10 2.3%
Eye disorders 5 1.1%

Skin and subcutaneous

0,
tissue disorders © 0
Nervous system disorders 3 0.7%
Gastrointestinal disorders 2 0.5%
Investigations 2 05%
Respiratory, thoracic and
mediastinal disorders 2 W
Blood and lymphatic 0
system disorders ! 0.2%
Immune system disorders 1 02%
Infections and infestations 1 0.2%
Musculoskeletal and 2
connective tissue disorders ! 2%
Renal and urinary
disorders ! 0.2%
et 439  100.0%

et E-EHRRAOUEER—RBULZARK
FEEMR - Rt AR RBEMRBEANR BRI -

£% WHO-UMC 5 K 18 B8 M RT
MEEETEERMEARREN
MHEM D BYLTFEEBBEME
HTHBEDEE, kT OB WEH
SZE DAIA 59.6% K 30.6% ;
"R ZEHRBE 246 (8.6%) -
(&)

e =I=]l=S 152 59.6%

oJ &g 78 30.6%
F5% 22 8.6%
BErlAE 2 0.8%
OAFHh 1 0.4%
HaE 255 100.0%

" 2% WHO-UMC causality categories °
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%*ﬂﬁ% 104 &£ 1-9 AHBESE
REFEBMARKREER 124 &
ﬁﬁLﬁm#m4W)%%K§$
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BEHRME - EEMN 2011 FWE TFEA
BT e BEmMZE 160 BHLLLE
H?Fﬁﬂ/imqﬂm%_% > b 4R
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RS EMBEFNIEEEE
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AURAIZ I 5 S (bruising) -
% & (edema) EZ B % © (skin
discoloration) ~ B3 (infection) °

#5 81 (nodular mass) REER
(paresthesia) KIMEEE (vascular
compromise ) &’ EE FDA X
2008 FER 7R FEABRMITIER
HE - HEMEFNEE D TR 930
BIAREHBREANS S 13 EKX
B MEEEYARREBR T
DR FNINAERBZHNE ME

ABIARKREBHEN > B9 FE

2SEEE3I K EMFENARK
EEHHESHRERE - (BEHE)

HEFEBEANBEHSE NE AL
Z A R & FEE K F B MedDRA
Preferred Term (PT) # 5t 2 47>
B BERMEFHRFTAEBER
1ITENARKREER EP&HE
EM AR KIESIE "Injection site
swelling ; 15 J8 R ~ " Injection site
erythema ; 8 I8 KR ~ ' Injection site
nodule ; #1 " Vision blurred ;s & 6
I8 R K "Injection site necrosis | 5
BR- (BRH)

17 AR R E® "Vision
blurred ; & " Injection site necrosis
RBBREZARKE > EBXEE
%TEZTEAWLEJZ@Z%EZK?E
FEETERN  WRESB=-KRE:
K B £ %t (necros1s) CR]RNEE

(visual impairment) & 8 8 [z &
(anaphylaxis) » 338 & % & 80 fiI
RE BEEAAEEEFAFRAER
I TIRARKRENREREIR
HARREEARE " -

LR

102 103 1049

FE(RBEF)



Injection site pain
Vomiting

Injection site numbness
Nerve compression
Herpes dermatitis
Injection site hematoma
Discomfort

Rash pustular

SF il & K0 K-

Injection site warmth
Injection site bruising
Pruritus

Discolouration skin
Injection site necrosis
Vision blurred

Injection site nodule
Injection site erythema
Injection site skin swelling
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= B FDA iR 104 &£ 5 B 17 8
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EmIhmENERREE -
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BREBREMRRIEN > BEEE
Bt BERERTEERHLEE
A EERLEENTNEmEYSEE
% (TFDA) #ZBFF(HE - et E It
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20

BHH
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