r}j}{tl Iy;r{ﬁé\“é}”r

" daollan®

LI %l FREYIR
WA

TERHEEGAG2EMEE &

Mk 0 106646-& LT REE - Fo 3k 1 829
3% 04
7}’(%&?/‘\ HIEIE
B 1 (02)2752-T286 544121
122 (02)2771-8392
Email : a040827@mail. tma, tw

%X E e BB A
B A PERBII4EI0H238
Bk 28 E 5114000139338
AN S R
BERBERGIIAFIHR
M ex
K X5 HeMARBHSARENSEE Rl TOpioldiE R L B
TR MERERE | FOBHARRLBHMETEEEYS
HERERwmBERR -
A
— R BERBAA R LR T EZII4FI0R2IBIDAZE &
1141401559%F % 32 -
= AFFE 7‘$Aﬁﬂﬁé§

FA AN B %A%'ﬂ”:?
A

. EFA

&2\ ie.
— GirA R s e
j L. HLP.:O_.”7.

UJ'M* T] E@l\@'
‘;1 %&F}R A0
7577
e

F1H #1RH




#

3T

1% B
FRARF R

BrA RPN L EMETIEE &

Mok 0 115021 & 467 db i B AT PR s — £
13041095

B4 A KT E

Bk B3 1 02-27878243

£ 5 0226532073

EFH4 ¢ hhko@fda. gov. tw

XXETEREAEF N~ TEABESE
BX A P ERAI4E10A21 8

3L
iR A

F3E 0 FDAR F 8 1141401559%%
- E R

B F R R AR R

P4 -

£

J«I\ Eﬂ

EA

BlA

" OpioidBEm o ik 75 % 5 A B HURR iR & ¥OEAH
RAFWE 5B Be 8 -

CHEERNFECEAEMESR T BLRAEAG LS
B ZBEGREETW ) UEEBARERS -

RS REFREAREEEA | TEREEY
(http://www. fda. gov. tw) " E |, > T¥#%EE, >
B, > TR THEE/BERE, > "ERRZLT
W T e

#i&@ LA AMAS G ~ PERRARGAGERMAG - A EA LM
AR THEREZHNANG2AWAGS  TEREABE AWM - oW N ¥
1¥H¥A@ EhTEEREFERENE  PERAUEHES G #%&
Iﬁﬁﬁﬁﬂiﬂéﬁl%A@ ABEEAFPERES L8RS - P ER B M
R e %iwwﬁ%@ﬂ%@~u@ Re s SRR
GMEEARRTECERLTR G AR DARVEERGE £
@ﬁ@ *i&l%ﬁ%%% éﬁ &%%%% . ﬁmﬁ”ﬁ@~ﬁ@%
SERBRE - CHERBEESLE A?ﬁﬁ%%@ 2 E A EE & E
i%ﬂ%%@‘éﬁﬁéﬂ%%@ GHFNEREE - &8 éﬂ@ &
HEREGENE S @\¢%&mﬁﬁém@ sHBERERES e
Tiﬁﬂ%*ﬁkﬁﬁ%%*%@%A%%%ﬁ%*M‘A@i%ﬁ&&@ﬁﬁ

1A #%2H




g ‘\”5. ,ﬁ’l“gi
P e T

i

B

B #2FH
#® o
&




Opioid Ak 2L 8 B R 2> F AR EE L

HEAHE 114/8

3+

9‘\ uﬂuﬁkﬁ}-

Opioid %3(5% 1 #8).k 7% & » &, alfentanil  buprenorphine s butorphanol -
codeine ~ fentanyl ~ pethidine(meperidine) + methadone ~ morphine -
nalbuphine ~ opium ~ oxycodone ~ remifentanil » sufentanil ~ tramadol g,

2o
B AERA L AESH/R RSB RV T 300 %% -
BT R £ #4945k ¢ https:/Imspig.fda.gov tw/web/DRPIQ/DRPIQLicSearch
*ﬁiﬁgﬁizi Yo fit 4
Ber® Vp B R
2025/7/31 AB FDA SRR B RLBERFHHE R BAEIEA
ZHRACER RRBARARGTHERGBELAS  EMHERALR
o RIEAERRAR T A4 R SR B B S B S -
ER-E ¥ P

https://www.fda.gov/drugs/drug-safety-and-availability/fda-requiring-

apioid-pain-medicine-manufacturers-update-prescribing-information-

regarding-long-term

1. 2 AR 7 AR Y b 77 44 7 95 (postmarketing requirements [PMR]
3033-1 R3033-DHm ARBMERB A HELBRESZBHEVER -
&~ B b R RSB EREE R ELE R
(1) PMR 3033-1 © s 5% AR 4 &894 A & —4&(Schedule )35 A
SAOE R B R e AR ~ R Ao R R o B s Al B A 2017
EE 2021 0 BHERASH 2 E 0 490 RN S RARFE 1R/
Bk R A0 R B 0 R A (BR/LA cohort)fo 48 8UE 4 3 =4
WREB ERBRET 9 XR¥imEE D 70 X H(LtOT cohort)e
PR RET £ 12/EA BN 2 8 F 8K 1-6%8 5%
AT 696 1B B B AR 2R~ £ 9% 0 R AT H R F 4
WRBMETRSERREERERN RINESLBE 64
22% 8/ AR ZH MR AT BB AR E (o BbEE
BIER G Badh) o EUbBT R 45 R P ol 48 4 B R Ad M s
RBERMENEMAAMER  RAANDTER AL FER
71 B - B B B T

(2) PMR 3033-2 : 3#4% 2006 & 2016 4% A BB BB R 4§
B RBRER BARABRESBEABERARE T
(opioid-involved overdose or opioid overdose-related death,
OOD)ag Elle - AP M EEIEAE &S » ABAS LA 38
ARNBGAE BB BERLRTZEEZ P TORYAE 4L
2R 6 EANAFERRBEELRY  c FREERED AR
FAFFIEER]  O0OD &9 5 F A BB L F NN 1.5-4% ffe
B R M(S-11 £ AR mBEVAA 7% % X8
ABERBEFMFARGES B HESR P4 %k




Hm AR ERMEEmE  RixSeib R B ks
#ER A OOD A% A —HMBAKEF -

%W FDA ¥ HEIAL  ABBABLRRETEREHYE

WA E40 T -

® e Tat B4 ENRT (extended treatment period) | 44 L
MAEE RAMR G H A ER I BB R R LA B R
R T ey Rt R 8 -

® UPAEBSHIAREGERRE AN AREEERMRE
BRI T HGTRE -

®  373% PMR 3033-1 ~ PMR 3033-2 2 55 45 R 3 dsfndindd o

® A RMAGEBEE AL R AR B SR RN A SRR
(L2 MBS R BB RS R A B E LG MRR
JEEFA TR -

® RN TR A MR A RERE R PR ERS
REELBE BTHREREEHE  wilbrEik -

® MR R FHE B F R IR B (naloxone Fv nalmefene)ds &
e

® fHiF AW EH R BRI ENR B E N
gabapentinoid 45 % % (4o gabapentin - pregabalin) o

® MHMBHRBESLIBEFZFTEMLE S Y S E (toxic
leukoencephalopathy) B & 3R, -

® SR AR B E I MM AR SR T e R Sl R g
(opioid-induced esophageal dysfunction, OIED) ¢

fodh B i E
B s 38 3 PR

fa—

[—

KEBHERERA
£ B2k opioid 474 %2 301 3k &4 alfentanil~ buprenorphine »

butorphanol ~ codeine ~ fentanyl ~ pethidine(meperidine) ~ methadone »

morphine ~ nalbuphine ~ optum ~ oxycodone ~ remifentanil ~ sufentanil -
tramadol s %~ H P X4 B A WAGE B - REEMREY
PR AR R B H R M AR P Hdedo gabapentinoid # 4
T R RER  BELFHLEMA T RY TR ERR
AR R E N -
HAFEGEMEAEBA LR ELELE S ARG EERE AF
HEH I AE A T SR B SR — B R P G

BRAREEEFR:

REMER AR B RERTALA RN B - RBARFNE
My B A R BT R E T AR B2 B ks
ERATHERMBABLEES T EERRBAEAE B
Rz f—sbm tRYER EUBENBEELFALARE
i DA B A ARG A A SR R o

B 46 R RE ke B L AR R R AUGE B AR B LR AR E 2
Rl B RE- SRR A BE BT YRR FE i L




—_—

o ERERBHEASTRASLRESE LASBHERR YN
BMAHBBAEER BT ELBERLEFBEANLERE SRS -
%ﬁ%ﬁ%ﬁkﬁﬁﬁﬂﬁﬁéﬁﬁﬁﬁ%z%@kﬁ%%ﬁ
AFF HIAE - A RER Bk
M A% R BB ST AR B A AU A AR BB RIS
B ERRABE  BTRLZR TOARBER - B34 9 aR
®B e
BEsom AMER IR MBS TRYERETARREREER 2
E &4k 5 RERGEA G  benzodiazepines ~ 2, A ¥ 4B ¥ 43 p
) % (4e gabapentinoids)sf » T 4534 hadh 1 4E 8 B F Ay ES
AR AR T RIGF SRR S > ZHREMEREE
B E o

BAMEEER !

BABLBERELBEREGEEWES 45BN T KRS

ABER A BEEEEMA e EEGL B AN
ﬁ %fi FA OB 3k R (Y A B B A B R B

A BAGTRESERIENEY TS BERSE B

ﬁ%inﬂéﬁﬂﬁbﬁﬁ" 'R E S .

BEBENS R BILA RS RSB ERAR SRS
THRELREGE SHELEBEEARNE s AL N B AN
THENEE R EM AR RERRA R R FAREAE R

FEBRADHBEAT BB ERRA TR L BTk

BB ESMER -

BRAGRBEREHIFRENS P RE SR E - B TEE-
BIEEREE R E R LTS AR E B H

ww& SRS e BN ERAB AR R RSN SRR

5~ ¥R om0 R BRI AR B A i&ﬁﬁ#ﬁ A

m&%x@ﬂiﬁﬁ%%&&%ﬂﬁ Y BER L 4B -

WATAE R AL R B ERNEE i%%ﬁ/i\—éﬂ%f%éﬁ&t?f 3 3R

THBA  FRREEBETHEERRESTLE LT -k

RER RHAER AR B 5 FHLEA LT -

W RGHAER BB R BRI R E  HikwE

FEBAR -

ERAARBAERRAAER (RA) BLYIACFRREH L
B o SRR AR R E X 2N SR R REER
Foo o BB BRE (FEEHARRBERTw 24
02-2396-0100 - &5 https://adr.fda.gov.tw ) 4 4 48 F]3F 2%
R IR AR EEMAE HERERERM A
SPAE 0 3R BN RTE 2 B R R BRI R 2R R R




P4

LR VR AE Y E& Y Y-V:E ¥ EiE L

i R E 57 SRR B M 0 R B RURR B S R
REER Alfentanil & —FE R H pn A% SEAAIER 696 R 56 A A8 AR B2 8

T B A B -

AWE

¥ RS -

s R

WA

Buprenorphine J§ 7 p % 48 ; #7308 4~ Bk @ fo « 235 50 B
HBAH BB TR LR

P A BB SR (A

15 08 46y 20k 78 B 06 A 0 AR -

® 2 4k R

Butorphanol #5754 5 & M2 p A% 8 B H AN B AR A ; WA CEIGRE £
MRETBZWMER  AMEHEIEAGILRE R ALBRFARE PRMERAT
R B2 A iR

:ﬁ)ﬁaﬁi

SE ~ 427 -

AR

waw%“iLW&ﬂ@’ﬁﬁ%ﬁwiiﬁ%’ﬂTE%Wﬁ@%?Mﬁh
#H G AER -

oy mﬂﬁﬁwmw#~@£MLﬁﬁ Iy
W% R Fentanyl & —f4-m 6048 R S » BAH w2 WA B o) 325 - Fentanyl 7

5

78 3 A% B Ak o A ?Ifﬁﬁi/-ﬁ%ﬂu ﬁ‘-é*JJJ:«‘IfﬁﬁiﬂfJﬁk

AR E AR EE B4R -

8 IR R W E A2 % » 23898 B 90 0 BB Rk -
¥ Rt Methadone % —# A H % EIB 0B 26058 B BaL B H 0 A n A aok
m EEERE PR EAKAE TENLE RS ET - Methadone 4.2 4 NMDA
SRR -
sl i S -
B iER Morphine % 46 5% 1 842308 - THE RN VB L 2 sfo i s - R p 2t A

F A BRI 0 ER AL o

ETTH

R LA T R B R A - o F TR B A S
5 A2 80 PR -

%ﬁ'ﬂ?ﬁ

Nalbuphine 2 x %

-f)

%‘“’”f’ﬁﬁﬁﬁ'ﬂﬁﬁ WA L 2 B8 A 4R 5 MR -

W

M~ SR

WA

Opium ZAF A #aoBdF > ERAN P& A » AERE - 485 ~ LIB/ERA -

8 2E

(DF 2 30

FmiEd 2 b EHE
E IR FRE TR B

B AR & > ()% B EMIR I 208 )
BTN B R R -

liﬁlj




REHR

Oxycodone % — #4648 h ST B - A BRI  HABAFBRYc-p B3 A
FERBEES B A A MA N - Oxycodone #94E B SL-Bk5al - # p 28 A5 Mk
B X REHEMARR/LE -

% -

BEAABLRNHS EERAZRBEILAE AN FRTEAKAFENET -
¥ EIGR R A bR R o A R e o Bk B4R A 0 R T B -

1 AR S IREr2 F 30 1A LBR -
2 A S B e EA R -
Remifentanil & — #&:3E#2 M 44 w-opioid 15 B ] » A 46k AR » A BRI IRE -

T 8-SR ) o

Sufentanil 45 R BR8] EH uRNB R BT HA A YN SHEEE A8 E

BB T Ao AT AR B o & B el bRl A B A A -

TEEREMMEEMEARE -
B2k R Tramadol & —FBVE A7 FABM 2 A 406996 K oL B > B Sk BB LBy

FEEEHAEHEY B B2 RSiA - B E LR R e H S
Bkl A G BRI ER LR AR BLE EBK -




