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[k FDA (U. S. Food and Drug Administration) ]
e Phenytoin [ [ ‘Dilantin” ], [ “Phenytek’ ] & X OV = U > 7], fosphenytoin sodium

([ “Cerebyx’ 1L =K 2] :SIS, TEN 728 OB/ K MG BT 5 Ty 7 — 2%

FDA D3RR oottt 2
e FDA/CDER (215 Z2 VEIC B9 23 R G T OREEE (2008 4 10 H) oo 5

[ %% TGA (Therapeutic Goods Administration) ]
* Australian Adverse Drug Reactions Bulletin, Vol.27, No.6, 2008

o Varenicline[ ‘Champix’ ] : 4 —AN7U 7 COH ELSWE LN FTEHE DS . 8
o Modafinil[‘Modavigil’ ] : B & 35 L ONEH R DA B ceveveeeeeeeeeeeeeeeeseevees e 10
[EU EMEA (European Medicines Agency) ]
o TERIHURHIIRIED SR AE B ~ DM ICBIT AL E 2 —D Q&A 12

E1 ‘OO0’ ]nOOOIY#%EICRBITIMEMmAETRT,
E2) EFHERRAIEL T MedDRA-] %1 FH,
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[ % MHRA ]
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Vol.7(2009) No.01(01/09) RO1

[ k FDA ]

e Phenytoin [ [ ‘Dilantin’ ], [ ‘Phenytek’ I8 X Y= XV 7], fosphenytoin sodium
([‘Cerebyx’ JBL U= RY»2]):SIS, TEN REDEEREERIGICET T HGT —F%
FDA 23kt

Information for healthcare professionals phenytoin (marketed as [ ‘Dilantin’], [ ‘Phenytek’ ]

and generics) and fosphenytoin sodium (marketed as [ ‘Cerebyx’] and generics)

FDA Alert

1EF H :2008/11/24

http://www.fda.gov/cder/drug/InfoSheets/HCP/phenytoin_fosphenytoinHCP.htm

http://www.fda.gov/medwatch/safety/2008/safety08.htm#Phenytoin

& EEEEE WITER (HF)
FDA Z£

FDA I, ERAMERGUR (HLA) 7L LD 1 -5 TdhD HLA-B*1502 7L /L ¥ (UL T HLA-B*1502)
MO T V7 R BE T D phenytoin IZEDIRIET, AT 4—T LA Va U EMERE (SIS:
Stevens Johnson syndrome), H 73 R 8EAESE (TEN : toxic epidermal necrolysis) 72 & D B 7
RGPV AT R ORIEEVENHDZ DWW TH TR PR T — 22 RatL b, 207
L, BERIR, 7AVE N, L= T N, AURAN, ZANRE, TOT IR e 2b DA IS
IFIEREL TRDHILD, Fosphenytoin 134 5142 phenytoin (CE WS ND T BN T 7 ThHHT-0,
fosphenytoin (25 T% phenytoin & [FIEEDY A7 3% & X415, Phenytoin & fosphenytoin (%, TA
7 A DSRIEERAPETE 1E ORI VRIEAE) *2 B X O M S R E D2 ha— LV BB,

FDA 132007 4 12 H 12 FAF0@E%E1*2 T, BIOH TANAKETEH % carbamazepine 12OV T,
HLA-B*1502 #{RA 357 V7 REFIMEHLIZSEIT SISITEN OURZHR EF-$ 5284 Wi
L7z,

FDA (%, HLA-B*1502 {& A 35 ~® phenytoin 33X O fosphenytoin i IZ£E SISITEN @
YRZ DA etz il 4 5720, BIMEMOREZIT>Td, VAZOFEiZ 7 T 35%T,
phenytoin <> fosphenytoin DL FHZIRFTL TODERHEFE 1L, ZNHDEIESLDOBATOUT L
TR SN TODY AT ERXT 4y MR ET DL,

A OFii7 —473, phenytoin <° fosphenytoin (2% SIS/TEN & HLA-B*1502 E725BHE#EL
TWDA[REMEZRIBEL TWDHIE, F7- phenytoin & SIS/ITEN EDBHHEMEN DL TWNAZ LD,
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EENEF A, AT HLA-B*1502 [5G4 R L7- B3 121X carbamazepine OfERIKEL TD
phenytoin <> fosphenytoin DO fHZ ke HZ LAt 528,

OEEREZEZE M phenytoin, fosphenytoin 245§ BT E & X EHR

+ Phenytoin IZHLTAMNAIETHY, BIOHLTANA I THS carbamazepine LA HIIZFALIL T

WB*4 JlT, carbamazepine DY SCESILETE N, carbamazepine O & i T BIAAL,
HLA-B*1502 M it A /R L7 T o7 R EBHIZI1T D SISITEN 72 E DO E /2GR DY A
7 BRIz OWTEIEIS -,
PE, #A4, L=V T, ARV T, 7408, RETIE, 10~15%LL Lo B R
HLA-B*1502 #frA T 2DEHEESID, AR ANEGTF T Y7 AD HLA-B*1502 A (3
PRRETHY, ) 2~4%TH5HH, —HOERTIIRA RN E V. ARBIOEETIE,
HLA-B*1502 DPRA RIS, 1%KL AL,

- Carbamazepine (ZEDIRHEA T CHEREEISHFEBLIZEE D 90%LL ET, IR I
#% 2~3 B A LINIC UGSV BLL CU%, Carbamazepine Z 2~3 4 A LA LR L, B2JE e A3
FHL TWRWEE TIE, RIERISEOUAZ IR, [FEEIZ, phenytoin (ZXDIRIEIZHEO EE
72 RE R DY AL, 1R 2~3 1 A LINICERD @ e BB,

OF —FDE
FDA [X5L7E, phenytoin (ZX576 %% 7= HLA-B*1502 (GO T7 V7 REFEIZEITS
SISITEN 72X OEBER LGS DYAZIZRAL, TRLOT —HZMHITL T D,

- Epilepsia 55 2008 4 5 H 5 D Tl, Z4 NEFEMICI\T, phenytoin [ZL AL T
SIS ZIHILIZEE 4 AEED HLA-B*¥1502 OR-AH Thot-Zenmssniz, —7,
phenytoin (2 EMEA B D% FREETIE, HLA-B*1502 OB X350 KD - 72 (18%) , Ak
1Zh E3<E, HLA-B*1502 BEiE D 2 A A 835753 phenytoin 28 BRI F L7=356 0 SIS 8 HLU A
IO TFARHIRHEE L, K 3% ThHD, ZHITKL, F—DTAMAIBEEL Z—ITHB T,
phenytoin DL A 22K SIS FEBLY A2 HE E I 0.3% Tdhb, Epilepsia 75 2007 45
A5 2 CIE, HLA-B*1502 [51E0> 7 ko> i [E A FB35 (2 351) % phenytoin (ZBIi#L 7= SIS 0 1 i
BN,

BEN, EEEEF ITHRE TS, TADLATIEEZa br— L 5EE R OFHZ L7
NI, EFEEER L, BERKBERBLGA I Y EICAOE LI BEEIRET 5L,
Phenytoin ¥7-i% carbamazepine |ZEDTERA ST CWDIERE T, ZNHLDOEHE N, FBIEOata
—/b, ¥72 HLA-B*1502 DAL TEERI D D256 121F, IERIEFH IR T2,
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1) Locharernkul, C. et al. (2008) Carbamazepine and phenytoin induced Stevens - Johnson
syndrome is associated with the HLAB*1502 allele in Thai population. Epilepsia, Early Online
Publication July 14, 2008:1-5 DOI: 10.1111/j.1528-1167.2008.01719.x.

2) Man C.B.L. et al. Association between HLA-B*1502 Allele and Antiepileptic Drug-Induced
Cutaneous Reactions in Han Chinese. Epilepsia 2007; 48 (5) :1015-8

2EFR

% 1:HLA 5+ DO ETRDO L TN T
HLA %328 15F1% DNA L)L TREEDNR ESNIZb DT ITIE ARG R 52 B,
BARFREDRIIT AZV A %00, AHTOBTFTERDOEIND, EFO b 2 i3 e ko i
IZAE L ZIIRERIGL, T 2 i T bS g,

(U FRERAEY AR 235 TR, BRI, 2008 £0)

% 2: JEIRD R RN Y, FRIEAR (VB - (iR 23 i Jig 7213 i), oy TR (I oD I
Hly L R 20K T) DD ABIVDIENE, MRS 1LY, BEfLEOR, 7/ —8, SR, Mt k-
F, BE, REREEREA11D,

% 3: R L 22 2 Vol.6 No.02 (2008/01/24) [k FDAl %%,

% 4:Phenytoin, fosphenytoin, carbamazepine M##iE =

Qg e X
—
o © 07 > ona 07 “NH,

Phenytoin Fosphenytoin Carbamazepine

O ETIEEMLZEMEFH
Vol.6 N0.02 (2008/01/24) [ ¥ FDA], Vol.3 No.24 (2005/12/15) [NZ MEDSAFE]

©Phenytoin (7 ==kA2, JLTADAFH, B M FHEIRI RSN  FE5E0 BN F8 57

©Fosphenytoin [7+ A7 ==k, Fosphenytoin Sodium (USAN), 5t CAD A, phenytoin @
KENET TR Ty 7 T [EWN BRFE H (2008/12 BITE) HfiEFh: FE 581

©Carbamazepine (/L 3<FE L, FITAMNAIR, BRRIETAHEK, = AR IR K]
EN:FETRH gsh e
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Vol.7(2009) No.01(01/09) R02

[ k FDA ]

o FDA/CDER (Z&5 &£ R RUWET OBEE (2008 4 10 A)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER —October 2008

FDA MedWatch

1H%N H :2008/12/19

http://www.fda.gov/medwatch/safety/2008/oct08 quickview.htm
http://www.fda.gov/medwatch/safety/2008/oct08.htm

COMETIE, HEFELAI O EE, R, B, 1 LoldE, BIEM, BRI
WOFHE OFRUGET 2R T, RIIZEIE A CSGETEFTOVAR, MBI ITdGTE N
HH LML, P AE8E F 35S, F IS Z e EE R BRI D,
W= : BW (boxed warning) : skl 7%, C (contraindications) : 252, W (warnings) : 245,

P (precautions) : i 1 7 ERE, AR (adverse reactions) : EI{EH,
PPI/MG (Patient Package Insert/Medication Guide) : £ Fi 155

BETSH-HE
*ﬁtﬁ'ﬂ% (—}ﬂﬁﬁ) B PPI/
C|W| P |AR
W MG
Avelox (moxifloxacin hydrochloride) Tablets O OO MG
Avelox 1.V. (moxifloxacin hydrochloride in sodium chloride injection)
Cipro L.V. (ciprofloxacin) for Intravenous Infusion O OO MG
Cipro (ciprofloxacin hydrochloride) Tablets O MG
Cipro (ciprofloxacin) Oral Suspension OO
Cipro XR (ciprofloxacin extended-release tablets) O OO MG
Factive (gemifloxacin mesylate) Tablets O O1O 0O | MG
Floxin (ofloxacin) Tablets O ONNO) MG
Levaquin (levofloxacin) Tablets and Oral Solution O OO MG
Levaquin (levofloxacin) Injection, for Intravenous Use
Levaquin (levofloxacin in 5% dextrose) Injection, for Intravenous Use
Noroxin (norfloxacin) Tablets O OO MG
Ontak (denileukin difttox) Solution for Intravenous Use O O]10 1|0
Raptiva (efalizumab) for Injection, Subcutaneous O OO | O| PPl
Regranex (becaplermin) Gel 0.01 % O O
Apidra (insulin glulisine [rDNA origin] injection) Solution for Injection O|O|O | O] PPI
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BETSH-HE
*ﬁtﬁ'ﬂ% (—}ﬂﬁﬁ) B PPI/
C | W| P |AR
W MG
Norditropin Cartridges [somatropin (rDNA origin) injection], for OO0 | O] PPI
Subcutaneous Use
Prevacid NapraPAC 500 OO0 | 0O | MG
(lansoprazole delayed-release 15 mg capsules and naproxen 500 mg
tablets Kit)
Prezista (darunavir) Tablets O O | PPI
Rozerem (ramelteon) Tablets O O | MG
Soma Compound with Codeine (carisoprodol, aspirin, and codeine O O
phosphate, USP) Tablets
Zomig (zolmitriptan) Nasal Spray O|lO|O | O] PPI
Avrixtra (fondaparinux sodium) Injection OO |0
Atripla (efavirenz/emtricitabine/tenofovir disoproxil fumarate) Tablets O|O|O| PPl
Avandia (rosiglitazone maleate) Tablets OO MG
Clolar (clofarabine) Injection for Intravenous Use OO |0
Cordarone (amiodarone HCI) Tablets OO |0
Exjade (deferasirox) Tablets for Oral Suspension OO PPI
Ortho Evra (norelgestromin / ethinyl estradiol transdermal system) O
Pamidronate Disodium (pamidronate disodium injection) Solution for OO |0
Intravenous Infusion
Pamidronate Disodium (pamidronate disodium injection) Powder,
Lyophilized, for Solution for Intravenous Infusion
Precedex (dexmedetomidine hydrochloride) Injection for Intravenous OO |0
Infusion [following dilution]
Sutent (sunitinib malate) Capsules OO0 |10
Treanda (bendamustine hydrochloride) for Injection, for Intravenous OO0 1|0
Infusion
Atrovent (ipratropium bromide) Nasal Spray, Metered O
Cefazolin for Injection USP and Dextrose Injection USP O
Cosopt  (dorzolamide hydrochloride-timolol maleate ophthalmic O
solution)
Diabinese (chlorpropamide) Tablets, USP O
Focalin XR (dexmethylphenidate hydrochloride) Extended-Release O
Capsules
Fosrenol (lanthanum carbonate) Chewable Tablets O
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BRTSNIIEH

KERRSG (—s)

Sw

C

w

P

AR

PPI/
MG

Glucotrol (glipizide) Tablets

Glucotrol XL (glipizide) Extended Release Tablets

Glynase PresTab (micronized glyburide tablets)

Hylenex recombinant (hyaluronidase human injection)

Kaletra (lopinavir and ritonavir) Tablet, Film Coated for Oral Use
Kaletra (lopinavir and ritonavir) Solution for Oral Use

OO0 10]|0O

Micronase (glyburide tablets, USP)

Norvir (ritonavir) Capsules and Solution

Paxil (paroxetine hydrochloride) Tablets and Oral Suspension

Paxil CR (paroxetine hydrochloride) Controlled-Release Tablets

Prevacid (lansoprazole) Delayed-Release Capsules

Prevacid (lansoprazole) For Delayed-Release Oral Suspension

Prevacid SoluTab (lansoprazole) Delayed-Release Orally Disintegrating
Tablets

Ol0|O0|10]|0O

Riomet (metformin hydrochloride oral solution)

Skelaxin (metaxalone) Tablets

Tenoretic (atenolol and chlorthalidone) Tablets

Theophylline in 5% Dextrose Injections USP

Theophylline in 5% Dextrose Injection (theophylline injection,
solution) USP, in Flexible Plastic Container

OO0 10]|0O

Theophylline in Dextrose (theophylline anhydrous injection, solution)
USP, in VIAFLEX Plus Container

O

Tobi (tobramycin inhalation solution, USP) Nebulizer Solution - For
Inhalation Use Only

Trusopt (dorzolamide hydrochloride ophthalmic solution)

Isentress (raltegravir) Tablets

PPI

Janumet (sitagliptin and metformin hydrochloride) Tablets

Januvia (sitagliptin) Tablets

Lasix (furosemide) Tablets

Lexapro (escitalopram oxalate) Tablets and Oral Solution

Myambutol (ethambutol hydrochloride) Tablets

Oj0|O0|0]0 |0

Proguin XR (ciprofloxacin hydrochloride) Extended-Release Tablets

MG
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BETSH-HE
*ﬁtﬁ'ﬂ% (—}ﬂﬁﬁ) B PPI/
W C | W| P |AR MG
Requip XL (ropinirole extended-release tablets) PPI

[ &7 # Health Canada ]
MWL

Vol.7(2009) No.01(01/09) RO3

[ TGA ]

e Varenicline[ ‘Champix’]: 4 —AXr7V 7 CORF BRI E LU ST HE ~DS
Varenicline[ ‘Champix’ ]: The Australian experience so far

Australian Adverse Drug Reactions Bulletin, Vol.27, No.6, 2008

8% H :2008/12/01

http://www.tga.health.gov.au/adr/aadrb/aadr0812.htm#al
http://www.tga.health.gov.au/adr/aadrb/aadr0812.pdf

Varenicline[ ‘Champix’ 113, 28R == F LB LOMENUE R 22 T 21EH 235, sl A D
AR B IR LT HEN D, A E RGN 2D AT el A fe/ NI 2 5728, varenicline 12585
TR A BWE B X VB 4A 3 5, Varenicline X 2008 4£ 1 A S ER B AU AR
(Pharmaceutical Benefits Schedule) *" [ZUX i SAUIRFES LTSS, [RISEO 6 I3 0% i - 17
V77 marZ A (comprehensive support and counselling program) &5z 1) 7= (F72135%21F 5 T €
D) B ITHIREN TVD, PBS (S GG A ) ** T varenicline DALJ71E, ZHETIC
210,000 AT TND,

A4 —ANZU 7 EFL Tl varenicline (2O C, BREZAREARRRIVEH OFBUZBE 3222 2
HENHINTBY, FRREHELT, ITEIOZ L, ik, 500 (A RSB A 2L H D) M
BTN TND Y, A —ZRFY 7 OBLELEH (PI) T, varenicline (2L A1 ICHED ZhBDREIE
O FREEIZ DWW, WFFIZEEL TD,

TGAIZ, 2008410 7 L TiZvareniclinelZ B4 247 & SIS H A 4339152 1T Tk, ZDHH255
PF(72%) 113, 900, BOBME, Bk, B8, RIRE, X157, 0728 ORMIERA LS
Tz, Fo, BE/BGOZERCITIICE T 2MEbdH o7,

—EDOBE T =aF VEEROFEREL T ERROMERE R U ATREME RS 508, SEGIERE ST
(Z2#LC, varenicline LB/ FE# R R EINEH L BIE T 5 v REtE DS m £ TD,
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A5 FEE, [ Champix” ] o8 5% i & R 1 2 S8 S0 1 3 (CMID IHER S T D s A%
JERDOFEHIZHOWT, BFEICBIS T 52L&, Varenicline ZiRHFOBENAZSELE T LD
DIERE R LTZ5E, BAICEREFEER ICHITEROSELHLEHIZ, RO A L2/
DT, Fio, FERNHEE KL, BE FHIFHIEBE PR L QOO EEHER DL BE) O TE)
(AR HDIRVNERE T 2I0BE 952,

TGA (3, varenicline ikl iFH OEAEFAEDOHAS 15 F521F T D, 2D BAR{ED A 1ZF
VEPESR DO BEECU R 3 o T2 A THY, varenicline DEGIRER CIXTANABE 3T
EZ R ZUIZREBNT R, L2 T, WG EICRL, BIEMRBOBRIENHLEE ~D
varenicline DALIF IZHEIZATOIOBIE T2,

X R

1) MHRA & CHM. Drug Safety Update, 2008; vol. 2/4.
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CONO030924&Revi
sionSelectionMethod=L atestReleased
http://www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/ CON030923

2) FDA. Varenicline (marketed as Chantix) Information.

http://www.fda.gov/cder/drug/infopage/varenicline/default.htm

2EFR

k1: EILFEFTY AR (Pharmaceutical Benefits Schedule) 13, A — AU 7 CTHRE DL 3K A
AT DO A BT E THD PBS (Pharmaceutical Benefits Scheme : [ 3 i #5151 il
JE) DM RERDEFEMDIANTH D, FEHMIT 3 X4 (Unrestricted, Restricted,
Authority required) (20 ESILTEY, %E 2 DIXIGHFEHBITHIENRH 5, [Varenicline
[ “Champix’ ]iZ Authority required (243 HEN TS, ]

*2: k10 PBS(EFH LKA ) (ICBI T2l HE 2 I,

S HETIEEMLLZEMEH
[# MHRA]Vol.6 No.06(2008/03/19), Vol.6 No.18 (2008/09/04), [k FDA]Vol.6 No.05
(2008/03/06) , Vol.6 No.12(2008/06/12), [#1# Health Canada]Vol.6 No.15(2008/07/24) 72 &

©Varenicline(SL=2U, a4 By =T F U BRI S T = AN, A B35
EIN & Te b 3R 5Ed


http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON030924&RevisionSelectionMethod=LatestReleased
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Vol.7(2009) No.01(01/09) R04

[ ZTGA ]

e Modafinil[‘Modavigil’] : B L UEH R DA ER It
Modafinil[‘Modavigil’]: adverse skin and psychiatric reactions
Australian Adverse Drug Reactions Bulletin, Vol.27, No.6, 2008
1H%N H :2008/12/01
http://www.tga.health.gov.au/adr/aadrb/aadr0812.htm#a2
http://www.tga.health.gov.au/adr/aadrb/aadr0812.pdf

R HE S D modafinil [ ‘Modavigil” 1%, F-/L oL 7y — BE LR M D 22 A 85 7% MR [
(shift work sleep disorder) & (235175 H F1 O EI LIRS DOIER A EL T, L OPHZEMEMEIR RF
E PR NP BEREOABIRRIE A L L C, A—ARZU T CiL 2002 4F 7 H e bBIGESIL TS,
Modafinil 1%, %3 5 %5 FU AR (Pharmaceutical Benefits Schedule) |Z Authority required &L CUX#;
SNTHRY, BT T ab 7o — B8 ORISR ZHI RS LT, [FIFROALTT 1T 2008 4 9
HETIZ 4,168 IHTHIL T,

Modafinil (ZOUWNTITdRT, B3 LONER RO EERAESISOY AP HFANITIER Sh
TW% M, TGA 1% 2003 4= LLKE, modafinil IZB8d- 24— AU T EN O WS % 10 15211 THY,
OB 2 PRIIBE RO, b FITEBEMRA ELL, 3 MHITnEnEHIESE, BN, M350
SN T,

ORERE

R R IBIL, AT A —T v AVa ) AEGERE (SIS), SRALEEET- 13 i #E R B e SE
(TEN) Db FIHIORER L% 2 B, #ESL Tt modafinil IZEEL TZOA T TGS T
%12, Modafinil (2545 B TAEMOERG DR B ISIE, 85 TTAM B A1 58 LI I3
BB, 30 HBICHRALBILHS 2,

E N O ERISOME 2 1EDH5 14 Cl%, modafinil 2 3 HFARMA LT 48 o eitic, B,
IR, RIEDOZFIEE, BIOSKLBNE BN REL-ETEHSN TV, B9 1 4TI, modafinil Z 2
A RIRR LT 74 mOZMEIZERRIBEREZE NI B LI L #E ST e, EHLDERD,
modafinil O iRAH IR REREATERL, IR FEBICEV I LIz, 95 1 HiICIERIE I
IUCIRABRLED, RERAEIFESHICEFELL CEBRRHmAE 2L, EROEREEZ LN
77

OFHRAERIG

Modafinil 73BI6R 4 D RE MR A ELUSIE, FEHIN, 500N £/TB OBIEN 55 BH TR
ZEILTWDD, FHRBOBENRWEE TORBELHE SN TWD, EROEE 514 (5
P2 1, 2o 3 1) OB IIE, RIEAR, S DI EIIIPER S SIROBEN H -7, LT

10
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SR, 22, BEATE), SR, O 0RO IR, BRRIE, ARITE, Wik
= FZHTHoT, 5 4EDHD 3 1TiE modafinil 2 1~3 [EIR A L7721 Tt R A E OG0
BALTZAS, 720 2 R CIE B aa#E 1 4FELL R L TR BLL 7, 5 & modafinil DR H 1112
FOEIEL, 5290 1 TIERAFER% ORI MG S, WA OR R A ELISOHE T
I, LI, BB, B RS Tng,

WV, SRR, 9098 72 1TERR OBETE N H D B~ modafinil DAL ZEEIZITHZE,
Toa—)L, 3y, EESE O, R TEL TSI TS Y Modafinil 13, 320
EDFIFERFC, BE DR RIERE ZL-HEI103, BE5EE2FIET2LE01, FREGLARWVD
ko

X R

1) MHRA & CHM. Drug Safety Update, 2008; vol. 1/8.
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CONO014095&Revi
sionSelectionMethod=L atestReleased
http://www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/ CON014099

2) FDA. Drug Safety Newsletter, Fall 2007; vol. 1/1.
http://www.fda.gov/cder/dsn/2007_fall/postmarketing.htm#modafinil
http://www.fda.gov/cder/dsn/2007_fall/2007_fall.pdf
(3R 52 IS # [ 2K FDA]Vol.5 No.26 (2007/12/26) 21, )

SHETIEEMLLZEMEH
[ MHRA]Vol.6 N0.07 (2008/04/03), [>k FDA]Vol.5 No.23(2007/11/15),
[ 774 Health Canada]Vol.6 No.02 (2008/01/24)

OModafinil (B4 7 =)L, F)Lal 7L —iRER) [EWN:FETEHE WEHh: e

11


http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON014095&RevisionSelectionMethod=LatestReleased
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[ EUEMEA ]

o BRHURMRIEO SEFAERE ~DOERICE 5L E2—0D Q&A

Questions and answers on the review of the use of conventional antipsychotic medicines in
elderly patients with dementia

Questions and answers

1H%N B :2008/11/27

http://www.emea.europa.eu/pdfs/human/opiniongen/Conventional _antipsychotics Article 5.3-Q&A
-pdf

EMEA (BN =35 7)1, i dB A B (T 361T 2 8 (T k) Hrks s 3E D& 2 MEIs >
W, )\%Lf::nlf‘ﬁ‘f‘/za)w*;~%fﬂw:o EMEA @ CHMP (EHKMZER) X, BRI
RO LY, ZRBDBEFE DRV AY LR EZRBTLIETOTET U ARDLEfEmL
7o 2OV E2—X, [HHI(EC)726/2004 D% 5 4= 3 I [Article 5(3) of Regulation (EC)
726/2004) 1% O FAEEIHENFERML 7=,

OHREMHIEICONT
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