http://www.nihs.go.jp/dig/jindex.html
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[ 2 MHRA ]

o FERTARMERRIEIK (NSAIDs) D&M FREHT

Updated safety information for non-steroidal inflammatory drugs (NSAIDs)

Press release

1H%N H :2006/10/24
http://www.mhra.gov.uk/home/idcplg?ldcService=SS_GET_PAGE&useSecondary=true&ssDocNa
me=CON2025039&ssTargetNodeld=389

5%[E] CHM (Commission on Human Medicines) [Z4<H 2006 4 10 A 24 H A} T, NSAIDs D5
F - R RIS, DR (RO 2 R VR D KO 22 BRI AR 52 DY R 7 3§ 03 I3 7]
RENEN DD Z LA ERGE I I LIz, SEIOEIE NSAIDs Of A BRI 260 Tl
RO, BB RARIS DI LI, ERAEFHE L BE DA ONTA T+ — 4
RFaA AZATH L THRNLDTHAI,

NSAIDs OB D2 MR V&5 C, MHRA [ZBUEESAHICK L, CHM O <> EMEA
O CHMP OB RUARIZHSU T NSAIDs OB E A SET 089 Eif 35 TETH D, #FL
WL MHRA ©OF =7 % AN TR FTRE TH 2,

ONSAIDs D 3T O i At R
DTV EC A AEDY AT X AN IE T 1T/ EW,
FRTDNSAIDS THAORRE DY AR 1385 E b o0, FHNZL > TIAZIZIELDED DD
AREMEZ R T T U ARHY, ZAUTEHL TUISBICEELWIHE M TONDL TE THA,
Ibuprofen Z{XHEE A T2 OTC FIZOWTIE, VAZOHEKRIFIRNENIZE T U ARG
NTEY, RAIDOHLEHE COERIZIRZETHD,

NSAID LT COX-2 BHEAE, Fllh 2h i &2 iR OE BRO 72 W B2 S F i AL 7 9~
XThDH, B GOMEMHRIZOWTUIEMIINRFITLE T & TH D, (LT EIXMO NSAIDs
(ZEIVRR 2 DB, B ORI ZEM T a7 —u, [l 42 OBFEDOYVAIZR T, BE B EOEW
EIERE T & Th 2,

OZDODTEH

1) NSAIDs and coxibs - Questions and answers
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CON2025037&Revi
sionSelectionMethod=L atestReleased



http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&useSecondary=true&ssDocName=CON2025039&ssTargetNodeId=389
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2) Safety of Selective and non-selective NSAIDs —Health Professional letter
http://www.mhra.gov.uk/home/idcplg?ldcService=GET FILE&dDocName=CON2025036&Revi
sionSelectionMethod=LatestReleased

2EFR
OEMEA IZX5 NSAIDs DL i & SRIZ B 22 AL B o — OfbimlE, A (35 22 Ve @t
Vol.4 No.22) D it 2 fFa S RO Z L,
-EMEA [ZIEZIRT) NSAIDS DSRT 4 MUART ST A% B AT L
< JEAT A RPEHIE S (NSAIDs) : CHMP (2 LA B 2055 i

Vol.4(2006) No.22(1102) R02

[ k FDA ]

e Imatinib[ ‘Gleevec’ ] : EERI S IMME LR 2B LV EEHEERE

Severe Congestive Heart Failure and Left Ventricular Dysfunction in [ ‘Gleevec’] Treated
Patients

2006 Safety Alert

1§ H :2006/10/19

http://www.fda.gov/medwatch/safety/2006/Gleevec DHCP_10-19-2006.htm

e =

Novartis f1:& FDA IZ, imatinib[ ‘Gleevec’ I J] B ICEHEE /2D - LR LA 436 KOV FEh e
REOFHEBUZOWT, FHFEROMEH EOFBOHBAZUGFTULE, EFEEFE @MU,

Imatinib[ ‘Gleevec’ 11X, 7477 V747 Ye RGPS LB B B IJE (CML) OIEH, iz,
Kit (CD117) [ D IER A BEd KOV E 7 JHERBAE D FAE AL & T E IS (GIST) OB (i s
Wb,

Nature Medicine A J A pRIZFEE SN[ ‘Gleevec’ JIZB 325 3L T, EERI > MAMELAR
BREEBEERBERIELT 10 AD[ ‘Gleevee’ J# 5 HFIZHOWTHAESN Y, Nature
Medicine DO =7 %A NCRH'E FIRE/2 Ml 2 7 — XX, 10 ADEFE T TH[ ‘Gleevec’ 1D
511 NYHA (New York Heart Association) L REZ2 81T | C, Z£=ERH B IEH ThoTz,
BEDOIFZEALE, EILE, FERFCEBRE B %49 TIZAL TV, Nature Medicine D
TIEE, [‘Gleevec” J# 5~ AN BN AR 22 LT ZEb WA STV, [ “Gleevec ]
Fio, DMROMIBEL ELD, FEH O, LHEREAREOIEIEIL ABL tyrosine kinase [HE &R
HLTHY, ABL tyrosine kinase ZAEAYE T DFEHNLFRE DO FRE AL L ATREMEN DD, LD


http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON2025036&RevisionSelectionMethod=LatestReleased
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ERANTND,

IO OFEFL, Novartis HLIZATF ATAEZR T~ TORRRMEBRS ARG ICLDT — 2 & H
(CREANCRHBL TV D, DFRITEREL TENTH DY, BRI - ML LR/ BHAER
IR 2 ESHTOD, DIREBILAEZDOY A KM O BEH LTRSS E=4—7
NETHY, DAREBIDIROOLBE TR EZ T HNETHD,

TRV 7 EERL, I EOEEOBIZLL T O HE BT 5,

S HERISMMELARERBIVAEEHERE

[ ‘Gleevec’ 1#% 5 BF (TR, HIE/RI > ML LARBIOLEEBEAENRES, LF
LAESNIBE ORI 12E, mileoDREDOB R L, oG IHESLYAZ IR FR3d -7,
BTAZT 4T T I T T G ARG O8N 8B 1 A 5 2 s 7= B 1,106 A CTOH
BRAZR AR AL AR BRI I W T, EHE R DA EREEBRER RN, (¥ —Txzn kb
cytarabine A% 5-L7ZHE D 0.9%IZBESNZDIHERL Tl ‘Gleevec” 1% 5- 4 Tl 0.7%IC
BlgEsic, DRBSOLDARDYVRI 7772 — DD BEITHEB RS E=4—L, LREOHE
RIER DD 5 B 1T T & THD,

X Bk

1) Cardiotoxicity of the cancer therapeutic agent imatinib mesylate. Kerkela R, Grazette L, Yacobi
R et al. Nature Medicine; advance online publication July 23rd. 2006.

2) Impact of Angiotensin Converting Enzyme Inhibitors & Carvedilol on Recovery of Cardiac
Function in Imatinib Associated Cardiomyopathy. Iliescu C, Wamique Yusuf S, Auerbach L, et
al. Journal of Cardiac Failure 2005; 40 No. 6 Suppl. Abstract 054. 9th Annual Scientific Meeting
of the Heart Failure Society of America, Sept 18-21st 2005.

SEEHR

OBEETE

IR 22 M ) Vol.4 No.21(2006/10/19)

Imatinib : B K72 72 SEBRHH SRR T 38 LU o I 405~ 42 (Health Canada)
http://www.nihs.go.jp/dig/sireport/weekly4/21061019.pdf

Olmatinib (F o2 —VRRE S, FUEIERZEE, EME M A s iR EE (CML),
AL TRV IR TR R [N - S8 70 viBdh e oE iy
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Vol.4(2006) No.22(11/02) R03

[ k FDA ]

» FDA/CDER (Z& 5% £ 4 R RUWET OBEE (2006 42 9 H)

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER — September 2006

FDA MedWatch

1H%N H :2006/10/12

http://www.fda.gov/medwatch/safety/2006/sep06_quickview.htm

OB, A EEMBFOVSAAEL, 2R, B, fEH LoEE, REROKEE OF
IROWETZETe, RICITIER L4 CUGETEFTOVAR, £t IRIITSET IS > H B L2 O
INEHL, BB, BRI O LB SN R ER B EEHI N TWD,

%5 : BW (boxed warning) = #7445 C (contraindications) =%, W (warnings) =44,
P (precautions) =fi H D iE R, AR (adverse reactions) = gil{fH]

WETEN=EH B
KIE L (— i) -

BW C W P AR
Seroquel (quetiapine fumarate) Tablets O O
Cordarone (amiodarone HCI) Tablets O O O O
Lopressor (metoprolol tartrate tablets and injection, USP) O O O O
Lopressor HCT (metoprolol tartrate, USP and hydrochlorothiazide, O O O O
USP) Tablets
Abilify (aripiprazole) Tablets and Oral Solution O O O
Auvastin (bevacizumab) for Intravenous Use O O
Concerta (methylphenidate hydrochloride) Extended-Release O O O
Tablets
Cymbalta (duloxetine hydrochloride) Delayed-Release Capsules O O
Effexor (venlafaxine hydrochloride) Tablets O O
Effexor XR (venlafaxine hydrochloride) Extended- Release O O
Capsules
Ethrane (enflurane, USP) Liquid for Inhalation O O
Lamictal (lamotrigine) Tablets O O
Lamictal (lamotrigine) Chewable Dispersible Tablets
Magnevist (brand of gadopentetate dimeglumine) Injection O O
Neumega (oprelvekin) O O
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KE % (—i4)

HETSNIZH B

BW

C

w

P

AR

Ortho Evra(norelgestromin/ethinyl estradiol transdermal system)

Prozac (fluoxetine capsules and oral solution, USP)

O

Symbyax (olanzapine and fluoxetine HCI capsules)

Zarontin (ethosuximide) Capsules

O|l0]0 |0

Actoplus Met (pioglitazone hydrochloride and metformin
hydrochloride tablets)

Actos (pioglitazone hydrochloride) Tablets

O

Azopt (brinzolamide ophthalmic suspension) 1%

O

Betaxon (levobetaxolol hydrochloride ophthalmic suspension),
0.5% as base

O

Elmiron (pentosan polysulfate sodium) Capsules

Enbrel (entanercept) for Subcutaneous Injection

Fuzeon (enfuvirtide) for Injection

O

Gleevec (imatinib mesylate) Tablets

Hepsera (adefovir dipivoxil) Tablets

IC-Green (indocyanine green for injection, USP) Sterile

Nascobal (cyanocobalamin, USP) Nasal Spray

Nexium (esomeprazole magnesium) Delayed-Release Capsules

O

Nexium 1.V. (esomeprazole sodium) for Injection

Noroxin (norfloxacin) Tablets

Prilosec (omeprazole) Delayed-Release Capsules

Risperdal Consta (risperidone) Long-Acting Injection

Rituxan (Rituximab)

WelChol (colesevelam HCL) Tablets

Zoloft(sertraline hydrochloride) Tablets and Oral Concentrate

O|l0|O0O|O0|O0O|O0]O0O|O0]O|O0O]O|O0]O|0]0O

Atrovent HFA (ipratropium bromide HFA) Inhalation Aerosol

Azmacort (triamcinolone acetonide) Inhalation Aerosol
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[ 777 # Health Canada ]

o Atomoxetine[ ‘Strattera’]: FvZ7EDBIEDEE

Atomoxetine[ ‘Strattera’] : suspected association with tics
Canadian Adverse Reaction Newsletter Vol.16, No.4

1§51 H : 2006/10/10
http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v16n4_e.html

i 5] R

Health Canada (3774 [E N5, atomoxetine EDBE N EEHOIDLT v 7 DS E 1, T2 0
HWEOREZ1IEZ T TWD, KA OREBNL, 7EE KIS 8RS (ADHD) IZx LT
atomoxetine 25mg/ H AL Sz Tk DL WL CTh 70, £ D% 40mg/ H ETH &S 72723, 7~10
A& B T EEE T > 7 2 BT IS RAE LT, B A 1%, AR OHIWTT 25mg/ B IZB&ELZ, T
D7 Tk L7273, EEE XS U7, Atomoxetine [ kGRS U2 A3, LTI risperidone A BN
THIEIZEY, ForITHK LI,

27 H OIEHIIZL, ADHD (Z atomoxetine & 4L} SiLTW5 115 DD DT 7 DY TH -T2,
WD 1 R % 18mg/ H, R 1 [HI% 25mg/ H _tﬁién, f5e< 3 1L 40mg/ H (2,
Z D% 60mg/ B I \ESiTe, DEDORFARIOBET IR, BmMERES, v K 7 by NERE
BE*, RIRFES CTh o7, OF L risperidone 33X TF clonidine %%T“E%éo DARIXLLR, SRk
methylphenidate 36mg/H A ik L CT3Y, #5-H 1LFHTIZ 18mg/ H £ Tl L TV 7z, Atomoxetine
60mg/ H DARA X, 4t methylphenidate 18mg/ H & 1~2 H #72> TV 7=, Atomoxetine 60mg/
A5G0, BETEF T ORI AR LT, §FF 2713 1 BT 10~12 FrfksiL,
ADHD [Tz ha— /LR B Ele o7z, B7REEIL atomoxetine D F &% 40mg/ B IZIEL7=72%, B3
DF v 2 Ffkfe L, A RHIIEIEL TianoTz,

Atomoxetine Ol CE‘?JLT%B‘?*‘/ﬁo)q*E&% IZLLRTCS 1 o7 Y, -4 TD atomoxetine
[ “Strattera’ ] O 5 5 H oo B 557 —#2i%, [[“Strattera’ J1ZF v 72 BAL L2\, L= -T
ADHD B L ONEEMETF 7B D0 il\?l/“/l\ﬁ*%ﬁ%bfb VOB THEM P EE TH L LRLHS
T 2, Health Canada 13, atomoxetine (O Fi 1 ZBEH3 2 B {E 8 i D & =4 —Z ki 9%
FTETHD,

X R

1) Ledbetter M. Atomoxetine use associated with onset of a motor tic. J Child Adolesc
Psychopharmacol. 2005;15(2):331-3. [ PubMed]

2) Strattera (atomoxetine hydrochloride capsules) [product monograph]. Toronto: Eli Lilly
Canada Inc.; 2006.
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2EFR
*: UL K byboMEERE (by Ly MERERE)

b by MEBERET, Z2870E BN T8 1 DL EOFEFTF v 7R ERIRICHhT-> Tk v 7k
FHCTHD, by MEGEREOFIEME 1T 70<E 10,000 A2 5 AESi, Bbbix 3:1 LB M
%<, MBINER O G RRENEZNTND, IR —SIAEROBWIEY O F ZhEND, K —
SR FROBIEBHPEESNTND, Fo, AR EFEOA 2132, 2 osatkiEE X zah
=R AABERNE NG ERNHDHIEND, Erh= RO ELRIBSN TN,

©Atomoxetine (7 MEFtF >, ADHD (JEE KKaZ @ik fEE) {53, SNRI]
[E/N : Phase 111(2006/09/20 Bi{E) HESl: 3785

Vol.4(2006) No.22(11/02) R05

[ 777 # Health Canada ]

e Bismacine/Chromacine % i L7a W EHTHB FICES

Health Canada warns consumers not to use unauthorized intravenous health products due to
potential health risks

Warning

1B H :2006/10/13

http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_99 e.html

Health Canada (3 RA&GROESHITHS Bismacine (F721% Chromacine), Dioxychlor (F7=1%
DC-3) X Sulfoxime Z B fE 72tV A7 DI Z DT O LWL, 1B HE CERME S |12
ELz,

INHOBET, & = Lo TN ENDT A LIF* DIRROT=ZD DEEFFIEL TEIRSN T
%, 7z Dioxychlor X Sulfoxime VEH AL, OB DIHERITH L THEMLINTND,
Sulfoxime <> Dioxychlor (3 ZHIFEAIEL TEARSIL TS,

Bismacine 1%, #7174 TIH R E L TRRENTORVA, KEDIRFHLIEA TEL*2,
Bismacine (%, B IEBEOEIK ESNDHE Helicobacter pylori DERICKE &5 CTHWSI A E
BREAYAEEHEEA T 5, LPLEAYZAERFOEA L, LEEM, BRE0TE
B<BENDHD,

Health Canada (3 Dioxychlor X Sulfoxime Z7&58 L TWNRUWAS, A ZUFIN, 777N, /23
Ay TIMNDIrF2 ND, KE DA 22—y NERNDIEA LT BB G5,

Bismacine, Dioxychlor <> Sulfoxime JEHFI%, BT Z 2B W THREIELEL TROLILTED
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T, AT E TR RO BRRIEEL, 714 5Z OO BOIERIT L TIb DR 2 ff
L7,

TALIFEITIEE, BRICHRAET D, KEBOEBEICE-T, B A FIIERICEDHAANG R
ZA1T9. TALIHICETDFELWMERIT TREO URL I #liSh T 5,
http://www.hc-sc.gc.cal/iyh-vsv/diseases-maladies/lyme_e.html

BIEDLZA, ZNHO I BEN SN HRIMEN I Health Canada (ZH S4L TVl L

2L, K[ETiX Bismacine &"5 CREET DTN 1, #ERE DD,

2EFR
*1: 74195

~H = Lo TS S DI Borrelia burgdorferi (2 X2 GLE, 1975 21T By MITA
LK TEIE LI IDTADIE DL IS, AT IV PREORIBER IS Fe, b
FLBEPRAEI R T2 L, RINIBEER, MRELLELD, X=V U FOHARDA R THD,

% 2 K EITRBVTY bismacine 1X[EFK 5L &L THERGREIL TR,

OBEEE
IS PERE ) Vol.4 No.16 (2006/08/10)
Bismacine/Chromacine % fdi 1L 72U 1 5% 45 Ok FDA]
http://www.nihs.go.jp/dig/sireport/weekly4/16060810.pdf

Vol.4(2006) No.22(11/02) R06

[ Z7TGA ]

o ACE FREHIT AT v 1| ZEEFEGH, FIRAIFRLT NSAID @ 3 G : BRED
-9/

Beware the triple whammy!

Australian Adverse Drug Reactions Bulletin, Vol.25, No.5

18 H :2006/10/03

http://www.tga.health.gov.au/adr/aadrb/aadr0610.htm

ADRAC [XLLaT, JFF IR, 13 AlGFHICLAETE R, 37205, ACE FLEAIF-IZ
ToOd T N R EERUAE, FIPRA], NSAID (COX-2 38R A NSAID 25 1e) @ 3 A0 H
IZ&Y, BUVAZBEPBEAREITRBLLITARD AR EIC O OWTELE L= 523 UK FI2iE
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DR

e, 3CICH OB BEREMRE, IR UMK E £i1DH, 2005 4212 ADRAC 13, 3 AIBF AT
THBF BT DB RO 21 1321072, Z<OFEFITIE, BRREDORBLRET HINFLL

BRI, ik, oI @i, HDUNE ACE BLEAIEIET VoA T v 1 IR,
?ﬁ%ﬂk%l PRANOPFH B 2% 5 NSAID JE I - CTh-o7z,

National Prescribing Service (NPS) I&#x T, Indicators of Quality Prescribing in Australian
General Practice: a manual for users 27 L T30, Ziuid NPS 7 =7 %1k (www.nps.org.au) T
M RTRECTdh D, L5 DFEHE (process indicator) D—->E LT, w724t )5 (Good prescribing) [3
FIOFFR DB K2R oAl (avoiding the “triple whammy’) 15 T 5, 3 FIOFFH DU A2
13725 _RET DM ED DY, BRI E B ClX ACE BREME/ITT oA T I SRR
FEHUAE NSAID OOFHITITHLODIEEZFL) NETHLHIENRTISN TD,

BUE, ACE FREREIIZT AT v | R BFEG IR RAN O W 2 & T2 < ORLE
KINAFARETHLZLICHE T RETHD,

— IR HESNDBLA O —HZ TFRIT KT, ADRAC IF, LHFEITXL, AIREZR[RY 3
DFHZRETDIO8E T 5, LLRNG, ZWOOIEFNDB LIRS, 531X, R, BAKEZ
1T NSAID DB DRDPUZ SN THEE T RETHD, ZOIHZRBUZEYD, ZREDHHH]
BEITEARE %t_b'?’ﬁ”@iék%z%hé FIALTF VL, B IR, FRRokohzry —

RAFBO TG B IIXEROBZE L2 T IO E T R&ETHL,

ACE [JHEHIEIZ 7o oA T iy 1| ZHE A,
FEHHAILFIRF L OB A A i

Perindopril/Indapamide [ ‘Coversyl Plus’ ]
Fosinopril/Hydrochlorothiazide [ “Monoplus’ ]
Enalapril/Hydrochlorothiazide [ ‘Renitec Plus’ ]
Quinapril/Hydrochlorothiazide [ ‘Accuretic’ ]
Captopril/Hydrochlorothiazide [ “Capozide’ ], [ ‘Coverex Plus’ ]
Irbesartan/Hydrochlorothiazide [ ‘Avapro HCT’ ], [ ‘Karvezide’ ]
Telmisartan/Hydrochlorothiazide [ “Micardis Plus’ ], [ ‘Pritor Plus’ ]
Eprosartan/Hydrochlorothiazide [ ‘Teveten Plus’ ]

X R

1) ADRAC, Thomas M. Diuretics, ACE inhibitors and NSAIDs - the triple whammy. MJA 2000;
172: 184-5.

2)Boyd IW, Mathew TH, Thomas MC. COX-2 inhibitors and renal failure: the triple whammy
revisited. MJA 2000; 173: 274 (corr. MJA 2000; 173: 504).

3) ADRAC. ACE inhibitor, diuretic and NSAID: a dangerous combination. Aust Adv Drug React
Bull 2003; 22: 14-15.

©Perindopril/Indapamide (XU R 7 UL A X /33K, ACE [HEHIEIET TR AZFIIRAIEDE

10
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F sk FETE v

©Fosinopril/Hydrochlorothiazide (Fosinopril/lb ke Zmu 7 UK, ACE FLEH|ET 7R BHRA|
LDOEHIMEIN  FETE

©Enalapril/Hydrochlorothiazide (=7 7V /L/leRerans 7R, ACE LEHIET T VR AFIR
FEDEH) WEHS  FE T8

©Quinapril/Hydrochlorothiazide (- 7V Lk araaF 7R, F7 VR RZFRAIE DA H])
WA\ FE B

©Captopril/Hydrochlorothiazide (7 7' v 7V Ve ke raasF 7 VR, F7 VR BHRAIL DA H)
WA\ FE B

©lrbesartan/Hydrochlorothiazide [Irbesartan/t R raaF7 UK, 7oo4 7w 1| x5 K
R EF T VR RFRANE DA HI IS FE 58

©Telmisartan/Hydrochlorothiazide (7 /LI /v 2 leRuruaFdF 7 UK, 7o 04700y 1| 5%
REEHIAN LT T VR RFNRANE DA F) WSS FETE 5%

©Eprosartan/Hydrochlorothiazide [Eprosartan/t Kn /a7 VR, Too4 7oy 1| 5K
PR ETF T PR RFRANE DG FN ) WSS  FE T

Vol.4(2006) No.22(11/02) RO7

[ ZTGA ]

e Leflunomide: Rt =a2—r/ 33—

Leflunomide and peripheral neuropathy

Australian Adverse Drug Reactions Bulletin, Vol.25, No.5
18%0 H :2006/10/03
http://www.tga.health.gov.au/adr/aadrb/aadr0610.htm

Leflunomide 15 iiIfE A2 A+ 285 BEAMMEHTU Y ~F 3K (DMARD) D7 1R 79 7T, 4
—ARZU7 Tl 2000 4RI, JEENEBIETY Y~ F OIGRE L L TRGES I,

ADRAC [ZHAEETIZ, leflunomide (2B 3% 659 1F D 2% T 7=, €DHH 30 14:75:%;
BN —F IR =2 — X = IC oW THRE SN, ZRHDGEFIH 24 FEH]TI
leflunomide 23ME— D EEIRCThH 7=, BF OEIREPHIL 33~90 i Th -7, Leflunomide ™

, 24 f517¢ 20mg/ H, 1 #C 10mg/ H, 1 #17C 30mg/ H THY, Z DD FERF TIIFLE I 720>
7 fﬂtﬁx%ﬁﬁﬁ“éif@ﬁ;ﬁ%‘ﬁ ¥ 2 [ ~20 7 A TH -7 (n=21),

FEAEDHEITIE, LOFUR, BRI, SR, 7232 BEOTF (DEB) O 22149
OBV L, WA R A LS T PRI R BLL T2 Z 8RR S T, BRIRPT LT Z R THY,

11
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B S LUV ISR T AR T, RAPEOIRENE R DI 28RO bi, 11T
[ 2 | D3RS ST, B O T E2130H KD, —HOEFITRO LI,

9 FOHEITIE, MRAERAEORENTLHINTEY, AERMFREEFMEORT E21X
T EE) = 2 — X — OB W EATT AT, B TTIIAER 2 FF 5L, leflunomide kel
RIC VB LR HBNT,

6 BB T, leflunomide H 1L DEIE TSRS T, 2055 3 filiLIcholestyramine
U a7 TR (ZAUZE ST leflunomide TEMEAEHA O IS 1 UL E2BHT 1
A ~EEMES D) 52Tz, S RERT 156 BlIXEEL TS T, ZOMoEFIXisiF R Ch
27,

ADRAC [ZH &S S EBNE, Fift Martin SANEAE L7-EBIEEIL TS Y, Leflunomide &
AWM= 2 — 3 — B XU 5 IR IS LD R O RFRI BEMEE, ZnE DK IR EIfRE R
TEHDTHD, KM= 2—m/ 2 —OERKRIFEIEL, BV Y ~F O—JEk Th oM KIZ
FL AT DR = 2 —a S — B T0D, 65T, ZOBEMEIERERR LIV EE 25
DD, AT NL, BE N RO R 2F 27254, leflunomide 23K Th o rlREMEE &
FTRETHD, ZOLHREFTIL, [FIZROH EIZIDIER A BIE 5 ATREMENE 2 DD,

X ®R

1) Martin, K et al. Neuropathy associated with leflunomide: a case series. Ann Rheum Dis 2005; 64:
649-50.

©Leflunomide (L 7 /L /IR, BUI P AREHIFH E 3K, DMARD (disease-modifying antirheumatic
drug, FAEMERMEGTY Y ~F3K) J[EIPN  JEE 0 Mok FE 78 vy

Vol.4(2006) No.22(11/02) R08

[ Z7TGA ]

e Ezetimibe: > D>fF DA HE

Ezetimibe and depression - A possible signal

Australian Adverse Drug Reactions Bulletin, Vol.25, No.5
1#%0 H :2006/10/03
http://www.tga.health.gov.au/adr/aadrb/aadr0610.htm

Ezetimibe[ ‘Ezetrol’ J1% 2003 4F 6 H, A=—ArZUTIZRB W TE IV AT 01—/ VIILIED{EE KL
L CHAZRENT-, ADRAC X 2003 4F 6 H LA, ezetimibe O JHIZLES BINEH D&V MBI 5
5% 265 1521 =, 2D B 12 121, 60~82 kD BRA BT 59095 (941) /= iZfH>&45 (3

12



5 36 22 M ) Vol.4 No.22 (2006/11/02)

DR

) BELH SN TND, ZNHDEBNTIBT, ezetimibe A3ME— DY ERIKCTH o7z, W H LI1T R
%)ffifﬁkbfﬁﬂt@%@%\éfﬁ# BB, ZNHDOMEDIH TAETIX 4 BHUW, B 3 {4 Tid 4

T I IER DN E LI, 1 EO#ETIX, 10mg/ B 235 5mg/ B~ F S 1% 1 TRER D37
KU, BIOWEITIL, FTET DI 2Hn 2 Al H OB GZITELLIZENFRHES T, BE 5
BTl ezetimibe O FFIEIZIVIERDFEFILIZ03, FHEGAZEV R LIz, 2095 1 FITlE, H#
HCoOEHRN 2 BIREERSTERY GERFEBLE CTORMIXFEFRE), ezetimibe OfkFEH FH %12 H
FORE DD LI, FERG TORFIZET M 5 1FD1E0, 4 #11% ezetimibe D 1 1L (Z[H]
L, SHIZ 16T ezetimibe H L OHLD SANRFIC IV EIEIRRIZH -T2,

Z L2 R (TR LTODIRMND D55 DS DS 058G, hodisE i fERKIC A~
T ezetimibe (4.5%) T &\, Pravastatin (16/511 1) & simvastatin (86/2,784 {4) TIL 3%,
atorvastatin (39/1,573 ff) & fluvastatin (6/255 {:) Ti% 2.4%, gemfibrozil (12/619 {f) Ti% 1.9%, %
1T =N AR T 1A% THD,

[ “Ezetrol’ ]S EMICIT, [FIFEOERAK BRI T HHT R EL TOOMRICBL TRl Y,
EBIZ, IDFITMDIRKNZ L > THEFIETDIRBETHLN, MED/ A F— Db, FEIRED
WINT B2 m B 12BN T, ezetimibe &9 D9H DR BILR O AIREME DV RIBE DT, THE TR
WE=ZY 7 DFEREENEENDH, ADRAC 174D, ezetimibe (ZRHIHE T 50 DIF DA IZ DU
TEERL Z kR 2,

XX Bk
1) Ezetrol (ezetimibe) Product Information. Merck Sharp & Dohme (Aust.) Pty Ltd (version

dated Nov. 2005) .

©Ezetimibe (=P FI7, mal AFo— VIMESIER, a1 A7 o— LI RHEEH])
[E[PN : 25 (2006/09/29 BRIE) VAL : F&F2 5%
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[NZ MEDSAFE]

e Tramadol: Warfarin LOfEAAERADTE T X
Evidence for Tramadol-Warfarin Interaction
Prescriber Update Articles

1#%n H :2006/10

http://www.medsafe.govt.nz/Profs/PUarticles/TramWarf.htm

=a—U—FURENAT, —HOBE TR O tramadol & warfarin OF EAEF D=L 7 2%
RYIEBIINSOPEE SN TND, ZOMHAEIEMIZEY, INR(EFEREL) 25 ER-L, A E
TelZ iz AR CDREFIS o To, A =X NI TRV, FHEEM TS, warfarin T%
ELCWD BRI tramadol D H-BHAAT: 3~4 A CTHEUS, Tramadol £ 5-H 1E# D INR DI T
(Z1E, #H &% 35, Warfarin &0 FHLC tramadol 2L 5§ 218036 HB51%, F#1Z tramadol $¢
HBALED S 1 L INR 2R I E=2Y 7 RETHD,

OCARM ~ INR OFELW EHO®E

2006 4 7 H 31 HELE, BIEHE=4#Y. 2/ &% —CARM (Centre for Adverse Reactions
Monitoring) %, tramadol DREIVER DN gD LA G FF 116 521 T\, 2055 warfarin %
AR AR oo BRI TR O tramadol &3 5-L7ZFRIZ, INR 23 B (7.0~12.3) L7523 3 -7,
BEOIS 2 NFIEBENET, 1 AEsR I, — ANFIAV T &2 o7, Tramadol # 5-B46%05
FIEETIE, ZNEN1LH, 2 H, 7 A ThHhoTz, Ll tramadol ¥ 5-5A%4 8 H#I(Z, PN H if <0 ifi
M ELomo T warfarin R EBHELH -T2,

4 NDEE DI 1 NITE T H B2 2 5 warfarin 2[R L QO ATREME N HY, Fizfthod 3 A
FHUAEWE &L QO z72, INR O _E5(Z tramadol 288 OFEFERI 5L T emnZAS Tl
720, LINLZIBDIEFI DS 2 T, JRIKIEL T tramadol 23 &b EEHOLNEE X HIL T VD,

OFEFIHE CCI) ICLDFELNZE T VR

2 PEOIERFIHR L CIE, #H tramadol LD ASEAZIVIRREL TS &2, 76 1D BT
warfarin 6 7 H M 53N ZEL TV, 32 AL INRIZ 7.3 2R 7c, BEIFZ 1 7AM 1
H 3 [&] tramadol 50mg % fRAL TV =, FF DU FFIZE T 1372<, OTC $HARAL TV veh o
7= V.61 B LMEIE, warfarin 2 & T2 ELIZL YA TR CHY, 2 BRICHTZY 6 B
Otramadol 50mg AR AZFTHE T Uiz, B ITA Bl A#/2NHIn AL, INR10.6 Z/RL
7z, Warfarin # 5% 3 AfH 1LL, B3 D INR K F2F5-> T warfarin Z BB L7223, KA &5
BlAT D ENH T Y,
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OF —ARZVT CTH [k O

ADRAC |2V 2004 FAZARSAVIAERIHE T, tramadol & warfarin Z0FHIZL% INR D 5
LI B A REMIZ R A 2N 11 72 ¥, ZE LT warfarin JEIEIC tramadol ZE0IL TH%
OIIEHIF O JAEIT 4 B (3~7 H) Th-o7= S 4ViE 6 BHIEERSL) o 5 50 Tl Warfarin
ZWELTCGAHLARWEED, tramadol O G-H % 1~4 HENIZEIELIZEFGSIL TV,
76 %L 88 D 2 ADBED, Ml TR LT LI,

O AAEH DR E D BERETALL ATREME

Phenprocoumon (7 <V B FLEEEHK) D 5-A251 7 Td 19 ADBEFZ TOREM tramadol @
INR ~OD 5B DOWT OIS FFETIE Y, 2 A 37 tramadol AR 1% 240 INR6.0
BIOR 73 &, BEMICELO EFJEZRLUEZ, LLTRTOBMED INR OZELOFEIEITHE
FHICHE E TR o7, FHAAER O A =X LT TIIZR ORI ALDORERIZEY, FHAEE
AP OMENZEZFE ST DL, FrEDBERED BB L Z T D RN RSNz, 20
ATREMENE, #20 tramadol ORI LI L TA—ARNTV T DT —Z X — A TORERFH S En
IR EIZE o Th I FREND Y,

OWarfarin & tramadol OFFFH T, INR O EFOFE=XV 7 DOMLERHD

AT = A LTHONTI o TR WA, BELT R TORBE TIER—HOBHET, &0
tramadol & warfarin O EAEH O F o 20386 %, CARM OIEFIERE TOHF/EMEL SN
TWBLHITIE, HEOM BAERRAET TS ATREMEZ RIEL T 5, Tramadol & warfarin OFH A
YR, tramadol OHLEFHICFEHSIL TS >, Tramadol =4I SAH AR LT H2NER
HTH5 Y,

Warfarin il HEFE 1%L T tramadol 2L §- 2 BB ABRIZE, FFIZ tramadol ¢ 5-BiAaT4 1
WL INR 2R ICE =R 7 _ETHD,

X R

1) Scher ML, Huntington NH, Vitillo JA. Potential interaction between tramadol and warfarin. Ann
Pharmacotherapy 1997;31:646-647.

2) Sabbe JR, Sims PJ, Sims MH. Tramadol-warfarin interaction. Pharmacotherapy 1998;18
(4):871-873.

3) Adverse Drug Reactions Advisory Committee. Tramadol-warfarin interaction. ADRAC Bulletin
2004;23(4).

4)Boeijinga JK, van Meegan E, van den Ende R. Lack of interaction between tramadol and
coumarins. J Clin Pharmacol 1998;38:966-970.

5)CSL (New Zealand) Limited. Tramal (tramadol) data sheet October 2005.

www.medsafe.govt.nz/profs/Datasheet/t/TramalcapSRtabinjoraldrops.htm
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6) Pharmaco (NZ) Limited. Zytram BD (tramadol) data sheet 20 February 2006.
www.medsafe.govt.nz/profs/Datasheet/z/ZytramBDtab.htm
7) AFT Pharmaceuticals Ltd. Tramadol data sheet 8 December 2005.

www.medsafe.govt.nz/profs/Datasheet/t/TramadolHydrochloridecap.htm

OBEETE
PR 38 A 22 M Vol.2 No.15 (2004/08/12)
Tramadol & warfarin O AAER (A —ARZUT)
http://www.nihs.go.jp/dig/sireport/weekly4/13060629.pdf

O©Tramadol (F7~R—/L, A4 ARVESETR I [E N 73 QERAIOIHR) ok 3E5¢

Vol.4(2006) No.22(11/02) R10

[ EUEMEA ]

o EMEA [33EZIE) NSAIDS DRXRT 4y MIRI /ST AT BT L bR

European Medicines Agency review concludes positive benefit-risk balance for non-selective
NSAIDs

Press Release

1B H :2006/10/24

http://www.emea.eu.int/pdfs/general/direct/pr/41313606.pdf

EMEAIZL, FEIEIRFERT A RPEFIRAESE (NSAIDS) DR 7 4 MYRZ N AIFEHRIEY
FELW SRR LIz, ZORmiE, MR OIE RICBE T2 L ST — 2kl LzLe
2—INBRLNTELEDTHD,

EMEADCHMPIZ, BUfEAFATREZR G HIC IS, LITOfbima FL7,

- FEIBIN A NSAIDs (XBIHi 5 38 L OISR R O EERIRIEIE Th D,

- BRI NSAIDs 13, Rl m H &4 BB OERICHWZSGE, Ao~ hoffixt) 27 %

X N e ) IS c v eXil] ‘*b‘rzizrjxm ZAUBRSLTER Y,

- I NSAIDs 1%, A RICHESTHEHA LSS, 77205, T2 o IR

NSAID D&ttt r a7 r— D%, £io, FEBFOVAZR - (Hbgs, O lE

R, B B LU CHWZIGE, 2SR T 4y MYATNT A IHERBEAFEL NG

16



DR

5 #5622 MRS ) Vol.4 No.22 (2006/11/02)

DTHD,

Piroxicam{Z DWW Tl, “B315RIHIZ LA TR (Article 31 referral) ” OiBFE N HEITH THY, ~x
74“/%/)?@/\7/7\%%%&%{&1143?8@6

20054E10 H (2 IO B & 8 IS TLOK, FERIRINSAIDSIZEMEAIZ L - TR I E =41
VTENTE, ZORFOLE 2—1%, BRIBLIOE PO I AFINOME ROR

BB T 2T —H L HTHERIZHESH DO THD, ZIVHDOIZETIE, FEBIRAINSAIDSIZ DU
T, Frlzm A &2 EMMOBRICHWES S, AR A7 (UIBFEVEC A R ES) BN+ %
AIREME DV RIBEILCND, iz, FERIFINSAIDsECOX-2BH E DL 2B T A LT OLE
2—HBREINTND,

CHMPIXLLRTE RO S 2 iR L, ERTRS I OVEEITHLC, 5l&keE, JEROFHICLE
R EARA A EE EEBR AW IO EL T\,

EUTHIIRSIN TWD T R TOEFEM LFREIC, FEEIRAINSAIDsI Ak E=2) 7S,
IO R AE CAULE G 7 & 2 s 5,

%)

1. ZOLEa—I{%, 20064E9 H 77 2D Kl 2 )& (afssaps) D ZEE IZ XY, Regulation (EC) No
726/20040Article 5 (3) IZfiE > CRAtEE ALz, ZOFIAIZEI T HCHMPOE FLILLL T &5 [,
http://www.emea.eu.int/htms/human/opiniongen/nsaids06.htm
AR A I XEMEAY =7 A b EIZEL <G T E ThHD,

2. Questions and answers on the review of non-selective NSAIDs

http://www.emea.europa.eu/pdfs/human/opiniongen/nsaidsq&a.pdf

Vol.4(2006) No.22(11/02) R11

[ EUEMEA ]

o FERXT AR MHAIESK (NSAIDs) : CHMP (2 XA B2 7

Opinion of CHMP for NSAIDs:Annexl Scientific Conclusions

CHMP review on non-selective non-steroidal anti-inflammatory drugs (NSAIDs)
1H%N H :2006/10/24

http://www.emea.eu.int/pdfs/human/opiniongen/nsaids.pdf

http://www.emea.eu.int/htms/human/opiniongen/nsaids06.htm

20064E9 H 21 FiZ, 7T AHHI Y B S CHMPIZ, Article 5(3) Db &, FEEIRFINSAIDSD >
MR DML CLE 2—DEENRD o T-, AL E2—ORILLEL7-D1, KB X
OE WG D TGO NI T — Z LTS R TH D, ZNHOMFZETIE, FEEIRFINSAIDSIZ
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SOV, BRI A BEZRYIRORERICAW GG, BIIRMARY AT (L HFEZE02E h I AESE) 23

AN BRI EEME DS RIB S LTS, ZILH0FH LW T —Z121%, (i) etoricoxib&diclofenac? kg4

AHMEDALFG B 7 17T 2% (i) NSAIDsECOX-2 .2 3 0 i i 35 L OVE 2 HF 720 B D Fe
DAZTFVZ5ER, (i) meloxicamlZ B4 28 LV EF7 —%, (iv) APPROVe*?, APC*?,
PreSAP **ZXEr 75155 7= COX-2 PR E HE D fe B O FRAT i 52238 £41%, CHMPIZE, NSAIDs:

COX-2fHEFKIZBETALRIDOLE 2—2EZEIZANT- LT, ZnbDT —Zyhalta—L
77

CHMPIZENIRIMAZY AZIZBIL TLUL T O HFIHIC[FAE T %,

*MEDAL 7'u2/'Z A0D5 —4ClZ, diclofenac (150 mg/ H) & etoricoxib (60 F7-1% 90 mg/H) ™
BRI MARY A2 ZIFERE THHZEDRENTND, LINLRR D, 2O 8y T LD A i
KR 728 5 & A 72 3 AN S DI 3 I B2 B E IR D3 % > T (fll 2 Dk, 7 71—
7, HEROFBREE) , BRRT — 2By M AFINRE, ZNHDERITEOHIZFEL
<FHfis 415,

AF AR T R COBKRBR B LOVE T — 2% B E T 5L, diclofenac 13, FrlCm A&
(150 mg/ A) IZHBW\ T, BfRIAEA N H (L ZER 2R TS DY AT MY INSH 2 Al 6E
LT oYl

FEPEERBR T — 205, & (2,400 mg/ H ) DibuprofenS ik A~ b (OB FERLZE g
) DY A7 Z P INSE DA REME D RIBS IV CTNVD, BRIV, Pt OfsE R T, RH &
ibuprofen (=1,200 mg/ H) 23l FED VA Z B INEE 52 LII/RIBS VTR,
<R R BR 3 L OYE 2T — 2 Cl, naproxen (1,000 mg/ H) (IZFEDBhR A A RO AZ 1,
COX-2PLFHHLBIRNVATREME D RIRZITND A, /NESTRUAZ Z BRIV HZ 81T TER U,
RN, DPRETERZ SR T 27 — 2350 TR0,

DGR TOIFEIRAINSAIDIZ DWW T, MARVAZIZ T 25w A 55720 O+5370 7 —
EDRFLIVTNRNY, LTeD3> T, UAZEIINO RTREMEILFRAN TE 20,

SHT L ERRERLIS K OMCHT DB IRFABR 7 — & (APC, PreSAP, APPROVe, A% 7 F I X)
I, FEEE R OEBRE) LD ik, HDHVIET TR (R RER) Lo ks T, COX-2[H
FHINIMED AR A7 IE A 72 B 4a R L THY, B2 5H<1,000685 - FEHTZVRI3FE DA R
WEENZAEC TODAREMER DD, ZOARUNIEEL TLAEICE#EL, —HOMFIE T

MM AE A RERIF A AR b EENTND, K OBFE TIX, AR A7 OBTER e
HANIRREE 13/ &, LRI D, JefE T 20 A VA Z K - F7 i & % B OBE £ 2 F 3
LHIBETIE, VA EL<RL RN & 5,

CHMPIZ, RIZBEESNBEATL TONDTRTOT —X &L Ea—L, ROFE#H%E L,

- FEERAINSAIDsIE B & ¢ 38 L UM O MR RO E BRI T D,
- FEEIRPINSAIDSIT, HF10E H mz BB OREICH WG A, e < hofxt) A7 %

18



PRl

22 MRS R Vol.4 No.22 (2006/11/02)

HEMNITHINEED ATREMEN DY, TR TERR U,

- FEBINAINSAIDSIE, "G RICHES THEHALIESG S, 77205, TNZ D IEEING
NSAIDD BB T 07— )VIZHDE, Fie, FBEDYAZIKF (Hbds, LI &,
B ) 2 E L TV, BRI 4y MR ST A IERIBEV I ELNE DT
0%,

ZORFIOLE 2— 23O X, HFEILREICLAIFE (Article 31 referral) ” O 472 B &7 5
FORRIEMIB L OXMREE Z HID, ARAEE EOREITRESIL TR,

‘CHMPIZ, LRt &M B 2805 120F, mARYAZIZBE 3 28UE O R A UK
MIEHRETHDLHEEZ TS,

-CHMP{Z, Pharmacovigilance Working Party (PhVWP) (2% L, FEEIRAINSAIDDIL ST 1 HIZ
OWT, TTIZREPELNTWD, LILE ROV 5 EEFHAWRT T 5450
BHOIED, BRI 2I8E T2,

*MEDALZ 17T LB SE R RGO BRITIE, ZHERUERIZIRIT & ThD, Zh
SOfENT#, COX-2BHFE KD Ll & R EVEIC DWW, BATOENE N ERETSND Al gl
Wb,

- CHMPEPhVWP D S [FI AR Z B 1, FEIEIRAINSAIDSD B D22 M7 — Z 28I F
T D10, SHIDITE A A R 5 ATREMEIC OV T, it 5 T ETHD,

CHMPIZ, NSAIDsIZBE T 25— fu72 L 5 i 36 KOVRFE T B &1L, AREL T TRREO Y
THLZLaERT 5,
LR B L OVEAETE, NSAIDSIZOWNT, SEIR O BRI B2 e (A 200 ) e e A e
HRETHD,
ST NL, EONSAIDIZ DWW TS, B FRICFEEHS N TV D BRI R L BT 74— v
WZHADE, o, HFBRFDVAZHFITESW TR & THD,
L7 X, NSAIDs[H] CHAIZ IV 2 ABRTIL, FIZ, BFEOREIFOIE), 8GO 272
BETaT4— VK BEDIVATRFIOWTHEIZEE T ETHD,

BEER
* 1: Multinational Etoricoxib and Diclofenac Arthritis Long-term~>"'22"Z 2
EIAEBIEIE IS KOS Y ~ F (84, 34,000 A &%t 4L L7z (MEDAL, EDGE, ¥k
UEDGE 1) 3l & O I2fi R 7 0 s T b, ZO7 07T AOFERIZ DWW TIZLL N O SCER
([ZFLEAL TV D, Am Heart J. 2006 Aug; 152 (2) :237-45.
*k 2: Adenomatous Polyp Prevention with VIOXX
Rofecoxib[ ‘Vioxx” N2 LD RRIEMARY — 7" OFF T B D774 kB 38R
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* 3: Adenoma Prevention with Cerecoxib
Celecoxib[ “Celebrex’ JI1Z L2 KRG IRIE T 8L 00 772 A8 %t ) 7R
*k 4:Prevention of Colorectal Sporadic Adenomatous Polyps
Celecoxib[ ‘Celebrex’ JIZ L2548 M E R DB M RRNE MR Y — 7' O T D7 F 78t FGER

©Etoricoxib (COX-2 BHEHI WS - F 78 7

©Diclofenac (/v 7 =77, FEATBARMEHIRIER) [EN FETEH WSS FTE W%
©Meloxicam (AR 714, COX-2 PRFEFD EWN 5 EH Mo FEoeH
Olbuprofen( A7 7'm7 x, IEATOARVEFIRIAEA) EN T2 WA 5Ee 5

Uk

U e
LENBIE —E M B, 1A E/+

20



