Q> ERKRLZLMERER Vol.13 No.02(2015/01/29)

] N7 =R S A S AR SRR A A R
B X
http://www.nihs.go.jp/dig/sireport/index.html  <@EDERIFZE L~

5 [EL AL B B 175
[ >XFDA (U. S. Food and Drug Administration) ]

o IENR - FFLIFOM TP D B F R A DI AR FERR oo, 2

o FDA/CDERIZEAZLAMIZEE T2 REGET OB (201455111 ) oo 5
[EU EMA (European Medicines Agency) ]

o VU WIZEIT % PRAC OF)HE—2014 45 12 A 1~4 A PRAC i CORMRT oo, 7

[NZ MEDSAFE (New Zealand Medicines and Medical Devices Safety Authority) ]
o Prescriber Update Vol. 35 No.4

I V0010 (o) B G B UV = =25 SO 9
RN LE SN W E /Y = I (=9 == TR 13

[WHO (World Health Organization) ]
¢ WHO Pharmaceuticals Newsletter No. 6, 2014
O VigiBase THFTESHIUIZZERNEL T Il oottt 15

MEHE S Z RV @ E, 2RO 72 R - E R R O M SN D E B D& A
WAL - MRFTL, BEEEZONAEREFREITEN LD DOTT,

[FOO0OC’ JoOQOIMEIZBIT DM MAZRL, EFEHFEIFRAIEL TMedDRA-IE L TV ET,
W58 FEEOfF, Do FEH IV TliZhttp://ww.nihs.go.jp/dig/sireport/weekly/tebiki.html = Z R Z &,
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[ >kFDA ]

o LR - RILREOME I BT 2R AR TR OB E R R

Pregnancy and Lactation Labeling Final Rule

W H :2014/12/03

http://www.fda.gov/drugs/developmentapprovalprocess/developmentresources/labeling/ucm093307.htm

FDAIZ, TeNHOMLS 2L M 6 JOVEY A OB GE R RONE L EN—E RS L0
B9 52RO B A (PLLR) B2 £ LT-,

PLLRIZ, EERfi 8RR A (PLR) D ERITHE - TR FRICEER SN A KO
WIZHONWT, AR BERELETTHLRKDTD, WA EXOWETIE, EREEFENEKLO
RRT 4y MIAY ZFEHM LT ECEIE O A2 LT D 0lim B O AR B & T& 549,
FENUC Ko TGP LIRS, B <0IBT 2 EZ + 0 R F R EFFRICH E SV T T
ZHINTTHZEE HRIELTWA, Al PLLRTIL AN IR fi b B 43 46 (pregnancy category)
%FTA, B, C, D, X&MBELI- Y, £-PLLRIZ, fE#3 d<ie o7 A I3RS 2R 2 UGT T
BHEIRD TS, AT EIEOBUTORL R IRE, PLLRONKR O TOD 7Bl i R LD Lg%
TRIZRT,

Prescription Drug Labeling Sections 8.1 - 8.3 USE IN SPECIFIC POPULATIONS

CURRENT LABELING NEW LABELING

[effective June 30, 2015)

. Lactation
8'2 Labor and DE'IV‘EF}" 8'2 includes Mursing Mothers
NEW
5w Females and Males of
*9 Reproductive Potential

8.3 Nursing Mothers

BUTOR S IEH -7 B

8.1 iR 8.1 R (it~ tHEA S L)

8.2 Syifhl e 8.2 I (BHhmaain)

8.3 FFliw 8.3 AFHRE N OHA LRI OB M

A Content and Format of Labeling for Human Prescription Drug and Biological Products; Requirements for
Pregnancy and Lactation Labeling
https://s3.amazonaws.com/public-inspection.federalregister.gov/2014-28241.pdf

B Pregnancy and Lactation Labeling Rule:PLLR F£721% final rule LIS TUNV5,

€ Physician Labeling Rule



http://www.fda.gov/drugs/developmentapprovalprocess/developmentresources/labeling/ucm093307.htm
https://s3.amazonaws.com/public-inspection.federalregister.gov/2014-28241.pdf
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DA

MT4% (“Pregnancy”™) | O (8.1) 121X, A4z o = 3K dnffi 2B 9- 51 2 AR (pregnancy
exposure registry) PA3 M HHIZ ONWTRITHNTWIBE, TOBEMNTLHEND, ERL AR
VI, iR 2 G &4, S QWA IRGRIEN RIF TR BICRIL, 7 — X DOINE - EHZ1T9,
BEHRL AR SR IT DAL TR, ZOEHITE IS ORI R R T2 IOHERIh T
1A, ZECTHATIT Dol TR OO FITE5IC, TVAZOE (“Risk Summary”) |
[EIR o8 5518 (“Clinical considerations™) J, 33X 7 —% (“Data”) J > FAHEH Z5l# 3
5o PERT oyt L HpE (“Labor and delivery”) | IZFE#H SN TW %, 5% ML )
(“Pregnancy”) DIE|ZFEH SN D,

M52 #L.57 (“Nursing mothers™) | O IAIXIA H 4 % [#32 . (“Lactation”) | (8.2) ICE KL, A HF D
A OME L, BFLICBIT T 28K O &, BAEAEBIL CODILRIZ R SREEOH D
R E O RAERIET 2,

R RICHT G T O NI TAEFERE 1 DB D et B L OV M | DTE (8.3) 121, MEIZILUT,
PRI OBV, W OHELE, 3R CBIE T AR EOF R DNt S5,

B FROWET X, 20154-6 A 30 A I H%h 375, 201546 H 30 H LARRIZ AR HFE M TS
AL TG 28 S L OVE ) AN IR H I E 20036 H S5 23, 2001476 H 30 H BARE I AR S 17z
LTS B FEoRIT, BRI GTEND,

OTCHED R I FRIFHKET SR, OTCHIIPLLRO S %44 T,

FDAIZ, PLLROAZREFIRFZ, BOE R DR ZTROBT e - E B2 T 540,
R HTAL A (BZ) AR LTz,

U

B E R
* FDA issues final rule on changes to pregnancy and lactation labeling information for prescription
drug and biological products

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm425317.htm

* Pregnant? Breastfeeding? Better Drug Information Is Coming

http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm423773.htm

* Questions and Answers on the Pregnancy and Lactation Labeling Rule
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Labeling/ucm
093311.htm

* Outline of Section 8.1 — 8.3 on Drug Labeling

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Labeling/ucm
425415.htm

P %E9 1}, hitp://www.fda.gov/ScienceResearch/Special Topics/WomensHealthResearch/ucm251314.htm
E over-the-counter drug
F http://mww.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM425398.pdf



http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm425317.htm
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm423773.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Labeling/ucm093311.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Labeling/ucm093311.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Labeling/ucm425415.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Labeling/ucm425415.htm
http://www.fda.gov/ScienceResearch/SpecialTopics/WomensHealthResearch/ucm251314.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM425398.pdf
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DA

2EFR

% 1: K[EE# (Federal Register) Vol.79 No.233(Dec.4, 2014) T, 4 [l L L7=PLLRIZ DU T
OEFERZRBA BRI TV D,
http://www.gpo.gov/fdsys/pka/FR-2014-12-04/pdf/2014-28241.pdf

ZOEHRTIE, FAIE TSGR E S FORFRFEDOYE AT ONT, IROIIITFHIAL TS
(_EFEURL2.M, “Removal of Pregnancy Categories” DIAZ HiFe) ,

FDAIL, BB LR E MDD 7 4 — R w7 %58 U T, FAINR V2GR FE 55 #8 (pregnancy
category) [TIRELAZHT-DL, BIR~DUAIZ DR D725 EMeD>— EhE2b > TniET Db
DTIH o7 e a Bk LTz, Fi, BRRE XA R EREE BEIR T T 52 ANRE
WS, ZOFITRRS TR - S, T FDRILE 22 ST G A BRAREL T Eof)
WrEATHOEND LD, SFHICH EDNTRS EOHIWEATO ZE N L) -T2 LA FDAIT A >T2,
FDAIZ, 53T AT D DIEIRICB$ 5 R R it 35 NCBd 52 L2k~ T, eFg%
B DITEI A %, YR T — X J)&Ob\TE&%JKTEJELTEJiﬁ{zsj_*f%’):kﬁi‘f“%
LHEZE 2%, FDAIL, AR GRS EZ R T2, IRIE~OYV AT DORREEDENIZ O
T, Efr>o—BMEbo TERIEET 280 H E!’J BBELBRNWEHIWT LT, LTe3> T,
AHBI DA (final rule) TiX, FEAING R GRE S (A, B, C, D, X) &7 X TOEHML
L ERNOHIBRT 2L B R L TD,


http://www.gpo.gov/fdsys/pkg/FR-2014-12-04/pdf/2014-28241.pdf
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[ >kFDA ]

*FDA/CDER (Z X5 Z&MIZ BT 2R RHET OBEE (2014 £F 11 A)

2014 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—November

FDA MedWatch

1EF A :2014/12/11

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm425985.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
T H OFRYGT AR T, RITITER A LUGT EFTOY AMARHL T DA,
i+ : BW (boxed warning) : #uffl 4%, C (contraindications) : 5=, W (warnings) : %45,
P (precautions) : f#i H _EdOEE, AR (adverse reactions) : &lI{EH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : F&35 1%

iz H

=&
1:_1[&!

KEFE RS (—R4) PPI/
BW C VG

Arava (leflunomide) Tablets

O

Unasyn (ampicillin sodium/sulbactam sodium) Injection

O
O

Adcetris (brentuximab vedotin) for Injection

AVELOX (moxifloxacin hydrochloride) 400 mg Tablets
and AVELOX (moxifloxacin hydrochloride in sodium
chloride injection) 1V

Bosulif (bosutinib) Tablets

Cubicin (daptomycin for injection) Intravenous

Cymbalta (duloxetine) Delayed-release Capsules

Lopid (gemfibrozil) Tablets

Sensipar (cinacalcet hydrochloride) Tablets

Sovaldi (sofosbuvir) Tablet

Taxotere (docetaxel) Injection Concentrate

OO0 |0]O00|0 O |O10|0] =
OlO0|O0|0]O0|0]O0 O |O

A FDA DAY AL, FEILLEZIV 7T HLICRD, FEIRGOFRUETICHTL2EMB R AT
JEATED, dEHE RV A T, ETSNZIHE R, PlA s, 25, BEDH COFPMEITTHIN
TR ROREE RAZ LN TED, GRIE)



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm425985.htm
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WETSNIZIHB

KEFE RS (—R4) PPI/
BW C W P AR | o

Votrient (pazopanib hydrocholoride) Tablets O

Zelboraf (vemurafenib) Tablet

O

Cardizem (diltiazem hydrochloride) Tablets

Foscavir (foscarnet sodium) Injection

Mycobutin (rifabutin) Capsules

Mytelase (ambenonium chloride) Tablets

O|lO0]O0|0]O010]0
O|lO0l0|0]0

Sylatron (peginterferon alfa-2b)

Actemra (tocilizumab)

Advair Diskus (fluticasone propionate and salmeterol
xinafoate inhalation powder), Advair HFA Inhalation
Aerosol

Depacon (valproate sodium) Injection

Depakene (valproic acid) Capsules and Oral Solution

OO0 O |O

Depakote Sprinkle Capsules (divalproex sodium coated
particles in capsules),

Depakote ER (divalproex sodium) Extended Release
Tablets

O

Flovent Diskus (fluticasone propionate inhalation
powder)

Flovent HFA Inhalation Aerosol

Furadantin (nitrofurantoin) Oral Suspension

Nucynta (tapentadol) Oral Solution

Omniscan (Gadodiamide) Injection,
Omniscan (Gadodiamide) Pharmacy Bulk Package
Injection

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

OptiMARK Injection,
OptiMARK in Plastic Container,
OptiMARK Pharmacy Bulk Package Injection

O

Singulair (montelukast sodium) Tablets,
Chewable Tablets and Oral Granules

O
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[ EUEMA ]

o> 7 FVIZBIT D PRAC O#)E—2014 4 12 A 1~4 H PRAC & TOBIRD

PRAC recommendations on signals—Adopted at the PRAC meeting of 1-4 December 2014

WENH :2014/12/19
http://www.ema.europa.eu/docs/en GB/document library/PRAC recommendation _on_signal/2014/
12/WC500179563.pdf

(Web#8#; H :2014/12/22)

KEHEIL, 2014FE12H1~4A O 7 7 —~aL YT A U275 Z B 4 (PRAC) *D 25T,
S F IOV TPRACHERIR LT i OB A7 L TUVA B,

A R CORREIBITONTL, ZOMBEDOARRHIIE, PRAC 2HORL G EHRL
FTOEIEICBL CHMP (E3EZ B SR) “ 02 (2014 4 12 A 15~18 A) THEMNMILNTHY,
ZIUCEESZE T (variation) 122UV Cik CHMP IZ XA T b T iE Thd,

BEL SNV TORBOGE, 27 F M THPRACOENIE DHEFSILTODNIIONT, 4
DR E o B Y RN 2 ' B A,

1. MR ERSGTOBIENMTON L 7TV (BRA—AEFEESR)

EFH4 (INN) AFEFS MAHP~D&N & AE
Vildagliptin;; ik ATERIR T2 5., ERRFER 2 EudraVigilance?
Vildagliptin/metformin T —4, MAHDMEH U7 BEM72 5B O f R

HEOE, BEEROUGET 28,

2. FRFEHREHIBESNZV 7TV (BEE—AEFFR)

LR T T NDPRFESNIEL T, ZOZENT DL, HOEEMDPBESNIAEFEEFS
ZHIFEILILZERL TWDDIT TR, ZOAEFEHERIY, BEDPAE TR ORBOAER
THLARENERS, A DI 2HIDEHE L DFIK LR >To i REMEN DD, D EH S LGS
NIEAEFRLEOMICEARBRNHLNEDEMHE T D70, ety 7T ai i 425
WD DD,

Pharmacovigilance Risk Assessment Committee

FROCTHE, FRAIEL THARTHERIN TV BIEISO LA GG LU, V7T UATEM LT, GRIE)
Committee on Medicinal Products for Human Use

marketing authorisation holder (1% 3 i, 83 i 50 A R IS4

E B NE IS, B C0D, GRIE)

o 0O w >


http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2014/12/WC500179563.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2014/12/WC500179563.pdf
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EIK 4 (INN) FEFL MAHIZR % B H%t e
(o B—Txry ISR A A s ot RO (201542 H 7 B £ TITIR )
a-2a, a-2b, p-la,
B-1b,
ARG AR =T =T
a-2a, a-2b, p-la
Lenalidomide IR—F LN WREIDOPSURT AT (20154E3 4 6 H £ TITH2
H)
Natalizumab 21, R BHROEH (201542 A 7 A £ TITHR )

3. ZDMOBERTTONZY 7T (BERG—FAEFR)

B

F periodic safety update report (&3 #2422 f BT )
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[NZ MEDSAFE]

eTramadol: fE Hl_ EDOEEEE

Tramadol - the Highs and Lows

Prescriber Update Vol.35 No.4

%N H :2014/12/11
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update%20December%202014.pdf

http://www.medsafe.qovt.nz/profs/PUArticles/December2014Tramadol.htm

OCEERAE—Y

o TramadollZHFARIERPED A REEIRIE THY, p-AEFARZHIB~DFESE, VTR
BLOrah=rO AL R EEN) ~EHOEMAKF R,

e Tramadol Db B2 RIVEMIL, Bubh=AEht, R IE GRBREMIK T 25 T), MR
P, BEENIE ER, 7T 74 7% B Ge E THD,

o JKKALNDOHEFERIGIE, B, URMH:, 5, WEMED FV, BHEMRA~ORE(FLLTH
Wz, FEIT), SRR, B, M08 (WD), P& 95708 Th D,

e TramadollZFE&L TF L/ rLPAS0D T AV H A L2D6 (CYP2D6) IZ VR #4115, CYP2D6
DI LY, tramadol H RO R D EEBIND AIREMENRHH721T T, KW A /EH
(warfarin’2 &) BNAELHZEH 55,

OO0

TramadoliE, H%5 & ~ 5 O Ja OFE I A WS D AR EAMED A R m K Th D,
Tramadol &% D = FE{HH D O-desmethyltramadol (ML) 13, FAHXAHRERIZIAL /A LT Dp-A
EAARZEBRIFE ST D720, AT AREROIEM 279, Tramadol D -7 B4 A RS ¥ K ~D
HAEFMEIZE L ERITH~85< (£91/6000) , M1 THE/LERDKIL20THSHY, Tramadolid, 4
EAARERZATDHEEBIC, VT RLUF Y S kub=r ORI ~DO F YA L EZLE TS,
7 — &L — M Ctramadol D KD FERIZR B R EHD,

OTramadolD EER R
ORIFHELA A AR VER

CEOEABFICEY, ACFARRIEICEE LA ELISOVARY & it KEH, SLAO
AREME I RIS NS EB 2 LD, TV THOUARZIIGFIET D728, M FRFIZIFEEREZDRD
15, TramadollZA & A REERLAEIR Z 0 CE /e, A4 ARBERLARICH W TIE b
WY, 7z, tramadolz, 7va— b, fEIRIE, SR EE, AEAARNREE, HOWIMFEHEICEILE
MEh BOBF AT 52803, 2Rl TNDD,

A F—ao — L OMBBEY A http://www.medsafe.govt.nz/profs/Datasheet/DSForm.asp
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http://www.medsafe.govt.nz/profs/PUArticles/December2014Tramadol.htm
http://www.medsafe.govt.nz/profs/Datasheet/DSForm.asp
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Bl

TramadollL, FEWLNHEIDY AT D5 E8E e, SHENE E&., SEEE, Lavr, Bkl ~v
15T (FRARB) Ok BED BECIE, HEICHR 5T RETHD2,

WA B A R T PR RIS AT L, F & I IEET D, T~ KTl o At
= — MR I S S TR, tramadold (O SEBIMER F I LA RA S | X 29 Al RN
%, TramadolDf# FIZ BE L TLSHAE SN TV B IO A E RIS, ELBLOEN:, 78k
DE, BEMERA~ORE (O WNELER, FIT), R, 85, B (B0, 5L Tho,

ORI

Tramadoll%, BT, F/2i3MOIEFIEDO P T, EERIEORMEZK FEED A HEMENRHY,
U ha— LR EOTAMNADBE ~OME IR 2> TOEY, HHERIGE=FY 72—
(CARM) ®i2iZ, 20004E LA, tramadol D I BEL T, F2i, KRISVERERE, o\ Idye i
DREFIASF 191 5 S TD, 26T AE A& 0T, 141X ABi 2 ELIER Th-o7,
LR N AN CTHo -1 BRE, T XCORENEIE LT, JEBIO K H-T, tramadol D H BE 44
BB LANITIEIR 2SR BLL 72,

Okub=  EfERE

TramadollZ /)L 7RV BL O b= O FRVIA R LET 5720, otvak=1FH)
EPFH LT G, b= JEREDY A7 D3 E$£5, Tramadolid, @AY Erh=FHDIA S
BELEESE (SSRI) €, Erh=1 LT RLF U DA Z LS (SNRD °, =B RH1H DA M
LT HHE T, HEICHHTRETHD, T/ TIVAFUH —PIERK (MAOI 556 o
A, Folt14 B LANICMAOIZ (i LT- 120U T, tramadol D I3 AE R TH B2,

CARMIZ%20004 LA %, tramadol O i FH 23 & m b= i 5 L2 B - L7 vl REME O &b D i 5]
BRI EINTND, ZOIBLAFNIAREZZE LTz, OFHL TV E3E 51X, paroxetine,
citalopram, fentanyl, methylene blue, fluoxetine, sibutramine, sertralineZ2& Cdh>7= (—FH D B
EREG-L QWD EERIZ 280 B UL L oT2) , Bu b= EEE SN2 5E, Euh=1FEEED
il A E HICH LT 258575,

b= EGRELEE, rb= B FIBRAAY, EITRRICHEBT DT

ORMIHEAEH

TramadoliZ, 7~ LP450D T AV A 52D6 (CYP2D6) (2L H0-Mi AT WAL E T LT, EEHE
HERB Y THLIMLIZR B SN D, TDT7=®, CYP2D6% 4 3 5 F A o 4R 3 12 B L T poor
metaboliser T 5 BF 1L, IEMEME D+ E A SN 728, tramadol DfE FHIZ K> THRB
DR 4 MM B ATHEMEA B 5,

B Centre for Adverse Reactions Monitoring

© selective serotonin re-uptake inhibitor

P serotonin-noradrenaline re-uptake inhibitor

E monoamine oxidase inhibitor

F Medsafe 23LARTFT o7 B b= JEERE~OEEMRALIX, Tl A a5
http://www.medsafe.govt.nz/profs/PUArticles/SerotoninSyndromeToxicityReminder.htm

10
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CYP3A4LCYP2B6IZ, tramadol ON-ii AF /AKIC LD AR HHW O PE A2 B 5L ThBY,
CYP3A4D L ENERH D& 5% 3K 5 (erythromycin, itraconazoleZs ) Z#fF L7284, tramadold
RN ESI, BRI RIS D ATREMED DD,

CARMIZE20004E LLRE, #% 1 fHtramadol Ewarfarin& O FH AAEH OHEF 23645113 5 ST d,
AFITINR (EBEERE L) *! R ANHE SN TRY, warfarin T2 EL TWHEE T, tramadol D
FBARATRT B LANICREBIL T, 56T, i BEER (AL, &, 8572 8) 2R IEL T
We, ZOREAER ORI RS TR0, CYP2D6D ZBINFK 72588 2 BT
}Y, CYP3A4 (RIEDwarfarind> (12 BE5) I Lo RE TBiA L5 ©, Tramadol-warfarin
OO, EEIATIRETHD,

HHX AR R I 2 (T v a— b, FEAARRIE, HEEE, 7=/ F 7V R 3K, IR
PAFRIE2 ) 1, tramadol D EEEHE 258D 5 ATREVEA B D720, (HEIZ, 2D H B AR Cff
A4 ~&THH,

OB EMEA

Tramadoll I | DV AZ D3 LR N Z L2 RIE T2 28T ARV B H L1302,
tramadolZ- it & L7235 DFESRIE, o> T /E PO S KL [RIAR IS, B, JEaE, PR
i, PEgs Ik, O RS T D, 1 Al FHIC KVIRERIERHBLT 220 5D,

SRS L OB E A

1) Grond S and Sablotzki A. 2004. Clinical Pharmacology of Tramadol. Clinical Pharmacokinetics
43(13): 879-923.

2) bioCSL (NZ) Limited. 2013. Tramal Data Sheet April 2013.
URL: www.medsafe.govt.nz/profs/datasheet/t/TramalcapSRtabinjoraldrops.pdf (accessed 6
October 2014).

3) Shipton EA. 2000. Tramadol — Present and Future. Anaesthesia and Intensive Care 28(4): 363
374.

4) Kaye K. 2004. Trouble with Tramadol. Australian Prescriber 27: 26-27.

5) Zahari Z, Ismail R. 2014. Influence of Cytochrome P450, Family 2, Subfamily D, Polypeptide 6
(CYP2D6) Polymorphisms on Pain Sensitivity and Clinical Response to Weak Opioid

Analgesics. Drug Metabolism and Pharmacokinetics 29(1): 29-43.

6) Hedenmalm K, Lindh JD, Sawe J et al. 2004. Increased liability of tramadol-warfarin interaction
in individuals with mutations in the cytochrome P4s0 2D6 gene. European Journal of Clinical
Pharmacology 60 (5): 369—- 372.

€ CYP2D6 ? poor metaboliser TiZ, tramadol DIFPEIH M1 ~DZEHIME T L TEY, ZDOT2DRIE(LED
R N &< 2%, T5&, CYP3A4L 24195 tramadol DA UL, [EIL CYP3A4 #4145 R-warfarin @

R EBATHZLICED, warfarin DI RN EFL, HiBEFELOVRINEED, GRIE: Sk 6 25
i)
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2EFR
% 1:INR (International Normalized Ratio, [EBZ= L)
WarfarinlZse 3 252 M E N 203 KREL, IARTE A+ 43 ITHfiIL, 22 o s
PROHERF A IE T 572012, MIREEREDT =2V 7N METH D, MKEEEREOR A
7R RA N T ehr B REH (PT) THY, HIERIEOEWEL EH R IR E LI o0
INRTH %, Warfarinia i CIZINRA2~IZHERFSNDZ LN,

% Bt Tl tramadol HAK BEE & D B B S S 4TI Y, 20144 K1, IR IMBENE & B 27~
THENTEb RSN,
Fournier JP, Azoulay L, Yin H, Montastruc JL, Suissa S JAMA Intern Med. 2014 Dec 8

OHETIER L ZEMER
[NZ MEDSAFE]Vol.5 No.24(2007/11/29), Vol.4 No0.22(2006/11/02), [ZTGA]Vol.2 No.15
(2004/08/12)

HAFR

©Tramadol (7~ K—/v, (Tramadol Hydrochloride, h7~R— VHiEEHT) , A &4 A K 3 85 3K
[EN:FEoEw MBSk FE 580
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[Nz MEDSAFE]

EIRMLET Na—)LOENER

Can | Have a Drink With That?

Prescriber Update Vol.35 No.4

WA H :2014/12/11
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update%20December%202014.pdf
http://www.medsafe.govt.nz/profs/PUArticles/December2014CanlHave ADrinkWithThat.htm

OEERAYE—V
o ZLDEIM T, FHPTIZT Va— W BIERET D E/NRICEEDHREXTHD,
o HURARRICIER T2 ER I T L a— L OIE A RS AMH A HD0, thotd B IE
HHEZ DA REMED 9D,

OO0

—EOEHEMIL, T — VERIRRCIRA T LA ELRDLIENDHD, TLa— L EEHEL L
Dt LA AAERITIBZGL, BritiffiBh o7z )5 i bdisulfiram [ Antabuse” ] & D
B XA BAEH T A, Disulfiramix, 7-2h7 VT ERBIKERBEREZLEL, 7/ra—Loff
HELELTMHICT7 B N VT EROERE S T-HT, Zddisulfiram& T /v — L LD BAEH
1%, SESFRARRRIERE I EE T, Flx X, B, MRk, B, J8EL, 3T, HE)
PEDFEW, B, EOBIOEM-72E8 Th o, Disulfiram&ILicZ &7 L a— LA B R
D, MER T RS> TRINCELHADHD,

R AR VE A T B EIR S D% 1%, Tva— L OVER GHIVERA L) 2 Rag42 a fe bk
W%, NV T B REE, zopiclone, SEFFEHIEAZILHLR LT, PHARRRITIER 5
EH G ThHD, TOM, ZIUIEFREMEILERWVE OO, BIRFJEr b= PRI IA - JH 5 3K
(SSRI) BRoAh D HiH DAL % T N — L L FIRFCIRA L2 3541ch, AR ELD, ZhE
TRGZRARME R CEEEEDOT NV — L EEIL T2 A TYH, BEDIFRKRT La—L
HESEDIRUBIE S TS, FEBE OZIRERESRS B E BB, B BT
BB IT AR EEDNEY,

MedsafelZLLHTIZE, varenicline[ ‘Champix” 185 B3 T /L2 — )L OAE R 23 B3R T~ 2 E B
BIL, W mdRftat o5,

TV — L EDRIR AR A 5 R EE G OB 2 TRIR T (TXTTIERWD),

A Disulfiram[ ‘Antabuse’ ]DF — &> —MIR DY A M B M,
http://www.medsafe.govt.nz/profs/Datasheet/a/Antabusetab.pdf

B selective serotonin re-uptake inhibitor

€ http://www.medsafe.govt.nz/safety/EWS/monitoring-communication-archive.asp#17-June-2013
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AMEE R Vol.13 No.02 (2015/01/29)

R1L:TAa—VEDRIEIRAZE#ET 5~ EERLDH]

=3

Ta—VERIRHZRA LR A DR E

Metronidazole

27 47 2 (disulfiram) k7R

PEERMERTE AZ I K

(EHNRCR BE VB O FVOHE K, JEERRE KT

—BRRPIO O R HE ROV B ME D FU D HA K, EESRE KT

NV VTR REBIO | HEOFEE, MG LY E T 0 M E S, B

zopiclone

Methylphenidate LR KT, FREMED F0, EIRREE

Warfarin ERFECOT7 v a— L L BEEEUTINR (HEEREL) ER2L7-59

ZENHY, TNIZIVIFH MOV AT BN EED, — )7, 18R T L
a— /L% EERUIwarfarin O R IL TS TEORREFTHD 5 Al hE
MENRHD,

E)TIVARIH —PIRE
# (MAOI) °

EIJEZ)—F, 7ova— L OVER O

ZJVIR=IV R 3

MBI TR O¥E58, M+ DRI ZEHE, D AVT 47 DERIEH]

Metoprolol FENED W, Jorn, EIRKEE, IR

ARTF L TR AR T

PUCTAMAIE $$E$$fx?fﬂﬁ%ﬂ{’ﬁﬁﬁ®mL, FEFNEOY A L5, BwipdTd), B
SSRI %E'L%fﬁﬁ%z, St A, B

SO BRI S THY, 7L L OBERRR AR BT B A, 8« P
BT =4~ CHRT & ThE,

T A=)V EE G EDHAAEHIZILSALNLb DD, [FEAEHFESL TV RN

e iy

FHIIHEET DL, CARMA~OHFAEZIRIERH T2,

X #

1) Menkes DB, Herxheimer A (2014) Interaction between antidepressants and alcohol: signal

amplification by multiple case reports. Int J Risk & Safety in Medicine 26: 163-170.

OB ETHIERENLLZLMER
[ kFDA]Vol.11 No.06 (2013/03/14)

HAFR

ODisulfiram (A7 4Z 5 P), 7T e /K ERER L EHE, HrESE] [FEN JE 5835

Mot FE7ew

® monoamine oxidase inhibitor
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[WHO]

eVigiBase TREINTREMT 7 v

Signal

WHO Pharmaceuticals Newsletter No. 6, 2014
1WA H :2014/12/06

http://www.who.int/medicines/publications/PharmNewsletter6 14..pdf?ua=1

(HH: - Z54)
O WHO DT 7 F Wz DT

WHO DEFHETIL, V7 FNEE, B2HFEFRLHDEIRLEDORERER (CNETHOH T
RODRE N AR 372 D) D RREMEIC OV TIRE SN EROZEThH D, AEFROEEE
RONEROENH I, 8, 7T NVOERITITEROREDP VLI THD, 7T NER, T —F
EmE ES TR THY, M EARBfE THHIIND TR PRI L D THHZ LI ETHZ
ENEHEETHL,

Z0 Newsletter [ZF2# S5 7 F /01, WHO [E B ICSRA (f BIE il 22 42 1k ) B — &
N—2TH5 VigiBase |ZULHENTZ ICSR (2 ESNTND, ZOTF —F~N—Z(2E, WHO [EFE
EHLE=Z) T TR T RIS TCWAKED T 7 —~vat v A2 —big s,
[ $E 5 L DB N B O AE E RSO WA 1000 5L RIS TS ©, VigiBase 13,
WHO 24>V Uppsala Monitoring Centre (UMC) P23 #EEF 45 FEL, VigiBase D7 —#(%, UMC 73
BAEAT > CODIEE DO 7 F Lk 7 o 20> TEMBITHEIT STV 5,

(SRR

A Individual Case Safety Report

B8 BIE B 22 A e 3R B IS B B RE A 3 (PRI -0 81 72 4 Fl 72 &) 12, UMC O “Caveat document” (WHO
Pharmaceuticals Newsletter No.6 (2014), p.35) &, (GRiE)

€ Uppsala Monitoring Centre [2&% 2014 4E 10 A 26 {f0i@mas M, GRE)
http://www.who-umc.org/DynPage.aspx?id=105196&mn1=7347&mn2=7489&mn3=7248&newsid=11652

P hitp://www.umc-products.com/DynPage.aspx?id=73296&mn1=5806
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@ VigiBase TRESNI-EE&MET 7

=- P A L, EREOREE rae i A W%
Dronedarone Bk B2 E U RAEME 3 etk o | DR R
DEAREN DTG, BRANENN TSR L7214
DOIFFHEEDHERF
OWHOIZ LB 7 Vi H O E

-VigiBase (2, 2014 45 A 19 HRER CLEMAEIROBRE 4 il OHIELT LH)), Iz T
DEHMEORE 29 H1 (OB 10 i) HY,

51 33 1, 26 B TLEMEREEARDY ALY KA A3 FLHi S 41TV 22 E8X0, 8 15T dronedarone
DISIME S TN Z e 81T, [FFEOAEH Y72 DA EHFLNAELT TS ATHENE
TR THDTHD,

B EREGEBEETCOYMMNEEREIN TN 24 HildHs, 16 4173 2.5 7 A LIN ThH-7=Z &1
HIETHD,

11 f5IC, dronedarone D 1R3EIZ B F I TH 3 IR EHE MBI ST, SHIZ 26T, A
FHELEHL CHREOM AEZE GRS, Ak TR CER S ER LN,
A PRI EE LB RE L,

OMAH (BLEIR AR BISE) "OE%

Dronedarone O RFEARVE R IXERR SR E55\ 0%, REEIR-CBAE s 45| S 9=
L EDOPFRZRE, FEE ORI TIHEREIRNIE AN BNDEE RS D, ZOIHRERIT, &
FE ORI TR OSSO EOFEEIZKBE TS,

DBFEE & DT EMEARERICBI T2 BRI L E 2 —(12h &-3< &, dronedarone Off FIZ
LD BRI BLA~DE R B THER SN2 o T, BIEFNZOWT, BEOERIR
LRI B D FH R LOFAG N1 DH LR Lo T, ZOHEIZHOWTE, BERET=4Y
V7 ERkGEL, PSURTD—BEE LT 2 /U O 53 2 E AR % 78 T b

E marketing authorisation holder
F periodic safety update report (&3 122 2V f BT R )
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@ VigiBase TRESNI-EE&MET 7

=- P A L, EREOREE rge X i A %
Dronedarone R R U3 VB E S 13 B et oo | 1R L
DEREBIOTERE, FRHIEIAR LT~
DOIFFAED R
OWHOIZ LAY 7 F B OBE

-VigiBase (2, 2014 4 1 A IR Cds 35 i (lEBEBRSMEZ) BV,

-35 {5l 23 ¢, dronedarone 2N B O W EESECH -T2,

-35 {725, o> K- (amiodarone, o> FETE) 23T B 5 2B 5- L7 rIREME D & D E
ZRE 22 Bl 72D, ZOHBERIFSFEEIS LT 13 iR, 11 BTl aliE ) Lrtdisn, 9
% 9 41 dronedarone Z1B3EL Cu iz, 2D, MUZBADDNRIRIR D7\ Ml A kA3
HZENL, V7T THL AR AT CD, BIOD 2 I CIEIEIE L 727 > 7273 dronedarone
DT Tz,

OMAH (BULEIRFE AR BUGE) DBEIZ

FIH TREZ R e T I R ch &-3< &, dronedarone ST S5 ORI BAR A R e T
AF AT TEHD, WEID PSUR TIOMHIZEE T 2E =2V 7 %kt 35T E T,

LIk

G
LRGHREH —E: §K B, Kl 5£7F
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