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I. FERHFIEEH R

Vol.11(2013) No.22(10/24) RO1

[ >kFDA ]

eFentanyl[ ‘Duragesic’ 173y F : BB BE DV A7 2 HK/IMET BT/ v FIZREBEINDLF
BOERLER

Duragesic (fentanyl) Patches: Packaging Changes to Minimize Risk of Accidental Exposure

MedWatch Safety Information, Drug Safety Communication

1B H :2013/09/23

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/uc

m369457.htm

http://www.fda.gov/Drugs/DrugSafety/ucm368902.htm

@ MedWatch Safety Information

FDAIZX, #Jm Hfentanyl[ ‘Duragesic’ 173y FIZREHE SN CFEN LD BT <A0 589, XFHA
DEFEZRD TS, FDAITEIREL T, fentanyl/ Sy F ~DIBIE AR ERIZ L DL B OHE %%
TTWD,

B BIOEREFEE X, fentanyl Sy FME BB AR THLHZLICHE T XETHD, HH
B D78y FITH R S 2R R R ME SR AN N S BAIRIE L TOATZD TH D, /NERe~ Sy MR8 Al
H A Ofentanyl Sy F ~MERIICIRBE SN 5GE, R CE S CHEERA FEFRIEZD AT
B,

FDAIZ, fentanyl Sy F ~DRFE IR TE DY A2 % e/ IMb 572, [ ‘Duragesic’ ] D H & 37
IZKRIL, 7y FICRFLSNDIEANA LTI OEIRNZIE, THAMED®HD AL 78, BENH#EE T
MEIZFHE AN D L0 72 % WD IR D T D, BIEIZIMEOENTA U VAN EZ ThHA,
P LH BT WEIERLZR2W, AEIOETEO HilL, BESNERICED, BEOHIRIZAD
TSy F NI BNEDINTTHTEE, FBNE BT T VN~ MMBFE A it >7-0 1
WCANTNTHBENDRDHD) 2L BDOFTRT<TH2ETHD, Fentanyl/ Xy F DY =R 7 Hd
i DRGEZEF (T, [FRROE R 2 ZEEL TD,

OF &
Fentanyl[ ‘Duragesic’ 173> F 1%, BRIEMEA A AREE G T 5, MAORERIEHZL DU ZE
W THD, [ ‘Duragesic’ ] (Fin4) &= 1 Uy 7 8L BIRFES IV TUND,

O &

PRyF NG LoD IS TURWEES, [BIAIICHINNIES T, /NS, il 7= AT
35T 2 WREME N DD L& RE TR T R & Th D, i i A O fentanyl, < F 1L )2 L5y
FTAHEIRDHINTNS*L


http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm369457.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm369457.htm
http://www.fda.gov/Drugs/DrugSafety/ucm368902.htm

[ 4 0 22 MRS ) Vol.11 No.22 (2013/10/24)

FDAIZEREEH BLOBEIZHL, fentanyl’ Sy F O HICBE L= EFLCRIVEHZ
FDADMedWatch7 =275 28+ 2 L9945,

@ Drug Safety Communication ($#¢)

/NROfentanyls N F ~OMRIEHINRER ICBA T oM E 25 E T 5728, FDAITA HFHERMET A
7 (FAERS) PF— & ~_— 27199048 1 7 H (fentanyl <> F D #J[EI&FR H) ~20124£4 16 H 1T
SN 2R, R CRERREELT 24— (CDC) “ONEISS-CADESPF —#
AN—2T2004~ 20104 (TR S - s bR L7z, /N CO M8 RIBRERAE 5113301 H FrE S
720 BEDOHEDLHBPNDN T30 F, HPNE DT ST, HOOITRE LD DA Y)
Tholo XTI NRBBERL T T o7, TEFIDIZEAE T, FECICELEEIRA FFLEN
T2 (101F) , ABediniRz 2 Uiz (1614F) Ly STV TV, 281 Tl DA il 3 107%
PUFC, K- (191) 1228 L T Cho 7z, BRI SE X725 7T, /S T2 EHL QA
FORAER, BEDOAGLLOEE G (BE ORI NAT ST R ADNRZFEEL TVe) 7y
Th-oT,

20124F4 7 IZFDAlfentanyls S F ~D B FE MR TEIC B TG Z R U503, T AL /N
2ANDFE BN ESILTND, LEiEfentanyl Sy T 2 H EOZ AT RHE TN THNL T
BT, HOUFIT Sy T 2> T BLO Z IS/ NI Sy F & LTl Tho 7z,

R F

o FDADfentanyl B 1 YA h:
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm114961.htm

* Safe Use Initiative (Fentanyl’ S F D2 272 FIZBE 254 = T 7 47)
http://www.fda.gov/Drugs/DrugSafety/SafeUselnitiative/ucm188762.htm#fentanyl

« [ ‘Duragesic’ ]?®Medication Guide (A& 1T [E 3K LT AR)
http://www.fda.gov/downloads/Drugs/DrugSafety/UCMO088584.pdf

* Fentanyl Patch Can Be Deadly to Children (Fentanyl’ 3> F 13/ NED A& ) fER A H D)

http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm300803.htm

http://www.fda.gov/MedWatch/report.htm

FDA Adverse Event Reporting System

Centers for Disease Control and Prevention

National Electronic Injury Surveillance System-Cooperative Adverse Drug Event Surveillance (4=[E{5 55 & &
AT h—EFELAHFHERILRER))

E http://www.fda.gov/Drugs/DrugSafety/ucm300747.htm [ #8721 % [ >k FDA]Vol.10 No.11(2012/05/24)
PN

Z NNo

o 0O W >



http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm114961.htm
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm114961.htm
http://www.fda.gov/Drugs/DrugSafety/SafeUseInitiative/ucm188762.htm%23fentanyl
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM088584.pdf
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm300803.htm
http://www.fda.gov/MedWatch/report.htm
http://www.fda.gov/Drugs/DrugSafety/ucm300747.htm
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B2EBR
*Health Canadat,, 4 [ElOFDAD A% 521}, 20134£10 A 11 H £} Information Update Cfentanyl
PN T DERTIEH AT ON TS THEEWLEZIT> T D,

k1: X F OFEFFTIEIZHOWT, JFTLDE, RoFofiEmENAIICL T 28icL, B
VKR VAZHR T IZORDHILTWDN, EWN T, MUIZHHT O TR Fita S,

JRPE 2RI T DM IR E B~ = =7V (JE AR 55 844 = 35 0 B P « IR SRR
http://www.mhlw.go.jp/bunya/iyakuhin/yakubuturanyou/dl/mayaku_kanri_01.pdf

« 7 2 A= URR RN A DO BLEIR T ZE LA BARE B O BV L, FREY A SR,
http://www.info.pmda.go.jp/ivaku info/file/kigyo oshirase 201012 2.pdf

OB ETHIERK L ZEMEBH
[ FDA]Vo0l.10 No.11 (2012/05/24) , [71-}-# Health Canada]Vol.6No.18 (2008/09/04)

FHIE
OFentanyl (7 => % =)L7 = i, Fentanyl Citrate (JP), A &4 R PESEE 5] [F N : 7587
Mok F 50 %


http://www.mhlw.go.jp/bunya/iyakuhin/yakubuturanyou/dl/mayaku_kanri_01.pdf
http://www.info.pmda.go.jp/iyaku_info/file/kigyo_oshirase_201012_2.pdf
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Vol.11(2013) No.22(10/24) R02

[ >kFDA ]

eOfatumumabl[ ‘Arzerra’], rituximab[ ‘Rituxan’]: B BIFF R BIEHEALDOYAZ KR DT DFr
TR i L AR

Arzerra (ofatumumab) and Rituxan (rituximab): New Boxed Warning, Recommendations

to Decrease Risk of Hepatitis B Reactivation

MedWatch Safety Information, Drug Safety Communication

1H%N H :2013/09/25

http://www.fda.gov/safety/medwatch/safetyinformation/safetyalertsforhumanmedicalproducts/ucm3

69846.htm

http://www.fda.gov/Drugs/DrugSafety/ucm366406.htm

@ MedWatch Safety Information

FDAIZL, ffZ Jii] 3 CHUfE 3 Ch S ofatumumab [ Arzerra’ ] Erituximab[ ‘Rituxan’ ] O 4L 5 1
MAEAYGTL, At L LT, BRFFR VAL A(HBV) A D FEMELOY A2 124 B 48
INFHZ ARG U, WETHOWM CEITIE, ZOVAVEAR T IWL720, ZbDHEAZH H
THRENNIAI) ==, =L U T, WA TOREE OB HEREL LS ND TE ThD,

HBVE LI Dd 2% B ClE, SR MK T L7258 ICHBV S BHE RSN D 280D,
HBVIEYLE 23 &Y, ofatumumab[ ‘Arzerra’ ], rituximab[ ‘Rituxan’ ]72&", CD20IZ%F 7241 fa {5
FEMEHURIC SN D HEANC L D10 A T T2 B3 T, HBVORHEMAL S EZ > T2, BIERT
K, AL, FECICESTIEMN LD,

SO0

OB =&

[“Arzerra’ 1%, His 3o fludarabineZalemtuzumab 2 LA TS DT HELT N BT8P >
2 L (CLL) B gz iV B sd, [CRituxan’ 1iE, FEARTF LU0 3@ LOCCLLO IR
Oz, BIEI T ~F, ZIIMERZ L RZHIEE, BSESEI25 MAE K78 OIERERICH AV bius,

Ot 48
HBVO FHEMEAL DV AY ZAK F S 5728, FDAITEFRIEFE ISR OHELEETT),

« TRTOREFIZOWT, [“Arzerra’ 1F£721% [ ‘Rituxan’ 112X 2182 BILE T 5R0IC, BRI %K
FHEHUR (HBsHUR) ©, BRUT 4= 7 Hifh (FiHBcHUA) PO A IC LW HBVER YD A7) — =
TEATHZ L,

A hepatitis B virus

B chronic lymphocytic leukemia
€ hepatitis B surface antigen

P hepatitis B core antibody


http://www.fda.gov/safety/medwatch/safetyinformation/safetyalertsforhumanmedicalproducts/ucm369846.htm
http://www.fda.gov/safety/medwatch/safetyinformation/safetyalertsforhumanmedicalproducts/ucm369846.htm
http://www.fda.gov/Drugs/DrugSafety/ucm366406.htm
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« HBVIELLED = 7 U A B YHBVEHE ML DU AT DD B INAT ) — =2 7 TRy ES T
ey, BE=2U 7 EHHBV Y ALV AT E Rl ZOWT, FFROBFEMEIZHK T HZE,

« HBVIEGREDH L BE 2OV T, [Arzerra’ 1 E7-1%[ ‘Rituxan’ N EDIEHERK TBH00 A
BICHIEMAL A Z UIE B 23570, ZNH DAL HIRE h 2D %0 A X, B&Y
JF R SCHBV D FHEHEALIZ DWW THRIR BB IO EoBfEzE=4—7 524,

- [‘Arzerra’ JE721%[ ‘Rituxan’ JIZ LD HIZHBVO FHEMELZ R LT EE 2OV TE, BD
CZNBOIEAIOME A ZH 1L, HBVIZ 51 Ul e & Bl aa 3 52 &, $£72, HBVIEYL3 =
YR ASNEER T DETIE, TRTOFRELZ T 1T 528, HBVORIEMALIZLY
FFRZ2FIELT-HBE TOL Arzerra’ 1 £721%[ ‘Rituxan’ JOfE HFRIC WL, T —# 03 AR+
IR HERZATHZ LT TER Y,

@ Drug Safety Communication (3 #¥)
OF —FZDER

FDAI, AERS (& H G5 27 L) B2 T, ofatumumab [ “ Arzerra” ] & rituximab
[ ‘Rituxan’ JD7&FE A F2252012428 H ETO MR IS DO, ZO2F DWW Hmic
LDIERESZT T, BRI RIS B O SRR H 2 R B LTl 2 MR R LT,

e ¢10941 ([ “Rituxan’ 110641, [ Arzerra’ 13) 23FFE S 417z, BRUT 27 Hiik (HTHBcHL
1K) DS HBVIEGL R D> 5 8 T, BRUTFREZ HHUR (HBsHUR) DIGisa RT 7 —2013d 5
e, W, [FArzerra’ JE721X [ ‘Rituxan’ JICE DR ERTNCHBSHUR B T T2 BT, JiE
Bl A IZHBY DNAEOEINAFEH SN QO BRE OLAC, BMERFEESBRATRY AL A
(HBW)TEHALIC L Db D Tl o 7= I L 72,

109%1D5 %, 32451 ([ “Rituxan’ 13141, [ ‘Arzerra’ J 1) 121, HBVE{ETQ‘K@%E%{%K?
F5370 T —H DA IS E E T, 32EHIDHH69% (2241) TiX, HBSHURDBGHAN
BRI TH 7=, [“Arzerra’ 1E7213 [ ‘Rituxan’ 112 LD IEE B AA T _HBSHE&%@T‘%OEZZW
IH19611E, HTHBCHUA G2~ Lz (22451 Hr 54113, BRUF & R m B (FTHBsHUA) b5 1E]
PLHBSHUIR D B D RE B 720> T2, FRDDIEBIE, [ “Arzerra’ 1FE721%[ ‘Rituxan’ JIZL 575
PRI DHBSHUR M T 72 B3 THY, HBV DNAZEDIEMN M OMRAL T -7, 32451,
10% (351 IXHTHBVERIZ LD T 15, 28% (961)) IXHBV A& AT X3 2 HTHBV AR 2521 ) T
VNI B ORI E625% (27~845%) , KT EMET (21N, WNTITFERs &R OFEHA
72757z, HBVEHEMALDSZ WS D £ TOMIMIE, & CL Arzerra’ J£721%[ ‘Rituxan’ JIZ X
LA 503563 B, i TREE G612 A ED7eDiEnH -7, 2fEFIT, [Arzerra’ 1 &
72iZ[“Rituxan” JOftIZ b ARG 2 flt 521 T e, RIFFIZRZ T T,

HBV FIE AL D FHEZ G 7= 3 72O IS Bl 7 — 2 DS RIS E Qe o T BE T D
26, 47% (36M1) 1F AV — = ZIZ DUV RN RS, 32% (2561) (Xl 57 A7 — =2 712D

E Adverse Event Reporting System
F [“Rituxan’ 11997 4F 11 A, [ ‘Arzerra’ ]2009 4 10 /]
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T LTV, 78021%1%, FHEME(L THDH0, FIITRFEMED (FHEME(LIZE B0 BRI 7
THLINEHBIT DIIIAE WO+ ThoTJER (81) , I, ST S SHISER TEY
PEDRRRES L TOZRNB O (8]) Th -7z,

BEHFHR

AL, == —Y—7 KN Medsafe 73 Prescriber Update2013479 A 75 (Vol.34 No.3) T,
rituximab& BRI 2 FHE AL & D BEIZ DUV COTEE MR 21T > T D,
http://www.medsafe.govt.nz/profs/PUArticles/Sept2013RituximabHepB.htm

S ETIEE G EZLMEFHR
[ZTGA]Vol.4 N0.13(2006/06/29), [>kFDA]Vol.2 No.20(2004/10/28) |Z7)>

FAIEH

ORituximab ({V>Y¥> <=7 (Bizf#l#1%) }, {Rituximab (Genetical Recombination) } (JAN),
PLCD20E /7 —F )V fufk, HUBMEIEIGER, S mbil ] [EW 8585 Mok FEe

©Ofatumumab [ { A7 7Y A~7 (&5 7-FH#t 2), Ofatumumab (Genetical Recombination) }
(JAN), EMIHICD20E /7 v — /L4, HUBMEEG S, S i3] Ei 858 i st
FETEHE

Vol.11(2013) No.22(10/24) RO3

[ >kFDA ]

eTigecycline[ ‘Tygacil’ 18K  FE YR ERICE T A4S 28

FDA warns of increased risk of death with IV antibacterial Tygacil (tigecycline) and
approves new Boxed Warning

Drug Safety Communication

1WA H :2013/09/27

http://www.fda.gov/Drugs/DrugSafety/ucm369580.htm

ZOEHIERIL, 2010429 H 1 H 134T Drug Safety Communication” D T 5,

A FDA Drug Safety Communication: Increased risk of death with Tygacil (tigecycline) compared to other
antibiotics used to treat similar infections
http://www.fda.gov/Drugs/DrugSafety/ucm224370.htm
=32 2 Kk FDA]VoL.8 No.20(2010/09/30) 2 &,



http://www.medsafe.govt.nz/profs/PUArticles/Sept2013RituximabHepB.htm
http://www.fda.gov/Drugs/DrugSafety/ucm369580.htm
http://www.fda.gov/Drugs/DrugSafety/ucm224370.htm
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OO0

FDAIZ, #1E Mtigecyclinel ‘Tygacil’ JIC DWW, Fiz/2HTIC LD, RAGRE GO HR725F,
HGRIE IS TOREHIZOWTHIE T VAT ER P RENTZZ 285 T 5, FDAIXZ OfFHTRE R4
ZF, [“Tygacil” JOWA STEICZDOVAZIZB L TH- /e TR 2 | Ba B N4 52 L2 7&Z8 L,
MEE B IO Lol E ) LTRWEN OB ZUET LTz, AR ORM CELGT ORMER2 720
%, 2O AT OV T2010459 A 1ZDrug Safety Communication® (DSC) &R 1TL7-#12,
HRFBIE S BAL TN L= B 7= 72 fif T T o7,

ERIEFEE L, [ Tygacil” JOEMA %2, W2 MBBEIED RV EICRLINETHD,
[ “Tygacil” 113, HEHENER G - B2 R RRER Y (cSSSI) ©, BIMEVEREIE IR YL (CIAD P, B X Ot
HTE ENT 28 (CABP) ED A & i & LT, FDAIZLWAZRIN TS, BRI RIS, B Pk
YePEftige, N TR 25 B 28 DRI L L CIIARRI N TV, BE I #EE 1T,
[ “Tygacil’ JIZEAL CTEEMREE D HAUE, H Y OERIEFE ITHR T XETH D,

FDAIZ20104EDDSCT, 13035k GBI, FEIVAR) & AW E AT (227 UL R) DR R
PEIR A RIC@M LT, 37525, [Tygacil’ JOfEHBE T, thobiE Ko HEBE I,
VR B WD RSNTZ (FNEFL, 4.0% (150/3788) £3.0% (110/3646) ), FHE# D FE
LCUAZ7130.6% (95%(E#H XM [0.1%~1.2%]) Th o7z, UAZ LH B Feb @mho 7o DI N LI
W g BRI 2k DRI 22T QO BB Th DD, ZHUIARARE IS ThoT,

20104F-DDSCH# 1714, FDAIL, 7&K #i# )i (cSSSI, clAl, CABP) D A% %t 5 &L 7= 10D i Rk
B GRERZR ICEESNTRBRL B Te) OF7 — X &Rt LT, ZOfHT ¢, [ Tygacil” ] H B3
T, LOPLEIEOME FHBF IS, MUV CYRAZ P RENTZ [(ZNE I, 2.5% (66/2640) &
1.8% (48/2628) ] , 7ML A DI 1Y A2 7£130.6% (95%15 #H X [#1[0.0%~1.2%]) Th o7z, 2%
BN, FECIRENT, EIMED L, BIVED S OHE, FiTMoEREREThHoT,

SGETEnz ‘Tygacil” JOBAT LFHIT TR AR TAFTED,

http://www.accessdata.fda.gov/drugsatfda_docs/label/2013/0218215026s0311bl.pdf

B R
* FDAD[ ‘Tygacil” ] B @A b
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProvider
s/lucm224383.htm

B FDA L Thch i Vi

€ complicated skin and skin structure infection
P complicated intra-abdominal infection

E community-acquired bacterial pneumonia


http://www.accessdata.fda.gov/drugsatfda_docs/label/2013/021821s026s031lbl.pdf
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm224383.htm
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm224383.htm
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S ETIEE G EZLMEFHR
[#MHRA]Vo0l.9 No.9(2011/04/28), [ ¥FDA]Vol.8 No.20(2010/09/30)

FAIEH
©Tigecycline(F7 A2V, TV A ATV RPUHIE) EN  FETEH WL 58781

Vol.11(2013) No.22(10/24) R04

[ >kFDA ]

2013 4 4~6 A #IiZ FAERS TRESNICEERIRI DY 7 )VIFTIRZ e FRIC OV T
Potential Signals of Serious Risks/New Safety Information Identified by the FDA Adverse
Event Reporting System (FAERS) between April — June 2013

Surveillance

1H%N B :2013/09/13
http://www.fda.gov/Drugs/GuidanceComplianceRequlatorylnformation/Surveillance/AdverseDrugE
ffects/ucm367771.htm

F#I%, FDAG EFELWET AT A (FAERS) AF — & R — 2% VT, 201344~6 H B EL
T EERVAY - 12 R M RO 7 F VB L OF OB & 5k LTb DT B,

# FAERS TR ESNI-EERIRI DOV T IVIEETT- IR fE# (20134 4~6 A)

s — s [ IR7E4 ] BERIRIDV T T BINE R
FIITEFF TR Hil-ie et ER (201348 H 1 HERR)
Regadenoson[ ‘Lexiscan’ ] I -SSRNON AN FDA XIS O BLHIHE S LB KT 35720,
AR OFAMZ AL T D,

A FDA Adverse Event Reporting System
B HEERIAT DL T IV R VS RO BT Ao, A 2k FDA]Vol.11 No.11
(2013/05/23) # &M, (FRIE)



http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/ucm367771.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/ucm367771.htm

[ 4 0 22 MRS ) Vol.11 No.22 (2013/10/24)

Vol.11(2013) No.22(10/24) R05
[ kFDA ]
*FDA/CDER (ZX AR 2MICBE TR RHETOBE (2013 4 8 A)

2013 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation

and Research CDER — August

FDA MedWatch

%N A :2013/09/13 (2013/09/26 H#7)
http://www.fda.gov/Safety/MedWatch/SafetylInformation/ucm365214.htm

ZOWMETIE, FEKGEAOMMAE L, Fg, Eh, A EOER, BIWEM, B3 A

WO A OFRYGI 2T, RIVTER G4 LGETEFT OV ANMABRL T4,
&5 : BW (boxed warning) : Fuf 7~ 245 C (contraindications) : 255z, W (warnings) : 245
P (precautions) : {# ] =&, AR (adverse reactions) : GI1EH,
PPI/MG (Patient Package Insert/Medication Guide) : 855 H 1 #

BETSH7H B

KER A (—H&A) Bw | c W b | AR

PPI1/
MG

Xarelto (Rivaroxaban) Tablets O O O O

Letairis (Ambrisentan) Tablets

MG

Omniscan (Gadodiamide) Injection

Optimark (Gadoversetamide) Injection

Septra and Septra DS (Trimethoprim and
Sulfamethoxazole) Tablets

Strattera (Atomoxetine Hydrochloride) Capsules

CRNONNON NORNONNG!

Xgeva (Denosumab) Injection

Ablavar (Gadofosveset Trisodium) Injection

Avelox (Moxifloxacin Hydrochloride) Tablets and
Injection

MG

Cipro (Ciprofloxacin Hydrochloride) Tablets and Oral
Suspension

MG

Oj]o0o|]O0|]O|]O|0O| O
Oj]o0o|J]O0|]O0O|]O|0O| O

Cipro IV (Ciprofloxacin Hydrochloride) Injection

MG

A FDA DRV ANIOIL, FERGAZ )7 THIECLY, FERGOERRLETICHET DR IE R A M7
JRATED, AffE MY AT, SETESNZHE &R, M AEE, S5, EEOEHTOMBEIT

B e L B ROLRE 52 e T&E 5, GRIE)

10



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm365214.htm
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Cipro XR (Ciprofloxacin extended-release) Tablets

MG

Colyte (Peg-3350 & electrolytes) For oral solution

Crestor (Rosuvastatin Calcium) Tablets

Daliresp (Roflumilast) Tablets

Desoxyn (Methamphetamine Hydrochloride) Tablets

MG

Doxil (Doxorubicin HCL) Liposome Injection

OO0l O0|0|]0]0O

Factive (Gemifloxacin Mesylate) Tablets

Levaquin (Levofloxacin) Tablets, Oral Solution and
Injection

O

MG

Lialda (Mesalamine) Delayed-release Tablets

Mirena (Levonorgestrel-Releasing Intrauterine System)

Noroxin (Norfloxacin) Tablets

MG

Quillivant XR (Methylphenidate) Extended-release
Oral Suspension

Relistor (Methylnaltrexone Bromide) Subcutaneous
Injection

Skyla (Levonorgestrel-Releasing Intrauterine System)

Sutent (Sunitinib Malate) Capsules

Votrient (Pazopanib) Tablets

Zevalin (lbritumomab Tiuxetan) Injection

ojojlojojojojojojojlolojlojojojol0]|0O

Aerospan (flunisolilde) Inhalation Aerosol

Ojo0olo0]|]O0O|]O0O]O0O]0O0]0]0O

Amaryl (Glimepiride) Tablets

Firmagon (Degarelix for injection)

Halaven (Eribulin Mesylate) Injection

Intuniv (Guanfacine) Extended-release Tablets

Reyataz (Atazanavir Sulfate) Capsules

O]O0|lO0|0|0O

Sirturo (Bedaquiline) Tablets

MG
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1#%N B :2013/07/10, 2013/09/02
http://www.who.int/medicines/publications/NewsletterNo3_2013EC.pdf

http://www.who.int/medicines/publications/NewsletterNo4 2013EC.pdf

WHO 23 6 [B][/AFR L TV 5D WHO Pharmaceuticals Newsletter 735, EESK Ot 70
IZEA T 2Rt FH AR ARUCERL, 2 B2 0 TR 75, [RaiEi]

O WHO DT 7 F DN T

WHO DEFE T, 7TV &3, HHAFFRLHHEREMEDRFESR (ZNETHOI T
IRVIPFEEENFE R TIRNE D A) DA REMEIC DWW T SNIFROZ L TH D, AEFROEE
L HROEICHLEDN, B, V7T NAVOERIITEEOBRENLETHD, V7T, T
— X EFRILE PES TR THY, B E AR CTHDIED D TRETAHIIZE D THHZEICHE
THIENEETHD,

Z® Newsletter |[ZFE# S5 7 FL1%, WHO [E S ICSR® (8 BISE 6 22 2Pk i i) ©F — %
R—2THh% VigiBase (ZHZI72 ICSR IZHEBNTWD, ZOT —HX—R |21, WHO [E
EFELE=FV 7T ar T LIS TWOFEDOT 7 —~vabt VT Ak Z—big I,
PR S E DB R B NS A E RIS OWE DS 700 LA EIN#E S CU5, VigiBase (X, WHO
(Zf%4>Y Uppsala Monitoring Centre (UMC) P25 HERFE BEL, VigiBase D7 —# 1%, UMC NELEFT
STWHE D7 F R 7t 220> TESINFT S TS,

SO0

A incompletely documented

B Individual Case Safety Report

C A BIE B e A PR (S B DR A i (TR0 B0 724 F 72 &) 12, UMC ”Caveat document” (WHO
Pharmaceuticals Newsletter No.4 (2013), p.23) &/, (FRiE)

P http://www.ume-products.com/DynPage.aspx?id=73296&mn1=5806
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2013 #F | Fluoxetine | R5-0%, st | #EWE, Huy, | [WHO]VigiBase 12, 1980 44 5 2012 4F 12

No.3 B, AR MR | BT A 2 BECICHEEWE 122 51, F0E 324 i, BEH
BIE I 24 BIOHEHY,

PO OIENERE /2L 25| EE T W) R E
DOxTE T A XA, positive dechallenge,
positive rechallenge™ 5% & 6, fluoxetine
LIER EE OB R WG B2 5D,

2013 4 | Agomelatine | K595 QT #EE [WHO]VigiBase (2, 2013 41 /] 25 AHF AT
No.4 9 BIOHE DY,

Agomelatine (ZiZ b= 5-HT,c Z &K
FUERDH LD, RkOIEREH T 5
mianserin <° mirtazapine o> i Ti% QTe REIR
SER O RS TVWS 12,

[MAH)RRFEBI#AD 2013 42 2 A 19 HET
IZ MAH (2GS 12 Bl DL E 22—
HEO<E, QT LK1 agomelatine D71
LITBZ LN o0, % LIOMEIZONT
BRI =) TR T D,

2013 4= | Tapentadol | FERRHEMESURIE | BSOS | [WHO]VigiBase (2, 201341 A 25 A ¢S T
No.4 ML 12 BlDOHREHY,

i{gﬁ; fgg 1% OB I, tapentadol IR
= DT F N AT LTS, 12 Filth 10 §iT

tapentadol 23 H—DHLEEK TH D, 10 HiITIE

BeE Iz EE Lz s STz,

[MAH]HTBRZIEG 72 E DR FEHRIZH 3L
L, tapentadol VHEBE ICH BB LUV ER
EHRUE DR L) Y — 3 BlES LR,
LB DM ONTE=ZY 7 BT D,

E Marketing Authorization Holder ([ 3 835 7 55 /K GRS )
F positive dechallenge : #£& 3O 1 THERUGANH 452 &, positive rechallenge : #5&38 o il i FFBH T
HEISHEFRTHE, GRIE)
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