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FDA approves label changes for antibacterial Doribax (doripenem) describing increased risk

of death for ventilator patients with pneumonia

Drug Safety and Availability
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http://www.fda.gov/Drugs/DrugSafety/ucm387971.htm
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A FDA Statement on recently terminated clinical trial with Doribax (doripenem)
http://www.fda.gov/Drugs/DrugSafety/ucm285883.htm

intent-to-treat
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European Medicines Agency and US Food and Drug Administration strengthen collaboration
in pharmacovigilance area

News
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/02/news_detail
002028.jsp&mid=WC0b01ac058004d5c1
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A Pharmacovigilance Risk Assessment Committee (77 —~at' YT A URAZFHIE B S)
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http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm386372.htm
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€ Japanese Pharmaceuticals and Medical Devices Agency: http://www.pmda.go.jp/index.html
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PRAC recommends restricting use of domperidone

Press release

1HA H :2014/03/07

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2014/03/WC500162558.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/03/news_detail
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Domperidone® L& = —{%, [DlE~OF EMEHIZET28ED D, ~LF—DEIES T OEG
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A Pharmacovigilance Risk Assessment Committee
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/03/news_detail_002039.jsp&mid=WC0b01ac058004d5c1

[ 6 22 M ) Vol.12 No.07 (2014/03/26)

DA

OPRACO#EIE
PRACIZ, EUCdomperidone & £ [ 3 i D IR 5E 2k L, B0 - M@ E O SE IR 2 B "3|’a°ﬁ’~?%%1§
ATEDLETHEEHIT, (KHSS kgl O A BIOE D FETOHELE A B4 EL, f&AAIT
10 mgZ 1 H3RIETETHIH8E LIz, “FDOGE, ZiHd BE TIE30 mgzl EIZIEH%FHT“%%
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WD BHEE ST GEIRIE DI A ZRITH E-5K) . FIFEIE, HllY RIIARIEZ TS o0k
T RETHLHEB TG,
http://english.prescrire.org/en/81/168/49205/0/NewsDetails.aspx

PrescrirezEIZ L A4 "Domperidone: an indication of how many sudden deaths in France could
be prevented by avoiding this low-efficacy drug" Prescrire Analysis, 19 February 201413 FFC O

e itk

http://english.prescrire.org/Docu/DownloadDocu/PDFs/domperidone_an_indication_of _how_many
sudden_deaths.pdf
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http://english.prescrire.org/en/81/168/49205/0/NewsDetails.aspx
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PRAC recommends product information of zolpidem be updated with new advice to minimise

the risk of next-morning impaired driving ability and mental alertness

Press release

1B H :2014/03/07

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2014/03/WC500162556.pdf
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A Pharmacovigilance Risk Assessment Committee


http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2014/03/WC500162556.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/03/news_detail_002037.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/03/news_detail_002037.jsp&mid=WC0b01ac058004d5c1
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< Zolpidemiz DU NT
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RIRLANAELD) IifRe RO —E8TihD, Zolpidemi, TDOZEEEHILTH2ET, ZOEMZ
HEIRL, MEARA(E 9,

Zolpidem(Z, EUZMMEIZBWT, FEL /L TERREIINTND,

A E

e Zolpidem& A EFE L Dreferral :
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Zolpidem-contai
ning_medicines/human_referral_prac_000030.jsp&mid=WC0b01ac05805c516f

o 2014431 3~6H FEfiOPRACZHNDEF
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/03/news_detai
|_002036.jsp&mid=WC0bh01ac058004d5c1

O ETIER LT EMER
[ 7} 4 Health Canada]Vol.12 No.03(2014/01/30), [EU EMA]Vol.11 No.18 (2013/08/29) ,
[’kFDA]Vol.11 No0.13(2013/06/20) , [ TGA]Vol.10 No.14 (2012/07/05) | %2>
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B Coordination Group for Mutual Recognition and Decentralised Procedures — Human
€ Zolpidem DHZFEAREIE, PRAC OENEZZITHL->TH5 15 H ANICZEOE) S O MiRta it R T 2HME AL
TRY, FRASFHERINSGE, LE 2 —ORERED FRKH BN ZEN DD,


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Zolpidem-containing_medicines/human_referral_prac_000030.jsp&mid=WC0b01ac05805c516f
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o7 FNIZBET 5 PRAC DEIE—2014 4 2 H 3~6 H PRAC & COBIRSy

PRAC recommendations on signals—Adopted at the PRAC meeting of 3-6 February 2014

1EN H :2014/02/25
http://www.ema.europa.eu/docs/en _GB/document_library/Other/2014/02/WC500162042.pdf
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FTORIEICBL CHMP (E3 L E B 2) O (2014 4E 2 A 17~20 B) THAEMFONTRY,
ZAUTPEYZE T (variation) (22U Tk CHMP (X 55 THh D T E TH D,

FEL NV TOERRBOYE, 27 F /WICE T HPRACO B & HESFSALTNDNIDNT, £
DR E O BIR Y RN T 2 BB R D,

1. BRERIGTOBIEMTONI Y 7TV (BEL—FEFSR)

E 34 (INN) FEBR MAH~DE)E AP
Amiodarone FEREE (RIEEIR T —4) MAHEME H L7= 5 — #5513, amiodaronek

AR B E O R R BAMRIT ML SN2 D o T2 03,
Vo B FE T OIS Bk % s 3 i R PR
T—ENRHDHE, BLOY, ENTIXZ OIS 7050
REDBIEMEAMENZ LW T, B
(SmPC) IZFL#k T ~&THh D,

Basiliximab DERAL COBISHME RN | DB A TGS I B3 DB RER I
ILMERZEEICEDBEER) | BWTH M - ZeMWRBAFCHDHILE T
LR T I WRNZEENBHEIRET DT,

SMPCHZELETL, ZAUUC LYY, VA& R E
(RMP) " 03T & Th D, oM 1k LR
EDOEBPEFERE DT ru—T 7 BILODHT
EITHORETHD,

A Pharmacovigilance Risk Assessment Committee

B UF T BT FARGLEE, FRICTIEEIEL WD, GRIE)
€ Committee on Medicinal Products for Human Use

P EVENAITRE, ERL TS, GRID)

B . 5 B I 78 7k FR S (marketing-authorisation holder)

F Risk Management Plan
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oA MER N LS E (TMA)

PRACIZ, A% —7 = B-1al ‘Rebif 145 1E
WACBEICRRSN QOB IE#C, ke & ToiE
Bl OEREBFL, TMAL A —T zay
BEL L L DR EIFR D AIREMEIX BRI TE A&
fEmm L7z, TMAZ TEE R ESNIZYAY JIC
X4 L CRMPIZELH 2L 58E 5, /r/&—
7z B-1b[ ‘Betaferon’ J5E OMAHIL, # 5 1E
WESGTTRETHD,

Mefloquine

REMEDHOMREF:
fEM

Kie B A
172 (RiTEED) &l

MAHIZ, R (SmMPCTE SIS I OMEM E
DIEE ) HWET T & THD,

Paracetamol

IEMWED AT f—T R Var

RegiSCARL VAN DR 2T —HThe D

VAAE {&“E%(SJS) HENRE | &, SMPCEIZTRD TEIR TS 5 & IS IE 5
i%‘vEf“ (TEN), SPEULFMER | DMESN WD EOFERZBINTHIO8)E
B I I (AGEP) T2,
Ustekinumab FIBEE B2 G 5 BAIOY 7 F VR O I LOWER T — &

M%7 —% (MAHDMER), BIOZoFE

HEOBEEMIHE S, SMPCELKETT&ET
HD, ZIUTFE, RMPLEGTL, HIBM: RS %
YR % T BB ESNIZUAY IZK T &
ThD,

2. BT —2EHPEEEN-V TV (BERE—F EESR)
BVES T FADPEESNIZEL T, TOZENTbh, HAHEILN, REShi-FESF
GEBIXEI LI EEERL TWADITTIIR, FOHEEFELIL, BENETAROEBROIE

KB THERES

SN EFLREOMICRRBRN DL E ) EHR S DD, 2

03B,

, BENRATAROEIKENRR LA~ 7 A §E

PERDD, DDHIEF ML EHmE
X M R T AT AT

EIKE4 (INN)

HEHS

MAHEZ R DB BR S

Cetuximab

AT E AR O B T

FEFRDOT T F A BEE L 7RSOk IOV, B

BIMEAEEZOBIN— | FEERTOPSURD T TE KL, AL o HIC
BRI TR T — X DI FRF B4 5B T —2%&iEH452L
by
Enzalutamide ke BINT — 2% EEE (2014464 A 12 H £ TITIEH)
Lansoprazole PA I . BINT — &5 B35 (20144F4 H 12 A £ TITHEH)
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Mycophenolate
mofetil

RETALEREL Ky-o 0T
Ve

(Boddana P et al. Clinical
Transplantation, 2011 T®
FF )

BN — 2285 (20144E4 H 12 H £ TICIEHY)

Panitumumab

AT NS O B T
B EHE GO MN—
BEIRERBR T — & D IS

FEFRD VT T IVIZEIE LR FSCHRIC W, B
TEVER R OPSURDHCTE KL, ARG O RHIZ
B4 5BNoT —2%&iEH452L

Vildagliptin,
Vildagliptin/metformin

VR P SR

BN — 2255 (20144E4 H 12 H £ TICIEHY)

3. ZDMOBENTTONZY 7T (BERG—FAEFR)

3 H4 (INN) HFEER MAHIZR DB BH%

Etanercept PPREB R RS -2 Dt AFULIE T VAR R BERE L TR,
DRHT W) PRACIE, PSURIZE D DL E 2 —2 15 LT,

Paracetamol TEHR P O R — 2L
Brandlistuen et al. Int. J.
Epidemiol., 2013 CD¥
o

LAk

LRI = Kl B&1, K BF
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