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E] N

SR A B AR AEATIERT 2 T

B X
http://www.nihs.go.jp/dig/sireport/index.html

A5 [E R Tl B 155
[# MHRA (Medicines and Healthcare products Regulatory Agency) ]

e Abacavir, didanosine: CMEFSEDOY AT FABIZIZEZSICEL DT —F DB BEEFEZ oo 2
e _Enoxaparin sodium/[ ‘Clexane’ ] ({5 - & heparin) 7L 7 ¢ VRV o WA TE A SGIC B 3527
PR Wt ek - e NI 55 s I Nt ) R 3

o Heparin #4535 X OY heparin 7 A 5 (2 B 9~ 2 [ 9 i 5% - [ 98 1€ 95 35 1) 1 50 397 1

(01070 2 R 6
. ZEAZE AP RIZETOREEE (2007 A2 10 H) o 9
. ZEAZE AP RIZETOREZE (2007 A2 11 H) e 11
e FDA/CDER (28D Z MBI T DR /RIGETOBEE (2007 A 12 H) v, 14
e FDA/CDER (28D Z MBI T DR /RIGETOREE (2008 -1 H) v, 16
[} % Health Canada]
o HLCAMAZE carbamazepinel ‘Tegretol’ |: FIE/2 R G GBI T D2 BMEE W oo, 18
[Z TGA (Therapeutic Goods Administration) ]
o /NRIZEITD OTC OBZIED « IO BT DIEE oo, 20
[NZ Medsafe (New Zealand Medicines and Medical Devices Safety Authority) ]
o Heparin: N & A B I =2 ——F R CHEIEL TUMVRU e 22
[EU EMEA (European Medicines Agency) ]
e Natalizumab[ ‘Tysabri’ ] : FFFEEIZEI T2 Q&A ..o 24
o_Abacavir : LEFEVEDV A7 FEMIC S 72 AT —Z DAL e 26

E1 ‘OO0’ ]nOO0OIY#%EICRBITIMEMmAETRT,
E2) EFHGERRAIEL T MedDRA-] % FH,
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Vol.6(2008) No.10(05/15) RO1

[ 3£ MHRA ]

e Abacavir, didanosine: LEFEIEDYRZFMITIZZSIZEL DT —F BLELIE R

Abacavir and didanosine and risk of heart attack - European review concludes further data
needed to determine risk

Safety warnings and messages for medicines

1H%N H :2008/04/02
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess
agesformedicines/CON014498

FT HIV 3D abacavir & didanosine DL FHIZLED DIEFEEDOY A7 % ~123 % D:AD A58
(The Data Collection on Adverse Events of Anti-HIV Drugs Study) *! 05 —# 3 ARSI, Dl
FAEDYAZ1X, abacavir Ik HEE TIEIE 2 5 NL FEXY A2 1.9), didanosine ik FE# TH
R IRODEGINIR B3 (FAXU A2 1.49)

MHRA [ZEIN DR FRE 2 B & Ch % CHMP (E3MMZE B &) L iU, DIADWFZED T —4,
B L O abacavir DHLE L THD GlaxoSmithKline #EAMR HE L 7= BRI BR T — X 2 it LTz,

BRSSO TWAST —H 0351, abacavir, didanosine OO & UMl FEAEL D B (2> T
SIS T P = Nl b Q= VA Ry

ZD 2 FlLUNEFRVEL D BEMEIC OWTIIFEMR L B 2 —26e T TR, AT OMFFEOR R
2 ANFUE, DIFFIEOV A O ReMZSBIZHHl 2 T E Th D,

¢ BERBIVERM~DE
< B, Y EOE LISV WDRSHT HIV SO HH FIELanZ k.
- B, MIEOBRERHLEG AL, Y EICHRT DL,
- ERBIOEE, DIBBIEOVAZEA SR TELHLPL FIEIZ DN THIRET T & T
D (B 250, BRI EHL, M ERL =L AT e — LK T),

SEFH

% 1:D:A:D BFZEICHOWTIE, EFEMZEMEEH Vol.6 No.09 (2008/05/02) » FDA DitHFH4a %
iz

S HETIEEMLLZEMEH

A5 EMEA O HELH M,

©Abacavir (7 /3 E )L, R RVHREREZ L ERL (NRTI), bt HIV 3] [E N 3725


http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesformedicines/CON014498
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DA

HEA T
©Didanosine (% /3, Kl R BRI EA (NRTD ) BN R H
HEA T
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[ 3£ MHRA ]

e Enoxaparin sodium[ ‘Clexane’ ] (&% F& heparin) L 74 AR Y T WATHIA IR
BT A 4 BEIRMEE (HEIERTZL)

Class 4 Drug Alert (Caution in Use): Parallel imports of low molecular weight heparin -
enoxaparin sodium [ ‘Clexane’] pre-filled syringes

Drug Alert

1#%N B :2008/05/09

http://www.mhra.gov.uk/Publications/Safetywarnings/Drugalertssf CON015377

(k)

2008 4 4 A 24 HfFDITA 4 BEIEGES EL(08) A3 IZHNZC, MHRA IZIF A THIAZEH 1T
RIL, —EROUEA TSRS T Clexane’ 13 VYD —Hiy MZ, JOEHEE O AHY)
NG FNTNZ LK DRI BL TRIE 2175, MHRA X, 2oy FRIATI AL
DR E T IE SN2 WO EEE 15,

AT A STz [ ‘Clexane” ]2V Y OFEH IR EZ A L TWAE T LT, Al CEE
Z1TD,

ATE ORI T, B3 5hZE B2 (CHM: Commission on Human Medicines) 73, {572 (5% A4
Tifi) OmiEE (b= RaAF o ilE (OSCS) & e[ ‘Clexane” ] 7L 74 VR Dy FIZBEL,
PSR A HELE T D2 LA R LTz, ZOHESHIEKIREL THEZITHY, YDy F LT~ Tff
fﬁﬂﬁb’(“?@éo

—EROWFEI T TIE, CHM PRI ES 2 DI E X0 ER E ORI L2 RaAF 6
ez el ‘Clexane’ ] 7L 7 VR LD\ TF PIHFESIV TS, RIRO Ry FFHK 51X 32 Fl
Tho™,

Ry F 5 08001 (22 TIE, 90 mg/0.6 mL DD AL CRIBEEZ X CWAZ LI E
T 5HZ &, 90 mg/0.6 mL LUIAD Jifli CAM 3 F FaL7eu [ Clexane” /[ ‘Lovenox’ ] 7L 7 4 /LK
DU RELITE, 08001 TSR 23 D5 L% MHRA IFRERL TV,

WATEIAEF L, SRSy T ONTIICEL TIA FHiEa1To W6, ZO Ny TR
T IS TV ENICEDL T, B HICKKEEIR LIRS 24— (DMRC) A5

A The Defective Medicines Report Centre
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Z&,

ARBEEZ T TODLEOMOEL, WATHAEED, KONy T HFEZEEELTHICKREBIC
FLEHEEAT, MDAy TFHFSEMLHAT LA RN HLZ LI E T 528, [Clexane’ ]7°
L7 AVR VY P OWATIASICBEL TGRS DS, T O T AEE 1TV A bow Gl
HERDDHZL,

>EFE®R
* 1\ FFK G OFEMITIF S (CFEE URL) 22 R,
http://www.mhra.gov.uk/Publications/Safetywarnings/Drugalerts/f CON015377

©Enoxaparin (= /F Y/ U, Ky 5~ U, BRI TETR R E N FE5E 5
WA\ FE T

Vol.6(2008) No.10(05/15) R03

[ k FDA ]

o K HF [ #EH B hydrocodone & A $E% & [ ‘ Tussionex Pennkinetic Extended-Release
Suspension’ ] : @ IE4# F 12 BE 32 %%

Long-Acting Hydrocodone-Containing Cough Product (marketed as [ ‘Tussionex Pennkinetic

Extended-Release Suspension’]]

FDA Alert

1H%N H :2008/03/11

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

O ERENEEEMITHER
FDAZE4  FDAIZL, = Hf11E % ohydrocodone* & 45 #5154 T 5 [ Tussionex Pennkinetic
Extended-Release Suspension’ ]*? o2z 472 Fl{:Z B9~ B BSR4 @ A1 5,

FDAIZ, [ ‘Tussionex Pennkinetic Extended-Release Suspension’ ] [[ ‘Tussionex’ 1]z {# L 7=
BE UNREZED) ICBIT2EMEENTABFEFRBLIOECOREEZIT TCNVD, ZHDH
HTI, ERDEFEF DE IS OO REAT D B TR, IS SCEI SRS - 5 G- F (121R5
) JOH AR T Tussionex’ 124U L7=2 b, BXOBRE D B2 L 70 R Y]
7225 5Tl “Tussionex” JBEHE 2 GH B LTZHE IR, RS Te I EZ IR L7 ZEDVRENTUVD, 61k LA
Fo/NR, EE, BAOBETY, [ Tussionex’ O EARHIC LD A& )T B L OESEH)
TR 233D HILTUNVD,

6k AT DB TIE, [ Tussionex” JARANZ LD Az B 5736 LOBSERI 2R RE N 2 fd 2 L
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RF /e, [Tussionex” O ITER TH D, EFRHMEFH L, B[ Tussionex” J&4L)59
DENZ, [F3EO L &I HERFIEAZ 5B L CTB<ZL, £, BELZONHEE L
[ “Tussionex’ ] &R Z T3 5728, IEL BBV g BAflio &I 528,
FDAIZ, [ ‘Tussionex’ JHLEH LWL, W SCEZYGET L,

7233 [ ‘Tussionex’ J &1 BINC, FERERIVE Y (4~6HF 45 AR ) dOhydrocodone & A S5 7%
HRFESINTVDT2, FDAIZZNO DGO MG R BIEL B 2— L TEHY, HLWIE®RN S
OIVR BT 5T E ThD,

OERBFRILOT —%

FDAIZ, [ ‘Tussionex’ 1O B LED 1004k LA LoD 4G F da s iy 2 (15 358 1, | 2 B 3 2B s D s
EEte) HLE a— LT, 1A O BE DS N33MEHY, 55241 R6mE AN E D /N Th -7,
BEE AT D/ N OB, FET-OfE, FEHNH] (FET- 2 8:) T4, IR 21 CThoT-, £77, 61% 2L
EODIE BRSO KR B0 R 72 L R il B R A B U,

ZNEDHENPLHLMI -T2 L, LT 0@ ThoH,

. [EFTiAS, [ Tussionex’ 1OWAT LTSN HIE HELVYL, BVIRABRR LIS
HETR &7,

- LGRS RER S AT B BAALA D FRAE )T IR SR R T (prescription instruction) (ZRCEL
7= B AL S M B BRI AL AE U (B2 XML ST 4 — AT — L B ~DZE
).,

B OB REBD (MLEADT (— 27—V WAL ~OLHRIX, 13RI T ¢
— RS TR FEE T —F AT — i ), W7 L0 i & o[ Tussionex’ ] %
BEIRASET,

© T2 TORWITE 05T, BNE IS D6 AT O /NI Tussionex” 12 ik
ST,

2EFR

* L AT AUPHERSNIZT T NVHaAR, 27 A LRBRICETRE, FEZHEELTHWSIL
%o HARTIIARAR,

% 2: 2k 5y & LT hydrocodone LHTEAZ I 3K chlorpheniramine % & 1795 #% ¥ #K C, 6
WL EO/NREBEORAE R G EL, TLAF =W % I IO ESGERE R OFE
IS ET 5, “Pennkinetic System” EFEIIVHIRANMED DDS (W IEET AT L) 128D, &
RFRVE M35 (1 R A S 70 R 12 B i 42) .

* 3R CEDOUGETIRE, TRV A M2,
http://www.fda.gov/cder/foi/label/2008/019111s0151bl.pdf
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©Hydrocodone (A &4 A R R 80 5E, $EZHK] Mpsh : 878 0
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[ k FDA ]

e Heparin B II T heparin E AR K ICEITIERMER -EREEZMTESNFR
(2008/04/25)

Update to healthcare facilities and healthcare professionals about heparin and

heparin-containing medical products

1EH1 H :2008/04/25
http://www.fda.gov/cdrh/safety/heparin-healthcare-update.html

(Web #B# H :2008/04/29) (1)

OHERIVEESH

« Heparin DIFHF AL T Ty 2D F DRI, FBETY, Nl 535 Fi5 heparin IZBEL 724
ME GNP THELNCRRESNTOHILICEET RETHD, BURE R TOBRIE#RITR OV
A 2, http://www.fda.gov/cder/drug/infopage/heparin/default.ntm#recalls

RSV AN, B EWmE ATFIRE, ZHT5TE Thd, SN AEFRICEATLE

IHFHRAIZ DWW TIIRO AL,
http://www.fda.gov/cder/drug/infopage/heparin/adverse _events.htm

+ Heparin OFEHFBL Oy H 77y 2 IZBE T 2R BEEOHHE ERNE, T X THE
THZE, £77, heparin & A B E21% heparln THEEE (= — 1) L= B 5 oo F I B~ 5 5
FOGZE#ETHROELET 5, MR, FTRROIH7eHE ~ D EEH BB M R 235
ES AR

OHeparin 85 33X O heparin EF IOV T

Heparin 1%, —fRICEFRIRN E7213 5 TICH 53 2506 3K (i EEE P& ThHY, BEHr
’?&)é@@b%ﬁ?m%x T CWDEE, REEFRIRILARAE (DVT) < il ZE42E 5 O FFE 22 E R D
IR T IS &S, Heparin 8L X8 E, 1,000 HAL/ML DL EORE CIRGESH TS,
Heparin vy 7 77y 2@, —MRICERIRD 7T —7 LV OBTF I HERF T D72 I S, =
FHIRLZ 723 TERY, 100 mulml_ LT O CRIES LT D,

Z DA OFE % O EFR B2 M LS heparin &4 £721% heparin = — OB THH LA
W%, PILLT, HOMROMERNTT—T /v, NI, N7, 72—, DIEFHRRHZ WD
MRV — = MERT NI TT7 N, FIE %0385, Heparin 25 A3 HEFEHEOY AN
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WOV AR, http://www.fda.gov/cdrh/safety/heparin-device-list.html
ZOUANZIZ, heparin 25 A 3 5EFEH HOLRLERFEEE S, heparin & f/heparin =—hkdD
NS TV DD T, BIME#RE AN FIRE, VANEEHT5TE ThD,

OEEZEL, BAEIN, BIUFDA OHEE

Heparin S AIOEHIZBIEL T, R CE2 G A EFRORELDHEINL T D, FDAITFRZ,
TFT747% Y —HRRISR AR EICE BT oA EFFROENMIIEALTVD, ZTRHDHESR
(2B DRI R O AMIBHEL T D,
http://www.fda.gov/cder/drug/infopage/heparin/adverse_events.htm

BEE T, heparin vy 2777y 2RIZBL THELOFELROHE T D70,

FDA OFL 1L, heparin I A ChLEMIEE Lo RuAF o hilgsa R E Lz, ZOARH
% heparin SIEPENEELIL TWDT20, 185 OB CIlIf S /eh~7-, FDA 13H7E,
heparin DR —F 2 5ZIZAELD LFEOA FEIGSBIRE{L = FuaF ORI, 1EREF
O BEMAZ R LT in vitro BEUEM) TOT —H2%E1F T %, FDA OF —X13, ik
b=z FaAF U mEEReMUIEF DX =2 - B IV A REEHIEHEL, ZHhICiV 7 I70F =
(PR 72 MEERPE) 3L C3ak Cha (iR 1727 74T L 0 ) ISEEASNHZEZ R L TUNVD,
ZNBDT —Z 3T, New England Journal of Medicine 5&*! TRs#E &7~

Heparin /5 DO— ORGSR LIRGEEE 1T, RMICBEELZA EFELMEICLEOE, F,
R IZED M A S Te heparin Dy MG L T2 ERNALICSNIZ RIS TR EEL T,
BN ZIT> CTE e, EMIICEAT2FMBEBRICONVTIEI RO A2 S R,
http://www.fda.gov/cder/drug/infopage/heparin/default.htm#recalls

FDA OEHE S FHMATJE 22— (CDER) 1%, KED 72 heparin BUEZEH/IGE(E DD,
T XTOD heparin JFIEIZKIL FDA BHER LA —= T REEITOEOHBNEZET-
(http://www.fda.gov/cder/drug/infopage/heparin/default.htm#screening) . $£7=, FDA D= H A -
W R 2 — (CDRH) 1%, B R oRLE S LIGEER S, heparin 25 T SR
Eﬁ“ﬁ%:ﬁl@ﬁﬁm, FI G TR TO heparin Offi HHOF AR T 5L 812, heparin 23
nTWd L, AMBBEEN TRV AR TRNICHR T AL @MU
(http://www.fda.qov/cdrh/safetv/heparln-notlce.html) o

OHeparin IZBE 55 EF L ®E
FDA X, FTA T2 HERRZE 2T —# -~ — A D heparin BIHEA EFHLGHIIHOWT, 5| &fix
R E =27 LT D, FDA [3HTT-70 A E RS WA rlREZR IR RGUTASH ZE N EH L
EZTCNDT-0, BLELNE SRS heparin &8 O ERH BvE 11, heparin (ZB#E 5% %
BNDLEKNGAFERI TN THRET2LKD S,
FRZ TRED IR B A 2RO D,
- TFT4TF R, RERMNE, SYEEEEEICE BT ABESIERE R T 5%
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%,
- Heparin ([ZEK T 2EEB 2 HiLHZEDMOEELR S, FlELT,
o JRIKABA O 1/ s i
o BT HEEERE DU T i
o Aoy i e
o Heparin =— DR H BRI ARHO 3R O e 285580 b b2 &
o T eABHDNIRIRIEE DB FE T heparin 24 FHL7= in vitro D2 W7 AN CREb LU VG
EnfFoni-c&

FHEEFGIZOVWTINEZLDEREEDH2D, ATRETHIUTHE FIZ TROEREEZODLL
IHEYET D,

- B4 BR OGS A4

- WoryNES

- B ORY, HefEE, A LB H ()

- OFAEE, ZTTWDIERE, TLAX —0f i

© BRI, BT 5Lz heparin F72X R 2 A 0 heparin O E iR &

- HERERROMWE, FEFRITHULLE LRSI 15#, T O RER)

- Heparin D% 5-F7213 heparin & A O H RO ) OHGIEBLE CTORERH

« Heparin FEHAIE/ZIXER A ELF O heparin 003, AEFROIRIK THLIB G L T\DHE
B2 LM
Ef?ﬁﬁﬁ@zﬁn, O EIFIRFZ heparin A RH TG-S TWed (B G-z

BITITZ DL L i

SHETIEEMLLZEMEH
Vol.6 No.06 (2008/03/19), Vol.6 No.07 (2008/04/03), VVol.6 No.08(2008/04/17), Vol.6 No.09
(2008/05/02)

©Heparin Sodium [~/ V> FR A, ifigEEEIFEL LA [E N F8 589 sk ek
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[ k FDA ]

o FDA/CDER (Z& 5% £ 4 R RUWET OBEE (2007 45 10 A)

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER —October 2007

FDA MedWatch

1H%N H :2008/01/31

http://www.fda.gov/medwatch/safety/2007/oct07_quickview.htm

COMETIE, HEFELAI O EE, R, B, 0 LoldE, BIEM, BRI
WOFHE OFRUGET 2R T, RIIZEIE A CSGETEFTOV AR, MBI ITdGTE N
HH LML, P AE8E F 3 S, F TS Z e E R BRI D,
W= : BW (boxed warning) : st 7% 2, C (contraindications) : 252, W (warnings) : 245,

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

WETSN/=H B
KER S (—k4) awl c |l w | p | asl|PPY
MG
Definity Vial for (perflutren lipid microsphere) Injectable O l10 |O OO0
Suspension For Intravenous Use
Elaprase (idursulfase) Solution For Intravenous Infusion O O O
Erbitux (cetuximab) Solution For Intravenous Use O O NORNG)
Soriatane (acitretin) Capsules O | O O MG
Aptivus (tipranavir) Capsules Ol O | OO |PPI
Azithromycin for Injection For 1.V. Infusion Only O O
DDAVP Injection (desmopressin acetate) 4 mcg/mL O]O |0 |0
DDAVP Nasal Spray (desmopressin acetate) OO | O | O PP
DDAVP Rhinal Tube (desmopressin acetate) OO | O | O PP
DDAVP Tablets (desmopressin acetate) O NONNONNG
Inderal LA (propranolol hydrochloride) Long-Acting Capsules O NONNONNG
Januvia (sitagliptin) Tablets OO | O | O PP
Lodine (etodolac capsules and tablets) O NONNONNG




PRl

22 VS R Vol.6 No.10 (2008/05/15)

WETSN=H B
KERRA (— ) o
BW | C W P AR MG

Prevpac (lansoprazole 30-mg capsules, amoxicillin 500-mg O NONNONNG
capsules, USP, and clarithromycin 500-mg tablets, USP)
ProQuad [Measles, Mumps, Rubella and Varicella(Oka/Merck) O O
Virus Vaccine Live] Frozen Formulation
ProQuad [Measles, Mumps, Rubella and Varicella (Oka/Merck) O O
Virus Vaccine Live] Refrigerator-Stable Formulation
Zithromax (azithromycin tablets and azithromycin for oral O O
suspension)
Zmax (azithromycin extended release) For Oral Suspension O O
Cubicin (daptomycin for injection) O | O
Dalmane (flurazepam hydrochloride) Capsules O | O
Doral (quazepam tablets, USP) O | O MG
Lexxel (enalapril maleate-felodipine ER) Tablets O | 0O
Lymphazurin 1% (isosulfan blue) Aqueous Solution O | O
NuvaRing (etonogestrel/ethinyl estradiol vaginal ring) For Vaginal olo
Use Only
Rapamune (sirolimus) Oral Solution and Tablets OO0 |0
Renagel (sevelamer hydrochloride) Tablets For Oral Use Ol 0|0
Vaseretic (enalapril maleate - hydrochlorothiazide) Tablets O | O
Vasotec (enalapril maleate) Tablets O | O
Visken (pindolol) Tablets, USP O
Zestoretic (lisinopril and hydrochlorothiazide) Tablets O] 0O | 0O
Zestril (lisinopril) Tablets Ol O] 0O
Abilify (aripiprazole) Tablets
Abilify DISCMELT (aripiprazole) Orally Disintegrating Tablets ol o
Abilify (aripiprazole) Oral Solution
Abilify (aripiprazole) Injection For Intramuscular Use Only
Accutane (isotretinoin capsules) O
Adagen (pegademase bovine) Injection O
Cialis (tadalafil) Tablets O | O |PPI
Coreg CR (carvedilol phosphate) Extended-release Capsules O

10
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WETSN-E R
*@%lﬂl% (—ﬂ&%) PPI/
BW C W P AR MG
Levitra(vardenafil hydrochloride) Tablets O | PPI

Lexiva (fosamprenavir calcium) Tablets and Oral Suspension

Retisert (fluocinolone acetonide intravitreal implant) 0.59 mg

O|lO0|0O| O
O

Rhinocort Aqua (budesonide) Nasal Spray 32 mcg

Symbicort 80/4.5 (budesonide 80 mcg and formoterol fumarate
dihydrate 4.5 mcg) Inhalation Aerosol

Symbicort 160/4.5 (budesonide 160 mcg and formoterol fumarate O MG
dihydrate 4.5 mcg) Inhalation Aerosol
For Oral Inhalation Only

Tamiflu (oseltamivir phosphate) Capsules and For Oral Suspension O PPI

O

Velcade (bortezomib) For Injection

Viagra(sildenafil citrate) Tablets O PPI

Cordarone (amiodarone HCI) Tablets

Geodon (ziprasidone HCI) Capsules
Geodon (ziprasidone mesylate) for Injection For IM Use Only

O] O |00

Vivitrol (naltrexone for extended-release injectable suspension)

Ambien (zolpidem tartrate) Tablets MG

depo-subQ provera 104 for Subcutaneous Use PPI

Vol.6(2008) No.10(05/15) R06

[ k FDA ]

o FDA/CDER (Z&5 &£ 4 2R RUWET OBEE (2007 4 11 A)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER —November 2007

FDA MedWatch

1H%N H :2008/02/28

http://www.fda.gov/medwatch/safety/2007/nov07_quickview.htm

ZORE TR, S ESEMRA OMAES, Six, BE, I LoEE, BIEM, B8
WOFIHE DRRUGET 2T, RICITER A LURTEFTOY AL, FFEMRICITSGETS

11
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HHE &AL, PSS F3RR, Bl S 3 s nic L &S S Eilis i Tnsg,

%5 : BW (boxed warning) : #sf 2245, C (contraindications) : 25 =,
P (precautions) : it ] _Lo>7E i, AR (adverse reactions) : &£,
PPI/MG (Patient Package Insert/Medication Guide) : £ Fil 155

W (warnings) : %45,

KERRA (—4)

BETSIZIEH

BW

w

P

AR

PPI/
MG

Abilify (aripiprazole) Tablets

Abilify Discmelt (aripiprazole) Orally Disintegrating Tablets
Abilify (aripiprazole) Oral Solution

Abilify (aripiprazole) Injection For Intramuscular Use Only

O

O

MG

Aranesp (darbepoetin alfa) For Injection

PPI

Avandia (rosiglitazone maleate) Tablets

PPI

Epogen (epoetin alfa) For Injection

PPI

Myfortic (mycophenolic acid*) Delayed-Release Tablets
*mycophenolate sodium

Optison ( Perflutren Protein-Type A Microspheres Injectable
Suspension, USP)

O] © |O]0O]O

O] O |O|]O|O

O} O |O0]|O

Sarafem (fluoxetine hydrochloride tablets)

O

MG

Crestor (rosuvastatin calcium) Tablets

Cymbalta (duloxetine hydrochloride)
Delayed-Release Capsules

Kaletra (lopinavir/ritonavir) Tablets and Solution

O] O |00

PPI

Lac-Hydrin (ammonium lactate) Lotion, 12%

Zometa (zoledronic acid) Injection - Concentrate for Intravenous
Infusion

Ojo|lo0| O O

Ojlolo0| O |O]|0

O

Arava (leflunomide) Tablets

Avalide (irbesartan-hydrochlorothiazide) Tablets

Celebrex (celecoxib capsules)

Eligard (leuprolide acetate for injectable suspension)

Invanz (ertapenem for injection)

O] O |O]|0O

Motrin IB (200 mg ibuprofen) Tablets

Nexavar (sorafenib) Tablets

Ol0j]O0] O |O0|0]|0O

PPI
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KERRA (—4)

BETSIZIEH

BW

w

P

AR

PPI/
MG

Sprycel (dasatinib) Tablet For Oral Use

O

PPI

Toradol (ketorolac tromethamine tablets)

O

Vectibix (panitumumab) For Intravenous Use Only

O
O
O

Atrovent (ipratropium bromide) Nasal Spray

Chantix (varenicline) Tablets

PPI

Colazal (balsalazide disodium) Capsules

Cordarone (amiodarone HCI) Tablets

Emend (aprepitant) Capsules

Foscavir (foscarnet sodium) Injection

OjlO0lO0|O0]0 |0

Levaquin (levofloxacin) Tablets and Oral Solution

Levaquin (levofloxacin) Injection, for Intravenous Use

Levaquin (levofloxacin in 5% dextrose) Injection, for Intravenous
Use

O

Omnaris (ciclesonide) Nasal Spray For Intranasal Use Only

PPI

Protonix (pantoprazole sodium) Delayed-Release Tablets
Protonix (pantoprazole sodium) For Delayed-Release Oral
Suspension

Zevalin (ibritumomab tiuxetan)

Benicar HCT (olmesartan medoxomil/hydrochlorothiazide) Tablets

Diovan (valsartan) Tablets

PPI

Pepcid (famotidine) Injection Premixed
Pepcid (famotidine) Injection

Pepcid (famotidine) Tablets
Pepcid (famotidine) Oral Suspension

Pletal (cilostazol) Tablets

Zocor (simvastatin) Tablets

Lovaza (omega-3-acid ethyl esters) Capsules

PPI

13
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DA

Vol.6(2008) No.10(05/15) R07

[ k FDA ]

o FDA/CDER (Z& 5% £ R RUWET OBEE (2007 4 12 A)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER —December 2007

FDA MedWatch

1H%N H :2008/03/24

http://www.fda.gov/medwatch/safety/2007/dec07_quickview.htm

COMETIE, HEELA O EE, R, B, 1 LoldE, BIEM, BRI
WOFHE OFARUGET 2R T, RIIZEIE A CSGETEFTOVAR, MBI ITdGTE N
HH LML, P AE85 F 38 S, F I IE S Z e E R BRI D,
W= : BW (boxed warning) : st 7% 2, C (contraindications) : 252, W (warnings) : 245,

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

HETSN/-HE
*@%lﬂl% (—ﬂ&%) PPI/
BW C W P AR MG
Carbatrol (carbamazepine) Extended-Release Capsules O O | O
Equetro (carbamazepine) Extended-Release Capsules O O]10 ]| 0O
Omniscan (gadodiamide) Injection for Intravenous Use O o] O
Tegretol (carbamazepine) USP, Chewable Tablets, and Oral
Suspension O o]0 ]| 0O
Tegretol-XR (carbamazepine extended-release tablets)
Ambien CR (zolpidem tartrate extended-release) Tablets o]0 |0 MG
AndroGel (testosterone gel) 1% O] O | O | O|PP
Dostinex (cabergoline) Tablets OO | O] O
Aredia (pamidronate disodium for injection) o]0 ]| 0O
Biaxin Filmtab (clarithromycin tablets, USP)
Biaxin XL Filmtab (clarithromycin extended-release tablets) Ol 0
Biaxin Granules (clarithromycin for oral suspension, USP)
DepoDur (morphine sulfate extended-release liposome injection) O O
Derma-Smoothe/FS ( fluocinolone acetonide ) Topical Oil 0.01%
. O NOIING)
(Body Oil)
Doryx (doxycycline hyclate) Capsule, Delayed Release Pellets Ol 0

14
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HETSN/-HE
*@%lﬂl% (—ﬂ&%) PPI/
BW W P AR MG
Effexor XR (venlafaxine hydrochloride) Extended-Release Capsules O]l O] O
Exjade (deferasirox) Tablets for Oral Suspension O O
Heparin Sodium Injection, USP O
Heparin Sodium Injection, USP (porcine) 5,000 U/mL O]l O] O
Hepsera (adefovir dipivoxil) Tablets o]0 ]| 0O
Invega (paliperidone) Extended-Release Tablets O] O
Levaquin (levofloxacin) Tablets and Oral Solution
Levaquin (levofloxacin) Injection, for Intravenous Use
. o - O ]10 ]| 0O
Levaquin (levofloxacin in 5% dextrose) Injection, for Intravenous
Use
Monodox (doxycycline monohydrate) Capsules O 1|0
Sonata (zaleplon) Capsules O] O MG
Atrovent (ipratropium bromide) Nasal Spray 0.03%, 21 mcg/spray O
Brovana (arformoterol tartrate) Solution O MG
CellCept (mycophenolate mofetil capsules and tablets)
CellCept Oral Suspension (mycophenolate mofetil for oral
suspension) O
CellCept Intravenous (mycophenolate mofetil hydrochloride for
injection)
Factive (gemifloxacin) Tablets O | O
Floxin (ofloxacin) Tablets O | O | PP
INOmax (nitric oxide) for Inhalation O
Lexiva (fosamprenavir calcium) Tablets and Oral Suspension O
Malarone (atovaquone and proguanil hydrochloride) Tablets
Malarone (atovaquone and proguanil hydrochloride) Pediatric o | O
Tablets
Protonix 1.V. (pantoprazole sodium) for Injection O
Protonix (pantoprazole sodium) Delayed-Release Tablets
Protonix (pantoprazole sodium) for Delayed-Release Oral O
Suspension
Ranexa (ranolazine) Extended-Release Tablets O
Rebetol (ribavirin, USP) Capsules and Oral Solution O MG
Revatio (sildenafil citrate) Tablets O | O | PPI

15
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BETSN/=H B
KER SRS (—k4) oW wl o | ag | PPU
MG
Reyataz (atazanavir) Capsules @)
Thyrogen (thyrotropin alfa for injection) o | O
Tirosint (levothyroxine sodium) Capsules O
Venofer (iron sucrose injection, USP) O | O
Fludara (fludarabine phosphate) for Injection O
Valtrex (valacyclovir hydrochloride) Caplets O
Vytorin (ezetimibe/simvastatin tablets) O | PPI
Zetia (ezetimibe) Tablets O | ppI
Gonal-f RFF Pen (follitropin alfa injection) PPI

Vol.6(2008) No.10(05/15) R08
[ % FDA ]

e FDA/CDER IZ&5 & 2MIZEE T 2R NKETOBEEE (2008 4£ 1 H)

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

Research CDER —January 2008
FDA MedWatch
1H%N H :2008/04/24

http://www.fda.gov/medwatch/SAFETY/2008/jan08 gquickview.htm

COREETIE, 45 AL A O FHE A

dkr Ak
=5 Hy, sy /5 H)

M LR, BIWER, &M

WOFIHE DRRUGT 2T, RICITER A LURTEFTOY AL, FFEMRICITSGET S
HHE &N, PSS FER, Frl E 3 s nic L 2 S Eilis i g,

%5 : BW (boxed warning) : Fufil 2 %45 C (contraindications)

AR

W (warnings

P

C IRIEDN =)
P (precautions) : f# 1 LD iEE:, AR (adverse reactions) : BIfEH,
PPI/MG (Patient Package Insert/Medication Guide) : £ Fi 155
WETSN/=H B
KERE M4 (—4) B wl o | ar | PPV
MG
EstroGel 0.06% (estradiol gel) O O O | O | PPl
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YET NI
KERRA (—5) ol e T o [an e
MG

Herceptin (trastuzumab) Intravenous Infusion O O O | O
Rituxan (rituximab) Injection For Intravenous Use O O O | O | MG
Alesse 28 Tablets (levonorgestrel and ethinyl estradiol tablets) o | O PPI
Janumet (sitagliptin/metformin HCI) Tablets O | 0 O | O | PP
Mycamine (micafungin sodium) For Injection O O | O
Omnitrope [somatropin (rDNA origin) injection] For Subcutaneous Use O | 0 O | O | PP
Tysabri (natalizumab) Injection For Intravenous Use O | 0 O | O | MG
WelChol (colesevelam hydrochloride) Tablets O | 0 O | O
Azactam (aztreonam for injection, USP) O O
Azactam (aztreonam injection) in GALAXY Plastic Container (PL o o
2040) For Intravenous Use
Chantix (varenicline) Tablets O O
Cialis (tadalafil) Tablets o | O PPI
E.E.S. (erythromycin ethylsuccinate) @) O
Ery-Ped (erythromycin ethylsuccinate, USP) @) O
Humira (adalimumab) Injection, Solution For Subcutaneous Use O O MG
Lunesta (eszopiclone) Tablets O O MG
Ortho Evra (norelgestromin/ethinyl estradiol transdermal system) O PPI
PCE (erythromycin particles in tablets) Dispertab Tablets O O
Rapamune (sirolimus) Oral Solution and Tablets O O | O
Byetta (exenatide) injection O PPI
Cipro V. (ciprofloxacin) For Intravenous Infusion O | 0
Cipro (ciprofloxacin hydrochloride) Tablets PPI
Cipro (ciprofloxacin) Oral Suspension 10
Cipro XR (ciprofloxacin extended-release tablets) O | O | PPl
Effexor (venlafaxine hydrochloride) Tablets O
Effexor XR (venlafaxine hydrochloride) Extended-Release Capsules O
Flumadine (rimantadine) Tablets and Syrup O
Inderide (propranolol hydrochloride [Inderal] and hydrochlorothiazide) o
Tablets
InnoPran XL (propranolol hydrochloride) Extended Release Capsules O
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KERRA (—4)

HETSHITH B

BW

W

P

AR

PPI/
MG

Lopressor (metoprolol tartrate tablets, USP)
Lopressor (metoprolol tartrate injection, USP)

O

Lopressor HCT (metoprolol tartrate USP and hydrochlorothiazide USP)
Tablets

Seroquel (quetiapine fumarate) Tablets

Sular (nisoldipine) Extended Release Tablets

O

Tamiflu (oseltamivir phosphate) Capsules and For Oral Suspension

PPI

Triglide (fenofibrate) Tablets

Oj|o0|lO0|O| O

Celebrex (celecoxib) Capsules

Climara (estradiol transdermal system)

Lotrisone (clotrimazole and betamethasone dipropionate) Cream and
Lotion

PPI

Avandia (rosiglitazone maleate) Tablets

PPI

Nexium (esomeprazole magnesium) Delayed-Release Capsules
Nexium (esomeprazole magnesium) Delayed-Release Oral Suspension

PPI

Tolectin DS (tolmetin sodium) Capsules
Tolectin 600 (tolmetin sodium) Tablets For Oral Administration

MG

Vol.6(2008) No0.10(05/15) R09
[ &7 # Health Canada ]

o FLTAMAZ carbamazepinel ‘Tegretol’ ]: B K E R C B4 5L 2 MG #H

New safety information for the anti-epileptic drug carbamazepine[ ‘Tegretol’ ]

For Health Professionals
%0 H :2008/03/17

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/tegretol hpc-cps e.pdf

(Web #&# A : 2008/03/20)

# Novartis Pharmaceuticals Canada f:2>b D EEEEF TR 7 X —1 X —
Carbamazepine[ ‘Tegretol” JiZCTADADIRHE AT ILEL, HAIME H E72 Xt O HrREE K - Of
HEnsd, £72[ ‘Tegretol’ 113, = X8I ORI R OFER, SUEERR ORI, MR FEE

(BkD>93) OF 5 (AN EI213VF 0 LF O Bh A & U TR ICh IS 0305,

Novartis Pharmaceuticals Canadaft:i%, Health Canadald ik (F, [ ‘Tegretol’ D HLILE

18




[ #6224 M ) Vol.6 No.10 (2008/05/15)

DA

757 RUET* L, TS | OIEIZ DL F O EMEE A BN L2 L5895,

- [“Tegretol’ JOMERIZRE Y, FEEMER BEAEIE (TEN) BLORAT 41— 7 U R Val U fEGRE
(SIS) ZEF L EEN O BIEH L7202 KRG OGNS ST D, SISITENZE DO B/ KRS
B R 3 B85 RS DT 56, EHIZ[ Tegretol” Jofl Z kL, DB
P N i R N

+ SISITENDFEIEY AV 1T T X TOBEIIFAET DD, —RKIZTIOD RIS ZHD 135D T
FNTHD, L —EOT T #ETIE, VAZRHCKEE ORI Em W EHEE STV,

- PEOERBEZMHLELT2DEOBEZEZHHEBONIEIZEY, SISITENDFEIEY A7 &
HLA-B*1502 (HLA-BIEH {5 1 LD 2 AU L IRHR 1) PR A E DRI HR BIETEAFR D 5T
W5,

« HLA-B*1502{_R 5 1%, 7V T IR AL T A ITIZIEROND, Lo > TERIE
HLA-B*1502{%  DEARIIV A 3D BHE KL, A7V —=17 FELE L THLA-B*1502i%
BAHAE T DI EERETT 528, 72721, HLA-B*150258 (5 XA 7 %, i E 72 G R )
%ﬁﬁkimﬁﬁﬁﬁmﬁﬁﬁ LTI ARB7R0,

BINERBEONDET, HLA-B*1502 5 D B F IZxf L, SISSITENO VAV %47 5%
[ ‘Tegretol’ 1B X OMLOBT CTADAIREFE H LN L,

HEOEREA ML T HBEE R E LT 1% 0 SE G RBFZE T, SISITEN% O B 7R
J& B FEIE EHLA-B* 150208/ A & DT R BE L 3588 H AL, HLA-B*1502 D 1A X EK
KD AN TIHIEF RS, PEOERE TIEFI5~10%THY, o7 V7 R EMEF Tidl%
A H15% LA EE TR H D,

ERMEEE T, A7) —=27 B LU COHLA-B*150258 5 X A B ZITIE R E R R AN H
LHZEICREETDNENDD, BAGFHAE T OFER, HLA-B*15028&MED g TH HE e 2
FOGREZDIBENNED, —F7, HLA-B*1502[5PED B3 CH FE S 72 K& UG L Z 5720 VA]
REtEL &5, 2O LI, HLA-B*1502(% A A3 H 72 K i SOOI IE 2B T~ DU AT K- D —D1Zif
TRV ATHEM A RIB L CD, L7235 C, HLA-B*1502i8 5 -2 A Y 7%, Ul iR Bl 225
FOBEEHORHEL TUT B2V,

F7o, — %I Tegretol’ JIC L ATRMEILEVSISITENZ FEIE T 5 A (RIRMEA T2 o
90%LL B3, TRIEBIATL 5 H INICRIE T A2 LSO BB T 20 E NS5, BLFEL Tegretol ]
ZHERAFOBE T, HLA-B*1502(%+ 6 DBARIIV AT & A7) — = 7§ BB OV TH|
Wi BB, ZOEEEBETLHIL,

FEMESPHLA-B*1502i8 5 I R 72<, SISITENSE 0O BB 72 K7 8 B i e /e D 18 e « S
WRBENT=HA, EHIZ[ Tegretol” ] fHE 13252 L, [ Tegretol’ 1 FH P IC /2
FOBRHBITZ B IZX L, SISITENDOVRZ 28T HMOFLCANAIEKEFE AL/ L&,

19




PRl

22 VS R Vol.6 No.10 (2008/05/15)

BEER
%1 BGETSNTREE /7 T71, TreO A NS,
http://cpe0013211b4c6d-cm0014e88ee7ad.cpe.net.cable.rogers.com/dpdonline/displaylnfo
.do?drugCode=71r32zz3k80%3D
%20 HERDINNVTART 7—< L D[ T 7V b=V O K ETAT CEUETO B FHE T,
[FH, 24, ~L—3T, 74V O—# Tl 15% L0 EASE, 55T 10%, FEALE
Tl 4%, 77 TlE 2~4%, HARLFEEETIE 1% A0 | LFifS T,
http://www.novartis.co.jp/product/teg/te/te _teg0801.pdf

S EETIEELEZLMEER
[k FDA]Vol.6 No.02 (2008/01/24)

©cCarbamazepine (V3= BE Y, FUTAMAIE, BrikiETEEREK, = XA mIAEEK)
EIN:FETEH Moh R oeH

Vol.6(2008) No.10(05/15) R10

[ ZTGA ]

o /NRIZBITS OTC DK LD - EFKDE A IR 5@ %0

TGA announcement regarding the use of cough and cold medicines in children

1H H :2008/04/17
http://www.tga.health.gov.au/media/2008/080409cold.htm

| OTC DK IED -, 2 BARBOLEBIWNRICHERALRNIL,

O 2 FARTGD/NRITH D81k 0D - R IRDORRS

W TTE DA - A A LA R B LOVNRIZIRWT, EERAFEM S
TEEHESN TV,

KENCBTD/NEOZAED « - EFEOME AN BE 4 280 E2RIF RN, FRISHE->7o i o
FEREVOEDI, R, RIS DR, NE O B G, IRAEE, I O[R RHE
MZEDbDEZZ BN TND,

NSO FEEMMEZZIITCAIR, FREOAZIT DWW N aG a3 HEH Mz NI
R DO Z MBI OISOV TLE 2—21T o1,
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DA

- JreAZI 3K : brompheniramine maleate, chlorpheniramine maleate, diphenhydramine
hydrochloride

- %K dextromethorphan hydrobromide, pholcodine

- EJE3K . guaifenesin, ipecacuanha

- HoIBrRZEIE: phenylephrine hydrochloride, pseudoephedrine hydrochloride

LE 2—OfE 58, AREICET 2 F U AR5 TR, 2RO /NN Z e 08 5 2 ff
T BEEDV AT LB LT, A BIRMERE EORRT 4 "N ZEDRENT-,

L7=M-oTC, TGAIL, FEloF G EEA 758 %, 2RO /NI H LWL 58
AR

O TGADHE

TGAIX, 25 A D /N A~OEE A —ARZ YT TLLRNI KGRI AL 11 - i 3K B 3K
BFETRIL, 2RO/ A~ A L ORM SCENDHIRT 25T iz L T,

TGAIZ, ZV—XI\?UTTEJi%éhTD\é?"\“f@OTC@@?J}:&b-7b>1f¥0)§f\“/w:, [ 25 A i
DO/NRITEHLIRWZ & | ERR LT IR BN e %, i B RIS I E T 5T ET
02D,

BERTESN COARE DT~V ERRN T R CTERINHETITE, B TOHMEZ S5 HE
MERHD,

O 2UERED/NEA~DERCBO TS ER L2 R T H

PFF DT AZI AT T DR «DFER, 2R D /N A~D NS E 4 bkt 95
Yy, 200849 H 1 H ARE S ~ T | L7 D T IE Th D,

ZOPEIZNDPSC (National Drugs and Poisons Scheduling Committee : =385 - ) LI & B
£) ATV, ZDRecord of Reasons*! (ITGADY =7 H A TAFTED,

@ 2FZRMED/NRITH T HOTCOBKIED « H>EZE DO

TGAD RLfETIE, B P T AT, IAENTIF 2 AT O/ I 4DV )2 50TCO%
1L IO S L TREHT, FCICBERf, JEAN, M H#EFIXIL, NOOEIKME2
A O /N LW K5 ENE L TV D,

L7225 T, T _RTOOTCOZ LD « BRI OV THAE, 28 AT O /N ~D ¥ A3~ T
HIERFTHY, 2mA M O/NUAEH L7220 IH T VTR 2 T E Th D,

O Z1ED L/ NRIERATAROEREIER
BAEGEENTWDOTCOZ LD < H DT UL L, 58 T £ TICE TOHMZE 58]
BEMEDH D, TCGAITB B LU #EE 12K L, Tt MBI OIS 245,

21



[ #6224 M ) Vol.6 No.10 (2008/05/15)

DA

CHIRBIU2ZRED/NE
© AT O/NIZKIL, OTCOBZ I I3 A H L2 &,
O2 Bl ED/NR,

© BZIED IO T UICFLHE S NI RE LT Bi A, ZAUTHEDZ L,

- MERES D &, MR, MM AR k.

- ANEFHET RS, LIS O, TR AT LIEA G EHAAT — %Al
FHEMEEZLTHWDLIE, @FORFTHAAT — 1L, EEIOEME2FEICTES T, EX
LR B A 2 A REE S S 5720, HEIOFHEICHW I Aebeun,

- Y OIEANE T IXEMPODIE R NSO LG EEIRE, KD - EOFIL S5 EH
THEEOIANZ, /KU FRRHZfE A L&

¢ BZ IR D EIROT U EN T HRICOW T, AR SESREE CER WV EAH LA
(T SlHIEY IS AVt

SERF/R

%1: Record of Reasons | NDPSC DO&#HEDHFHENEZLLIZLD, AEICHOWTH#HESNZ
Record of Reasons (% F it~ a5,
http://www.tga.health.gov.au/ndpsc/record/rr200802. pdf

O ETHIERKME2MEH
[ >k FDA]Vol.6 No.04 (2008/02/21)

Vol.6(2008) No.10(05/15)R11

[NZ MEDSAFE]

o Heparin: A& H ML IT=a—Y—F R TH@EL TV
Contaminated heparin product not given to New Zealand patients
Media Releases

1B H :2008/04/23
http://www.medsafe.govt.nz/hot/media/2008/Heparin.asp

(Hkr)

Medsafe (Medicines and Medical Devices Safety Authority) (%, heparin 34521 ﬁ”:::r*‘/“%
FURERIZRL, 22—y =0 Nl Tl TR SN IO R iR AR TS
TVZRNWZEEAERRL TWD,

Medsafe @ Interim Manager T Stewart Jessamine f#1%, [Medsafe & FDA L2120 /)
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L, Nl H & Fiv7e heparin S OVR I E AT TND, =2——F /R CIHLK e E FEE O
72 heparin OFHEZZITIZBEITHL, AR E EN-RSITENCTHlRESNTELT,
heparin 5L O FHIZED XK T 0y MIAMIIZ LDV A 21250 ERHZ L fEil LTz &b
~7z,

2008 4 2 H @ heparin OZ 2R IZES 95 FDA Oi@5 4521 F, Medsafe X, ==—y—F>
RIZEBTHEE heparin 85 O BGEHEE B L OENT R ORGK E 1 SEEZ Y, FIEOM M4 O
heparin #5423 E N THtEL TWDDy, iz, *!T@i&ik*ﬁu@ﬁiﬁffﬁ%Eiﬁﬂ?)é#%ﬁﬁgﬂ
L7z, ZOREICED, BEORBIX=a—Y =T R TIIEHSNTELT, BMRNTIX
heparin (2%} 327 L L — MRS ORBEIZAET TN ERI BN/ T2,

FDA | ZZ D%, FIE DR 4 @ heparin 850 I ARM A [ E LT L O 1FH % Medsafe (2
HL, ZORMMERE T HIENTED 2 FEOMERRIEL =2 — V=T U RITREE LT,
Medsafe 1ZZ241% %1 C, FEZM T35 (ZHiE o heparin SL5 & £ H T IS5 O RIX
N5) =a—V—F R0 1L EEITHEEZEY, 202N FDA ORBRIET, ST ATUREE S
M TIFIROBAEEIT> CNDIEEHERLTZ, ZOMEND, FENSHGSZFREDO IR
WD E N TNDIENHE S, Medsafe (X2 OFE R4 FDA IZHA LTz,

fﬁfif Za— V=TV R TRE MG SN B OB A TIE, 2o RIS

EENTORNIEDIRENTND,

Jessammef@i— (X AT, FDAZED B IR 23 heparin 8 5 S L2 120U CRBID M AR AT
EATOXHBEFE L2212k, Medsafe (34 %15 A 42 heparin 85 IZRIBEIZZ2 W EL TVD,

Medsafe |3 $£7-, Otago K= @ [E 7 [E 3 §h & & f$%$ﬁﬁ/5'~ ( NC : National
Pharmacovigilance Centre at the University of Otago) (Z*fL, ==2—Y—F  ROEWER T —# X
—A%ZLEa—L, heparin (23357 LV — GO E A b E 2 Medsafe (ZH A 35 &
DEFE LT, £7-, Medsafe | 345 Hil > DHB (District Health Board) *' (>4 1 [ 0B s 41 O 5
W CEIE L CQOBEERTZ, heparin (XD 0e 2 g 72 E G NC IZH ST KHHL -,
ZOFER, KETHOLNTZLS72 heparin (L2 EEARBIWEIIHEZRS N2 T,

BUfE, =2——F Rl heparin i T ERZREIVEH O#EE 37212 &5, Medsafe 13,
RS F472 heparin B X =2 — Y —F U R TIEEL TORWEWIFERE Z1ED T 5,
Medsafe 1Z75| ZHEX[E N heparin #ii AEHZ CIGEES LWL, LA THRMMNE /el
sn D PG ZRERL TS,

SEFH
1 MU R RS2 AL LT, R4 (Ministry of Health) DARE &I L0EE SHTQODIER
FERE, 2001 LIRS, —a——T 0 R HURIZ 21 O DHB 2358 .S 4077,
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SHETIEEMLLZEMEH
Vol.6 No.06(2008/03/19), Vol.6 No.07 (2008/04/03), VVol.6 No.08(2008/04/17), Vol.6 No.09
(2008/05/02)

©Heparin Sodium [~/ U R A i e S B AD [E N 58783 Wb 388 0%

Vol.6(2008) No.10(05/15) R12

[ EUEMEA ]

e Natalizumab[ ‘Tysabri’ ] : FFEZIZEE 45 Q&A

Questions and answers on [ ‘Tysabri’] and liver injury

Questions and Answers
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http://www.emea.europa.eu/humandocs/PDFs/EPAR/tysabri/Q&A_Tysabri_14590808en.pdf
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Further data needed to determine risk of heart attack with abacavir
Press Release
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http://www.emea.europa.eu/whatsnewp.htm
http://www.emea.europa.eu/humandocs/PDFs/EPAR/Kivexa/14288808en.pdf
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