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New advice on oral salicylate gels in under 16s

Safety warnings and messages for medicines

1EHH :2009/04/21

http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_ PAGE&ssDocName=CON044027&ss

TargetNodeld=833
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e 27 LA O Al I B L CoAE R DSV Bl A AR ESNT, VAY/RET 4
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(Z, MO F VIR EAREICH WO LRI Z B X T ERALELZ LRI,
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o JEISIMEACRAGBEIRMEH LT EDOEE

Off-label use or unlicensed medicines: prescribers’ responsibilities

Drug Safety Update Vol.2, No.9, 2009 — Hot topics

%N H :2009/04/01

http://www.mhra.gov.uk/home/idcplg?IdcService=GET FILE&dDocName=CON043810&Revision
SelectionMethod=LatestReleased
http://www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/CON043809
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IR AR, /@rl:(chiropodist/podiatrist) DIRBHZENTELN, AT ERIZHIFI D HSH) T
bD, ZOMIZ, AGFEEEFE S A AL TED ERIEFE 1T, FHEMIMSZ L) # (nurse
independent prescriber ), FEAIRMSZ LG 2, MR LMSZ VG EDNWD, 72720, L E1T25 E

A MHRA (C LA AREBEIR GO ICBIT AL E 2—2oW T, FROVL7EBR,
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http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON043810&RevisionSelectionMethod=LatestReleased

[ 3R Fh 22 Mg Rk Vol.7 No.11 (2009/05/28)

DR

FEOERMEER L, WINba A ORIKGET), BIRT D15 EMMROIER MM, EH
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Bevacizumab[ ‘Avastin’ ] (& EX FE7e [H 4 OTEHF H &L ORI TN D) DR IRN~D1i
JEAME I, HE DARO RIERCIE G MR N K 23 S 4L T\ D, Bevacizumab D HE F 1k,
AT, RIS IRE A~ OIS A DR CHRSN TRY, IRFCOMMITARBIN T,

Methylthioninium chlori de (methylene blue ) IZFEHIMEARE 7 B MUE DO TR H &L TEGR
ENTWDR, BIFIRIROIF R REAEL CTHEISAEHINDZENRHDH, MHRA (1,
methylthioninium chlori de SELITIZfl &= h=AEBhEK L OF BAEH (X fhi gt Ak
TP MEEONDHE N 33 DL EAHREL TWD, T XTOERIT, B3 1L methylthioninium
chloride O3 ISAME %321 TV *,

ORABEI LR DOH

2008 4+ 6 HLAR%, thalidomide DAFRFEHN N2 FEMEE REIEOTER M EL TIRGES LTS, AL
F NI DOAGRIEHN DAL 2 e MR~ & THh D, Thalidomide DAFIIEANZAEH 528
DEETHDHN, ZOBMIE, TIREREE 7 077 A0 K FRIEF O - JFI L L THD D%
L, RARIEHNLR T 07T AEHEHEL QRN D THD,

QWS EFE~DEE
WTRNCEBE T NEZL
© RAGRIEIRL AT T 2R, AGREIRS CIIEFEOEENREHI W 2RI 5L,
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- IS O M PR KR E K & AL T T DRI
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B REREEROBACET AL, TRV IEBR,

http://www.mhra.gov.uk/Howweregulate/Medicines/Importingandexportingmedicines/Importingunlicensedmedici
nes/index.htm
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Wy,
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- EEAL O SIME A OARAGRE IR AL T O, ZhbD Az f4 57 20 d
RWNEER, FHRIRMEN THL5 AT, LT OB ZHHT 528,

BERIEHFEDNDEDOHE

© EIREEEEL, EELAERGNEDNDIER % Yellow Card  Scheme” Zi# 1 T MHRA &
CHM (EHK M Z B ) IR M T 228I128Y, RS HICBIT2EIELOZEMEOE=2) 7
EXERTHEMLRDD, ZTNHOME L, RATREIEML OIS IME HIZRBWTH, AGREIE M
DA LRRIZEETHD,

SEEHR

*1:
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*3:

*4:

JEE TR, BT SND W RN D AR AR TR E I L% “specials” EFEA TUWNVD, [ET
@ specials OHLE, #@H A, WiE5 T MHRA OBHIZ25% 1 TRY, & BMORGRER X
MHRA (ZHFEL CRF I & 130 B3 D,

TRLOV AL, BLOER G2 2V 774 Health Canada] Vol.7 No.04 (2009/02/19) %
2,

http://www.mhra.gov.uk/home/idcplg?IdcService=GET FILE&dDocName=CONO041212&R

evisionSelectionMethod=Latest
TREDOYAR(P.3), BLOEIEMLZ MR [ % MHRA]Vol.7 No.10 (2009/05/14) ZZ [,
http://www.mhra.gov.uk/home/idcplg?IdcService=GET FILE&dDocName=CON043810&R

evisionSelectionMethod=LatestReleased

TREOTAN, BLOEIK N ZZ2MERE [ MHRA]Vol.6 No.20 (2008/10/02) 2218,

C BEEORZICHOVTIL, TRV 7 OREREES OV A B,

http://www.dh.gov.uk/en/Publichealth/Scientificdevelopmentgeneticsandbioethics/Consent/Consentgeneralinforma

tion/index.htm
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http://www.mhra.gov.uk/home/idcplg?IdcService=GET FILE&dDocName=CONO018259&R

evisionSelectionMethod=Latest

http://www.mhra.gov.uk/home/idcplg?IdcService=GET FILE&dDocName=CONO018260&R

evisionSelectionMethod=Latest

©Bevacizumab (/N X~ EMEFT VEGF HuiR, HUEreiEgs ) EN Fes dh oo
©Methylthioninium Chloride (AT /LT 4 == L Hi{#), Methylene Blue (BAN, USAN),
AMNEZ B v MUSETRIRIE (ff Al 1ot J 0 5
$¢Methylthioninium chlori de [XEWN TEHKILEL TIRTESIV TR, AMNET B U ILE
IR LTSN TS,
O@Thalidomide (Y UR~AK, ZIVEEBEIETARE [N JE 720 WS FETe

Vol.7(2009) No.11(05/28) R03

[ k FDA ]

o OTC fFREIRIK: BR2MERREDT® FDA RRABETLER

FDA requires additional labeling for over-the-counter pain relievers and fever reducers to help
consumers use products safely

FDA News

1HHH :2009/04/28

http://www.fda.gov/bbs/topics/NEWS/2009/NEW02004.html

FDA 132009 4 4 J] 28 H, OTC AR SR D RGEZEH 1T, Zhb0— i 58 0 & B
T H PR ERE ORI AV AT L E S 2B INT 5720, FRRYGET 2RO DAL
RN 2w,

FDA O#5E O x4 HLNIZIL, acetaminophen, 35X ONEAT BARMEHIAAERE (NSAIDs) £ LT
FNH DY T AD [ 3\ (aspirin, ibuprofen, naproxen, ketoprofen 7¢&) W& £ivd, 723,
acetaminophen (XM T/ I A% AT, RARLETIE, TXTD OTC AT 38 (R 7 O 8R
o E G AT D EIERE, DRy EEBIT EFLA RIS DOWT IV 1 DR SR T HEREMLE
we) lZEHEND,

FDA CDER (Center for D rug Ev aluation and R esearch : =3 i G EAMAFFE£ 2 —) DIELL S ZE
= 3£ 4 &6 (Office of Nonprescription Drugs ) @ # & T & % Charles Ganley & £ (%,
[ Acetaminophen & NSAIDs [f#ER, 36 KL OBEIR <Ol IR 72 & OBIE DI SRR I R B 572
D, INRER AN DO HIZIALFEHSNTND, LdL, ZRHOEIR AR OEEFICHL, 2

A SOV 7% B M, hitp://edocket.access.gpo.gov/2009/pdf/E9-9684.pdf
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O F| &R T AIREMEDN S O A FHMZ E ST 5720, I VA R R T D0 E
D, UX7%YJﬂZ%ﬁ‘Z’f/£7L£@fﬁYi’%?ﬁ%’%ﬂ%ﬂé:kﬁ%gf‘&éj kid/\“f:o

B AN XY, SOEZEFE, OTC MBI B DA B o 2 I AL LR AR D 7 DFEIRIT
SEOINTFEE LR T R 72 b7, F£72, NSAIDs (245 H Hiif<° acetaminophen | ZJ:%)EE?O)W
BEEDYAZ %, Fon TEELZRTITZRBIRN,

—ERORLEFEE T 2006 FLUE, LROZEMEOMEZIT T 570, AEREOFREH
FHNZHKETL TS, LL, 20O H EWSET TIE, #i-ZeH A 7§>5k&')'@‘%’>§§ﬂ<ﬂﬁﬂ$€§@i
AT L TR, Bl 20, Fi727e 8 ANZIE acetaminophen & A BL5H 2D T, HUkeHE 3
warfarin Off I BHAGHTICERTNIZAHFR T2 L0 HE F L?Bﬂi“a—éiﬁgﬂ:i)‘ﬁihfb\é Bric7e B

T, TNTORERERITHL, AR OFRTREARPD 1 FLUNICHET T 540 2R T
2o

=S O SN Z 2T — 2 T, BE DR RFLEOHELEL VS 2<?D acetaminophen
AT DIENHDHIEDREINTND, FT2, KO0 T ITHEED acetaminophen & A L5, % [F]
FRIZAE L QWD 61685, HEDEH B4 % 5 acetaminophen D FHIZ LY, BHEDRFIEEDY RS
DEELAREMED DD, 7 /v — LR ELY, acetaminophen DRl A A CHIEEDI AV &5
DHZENDD,

PUEEE FECAT v A R IEAH 0 B35 723 NSAIDs #3258, B HiOVAZ 23 &5 A HE
WD, E7z, #4510 NSAIDs Z Rl fi I L T2 R, NSAIDs 457/ 87z L0 b K iR
AL TOSEHETY, BHIIMOVAZ N RED, 7/v=a—/UEIRY, NSAIDs LD AGHETH
DY ALY % @ 5L D305,

FDA #& 2 B &% 2009 4F 6 A 29~30 HIZBHM#EL, acetaminophen it & IZ LD ITFE
DYAEIRD 728, FDA 3D _RERHRIC OV TEELED TETHD,

O HETIEEMLLZEMER
[k FDA]Vol.5 No.01(2007/01/12), Vol.2 No.03 (2004/02/12) ,
[ TGA]Vol.1 No.10(2003/06/13), Vol.3 No.20 (2005/10/20) iEH>

©Paracetamol (/X7 #E— /L (Acetaminophen, 7 EZh 7 /7=, JAN), FEE VL R FEEGR
FEVEN FETE0E Wgsh  FETE U

©Acetylsalicylic Aci d(7EF /L HUFILEE, Aspirin (7 ALV, USAN, JP), NSAID, HrifiL/Mi
FEVEN FETE0E WEsh  FETe U
3¢ Acetylsalicylic Acid I WHO @ ATC 43¥aIZ LD,

Olbuprofen (A7 717 x>, NSAID) [EN : FF2 5 st F&7 5

O©Naproxen (1713, NSAID) [E|N: JE 72 WESh: J652 0

O©OXKetoprofen (7 F 7117 x>, NSAID) [E|N : 38525 HEHh: F& 52

B izt ol 2% 5 M, http://www.fda.gov/OHRMS/DOCKETS/98ft/E9-9380.pdf
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[ k FDA ]

e 2009 4 3 A 31 HFR TD FDA HEELWRET AT A (AERS) DR
Adverse Event Reporting System (AERS) statistics as of March 31, 2009
FDA CDER

ST H :2009/05/18

http://www.fda.gov/cder/aers/statistics/default.htm

HEFLH LT AT A (Adverse Event Reporting System, AERS) (21, 400 T2l EOFEHE
G DV E FATIY, 1969 FEINDBITEETOT — X &ML T D, AR T, Hil 10 4/
SZHENTZ AERS 7 =X OBEZEFL TR T2, ThHOT =213, filx O~V TR
REINTND, LTe3 > THEEITIE, 1 DOIEFNZ DWW THEE OB A SRS M TN 56
R0, [Al— B DIERI G R E LG A F LD EERE NS E TS, FDA Tid4 412
LIZZNBDT =2 & B TLHTETHD,

OERBDZFEHEHE AERS B @R E I

X 10%, EFEN, {BEAADRANC L CZEU R S5, AERS T —HX _— A8 Gk
ST A 7”3, FDA S EIRAL STRE A RIANC B T B L2 O TS, AERS 7
— SR RTBERSNODIT TR, BUE, FROMEORENANSN TS,

o [E#% FDA I[ZH S50
o HLEEF 2L - TER 3500A (F721% CIOMS) THAESNAHLDT, 3 2OHTIV—1RdH D,
15 H#® (15-day reports)
- HERAEFROEHWE
- B (FDA 7KF80D 3 AEUAN OB IZOWTO I EE A FEHFROEH]
et
o BUEREFNOBEFIRICIoTHRESNDLO (Lo B T —%[Mb7au)

BUEEFEDDO 15 HEIEITE, BUUEORAM CEICFH#DL, BEOWIFNEE Cho7oF
LHVDIED VI EENTWD, IEREEPLOEHHREITIL, 15 BREOREEITEZ S L0
DNEEND, EMHAELLTE, HLWEHES (FDA A#R% 3 ELINDOLHO) TIEA: 4 B, £h
PR ARSI NIZH OB L CTHE4E 1 [RIf 79,

OERBIDKENBLIURENDD DG
2 OEN (Domestic) ITKENNHOH T, [ES: (Foreign) 13K [E LA L DOMAEZ R, A


http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/ucm070093.htm
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OFERBDOEAEFE B DB EREK

3 1%, FDA ~OWEF OWNRTHD, WEFH L1X FDA ITHE LT AHDHWNE, BUESEF T
WELZAN (ZOREEEZ NS FDA [THREDRELIND) THD, EEHNEFEH (HCP, healthcare
providers) >HOWE TI, ERICHAIRIZL DL O KL Z\, FHi#hl, HEE, oo ER
WEFHIZLDHELHD, HEFH (Consumer) &1, BB ERIEFEZ EED N TV e0Ess
HOZLERT, M3 TIEHEEFRAHONThHoT2T —ZOREFHLTRY, 1 DOFEFS
WAL B OB EZE DM T TCODEHELHD,

OAERBID AERS BB E DERIF

4%, KEHE A (U.S. reporting regulations, 21 CFR 310.305, 314.80, 314.98, 600.80) &
FJOVFDA DFE335 00, 3500A (MedWatch FH30) ICBWTHES N, BEOEERIFILBIO
e OHWER AR, BEEE (Serious) 1 E, #A DO HIZLL FITIR 28807, J70b b, AL, &
MEBNTHO, ERREECHIERN S, ERER, BLIOWELIIMOEERERFS 1 DLk
PSS TV A Z L2 Rm T, A EICINODOERFNFLEH I T T, #REEEELL TRl T
WD AT LS ZE DERIF ORI EVH ZE TR,

250000+
Bl HCP (EFEESL)

200000+ Bl Consumer Ga&®)

150000+

100000+

Number of Reports

50000+

X 3:FDA ~DR&EHDNER
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DR

350000= .
Bl Serious (EELETRD

30000090 mm Death L)
250000-

200000+
150000+
100000+
50000+
0=

O N H D ) SN
& S & I RS

Number of Reports

Year

B 4: AERS IZB&EINT-EELRERF (Serious) B3 L USE LT (Death) X
Serious &L CTHBALZEAIFEITIE, SETC, ABE, AmaETb0, ERREECHIERN 2,
EREE BIOWERIIMOBEERGRIENEG N5,

FRUETE) FDA OJFHRIITA NI LT R DBEHEHS I TODD, 22 TITAK LT,

Vol.7(2009) No.11(05/28) R05

[ k FDA ]

o FDA/CDER (2L &M B4 2R RYET OREE (2009 45 2 A)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER —February 2009

FDA MedWatch

1HHH :2009/03/23

http://www.fda.gov/medwatch/SAFETY/2009/feb09_quickview.htm
http://www.fda.gov/medwatch/SAFETY/2009/feb09.htm

ZORE T, FESEMRA O AEE, B, BE, I EoEE, BIEM, B8 HE
HOBIHH OFRRUGT 2T, RICITER A EUETEFTOY AR, FFEMRICITSETS e
HA LML, MsAEEG 38R, I E i3 shiz L e i Efich Tns,

12
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%5 : BW (boxed warning) : #4404 %45 | C (contraindications) : 5=, W (warnings)

22 M R Vol.7 No. 11 (2009/05/28)

P (precautions) : ffi H_E D7, AR (adverse reactions) : &lI1EH,
PPI/MG (Patient Package Insert/Medication Guide) : 85 1 #

LAk A
==

>

KERRSG (—s)

BRTSNIIEH

C

w

P

AR

PPI/
MG

Fludara ( fludarabine pho sphate ) , 50 m illigrams, fo rin travenous
injection

O

O

Novantrone (mitoxantrone HCI) Injection

Ol O |z@

Furadantin (nitrofurantoin) Oral Suspension

Heparin Sodium in 5% Dextrose Injection
Heparin Sodium in 0.9% Sodium Chloride Injection

Implanon (etonogestrel implant) 68 mg

Luvox (fluvoxamine maleate) Tablets
Luvox CR (fluvoxamine maleate) Extended-release Capsules

O |O] O |]O|O| O

Prograf (tacrolimus) Capsules, 0.5 mg, 1 mg, and 5 mg
Prograf (tacrolimus) Injection, 5 mg/ml

O

Toprol XL (metoprolol succinate) 25 mg, 50 m g, 100 m g, and 200 mg
Extended Release Tablets

Tracleer (bosentan) 62.5 and 125 mg Tablets

MG

Zerit (stavudine) Capsules, 15 mg, 20 mg, 30 mg and 40 mg
Zerit (stavudine) Powder for Oral Solution, 1mg/mL

PPI

Altace (ramipril) 1.25, 2.5, 5, and 10 Capsules
Altace (ramipril) 1.25, 2.5, 5 and 10 mg Tablets

Amaryl (glimepiride) Tablets

Capozide (captopril/hydrochlorothiazide) 25/15, 50/15, 25/25, 50/25 mg
Tablets

Casodex (bicalutamide) Tablets

Comtan (entacapone) Tablets

Olo| O |O| O

Monopril (fosinopril sodium) 10, 20, and 40 mg Tablets
Monopril HCT (fosinopril/hydrochlorothiazide) 20/12.5mg and
10/12.5mg Tablets

O

Noxafil (posaconazole) Oral Suspension, 40mg/mL

PPI

Revlimid (Ienalidomide) Capsules

O

Roxicodone (Oxycodone Hydrochloride) Tablets USP

13
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BET S HE
*ﬁlﬁ:% (—ﬁ&ﬁ) PPI/
C|W]| P |AR MG
Stalevo (levodopa/carbidopa/entacapone) Tablets 200/50/200 mg @)
Symmetrel (amantadine hydrochloride) Syrup and Tablets OO
Tasmar (tolcapone) Tablets O
Xenical (orlistat) Capsules, 120 mg O | O | PPI
Zantac 150/300 (ranitidine hydrochloride) Tablets
Zantac (ranitidine hydrochloride) Syrup, USP
Zantac 25/150 (ranitidine hydrochloride) EFFERdose Tablets and 150
(ranitidine hydrochloride effervescent) Granules OO0
Zantac (ranitidine hydrochloride) Injection and Injection Bulk Pharmacy
Pack
Zantac (ranitidine hydrochloride) Injection Premixed
Zithromax (azithromycin) 200 mg Tablet
Zithromax (azithromycin) 500 mg Tablet O
Zithromax (azithromycin) IV
Arthrotec (diclofenac sodium and misoprostol) Tablets O
Baraclude (entecavir) tablets and oral solution O
Cataflam (diclofenac potassium immediate-release tablets) O
Cedax (ceftibuten capsules) 400 mg N
Cedax (ceftibuten for oral suspension) 18 mg/mL
Emend (aprepitant) capsules 40 mg, 80 mg, and 125 mg
. . . . X | PPI
Emend (fosaprepitant dimeglumine) for Injection, 115 mg/mL
Voltaren (diclofenac sodium enteric-coated tablets) ¥
Voltaren-XR (diclofenac sodium extended-release tablets)

14
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Vol.7(2009) No.11(05/28) R06

[ 777 # Health Canada ]

e Trastuzumab[ ‘Herceptin’]: /K@ & o BEE 4

Association of [ ‘Herceptin’] (trastuzumab) with oligohydramnios

For Health Professionals

1EFH :2009/04/21
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hptb-dgpsa/pdf/imedeff/herceptin_hpc-cps-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2009/herceptin_hpc-cps-eng.php

(Web 8 H :2009/04/24)
& Hoffmann-La Roche #E 6D EEEEF WITRIZ—1LZ—

Hoffimann-La Roche ft:{% Health Canada & 17 /7 L C, #E4&H O trastuzumab[ ‘Herceptin® 1D f# H
(ZBA 2RO EE R MG WA A B s,

[ “‘Herceptin’ J13f#L %2 DNA HReMEE/Z7a—T LV HUAT, e BRI 250K 2 Y
(HER-2) & HE OMgsMEIRZ SERAYITAER L35, JFEMEFLRE D 25~30%1Z HER-2 B H O

WP ZROHND, Trastuzumab 1 in vitro 7o, BWREROWF T, HER-2 O
FEHLINHHNDE MBS I O AP E 32 ZEDVRSNTND,

[ “Herceptin’ J1Z F R fis CAGRSIL TS,

* HER- 2 OIBFIFEBLA 54105 FHIFLIE B OIFR B LOMb AR ER OTaiR

* HER- 2 DL RIFEBLS D D T A DTRTR

MR #% CiX, [ ‘Herceptin’ JO#H G251 TS L MEDITIRE 2, 3 =BT 53K 0
JEGID S S TVD,

2004~2008 £ 8 HIZHEENZF/KI\D DML 6 DL E 2—Z ik T LI, 4 14
SRS DHETHS ™Y, 2 1h0 B REHEIL 1 BIOBRITIRICE T 585 Th o7,

O 3Tk B (4 1)
« WTNOREBIH ARSI trastuzumab 3L O 1 FEEHLL EOM O FIEIER DO
B2 Tz, £z, 2B D trastuzumab 5 5Bl L FRIEE ST T,
< BB RIS M LI RICR B DRV ER S FHER D T H
nrens, HAEVIZIEFICREL QDI ENKE T 5 EMEEsh:,
- 3 I TI, trastuzumab O 5-BAGRD 7 LI FIKERAD D2 WS,
- Trastuzum ab & DK RFIRITE E TERD o7z,

< A F A B OXA R o B5)
» Trastuzum ab & [K LR A T 3 DIIZERA A+ Th-oTz,
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PRl

INHDIFHIZH LKL, trastuzumab & 2E7KIEAD O IR R B 5 AT REMEIX A E T
EIR0,

L7»L, trastuzumab OG22 72 2etk 5 NOFEKEDICEAT DRI AEFHD, b
WOERIFIZOWTIE, trastuzumab O 5252 1T TORWEMEDGE L OFENBD B
W LT,

BT/ 7 F7 OFEHGEY, R A~DEERIZRAN T 1 bR R~ DAL 2V A % |
B2 6 TRTAUTIENR I [ “Herceptin” ] 24 ] R&ETIXARW L OHERZ 5| e &AT
Do

SRR trastuzumab 28 5- 255121, SFAKREOE=FV 7 EHLET 5,

F 2 D[ ‘Herceptin® LT /7T 7% 4GTL, T% O FEKEEFNZBE T H5c#EA BNl
o TRFEARE At ) DIHICLL T O A fi#L T,

[T =7 AV % WA FERER ClE, EMTZIIT S Herceptin” JHERFH £ (2 m g/kg/i) D 25
BECOHEZRGL T, AIHEERESCHR IEA~OFE ot T VAITRD LN -T, L)L,
O AEFEERMEY AL 2Rl D88, T oW EAD EF 728564123175 HER-2 52 KD B E4:
&, HER-2 SRR~ AZBITFHIEBIE VI HOWTE BT HIENEE THD, LhDR IR %E
DRI YR 20~50 H) EH ] (IR 120~150 H) 123 C[ ‘Herceptin ] 0 MG @ A352
BILTVD,

UL, dEig~OFE BT 2 0) C R ha— L ST ifF5E1E72<, 8712 [ ‘Herceptin® |
EERH LIS AORIE~OFEERESCAEHIEN ~OEEIT MO TR, Hil%E T,
[ ‘Herceptin’ O 52517 TS L MEDILIRE 2, 3 = BT AEAKED DIEFIHES
TV, BV AEFERRDEN CO UG ZE FIZTRITEDLLILROIRN D, REBLA~DOE R
FT 4 SRR A~DEAENIR) A0 % B SI2NOTHIUE, HEHRFIZ[ ‘Herceptin’ ] &4 3
ETIEZRV, |

[ “Herceptin’ |#\WE /777 0% 1 HIHEEF MITE®R ] TIXEEE ~OZELELL T,
['[ “Herceptin’ 1O FHEIZ, dHIRL TODDMEIRD T EDR O AL ECRILE R ThX, o
A Y OERMEZITEF AR HRETHD | EOFEEL G EN TS,

X B

1) Fanale MA et al. Treatment of metastatic breast cancer with trastuzumab and vinorelbine during
pregnancy. Clinical Breast Cancer: Vol. 6 (4), 2005; 354-356.

2) Pant et al. Treatment of breast cancer with trastuzumab during pregnancy. Journal of Clinical
Oncology: Official Journal of the American Society of Clinical Oncology, {J-Clin-Oncol}, 20
Mar 2008: Vol. 26 (9); 1567-9.
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3) Bader AA et al. Anhydramnios associated with administration of trastuzumab and paclitaxel for
metastatic breast cancer during pregnancy. Lancet Oncol 2007; 8: 79-81.
4) Sekar et al. Trastuzumab use for metastatic breast cancer in pre gnancy (R eport). Obstetrics &
Gynecology, 2007: 110 (2{2}) (Supplement); 507-510.

©Trastuzumab (N7 AV X<7 ) HriEMEEEA], JtTHER2 eMbE /72 —F L HiR]
EIN 55 ML 38581

Vol.7(2009) No.11(05/28) RO7

[ Z7TGA ]

o BIEHME TV NILAEERE ENIG

Severe adverse reactions with intravenous immunoglobulin
Australian Adverse Drug Reactions Bulletin, Vol.28, No.2, 2009
1HHH :2009/04/01
http://www.tga.health.gov.au/adr/aadrb/aadr0904.htm#al

http://www.tga.health.gov.au/adr/aadrb/aadr0904.pdf

A (BN S 7 a7V (IVIG) 1T Z F RN 1D (E i3 S ) SES ER R BE
EHRBOBREICHEHINS M ERA THDH, [ Intragam P "], [ “Sandoglobulin’ ],
[ ‘Octagam’ 1% IVIG #41% 1980 RO RSV TS, AL EIB LA =AU T TD
BT 25 10 42T 2 (LA EE7an V) TGS 66 F O8N 32 D — R &he o> TB,

HOLEEIEX, 774 7% — 2B OB US LR, IVIG #&52fEo THIES Db —
EHI7ZR S T D, 1gA RABFELE X, HU IgA PRZIRA T 256 IVIG [Tk D HUE 4 # 2
FTURZBEN, ZITRVBRICEERLUGE L TREFMERIR S, i, #ii 2 BEEL 7= 2k
fififE s (A —ANTVT DT H D TH 1 FINRESNTOD) B35,

Health Ca nada 133 4F, IVIG & M2 ZEAR0E & 0 BEME A 3R 5% 7 41T7->7- ¥, Health
Canada 1T IVIG s P=C il th £H 7 IS T DA SE F72 13 A= O ICE L LT,
TNLOH ERRORABFFITERITITEMES L TN Y,

TGA [ZBEDLZA IVIG O FIIZEREL T 356 EDOAERFHOWREE2%ZITTEY, 319 1
(90%) I IVIG 23ME— D EEIE T o7, 1251 (35%) DA ITIXHEIE /R UGS Rl STy,
25 5 FTZ NI/ OIS, DARAEZE, S, /AR A, R R 2ICEIE T LTV,
FECICE ST BET MBI E M, I, &b, A h OBEEREE W72 AR T A oY A7 K] F-
AL TV,
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ZNHDEL OEWAEINTBB SN E—F T IR LS TIY, T2, ZHZ B IOV EZ
LRI B2 71 OS2 E Eh, 55 33 HCILRITR KOV IR R RS fRflish T
VTl BIO 14 PRSI 57 4% — FTET 757 473 — BRI IS TS LTV T,

TGA 1%, FEEN(58 1), HHE (41 1), Wi k7= i3 (32 ), BB (20 14), 4F T EREAE
(12 1), AFRESE (11 1), B2/ BHEEREE (8 1) ICBI T 2L E T T,

—EBOIEBITIE, SIS (B CBBOE AR B 23 IVIG AT, A 28
TR E T LT,

IVIG AT SO i3, BEAF O MARTE ROV AZ K OF &L, i Hidd~T
D BB LT =S =T DUENDD, R TR (PD) THELEL TW DI, VAZHF0HL
BEIIHL TR IVIG KM EEZ T La B BT ~EThHD,

X B

1) Criteria for t he cl inical use of i ntravenous im munoglobulin i n A ustralia. A ustralian H ealth
Ministers' Conference. National Blood Authority. December 2007.

2) Case Presentation: Intravenous immune globulin - suspected association with transfusion-related
acute lung injury. Canadian Adverse Reactions Newsletter Oct 2008; 18/4.

http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei v18n4-eng.php#2

3) Intravenous immune globulin: myocardial infarction and cerebrovascular and thrombotic adverse
reactions. Canadian Adverse Reactions Newsletter Jan 2008; 18/1.
http://www.hc-sc.ge.ca/dhp-mps/medeff/bulletin/carn-beei_v18nl-eng.php#l
[ 5 it 22 LA ) Vol.6 No.03 (2008/02/07) [ 774 Health Canada] %2,

O HETIEEMLLZEMER
[Z£ MHRA]Vol.4 No.1 8(2006/09/07), [ 774 Health C anada]Vol.3 No .21 (2005/11/04) ,
Vol.6 No.03 (2008/02/07), [ FDA]Vol.1 No.38(2003/12/26)

©Immunoglobulins, Normal Human (ERMgJ% 27 2~ (Human Normal Immunoglobulin, JP), IfiL

HRELAN EN  JE T8 MEoh e
»¢Immunoglobulins, Normal Human {3 WHO & ATC 43 FHIZ XA FR L,
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Vol.7(2009) No.11(05/28) R08

[ ZTGA ]

e Cefaclor:/NED MIERRRRUL (SSLR) (2B 21 E B ikl

Serious reaction reminders: cefaclor and serum sicknesslike reactions in children
Australian Adverse Drug Reactions Bulletin, Vol.28, No.2, 2009

1EF H :2009/04/01

http://www.tga.health.gov.au/adr/aadrb/aadr0904.htm#a2b
http://www.tga.health.gov.au/adr/aadrb/aadr0904.pdf

Cefaclor EIMJEIRAES it (SSLR, serum sickness-like reaction ) & D EEEMEN, B/ NETEW
RO TER Y, SSLR 13, 2R RS A B2 & DS ESERRB AL, MG ZEE
G E LR WG G R E 5, £z, BER/BEHTRS b, RHIREEE),

SSLR DORJEITFENTHS73, 2 [l H LLREOIRFIERE TRV Z<RIET D, FEIERFIL cefaclor
BeG-BAE OB B %13 %<, ALHCIIEE G- F 1k D% B %I E s LOVER G £, 7272 L%
SEDIES, cefaclor HG-H11ED 7T~21 HRICRIET D28 GbdH D, ALVE/NRDOTTRFHIELL
TV, ZOBHIFIAL TR,

= R ShFA AT EE (PBS) T CO cefaclor AL D35 32708/ L, PBS ~OULEIZ LA L
R (MEA EorERE : ARFOM AN BHEL TRIZ/NE THIERRSOL A A ST D)) 1T
D357, TGA 13/ T cefaclor IZBIL 72 SSLR D5 % 51 Efe & FERMIF 10 521 Td,

/NIRRT cefaclor 2407 U721 AUE 72BN G, BlARGER (TR, BUS OF 7270 8 i £
T IR L, MEN LS EIE T SIZEMICERKT2I0BE 528,

X R
1) ADRAC. Cefaclor in the young patient: arthritis and arthralgia. Aust Adv Drug React Bull 1995;
14 (3). http://www.tga.health.gov.au/adr/aadrb/aadr9508.htm#cefaclor

O HETAIEEMLLZEMEH
[Z TGA]Vol.3 No.20(2005/10/20), [NZ MEDSAFE]Vol.3 No.24(2005/12/15),
[ 74 Heal th Canada ]Vol.4 No.15(2006/07/27)

OCefaclor(t777)L, 7 = 2 RPUEWERA EWN FETEH WS 38R
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Vol.7(2009) No.11(05/28) R09

[NZ MEDSAFE]

o VUFNLEREE R DR NENE~OERICE 4% Medsafe DL E 22—

Update on the use of “teething” gels containing choline salicylate in children — results of
Medsafe’s review

Media Releases

HENH :2009/05/07

http://www.medsafe.govt.nz/hot/media/2009/teething.asp

(k)

==2——FFT&[ ‘Bonjela Teething Gel "1™, [ ‘Bonjela M outh Ulcer Gel * 1" 0> 2 F&¥HA
choline salicylate % A 3 285 TH S,

Medsafe (IAFT —FxLta—L, ZHORGAHEREH &I TR LA 1222

IFFARFHENTHLEEEL C0D, ZNHOR T =2 —U—F 0 R T 30 4ELL B S TRY,
BAEETIZ=2—Y =T RO CARMA (BIERE =2V 7 & —) 13 BSOS 25T T
AN

L7>L, New Zealand Poisons Centre (=2—Y—F7 RHgtE 2 —) b AF LT —# Tl
ZNHOBEL T &N OBFENIME HESNOGZENHY, MIEEER G NZHETNDHIEED
BEEASRF S AL Tz, L7235 T Medsafe |3BB K ORGER (ZXTL, ERCESRGICHMS Sz
TGz i, HESEH &2 T T 2EBEMICOWTHERME T2, 7o, HBLORER 1T/
DFERHDJED7ROFNZERE LA RE T2I0EE T X&ETH D,

/INRA~D FFREES O HIZEAL TRADOH LB LOMRER 1L, ERIEFER ITHRT DXL
IHETET D,

SR IEHR
Poisons Centre % Medsafe (2, /NE~D EFREESE S OfE B L T 2002 4ELARERIZ 279 14D
WA T TS LT,

J:[E MHRA I, % 20 7 H O/NRE~D[ ‘Bonjela’ ] FEZ LA OGE N T AEGERE
(Reye’ s syndrome) 235O AVIIERICH EDE, ERLEIEMD 16 AT GO/ N~ HZE R L
THIEERELL,

TAREBFEIIEF IZ MR T, PR L OMICEE R B G 2 &7, RSN A EWRRE
FEGIDIFIE T~ THVNEDIER TH D, TAIEGREDORKIT R THLN, vA/VAKYE, aspirin
fiRF D 2 SORF 3/ NROTATEMGERERIEC T 53D M2 RIR 208 T U 2035 D,

A Centre for Adverse Reactions Monitoring
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[ ‘Bonjela’ ]72& choline salicylate & A f5h O T ATEGRREE OB Z /R F A 372
W LI ET RETHD,

Medsafe DB =1%, 7 AV T RESK L ZE B2 (TIrish Medicines Board, IMB) LRI S TH D,
Medsafe 25EREL CTWOAIRDTiE, BIFEET, IMB IX MHRA OREZZIT CHIS &2 To7-M—D
HIHRE T 5,

2EFR

k10 FLER DA TR ORE A IS & T D,

%20 HPENTEE 28 OEIRE OREFZ @ LT 5,

%3: A Vol.7 No.11(2009/05/28) D[ # MHRA] DL a2,

©Choline Salicylate [tV F /LY, FEAT A RPEHLRIES] (NSAID) ) #ESh : F& 52 1%

[ EUEMEA ]
% HRL
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1. FEA 72 FA(HIND BEEK G R

Vol.7(2009) No.11(05/28) R10

[ EU EMEA ]

o FiAv TN FYANREKL ‘Tamiflu’JB L ‘Relenza’ 11 BB 35 H 7= 72 HE 4k

New recommendations relating to [ ‘Tamiflu’ ] and [ ‘Relenza’] influenza antiviral

medicines

1B H :2009/05/08

http://www.emea.europa.cu/

BIAL 7T AHINL OT U7 LA ZIZBEHEL T, EMEA (RN 3K T) 0 CHMP (&
KERAR) I, TR i1,
s XU TRy INE S SN AL, P AV RS oseltamivir[  Tamiflu” ] O A %) (R
(shelf-life) % 5 4EA 5 7 EICIEE L, BRI O L T AL TX
s NUTRyZINESSNESS, [ Tamiflu’ 1% 1A O/NE~EHTES;
XU TIvINESEINTZGE, R - O LM~ ‘Tamiflu’ ] & zanamivir
[ ‘Relenza’ JZfi I T&2%,

OFRAL TN AHINL N T Iy VRO A N AIGE B2 AF R
Press release: European Medicines Agency gives guidance for use of antiviral medicines in case of a novel
influenza A/H1N1 pandemic (2009/05/08)
http://www.emea.europa.eu/humandocs/PDFs/EPAR/tamiflu/28514809en.pdf

EMEA (FRM EEH 5 ) 1%, A 7% A/HINI O FIv 7N E S SN,
oseltamivir[ ‘Tamiflu’ 1D 1 EEARGEO/NE~OFEHE, [ ‘Tamiflu’ ] - zanamivir] ‘Relenza’ ] D4
WE 2 O LME~DFE IR T DAL L AR E LT,

Ol BARMED /N~

CHMP (M EE L) 1%, A7/ A/HINI O T2 NARICEE SN TS
1, 1EAREO/NEA~O [ Tamiflu” JERAOSR7 o MNIIAZE ERID LSRR LT,

XTIy ORI Tamiflu’ 12 1 AR O/ T 2556, HEIXERE kg H720 2~3
mg ZHESET D,

OBEYR - R DLt~

CHMP (%[ ‘Tamiflu’ J&[ ‘Relenza’ JIZOWTCAFA[HE/R T —X &L Ea—L, /7L W
A/HINL O/R 7y 7O, [ Tamiflu’1&[ ‘Relenza’ JDATHR 52 5L H O e ~DfE FH D~ %
T4y NIVAZ % BB LSRR LT,
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FFEOHELEX, WHO IZED /R TN E S SN SAIC O m A S5,
NUTRIMNESINRWEATE, [Tamiflu’ 1&[ ‘Relenza’ 11, I TOKGRI IR 5T #
WS> TRE 228,

& [ ‘Tamiflu’ JOFZIHARR (shelf-life) FER BT T HHELE ()
Press Release: European Medicines Agency recommendations on extension of shelf-life for [ ‘Tamiflu’]
(2009/05/08)
http://www.emea.europa.cu/humandocs/PDFs/EPAR/tamiflu/28497109en.pdf
EMEA (%, #AL 74 A/HIND IZDWT WHO IZED AR T Iy IINE S SN 5H A1
1%, oseltamivir[ ‘Tamiflu’ ] 7 7B/ OFNHIRZ 5 F0 7T HEIC LR T RETHLEHER LT,

BERFR
* [ “Tamiflu’ JOA MR (shelf-life) DIER I, TREOBHIFEEILH BN TND,
(K FDAJ

KIE FDA I, 2007 4= 12 A2, [ Tamiflu’ 14 7B/ OFEHIRD 5 F030 7 F~DIE KA 7K
LT,
http://www.fda.gov/cder/foi/appletter/2007/021087s0441tr.pdf
(%% TGA)

4 —ArZU7 D TGA (Therapeutic Goods Ad ministration) (%, 2009 4F 5 A2, 25°CLL T TR
L7eS B O Tamiflu” JIOAZHIIRE 5 400 7 HITIER$ 5 La/KGB LT,
http://www.tga.gov.au/media/2009/090505tamiflu.htm

Vol.7(2009) No.11(05/28) R11

[wHO]

o (U —XyMEHEDUG EIZLLRNFTANAIEDEAIT 58S
Warning on purchase of antivirals without a prescription, including via the Internet
Drug Alerts (Alert No. 122)

A H :2009/05/14
http://www.who.int/medicines/publications/drugalerts/Alert 122 Antivirals.pdf

WHO %, KE DO/ T Iv 7 A7)0 Hi %t 5K 5 (national pan demic influenza
preparedness pla ns) (ZVh > CEFMEFZE DG LIS A TROE, Frllsrrr=s% A
(HIN1) DR TR OO ICEH M ZIEAL72WNID — D N % 1T E T2,

BUERATL T DA 74 AHIND UAVAE, %<0 WHO I ETERINTND
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http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2007/021087s044ltr.pdf
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oseltamivir, zanamivir 7¢& OHLT A VARSI &S PR IHDH T ENRER |2 Lo ORSILTNDA, =
SOEIE S DAFPH CRE U ENDE, TET AV AHBLOVAYZ 3 & ED /RN B D,
LIeRoTHRUANV AL, ERIEFEDEBEARNH TS ETORIEANT RETHD,

% [E TGRS N E IR A P AR B A CAR S IV TV DB T A 3R & Tideuy,

PUANZEEDPE NN EN LI THLZLITERETHEELIL, A2 —Ry MEHTOREA
ICIFERE T RETHDS, BB 2 — 3y NERDBMAET Db H D, LoL, AT/ T
DEFEEIEANLENDIRINDRV AT BNECAZENHY, ZIUX, AZ— 3y MRFEITHTL TR
PRI DR W E T ORI, KGR, FEGTEDA 2 — Ry MEJR TIRBLERFER LIZTESC
RIIANDPITOI, EIGE T ORI LER L OZ MM E, B RMECOWTTOLRGE
6724, %@#%&LT@E@ ZXPTDERIBRYAI WAL DG B N5, FEATE/ARTKTR M 1E I,
AR E A L7RND, RIEMEZR ORI PFRRITFLHDIRNE RISy, fER7R N
pallkcasn 75“9“5 ERBHDTD, HHLIZGAIFEC IR O KR, EERENEHORBUZE LA
REMED D,

A7 A (HINT) OILEIZR 52 Ot B ZEZR BRI OWTIEL, WHO V=7 ~2—
¥ GEMIAIIZHRT) 22 H, http://www.who.int/en/

BEFH

X AH =y MERETORAA 7 VB LG GEGIE/ ARG/ E I E) DA
(ST HEET, A EOHBKEN L BMEN TWD, TREOY A2,

(K FDA)

FDA, FTC warn public of fraudulent 2009 HINT1 influenza products : offending web sites and illegal

activity targeted for action

http://www.fda.gov/bbs/topics/NEWS/2009/NEW02007.html

(4} % Health Canada)
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/ 2009/2009 65-eng.php

(EU EMEA (European Medicines Agency)]
Warning about the possibility of fake m edicines, for th e treatment of influenza, being sold on the
Internet

http://www.emea.europa.eu/Inspections/Counterfeits.html

A A7 AHIND QR AL AFICBIT B H8IE, BUF URL 2218 (330).,
http://www.who.int/csr/disease/swineflu/frequently_asked questions/swineflu_faq_antivirals/en/index.html

B SH I W LA T URL O SRS & 25—k (350) | (WHO, Geneva 1999 WHO/EDM/QSM/99.4) %% &,
http://apps.who.int/medicinedocs/en/d/Js2277e/
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http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm149576.htm
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Medicines regulator warns of dangers of obtaining online medicines for HIN1 influenza A

http://www.mhra.gov.uk/NewsCentre/Pressreleases/CON046506
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o L EREOIRICIIT DA TN FOIRRE TR D7 DRAHER AR

Emergency dosing recommendations for treatment and prophylaxis of influenza in pediatric
patients less than 1 year old

Influenza (Flu) Antiviral Drugs and Related Information

1EH1 H :2009/05/20

http://www.fda.gov/cder/drug/antivirals/influenza/Tamiflu/Emergency%20Pediatric%20Treatment%
20and%20Prophylactic%20Dosing%20Recommendations%20final.pdf

TRICORTHEZABICLESHNTED, KEICIFHESN TN, £72, Z2hbi
oseltamivir[ ‘Tamiflu’ J#% 1 R (12 mg/mL) *' Off I+ 5LDThH 5,

QBB (F 1)
T6HRIES5 A ke 22 &2 DS 35, 7o, IER2 A LINIZIG R 24228,

£ LI RRBEOLEDOEREDOT-D DR &

% E(kg) H BROTDD 5 HEOHRAR T
6~117H7 | 1\25mg% 1 [ 2[A

3~5 4 1[E20mg % 1 A 2@

3AARM | 1H12mgZ 1 H2MH

1 AT OFLIR O &I,
RENZHESD7R0,

T 1RO FIICE 535729, 2mL ({25 mg), 1.6 mL (9 20 mg), 1 mL (9 12 mg) #5311 T&X5
FHESAE G mL ROV V) BEH LT IR b,

A FDA 7% 2009 4 4 H 27 A& 7=[ “Tamiflu’ ] (oseltamivir phosphate) EUA (Emergency Use Authorization)
OFEERR, [ Tamiflu’ ] EFAEFE TR EENDR LT, ZHHOERITEUA O T CERANTF IS
2o

B oz I T ROV s R B,
http://www.fda.gov/cder/drug/antivirals/influenza/Tamiflu/TamifluTechnicalReview.pdf
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http://www.fda.gov/downloads/Drugs/DrugSafety/InformationbyDrugClass/UCM153546.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/InformationbyDrugClass/UCM153547.pdf
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OFWi(EE 2)
R LR R AR L2 FLIR A~ T RIHITERRIE, 10 H Bk 028235, 7, IREH:
filit%2 H LLINIC PR RTRIR 2 Blha 452 &,

K 2: 1 RARWEOFLIRDFREDOT DHER A &

% E(kg) A TR0 D 10 HOHERAR T
6~117H25 mgzl1H1lH
3~57H 20 mgZz 1 H 1A

3HARNG | ERRDRILEHIWTSIVRNIRY, H5THELEL Z2v,

SARMOFLIE 59572, 2mL (K 25 mg), 1.6 mL (K 20 mg), 1 mL ({9 12 mg) Z/3iETED
AR A (S mL B AU DRE) 2 HLRTIUT B0,

1 AT OFLIR O &I,
RENZHESD7R0,

Tl
1..

I

p={tl

[ “Tamiflu’ T O SREIE OFRBYEICOWTIE, T Tamiflu’ JEEEREE HEEC 220
DL,

SEIFH
k1: MARELTIRGESINTERY, f HRFZKE FHWCR O8I (12 m g/mL) 235325, AR
WICRITBERROBLIIIZIT7L R4 ay T 3%,

©O0seltamivir (AL HZIE/L, FLAR/BAE AL 7V BT A VA, ) ATFI=4 —FPIHLEHA)
EIN:FETEH WAl FE U

€ FROVIEBH,
http://www.fda.gov/cder/drug/antivirals/influenza/Tamiflu/EUA_Tamiflu FS%20HCP_4%2027%2009%20final.p
df
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http://www.fda.gov/downloads/Drugs/DrugSafety/InformationbyDrugClass/UCM143874.pdf
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