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gy = m'& e Hfﬁ:'ii -7 #%* %

n mEEm ohs R sams L T Ghe one

&k 2, 846 10,5 0.6 2.6 1.3 1.4 1.7 1.3 1.0
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WET, TheDRRIEBNWT, #FI740 (FHRsS : VrBiEsrs i)
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1,000me/kg BET 10/70 B FEL Lict, 14 HERT v b T 1,000mglkg D 1/42
PAIRCARBD LN EDOARTH o, 1,000mgkg OBERE T, ¥ VEEAE
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LD EREEN, T ABOT Y PTHPRESAE, o0, MIEMHEM DK
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A TARTREREEA LA EGEEBTAFEEROZERAFEELEE L
B, FI7NEERSLUERM (1,284 EH) LB TER - #EROFTEFEER
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R REE | 0.93% (12#) 1.15% (4 {4}
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BIrpW, FHA L ERERCEE TR RER L OMICHE & M REEEES
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@ Morishima 5 ® 3 % (Morishima T et al: Encephalitis and encephalopathy
associated with an influenza epidemic in Japan. Clin. Infect. Dis. 35{ 512(2002))

-34-



BELD (47N FRi%k  BREERERFEE] OV InAtr5 07
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Bl {r72bz-YRENTHE

L ARA Tt T cr e - |EESHe| N NS 7T
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RLETERR] BRI Ui [BEa 1ZEME (R W/ Elarae] 7 @
£ (ANE) [BEMTIzvIRBT g iaar. Y. 3 ~FET
242
HSEE PEERRAE, U N S EOREY,. f|I~4 DR [FFHFRE/CC  BIRERE| 5 (1)
ARR BMEMET ) da-7: 4 R~FEL
EEFETE S 2 o 2308 coreat faminar nasrosis .

. HEUS RSN . :
REHRB TE~EREMIE, G, | RPRAED FARRRENMLEO RIESET EH~FE] 2 (1)
(aBS) B | BARCTLESBY | O BLOBEEE [(WEARSRERLHERLC

B2
FUAARK HRFCALRIRE TR | EEIZH (FEsae, 3~TH ER~FRESEEr~h| 3 (0}
(sE) & iy NEHERY YO 5EY RY¥ o #DiclErRs
M —EEFA T VAR E3) -}

P Eh IR EN e 2B S 178 (1938-2003) ORIRERT,
ANE © z2cute necrobising encenhalupathy of childhoad, HSES © hemorrhagic shock 2nd encephalopalhy syndrame, ABS ¢ acuie
brafn swelling, SE I stetus eplepticus

@ i R B BE B B (Pediatric Safety Update for Tamiflu, Pediatric Advisory
Committee Meeting November 18, 2005)

KTDF ITNVERRCFHIEET3/ARENE L LERERRBRERKAL T,
BHMERFEERIOVWT ¥ ITABREHL 77 ERFERSHCHESRAR
BRI 2B U TR EfT . RAMERATERBARIT. F I 7 AH 5%
(44/903 1) & 7 7 B ARIFEREFH 7% (44660 D Tho 7. EELHHPHEREE
ELLT3HARESRTVER, WihbF I 7V EOBEERRRBH LA TY
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(Pediatric Safety Update for Tamifln _

hitp/iwww fda egvichrms/dockets/ac/05/briefing/2005-4180h 06 06 summa

pvpdf EZBRLTLLEEY,)

@ United Healthoare Datsbase 3R B (Pediatric advisory committee executive
summary for Tamiflu, 2005.11.18 )

1999 4 11 A/ 5 20044 3 A £ OB T, United Healthcare D5 —# &
BT LFD 220 haiA~ 5 s Fadk— b RBETo7,
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18D 12 BETORRTCA Y 7L F B ShiBIE 63,261 % & 3

ZNRERE 8875 f L IEB 55 54,386 iz ). RETA D 30 B B ofRERS
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BEP =, ’ .
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=3 A(HEZ, ¥rFHE-—11), -
9% (n=103) BOEay 11, Ak 38, BEEX R,
O PRS- EEH 50 0 .
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1 }Pediatric Advisory Committee
November 16, 2005 htip://www.fda.gov/
ohrms/dockets/ac/oc06.htmépac
Briefing Information:
http://www.fda.gov/chrms/dockets/ac/
06/briefing/2006-4254b] -index.htm

2)2006 Safety Alerts for Drugs, Biologics,
Medical Devices, and Dietary
Supplements Tamiflu {oseltamivir phos-
phate} http://www.ida.gov/medwatch/
safety/2006/safety08. bt #ttamiflu

2) hitp:/ferwrw fda.gov/ohrms/dockets/ac/
06 /briefing/2006-
4254b_08 01 Tamiflu%20AE%20Reviewd%
202006%20Redacted_D060309_092.pdf

3)Edwards ET. Et a! (Post-Marketing
Safety Evaluator: Division of Drug Risk
Evaluation :DDRE} Tamiflu AE Review

* 2005 Memorandum (Department  of
Health and Human Services, Public
Health Services, Food and Drug
administration” Center for Drug
Evzluation and Research=FDA CDER)
Sept. 20 2006 http://www.ida.gov/
ohrms/dockets/ac/06/briefing/2006-
4254h_09_01_Tamiflu%20AE%20Review%
202006%20Redacted_DO6030S_092.pdf

4)ERIBET A 6 BFR IBEES | AESE-
ERELERE EEnSRedgiis 2
77 ® FNo2-2  http://www.mhlw.go.jp/
shingi/2006/07/d1/s0706-2e.pdt
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