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FEEE—-=LT 7 F et

Rk 22 44 A 30 H

RHEINZERNS, 1 EUE BRRBOEFHD 11 27N HFOFH TN 5F
BHEIIRE N, BOSNIERRT 4 v bR EA L & RIS Lz, 7238,
REEBERICONWTIE, RESNZBERRBRICB T2 HERFLIESNTNRDE I LN 5,
BLERERAEFICB W TRICHMANE 2R T2 VBN EEEZ S,

Plb, BERERBERERESRRAEBICBITIEEDORER, AREICOVWTIE, LLTORHE -
MREROHAE - HETARBL TELIARWEHEL 7,

[ZhEE - ZhR]
(A% - AE]

A TN DT

1AL 3RO H DI 0.25mL & K& FiZ. 3 AL 13 A
DOHDITIL0.5mL & FICH LE 2~4 BHEDRRZEZ BT 2 EEF
B9%., B3BULOHDIZDONTIE, 0.5mL 25 FiZ, 1 EXIEH
L7 1~4EFORMREBWT 2 BIFEHT 2.



H
&i&l’
En
m

[— & 4]
[ #H]
[(FrEEEAH]
(% - &)

[FRERRFANEE -

R

BEW

fmt
ok

(1)

SRR 2346 A 17 H

A2 INITFHA T 7 F 2 TIHEE =2k

A2 IINVILHHA DI F 2 1S Lt

4 YINVIVYHA T F > THEEE =3k 2 U2

A INWIZFHATIF >

tEE—-=Hy s F RS

SRR 22 4F 4 A 30 H

INA T BEOA S TINT T IAIVA (ARL-BHE) HAES &%
WP BRI T AT 2 BE A T AKEERNAITH 2. 2L,
4>7w1>ﬁ©4wx(AﬂBﬁDHA@%ﬁ\%gt£DAﬂ
NI BRBEAMOEELH D,

AT INVIT T DT

[$%ﬁ%%'%§lﬂmméﬁTK\L@Xﬁ%i%l~4ﬁ%@ﬁ@%£®f2@&%

ESEE 2l

ﬁéotﬁb\3@@513%%%@%@t@0&mn3%%%@%
D213 0.25mL 30 2 BEEHT 2,

(AR EIZE5E)

REEE

[ 424 e R BN B LR 3 B AR A A MR I 1T 5 5 DO NS
AETEICBNT, REER L SR R O E R S ERS SRR AT (U, )
BT BEOEKIT. LUTOERDTHD.

1. BEXIRROSEEUNEICB T 2ERRREICHET 2 &6
4y7w1yﬁm\ﬁwv37VW4wxﬂKE?54>7»1yﬁ74WX@@%K
Fo TR BARRRERMETH D, RAOKR, T, HIE. BEEFORHER
LER. TN, MRKEOIRREERE 2L, OREERBICIANTESERIERN O
&ﬁ%&f%éo4>7»I>ﬁﬁ4wxm\&kﬁEE&UVFUvﬁXthagwﬁ
EﬁKiU\A,B&UCﬂKﬁﬁéM‘éEKAﬂﬁ‘74wZ§EKﬁE?6ﬁm%
ﬁ%%(«AYﬁ»%:y(mm@@mm:mM)&/453:ﬁ-€Cmem&@:
NA) OFEMEOBEWCEY, EROEE (H1 A5 HI6 KNI N5 N9) [KHHS N,
2011 B, b MR THRFLTVD A > 7V I YA VAR A (HIND 2009 7))



AL A (H3N2) FEERMEOBMTHS. 1> 7INIToFICHT 5 PR OEHL. NE
HRADA D INVT T IF L OEEEEZSNTNS (MMWR Recomm Rep, 58: 1-52,
2009, Wkly Epidemiol Rec, 80: 279-287, 2005, -7 > /LT 2%, 5: 49-55,2004) . NEDH A,
S UTINT I FRBIEA > TV D & 5 e B BN DR BRI A 0HE £k T B A
Hdb (D1 /LX, 59:59-66,2009) ., BIE, /NEITEHERFEERFIA > 7T HEITEEE
T, ANETEA > INVIOTRENS BRMTESLZEZTENDHD. /.
A INTZOTEEEROA D INI T UAINANERET 2L 08HE (r>7/01>
7, 10: 33-39, 2009) . EWNATERMED T > TINIZ T IAINANEESNTNS
(Influenza A(HIN1) virus resistance to oseltamivir- 2008/2009 influenza season, northern
hemisphere. hitp://www.who.int/cst/ disease/influenza/hlnl_table/en/index.html) ARFLD 5 £
ANWAZLBTITHEEINTIBO U4SR 30: 101-106,2009) . 77 F U ERBICK 5T
BEEIEZ LN, ,

WIE, AP D 3 MBEHMEA O INVI T HATIZF > (IR HAT I F2) D/
BEERE (UF. BRZAR 3. ERISCT 4 ARRKAIENTNS (& 1. B
DAENRESINZEET, BITO HA 77 F BALE, 2RFA > INIZ YT IF >
AT, @RTTIFY) MEASNTWZ S, BRASORRENL<, LHBICHL
TREBEERARZHUCA2VLENG S0 & éﬂfcmé (FPLEBEDFINE 5 12 M, p227,
IRHIAR, 2008), UL S, @RFU T F 2 OAZAERVAEREICEDSRFHE
FUIAREAT, 1972 I HA U7 FUMERILINLZEICH, NEITHT5FTHRD 20N
WEREREENHERINSG ZER<UZAEKVAENTOEEREIN, BHECE->TY
B '

—%. BB TIE, HRAEERE (BUF. WHO) 2%, /NEITHHS 2 ZEifEATELA
CINIUHOIFOBERARICIDNT, [6~36 7 HO/MNBITIIRADFBEEET RE ]
(Wkly Epidemiol Rec, 80: 279-287,2005) L #1& L TH V. 2011 FHE, WA FEELERET
. 6 AEAE 36 & ARHENE 0.25mL/[El 36 » A LA B 0.5mL/E] (ELF. WHO R &)
MHA DU F > O—RNZEBEERELZoTNS (&1,

%£1 HATZF L OENEARRD WHO RO R - ARO LS

R BARAE AE WHO #ERE- R
il BER R Jih= BEREEE/RR
1 AWM 0.1mL 2 BVECE 0.25mL 1~2 B R AP
1EUE 3R '
= - 0.2mL 2 B/ETF -
3EUE 6 KR < /it
2 > 0.5mL 1~2 [ /RN
6 RELL 9 BAH 0.3mL 2 B/ F -
9LLE 13 A : 0.5mL | EA P
1B3EUE (BA - BfEEE0) 0.5mL 1~2 B YET :

2) 1HEBZVORAE. 0.5mL FOEHRD HAER (YR 13 1%HED 15ug AL
b) LEXEIBLE 1~4 BEOBRZEZB N T 2 EEE
) BECEEROLVWERDRSLED 1y HORBEBWT 2 EEE

L2009 4 B, AFTaARBWTRAELE A HINI) 2009 /5> F3 v 71 > 7 VI HFOREY AL, 201143 H

B, 1977 EUBSELIICRS ERITEZBVRLTHZ A (HIND VEEIHEEL, A (HIN1) 2009 U1 JVZAH
FEHHE RO TS, ;



AETE, RERE/NRICHBT ERAAEEE TIIHAM EESA T4 TH D, WHO
HRARZEALTIMKRIDBEEAENDRVWI EARMBEHEINTBY (A7 105
990-991, 2001, -7 > 7JL.I >, 6:325-330, 2005, Vaccine, 22: 3404-3410, 2004, 4 5 [EITFf5
BERICETIRFREER (B4R HE FES - -MELSE PR 17E2 82 H:
http://www.mhlw.go.jp/shingi/2005/02/txt/s0202-5.txt) ) . FRITDOHHEIT K - TRIC/NBICHEREL
TEEBEOHA T T OBENMEIIIBRND 5 EDEZDRINTWE ((FHEREICET
cREE THBEE (EE7EHEREREEBERER FR 17 £ 3 A
http://www.mhlw.go.jp/houdow2005/03/d1/h0331-7a.pdf) ) . /NED HA U 7 F > OEFEA EIIE
BOBAMEICRL OB EN, BRTH5XI1T, 1 ERMmICBWTIZ, WHO #HEHEIIRE
ARAREE LT, K0EWHIFAMEA R TE 2 ge R SN T E72 (MR
BT 2 &ER<HRBICBITSFEOMKE> 2) A3 (RERME) 2O\WT 2) BRRAE
& WHO #RHABOREFIEDOLEITDONT) Z). |

UEORENS, 1 > T NI O FRTNOEHEENEO—DE LT, BEHBHENS
HEEHIC, HEENARREEIT2HAUIF (7T Y HA U F 2 TIEWF. HA
PR OBLUEH KR —TRERZREL A VNV Y HA U 75> [SIEWE ROREY
DIVBETHBA Y TIVIOY HA U F 2 IS 2 U2, UTF. &#PD OBEK
RARZ WHO HBEAENEHEEBL TEELZHAORERERNE &2 RENDEY)

WY D& D fFENFTHI.KIB-HINI-PEDFLU-1 FBROVER & 4177 24 % BT A (HINT)
2009 2T v T A IV OENGITRIICERS Nzizd, HEBRE O MENE

BONSHFRED1DTHEA IIVI T HA T F 2 T LRBEOBETEES N
tAGﬂmJmw@%»xtﬂ?é%ﬁwAﬂ4y7»1>ﬁHAUﬁ%>HmlHWH
(LA, A (HIND) 2009 U7 F2) METOHBREICHEEIIBEMBRE I N, YEEER
HERRAE D T 2010 4 4 A 30 B CESSIRAAREE AR RBHE SN2,
BEEAROBRMOMBEENRKENEBDNLER 6 7 AL E 1EBREOBBRELEN. 5 #(S
B, AFEET 1 B CBOTOETH o ENG., BEBIEHERE & kL. B4
BEOIHEEDOD &, FICLHRFHEORZEEERORZ 2T TS EREEBMTRERIC
£95Z EDUWAEE X, 2010 R KIB-HIN1-PEDFLU-2 RN ER I 11, Z O REN
FmER & U CGEMMEE S 1z,

faB. () BANBRSEANG, HA U2 F > O/NBHEBRRIZDOWT, WHO HIREHE
REEZBEZZHARABOBBORN2ELE T 25 OEEENE AN B KEFICIEH
ncTnws (127N oYU F o B#EABEREICDNWT] FR23E6 A 16 Hf).

2. ERRICEET 288
<@BHZN=EB OBEE>

B&ju%biiliﬁﬁ VEELR1AMRMT. ATV HADU I F 2 T ROA > 7V H HA U 7 F 2 TS 4bRF)
YT ENTNA S INI T HA O F U THBE S8 RUT > INVI Y HA Y IV F > f:lt%%~-ﬂj
Y DRAEHREE SN,



AHEICHRD, ﬁ%ﬁ&ofﬁé@ B9 5 R Rl & LT, KIB-HINI-PEDFLU-1 {8k
O} KIB-HIN1-PEDFLU-2 8B D&t 2 B O BN B RENIEH S 1z,

(1) EPE I/ TARE B <KIB-HIN1-PEDFLU-1 08k, SEHEAR : 2009 4 MLA i 6 ~20]f
#IF e, AFHX: B>

6 AL BRRBOHEABE/NTEZNS (BEFAEKSF : £BE4048D 1T, &
HIBRTRA (HIN1) 2009 727 F > @ WHO #REAEOE THBIZB I D0 EREER R4k
OWETE B & U BIEAIEERABREN 2 R TERmI Nz,

KIB-HIN1-PEDFLU-1 BRI Ay 5 7= AN, 2009~2010 > — X 0T 7 F Bk &
LT, A (HIN1) ViR : A/Brisbane/59/2007 (HIN1), A (H3N2) ZF#R : A/Uruguay/716/2007

(H3N2) K UXB & : B/Brisbane/60/2008 Z AW THELEZI I, 0.5mL FD 1 #%H2 VD HA &
2 15ug PlbEEENTz. . A (HIND 2009 U7 F 243, 2009 4F 4 HICAFIOTH
BRU7HARDVNADBRICTZIZHETBH722T71IVATHS A (HIND) 2000 71V A
IZJB T B H4K : A/California/7/2009 (HIN1) v-like strain (X-179A) ZHWTHLEIN/-HMEY
7F T, 05ml 10 HA S813 15pg B E & ENn/=, WHO FEERIZAR RN A (HIND)
2009 U7 F 2 OFFEERE EEEANIAES Bl . WHO BEAMENT A (HIND) 2009 77275
COEMBEE XN (R2).

=2 WB#H
ERE WHO FIFRE _ WHO BE ‘ ]
o oF biiRelaih o DOF AEHER
6 7 ALLE 33k N (ﬁﬂ%zﬁow 025mL2 /TR | A (minD) 2008 | 0-25mLs2 E/ETF
3 BBk 13 Bk o HF 0.5mL/2 E/& F VIFy 0.5mL/2 B/ T

A AR FRKRT A (HIND 2009 77 F X A (HIND 2009 7 27 F > % WHO

HEERAZICLAENST. WTNO#ES 21 H+7 OEORBZBWT LRI 2 BE TEET
i, BERUAMPMOT I F OBBIIR L INZ. XRBICHEAANSIZ 80
FIORIRIT, WHO FIRERE 40 #1 (6 4 HLLE 3 Bk 20 B, 3 5ELLE 13 2k 20 #).
WHO BMEE 40 1 (6 o BLL L 3 @REG 21 f, 3 LA E I3 ERM 196 Tholz. &f
PRBZTT LB SERAR OB RKOMTHHRER (FAS : Full analysis set) & X
. FAS PHREFIEOEELBINRER & Nz,

EEFMEBE, BBRE GREKRGA (HIND 2009 77 F>) SEfcHT 2 1  HEM
Nz 2 EIHERE 21 H+7 HEO HI i@ R OFRIEAROPUARRIRE S X, HI HikMm
EARET A (HIND 2009 U2 F AR FRIGUEHIZDOWTIZ A (HIND) 2009 U7 F
CREENBBRTAN AR DOWTHE I Nz, FEBEREELUTUTO 2 DORNEHEIN
7o
) PABEEQ  BEEFUAMEL 120 BLEHD 1 EHEEIEN S ORI 4 21,

LOHBREOE S



ii)

towEBEOES
FEMEEE ORERER 3 ROEK4ITRT,

TUARBIE RO : BRERHUAMEDY 1: 40 ZLEDD 1 [HHEMEFED 5 OZLFED 4 £5L)

#3 WHO FBEICBT2EFEERO HI ik o FigBEER (KIB-HIN1-PEDFLU-1 ?:ii%ﬁ‘ FAS)

NEBRED T BIEEQ
1 B BERER 2 EEEES 1 A B R ¢S
Bl (%) B (%) Bl (%) Bl (%)
[95%CI] [95%CI] [95%CI] [95%CI]
\ . _ 6 (30.0) 11 (55.0) 6 (30.0) 11 (55.0)
A (N |67 AR 3ERE (N=200) ) 0, 5, 1315, 76.9] [11.9, 54.3] 1315, 76.9]
v R . . _ 8 (40.0) 8 (40.0) 8 (40.0) 8 (40.0)
3RELE 13 5AM (N=20) [19.1, 63.9] [19.1, 63.9] [19.1, 63.9] [19.1,639] |
. . _ 13 (65.0) 18 (90.0) 8 (40.0) 14 (70.0)
A (H3N2) 64 ALLE 3 R H (N=20) [40.8, 84.6] [68.3, 98.8] [19.1, 63.9] [45.7,88.1]
EHHER . . B 9 (45.0) 9 (45.0) 7 (35.0) 7 (35.0)
3RELE 13 50K (N=20) [23.1,685] | [23.1,685] [15.4,59.2] [154,592] |
. . . 4 (20.0) - 12 (60.0) 1 (50 5 (25.0)
-— 6 4 ALLL 3 IRAM (N=20) [5.7,43.7] [36.1, 80.9] [0.1,24.9] [8.7,49.1]
. N _ 11 (55.0) 11 (55.0) 5 (25.0) 6 (30.0)
3RMAE B3 EAE (N=20) | ) o o0 [31.5,76.9] [8.7,49.1] [11.9,54.3]

N : B SEE. 95%Cl: 95% 5K, PAFRE
£4 A (HIND 2009 V7 F 2 H#EHO HI FiE R OGSO isRE=R
(KIB-HIN1-PEDFLU-1 $4B%. FAS) «

HEBEEZEQ A BERZEQ
HI Hik i TR HI Fi4R4H ki
1 EHE 2 [EH 1[EH 2 [EH 1EH 2 [|H 1B 2 EH
g EER 2 2 BER BEg | BER | BE%
Bl (%) |FIE (%) |FIEk (%) |# (%) |FiEk (%) % (%) |[FE (%) |[#E (%)
[95%CI] | [95%CI] | [95%CI] | [95%CI] | [95%CI] | [95%CI] | [95%CI] | [95%CI]
6 » HELE 3 Bk '
— _ 8 (40.0) |17 (85.0) |12 (60.0) {20 (100.0) |5 (25.0) [10 (50.0) |6 (30.0) [17 (85.0)
WHOHH%%(N"ZO) [19.1,63.9|[62.1, 96.8] | [36.1, 80.9] | [83.2,100.0] | [8.7,49.1] | [27.2, 72.8]|[11.9, 54.3]| [62.1, 96.8]
. _ 5 (23.8) |16 (76.2) |11 (524) |20 (952) |3 (143) |12 (57.1) |4 (19.0) |18 (85.7)
WHO B (N=21) [8.2,47.2] | [52.8,91.8]|[29.8,74.31| [76.2,99.9] | [3.0,36.3] | [34.0,78.2]| [5.4,41.9] | [63.7, 97.0]
3 DLk 13 Bk
_ _ 14 (70.0) |17 (85.0) |16 (80.0) | 19 (95.0) [13 (65.0) |16 (80.0) |14 (70.0) [17 (85.0)
WHO FIRFEE(N=20)| 1y 7 8517 | [62.1, 96.8 | [56.3,94.3] | [75.1,99.91 | [40.8, 84.6]|[56.3. 94.3] | [45.7, 88.13| [62.1, 96.8]
N _.on| 9 (@74) |17 (895) [11 (57.9) |18 (94.7) |6 (31.6) [13 (684) |6 (31.6) |16 (84.2)
WHO B E (N=19) [24.4,71.17|[66.9,98.71 | [33.5,79.7] | [74.0,99.9] |[12.6, 56.61| [43.4, 87.4] |[12.6, 56.6]| [60.4, 96.6]

2B, BEFMELT,

HI HUARIT 9 5BRMNESE T (European Medicines Agency., PA

F. EMA) O > INVIHT 7 F 371 4 > A (Note for guidance on harmonisation of
requirements for influenza vaccines. (CPMP/BWP/214/96). LAF, EMA 1 ¥ > ) TEDHH
N7-FHEEE (BUF. EMA E#E) OS5, BRA (I8 EEL L 60 LA T) OFEHETHS 3 H
HIZOWTHEHMli SN (5. |

i)

PUABRERER (JUAMAY T1 BIEEERIC 1 10 RENDEERIC 140 LB T 11

EEHBERERNT 1: 10 LENDEMRN 4 ZL L) OBEBRFEOEIS (%)) N40%ZBZ

6:&0



i) BEHHUAMALR (BREREMTFEFAM (GMT) O 1 B HEEHER 508
BR, DIT. GMT LX) 725 28R 5 L.
i) HuERER (FUAMED 1 40 L EOEBREORIG (%)) BN70%Z2BA 5T &,

RS EEARHNO HFiAM (EMAZ%) (KIB-HINI-PEDFLU-138. FAS)

WHO WHO
St 7 SN I—— Bl ‘ B
P BIE R A (HIN1) | A (HIN1) | A (H3N2) B A (HIND)

= 2009 V) R R 2009
N 20 « 21
apte | 1mEE ik R 5 (25.0) 6 (30.0) 8 (40.0) 1 (5.0 3 (143)
6 Y AV R
| HI | GMT Z&{hE . 2.5 . , 1.9
SERE | B |y Thekeg
#* Vi iR
0.25mL
" ?%%‘%EEE% fi | GMT Zk®
FERA R
N
3gek | 1HHE ﬁﬁ:lﬁi&&
13 Bk | emEss HI GMT Z1{L& 3 . . 34 Ll
: I
: & FiEBIRER . .
0.5mL
" ;%g fli | GMT Zb%
VI RE R

KIB-HIN1-PEDFLU-1 f Bt Tid. EMA BE#IZDWTHEZEF T I ETIEH o0, UBREEANOEETEZHET D
TEREDLNTBS T, ERENTIIH 2D, BEICHEESL-HBZ2EPITHREET (B '

1 B EEEEN S, 2 HEEERZ 21 HE7 HOFRBERAETOREHITDONWT, 6 7 A
PAE 3 @RI TIE, WHO FIREICHBIT 2 FEBRIL 1520 # (75.0%) . BIRISIE 8/20 4
© (40.0%). WHO HMBICBIT 5 HEERIT 921 i (42.9%). BIRISIE 521 #i (23.8%)
IZERD b7z, 3 LA L 13 BRI T3 WHO FIRFEIC BT 2B EEHRIT 17/20 £1(85.0%) .
BV 17/20 B (85.0%). WHO BUBEIC BUF A EESRIT 16/19 4 (84.2%). BIRISIE
12/19 Bl (63.2%) 2R BTz,

AHFA (HIND) 2009 77 F#HBZROZEEOEREREE6ITRT,

2EMRIGOEEBRIIEEEIZL 5 T Grade 1~Grade 4 IS, TDHBHETD
WTIE, Grade3 13 139.0CA L DOEIRAY 1 HEAFOFHil. Grade 4 1 39.0°C LA L DAIEMD
2 HU O] EERS Nz, BEDEEESR (Grade 3L LOEFHEOHEEESR) 1. 6
o A PLE 3 AT DWW T, WHO [RIEFEETUE 120 4 (5.0%. FEY . WHO BB T 1/21
Bl (4.8%. FeE). 3 E 13 BRMICDWT, WHO BB TIZ 3/19 # (15.8%. 2
B, FE-ATINIY 1) BOENZD, ETETOREENHERIN. 6 » AL 3
AR O WHO BMBEEOFRE 1 flE2RNT, BRELORREBERIIEEIN. EELAE
FHRIT, WHO BUMEE (G RRDLE 13 BRM) 12141 (12 7)VTo) BNEHELEN Z0
BEEIHERIN, BBREEORRBERIIEE SNz, BEFRICK 2B IEHI & OE
THIEERD o Tz, | |



%6 WEHADBTS% (1H) BLEICED bNAAESESE205 5OBKE
(KIB-HINI-PEDFLU-1 5. ZEEmsEH)

WHO Rkt WHO Bijfi#¢
HEER BRI HEZS BIRE
g | % % | % LESEE i | %
65 B L3R , ’
N 20 , 21
ST ALBE 6 30.0 6 30.0 2 9.5 2 95
P ?5#%%4%@5? 5 25.0 5 25.0 1 48 1 4.8
o TESEALT D FE Rk 3 15.0 3 15.0 2 9.5 2 9.5
3 5T BB A Bk 3 15.0 3 15.0 1 43 1 438
TSRS 1 5.0 1 50 1 438 1 43
B8 9 45.0 3 15.0 5 23.8 0 0.0
FEEL 4 20.0 1 5.0 6 28.6 2 9.5
g LSGEDRE 4 20.0 0 0.0 3 143 0 0.0
RIS Bk 2 10.0 1 5.0 0 0.0 0 0.0
B R 1 5.0 1 5.0 0 0.0 0 0.0
g 1 5.0 0 0.0 0 0.0 0 0.0
3P 13 RN
N 20 19
R TAAL B 13 65.0 13 65.0 11 57.9 11 579
| EREALEER 11 55.0 11 55.0 11 57.9 11 57.9
%Eim VEB RN T BE 10 50.0 10 500 9 474 9 474
: HEHTNERE 10 50.0 10 50.0 3 42.1 8 42.1
TE ST A SR 10 50.0 10 50.0 6 31.6 § 31.6
FEE 3 15.0 1 5.0 6 31.6 1 5.3
R 2 10.0 i 5.0 1 53 1 53
A TN LH 3 15.0 0 0.0 5 26.3 0 0.0
el 1 5.0 0 0.0 1 53 0 0.0
[EXR 0 0.0 0 0.0 1 53 0 0.0
LBt E;iﬁ 1 5.0 1 5.0 0 0.0 0 0.0
[t 7 0 0.0 0 0.0 1 53 0 0.0
B 1 5.0 0 0.0 1. 5.3 0 0.0
BF 7 35.0 0 0.0 3 15.8 0 0.0
L EEOKE 2 10.0- 0 0.0 2 10.5 0 0.0
T I 2 10.0 0 0.0 0 0.0 0 0.0
e 0 0.0 0 0.0 1 .53 0 0.0
Gt 0" 0.0 0 0.0 1 53 1 53

(2) EPNE I/MAHBR<KIB-HINI-PEDFLU-2 &8, SiEfird : 2010 < 7 lE ~20[
£HlF ME. 2FRHE:2L>

A6y AL 13 BARMGO HA NEE/NEZ 05 (B 40 4 BEHE 10 £) 12,
AFO WHO #ERBOR FTERICBI 2% ERERVE2EORIT 2 BN E LZEER
SR BRBREN 4 MR CERE Nz,

KIB-HIN1-PEDFLU-2 i B8 W 5 7= AF. 2010~2011 2 —X > DT 7 F L 8lE#k &
LT, A (HIN1) 2009 Z-fJVX : A/California/7/2009 (HIN1) pdm, A (H3N2) FFHEH .
A/Victoria/210/2009 (H3N2) X B %! : B/Brisbane/60/2008 % W THELE S, 0.5mL F1 0 1
B0 DO HA & 15ug DL EE Sz,

B - AR, £5% WHO #BHEICL=0N-T (F12H1H), 21 H+7 OBOBEZ



BWTERIC 2 BETEETSLZ &N,

7"—;-
—o

AR

121 90 il (6 # A LA L 1 kA3 30 4,

Eﬁ%%ﬁ HICD T 7 F > oI RN

1 BLLE 3 BoRTE 24 . 3 /RUA L 6 IR

21 Bil, 6 BREAE 13 BEARM 15 4) 2MEAANS I, LEINREIE DT RER K OEBK
DM RER (FAS) & X3, FAS Ve R OB T RER & 1.
HHEOEERMEEA L. ARBENCHTS 1 HEKO 2 MEAFEE 2 H+7 B

O HI il & 33, EMA BE¥3TEE (i~iii: F8) 055 1 DU ki & &Iz,
i)  PiURBEERER (FUEM2Y 1 EEEINC 1 10 REhDOBEE®ZIC 140 2Lk T 1
[ EEREANC 110 BLEMN DR 4500 1) OBBEOEIG (%)) N40%ZEBL

5L—&o

ii)

iii)

PR RA R (FUAfD 1

GMT {3 (HEFE GMT O 1 B EEEAMED © OB\MNER) N 25 ZBZ 5 &.
140 LA LD ERE OBIG

(%)) MTIO%ZBEADI &,
FEIHIEE O B EK IR EE O H PR BIRE 2% 7 ITRT.
723, KIB-HINI-PEDFLU-2 &tBIZ 5135 *%H?ﬁ{lﬂ%ﬁi@ﬁ%bi‘ HAMEDS [1 EH SR

B 1 : 10 REHDOBERIC 140 LA L) X3 T BB 1 10 BLENDEE) 4
'ﬁ%U\_J:J EINTI, BERROEEME (%) EEREINRho .
7 BERERNO HLFAE (EMA &) ROFFAREZRE (KIB-HINI-PEDFLU-2 Bk, FAS)
B |, A (HIN1) 2009 A (H3N2) HHER BH&
8 - filE RARER RAEE B3 (%) [9s%cC1] | % (%) [95%C1 | #iE (%) [95%CI]
- FiEBEE | 6 (L1 [42,22.6] | 11 (204) | [10.6,33.5]1 | 5 (9.3) [3.1,20.3]
0.25mL 1 EE LA GMT Z1{b®E 1.45 [1.01,2.08] 227 [1.77,2.93] 1.43 [1.14,1.80]
. HHR FAREE | 6 (11.1) [4.2,22.6] | 11 (204) | [10.6,33.51| 5 (9.3) [3.1,20.3]
645 ALLLE Ry BEER 11 (204) | [10.6,33.5] | 13 (24.1) | [13.5,37.6] | 6 (11.1) [4.2,22.6]
3 EERIN - FEBERE | 14 (25.9) | [15.0,39.7] 32.6,60.4] | 14 (259) | [15.0,39.7]
' 2 EH FoAA GMT &1k [2.05,4.21] , 6.
N=54 AR FIEEAZ | 14 (259 | [15.0,39.7] | 27 (50.0) | [36.1,63.9] | 14 (25.9) | [15.0,39.7]
bR | 33 (61.1) | [46.9,74.17 | 38 (70.4) | [56.4,82.0] | 20 (37.0) | [24.3,51.3]
- HEBRE 49.0, 81.4] [49.0, 81.4]
0.5mL 1 EE o GMT £ (k% [4.46, 13.80] [4.91, 11.60]
. R Fiib A R [54.8, 85.8] [54.8, 85.8]
3L YU BERE [73.9,96.9] [54.8, 85.8]
13 Bk - Pk BinE | [54.8, 85.8] [46.2,79.2]
: 2 @H SO GMT 282 [5.62, 15.48] 660  |[4.35,10.011]}
N=36 BR% Fiikin % [60.8, 89.9] (69.4) | [51.9,83.7]
R FLA B 33 (91.7) | [77.5,98.2] | 31 (86.1) | [70.5,95.3] | 28 (77.8) | [60.8,89.9]

EMA H Y17 HA O E B 3BT @R

) THRUE.

0.25mL O | FHEEE TIIEAFNICEENS 3 DDOKRETIZIDWT EMA EH¥EZ G/
ST 7208,
| FHEFEBICBWT 3 DORETIZDWNWT EMA E¥ZR- L7,

ZEMEITDONT, AEFSRIT 83/90 il (92.2%) |
2D 5Nz, ERBRHM (0 MEEEENS. 2 HEEEE 21 HE£7 HOE®

(48.9%) 1ZFB

10

7:7.]
— o

2 EIEEBEETIIIMRETIIODOWT EMA E¥Z2/-L/2, 0.5mL #ETIX

DB, TOD BEIKRIE 44/90 F



BREET) 12, WENAOBERET %M EKED S NAEEEREZ05 5 ORIRIE
DOHREREEEZESIIRT,

#Z8 VWITNhLOBERABTSYULICEDSNEEELRETDILORIRG
(KIB-HIN1-PEDFLU-2 Bk, LM RERM)

0.25mL (N=54) 0.5mL (N=36)

BFEER Bl =S BEER Bl Rt
ik % Bl % lE % Bl %
£ 51 94.4 22 40.7 32 88.9 22 | 611
2% BERERAL G 18 333 18 333 20 55.6 19 528
EHER 48 88.9 . 5 9.3 31 86.1 9 25.0
TS EALALEE 13 24.1 13 24.1 10 27.8 10 27.8
| ESEAERR 6 11.1 6 11.1 13 36.1 13 36.1
%g‘im BB 3 5.6 3 5.6 7 19.4 7 19.4
TE AL T 2 3.7 2 3.7 16 44.4 16 444
TS ERAL AR 2 37 2 3.7 7 194 7 194
TEFHEALE D FERS 1 1.9 1 1.9 5 13.9 5 13.9
BIRER 21 38.9 0 0.0 11 30.6 0 0.0
&R 16 29.6 1 1.9 11 30.6 3 8.3
FEEDORIE 15 27.8 0 0.0 10 27.8 0 0.0
TH 6 111 1 1.9 0 0.0 0 0.0
, FE#L .8 14.8 3 5.6 6 16.7 5 13.9
g g1 BBR 4 74 0 0.0 1 2.8 0 0.0
K B R H 4 74 .0 0.0 0 0.0 0 0.0
®% 3 5.6 1 1.9 1 2.8 0 0.0
TREA % 3 5.6 0 0.0 3 8.3 0 0.0
[EXR 3 5.6 0 0.0 0 0.0 0 0.0
| BER 2 3.7 0 0.0 4 11.1 3 8.3
B 0 0.0 0 0.0 4 11.1 3 8.3

BEELAHEER (Grade3 LLEOEEHOBEEESR) 13, 0.25mL HREICHEE 1 HINED 5
N7, ZOBREEIERS N, AFEEEORNEERIIEEIN:, BELATEESRT,
0.5mL #REIZ 1 6] (6% 1 HBE, HMIEREIA) 2D 5NEH. ZOBEEIHERS N
BREEEEORNEBERBIEIEES N, BEERICEDRBD AR U HIIRD 51
TRino iz,

<HRB BV BEEOEE>

(D FHEEEHIH T DB OEEFEITONT

1) KIB-HINI1-PEDFLU-1 &8 % X KIB-HIN1-PEDFLU-2 B OB ITIZ DN T
B4HE13, KIB-HIN1-PEDFLU-1 i3, RICHEABORFNEEELEZ SNS 6 4+ AL
L1 BREOAR EZEBEINZEBREED 1 flEMDTHRTH D 2 EITA, TSR
R BAANIEMD A (HIN1) 2009 U7 F > ERIFHEBEINTE 0D, AFO@HERDIR
BEBERZRLZZENS, HATUIF O ELTIIBEOFERIREZ KL, 6 » HUE 18R
WO BE % —FK ST KIB-HINI-PEDFLU-2 BRFRAE 2 3517 I W T A 00 S8 B o O
REMICDWTIMET 2 2 ENRYUEEZ D, B, BERRRICBWTAHF DO WHO #52H
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BE/NBICEREL ZERIIEDLELSEEFETH D729, KIB-HINI-PEDFLU-1 i{BRICDWTH,
FIREER OO TAF EFELED A (HIND) 2009 727 F 2 OBEMEREE ORI
TORMOHRT D L& Lk, ‘

2) BHINZERRRICB T OIHBHOBREICTDONT
HIEE# 13, KIB-HIN1-PEDFLU-1 #8i % O KIB-HIN1-PEDFLU-2 B IC BT, WHO #

BREROAZHREL. MBS U TR ﬁgﬁ(%]&%%)é B L2 WikB T 1

ELURRBHRIZDWTETO 6 SR L 7z,

i) WAFEELEETIE. —RIONEANOEEHARIX WHO HEMAENEAINTHO,
WHO HERHBIIHEL SN T NS EE X 535 (Wkly Epidemiol. Rec, 80: 279-287,2005) .

i) IRE. BAOADENEELEEEEANT/RNERAENRZZRMICH D, ERHITK
FEEENRICHNT 5 HA U7 F 2 OFMEZLRTN S RAR S 1. A BOEENE
RHEENSWMSEETN TS (TLEFEIFERORE R ORI BT 2ERIRNEIC
BEd &R ).

m)@Wm%%ﬁﬁabtzowm%mnC%&m@ﬁ@iﬁ@ﬂ%ﬂnﬁﬁ%%(%ﬁ
HAHEIIR S  BORAERATIREYE) Hll > IV TFRAY I F o OEE
ZEMEHRICET 2098 S5 20 FEK THESE, 47-86,2009, LT, R 20 FE
MR LIRS E R R 19 FERAE S EHR AT E B & (5T B BEEEYENFTEE)
AINIUTEIICDE L, SEO PR EED BORFHEIC BT 2 00 & 25
YRR 19 SEERRTE - DR MEE ¢ 71-79, 2008, PAR. FRR 19 EEEMIIHREE) .
BT, WHO HRERE LBARAROHENTHIL. WHO HERREO REFEK
VRN SN TN S, \

iv) AR OREF O EEFMIEH TH 5 HHMGIL. FER 2G2S TR ETH D,
W HMBRICBWTHBSH R 2 RE LR &b, LR i) T8I, ABcHiT 2k
RIS AR & LB AIRE TH 2 & E R 5. i

v) WHO #EMBICET 222 BRIC DOV TIE, ERICB DRI RS2 5
BREICBNTHEOBBEIIRDSNTR ST, I5IBNOBENS bEeE Lo
B W E T T WS (dreh Pediatr Adolesc Med, 158: 1031-1036, 2004, Technical Report
of the scientific panel on vaccines and immunization, Stockholm, 14-15, 2007) .

vi) —RICHA T F 3 A P TNI T =X I 7T VBERNER S N5 THE
HRE <, EREEHS >IN —X VEETOK Sy ARICERTEZEN 5,
HRRBROMEAIAMIZEREICE >N 5. 12, KIB-HINI-PEDFLU-1 B K
KIB-HIN1-PEDFLU-2 i BRIZBE U T, HisR SR D #-ONICHEEA 2 RE L ORKRER
RAEE /DR EN DT e (NLERIIFE R QR K OSMENT BT % 6 AR
LT HER 2. TOTRERIM 2RI TE < OEREE 2RI B E
EWT S I ENRERRRETH O, NEHROBBRTH 225 d, EHHOHER
FEGUFICEIREARRZRET 2ICE 2 HBEROHAANIRETH > 7z,
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BHEIILTOXDIZEZ %, AHED HWIIAF OBUKGERE) 5 WHO #EHE~AOE
HTHDHIEMD, $5E'C353”H(i\ [F—rl BRI WHO #ERE 23 SRR B Z R E L.
FEFEREROLREECDNWTHEBREA T 2HENH D EEZX L, LHLARRSL, BFICH
WT, RRICEERB/NRICHT 2 HA 77 F 2 OBURRABEE. A1 > 7T Y
FHRELTBTUHBRTANSNTWRWERDH D, FllA TN TR0 R
ELUT.HAU T ORARAEZREFREROLZEEPER S N-AENERRICETE
TOMEWNHERSNT D FBA L TINI U FUICET 2B RS, TR 21
4 10 A 16 H http://www.mhlw.go.jp/bunya/kenkow/kekkaku-kansenshou04/pdf/091016_01.pdf) .
CEABEHEICBWTD, TR 19 FBIEERBTOT I F ORRICDONT T4 ThRWATEE
HIZDWTRL CERR 19 4F 12 A T1 2 7 VT 2B OREBMZR ) JEA3 84 : http://www.mhlw.
‘go jp/bunya/iyakubin/file/dl/File01_0001.pdf) . A 22 4121 2010~2011 =X ATHBNT b,

LRARWET 7 F 2 TRZEFEZDIT S ZENEL <. 1 BARR/NEOBE 2T
gz (TFHBA DTN I T FoBEEE CER 22 ) OBA5E) EE%5H
4 : http://www.mhlw.go.jp/bunya/kenkowkekkaku- kansenshou04/inful vaccine22.html) & L T\
5, ZOXIIRREOH, BREHMN 1 XD RN, =X UEITT 7 F O RERK
NEEIND DA >IN YD F o ONRERABROEBITREREZ2EZET 3 &,
KIB-HIN1-PEDFLU-1 i & O} KIB-HIN1-PEDFLU-2 i BRICB N T, BIRRABRZRET
LHZENHETH oI LI~ EREMMTES, WHO BB ENHFETETH D NEN
ZHWT 5 LITDONTIE, REFREOE AN SRR EMA REEZH WD 2 &, 22D
Bl B3R I N2 MR BR O RO A, EE S D BN BT 5 WHO #
BRARBOREMBEROSELTHIETHRREEZ S,
- PA RS | HEEEADY KIB-HIN1-PEDFLU-1 # 5% & U KIB-HIN1-PEDFLU-2 i%@ﬁ%é}ﬁ
WT WHO R BORERER T2 EREFTT 2 & & 6T, BEAGR IDOWTIhEZE
DEEERMSEEDOREESHEITT 5 2 & T, BURGREREN S WHO #Ef’éﬁﬁEJ\OJ RO
EHIAT S L1300 RSN SR, '

3) REFEEOFMGEIIDONT

KIB-HIN1-PEDFLU-2 i B C/& 5 117z S ZE M AR OO 34T 1T EMA B2 FI W - BRI D
WT, HEFHIIUTOX D ICHBAL 2,

BAE, FEEREMA IV I T F o ORBREEOTMEEL U Tid,. KEER
[E# R (Food and Drug Administration : FDA) QOFFHMAENLA > TNV PT I F 3
fli7i{ % > X (Guidance for Industry : Clinical data needed to support the licensure of seasonal
inactivated influenza vaccines. May 2007) 1278 & 1172 i EE KON EMA FRENE< AL S
TW%, EMA H A % > X OREGHIHIC /N %biﬁizﬂﬂsmm HOD, EMA TII/N> T3y
JAZTINVIHTTF 2 ONRITHT 2 REREOTEICH. 4% EMA B2 W TET
fliddZ&&EL TS (Standard pediatric investigation plan for non-adjuvanted or adjuvanted
pandemic influenza vaccines during a pandemic (EMA/185099/2010)). &7z, EMA i1{ ¥ > X
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1. AiE & 1B S0 loBRF LT HEMNREHSNTS D, KIB-HINI-PEDFLU-2 A
B> 0.25mL HEREVT 54 & 50 4l & 72 L TH D EMA I o IeFHliA ATRE S F R B

' $7 . KIB-HINI-PEDFLU-1 3B 088 RA O #BERIL 50 PUTHE/xh o 720t
KIB-HIN1-PEDFLU-2 3BR D 0.5mL B8 34 flTH D, —HF 30 FIEREEH UL EMA BiEZ
HF L7 —EOFMmE I RE S HIET L7z,

M lT. DIFOLSIcEZ %, HEHOHMITH DL DI, EMA FHET, NEHROE
O RREBRIC BT B S EEHEIC BRI T B Z EIEFTRE &F X %, K72, KIB-HIN1-PEDFLU-2
SRBR |7 ML 0 A5 17 WHO HeHE FI BB (0.25mL $H8 K OF 0.5mL #:78) O HBERAN EMA
ﬁ%ﬁyxkﬁﬁémzdo%%ﬁthfnﬁm&&KDMT\ﬁ%@x%%?é%%ﬁ%
S ERABRTH Y. BRRAROEHIEEOMEN S LARNEEAS (1) FEE
BT DA D BB S BT DWT 2) R S NERRRBRIC BT B3 B OREITD T
%%%IJﬁNfC}ﬂﬁ%ﬁtjmfﬁEMA%@%%“&@%EW%@@%T%%ﬁ\
KIB-HIN1-PEDFLU-2 SERICHAAN SN2 BRFEFR TH > Th, BHRIAEZWHLL TN
@E#%%%ﬁé:&T%%%%&®%@K9wfﬁé&§®ﬂﬁmﬂ%&%ito

. HFIHAEE. A VAT - BREIEEE 2 RE L TS I EN D, FRIGUE
O ERIZED E MBI BRETHH RIS TE, BIEFUAME & L TERRRES
T 5 EE Z DND. —BIC, TV ABRICBIT 2 MEFHBEETRER KT
Al 1 DX 7 I3 V2 BV 2 HURA DZE R 4 524 L (Harrison’s Principal of Internal Medicine
17th ed., p1085, McGraw Hill Professional, New York, 2008) EXNTWS, HEENEERT S
EI PRSI S (AR OFRED LAY 4 520 LRD SN BBREOHT] &
XNTVBZEND. > TIVE I FIA I ADBRERIICE B REROEELEFRE
DRIEIEES N BRE DG L WREND, TNETIC, PRGIERERER EFE T
%%&@%ﬁKDMTM%E@KéhTwﬁwﬁ\6&HQU:9E$T®mEK%LTA.

(HIN1) VRO 3 ¥ (A/Brisbane/59/2007, A/New Caledonia/20/1999 K U} A/Solomon
Islands/3/2006) 0> HI HLAAE 1 : 40 13 FPAIGTAAN 1 : 40 ITHY T 5 & OFEATIRER HWE SN
T3 (MMWR, 58: 521-524, 2009) . 5 S 13HALHRNRZ O ZH BT, HEBERIFLAAE
T# 2 PRIFAE A AERERTIC AT 4 UL ER LEBREORIS (BikR) 221
457 i3, ARUERER O HHUERBIRERD & FIE TR EHE T S8, & % R E DEA
FERDDBEE AT

A5, KIB-HINI-PEDFLU-2 B DS FHEIC D W TI HI fidkl (EMA 1) KO
IR B ED SR AICEHMET 2 58 & L7, ‘

4) HFURmORESEIDONWT

KIB-HIN1-PEDFLU-1 i B % 0} KIB-HIN1-PEDFLU-2 B T, AFITHENS A (HIND)
R, A (H3N2) BB BICHT D HIFUAMHIC OV T, @H O b UARIER
%M U ES R geTIc L 0 iR anTW B hiE (UUF, BRBHE) OREELT
bk O BIRIMERE A V2R (BT, 295 KX fllESae.
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HEEEE. CEE2ERLZBEHICDOWTUTOXSICHEHEL .,

t b O BliRifiEkZE 22 %EIE, WHO O > 7NV ¥BEi~ =2 7)) (WHO Manual
on Animal Influenza Diagnosis and Surveillance (WHO/CDS/CSR/NCS/2002.5)) &Z&EIZ, i
B &z sEEREZzED 2720, | T - - 550 —
HREE X N7 B TH U . KIB-HINI-PEDFLU-1 388 & TN KIB-HIN1-PEDFLU-2 8 & 12
H1 prerdmn oBE v N - - E Nz, b hosE aéﬁt
BEELT S B RO HAHIEAZARE. MURMERL O b MREERICH L THRERE <,

b hRIMERE A WEE AR, M URMERE D D7 HA FiR AHE B TRIDEREBE RS
MEERBIEIND, Liedt> T, RINREKKSOEEITLHERF HA FUFE L D72 x5
7e%, BETO B B H FIAMERE OBRENBEREL O bEL k2 sE2 505
I > 62 e k5 &L 20020l S — X VO HA U7 F 2 2 [
EHEEEOME 223 REITDONWTOMEBRIEICK 5 HI FURMi OB, A (HIND / ER,
A (H3N2) FEEK B BIZHWT, AFMHBEHRE 090841, 0.93409 K& Tr 0.87778 DFEESME
PHERINTVWD, ZOF, HIFiE GMT 1, A (HINLD) VEEITIIEREHE : 61,9, £ik -
754 (BUF. [FIE), A (H3N2) FHEEITIE 130.1. 90.0, BEITIL 105, 512 THO, £
2k % B & HI HiiRii O BIERENEE CHE S N,

MY, EMA BT N URMREZMER U H Fiiffiz d L ICRESN2HDTHSL Z
ENG, BEE S FEERIC MY RMERE AW HIHURMAOFMNEEEEZ 208, 127
WIHUA )V AD HI FiHRIERICER 9 2R IMERICDVT WHO TiL. TEARIIC Y
XFEINEY MRORTH 25, MEORLEKICDWT HFE I EE - (http://www.who.int/csr/
disease/influenza/201002_Recommendation.pdf) | &I Tn 5B T &, B EEEETRIEL
7= HI 5 —E QMBS ZED 5 ND ZEAUERT2ROEREZELTH HLRBRO
BlEEBEEDLLRNI ENS, BEZAVSIEEBETIHOTIIRNEEZ 5,

(20 AP GREFRHE kKOnT

HEHEII WHO HEHE 2 RIEBEROAEFEEICDOVWT, UTOXDIZHBELZ.

WHO #8HER O 2 DOERHBICE L. KIB-HINI-PEDFLU-2 RBOEENMNS (F75
B . FEMEEED 1 DTH S 6 r AU E3BARMBO/MNBITAR 1 [H 0.25mL % 2 [HHFE,
3RELA B 13 AR O/NBICAR 1 [H 0.5mL % 2 EIEEL, T0O%, 21 H+7 ABETO HI
FiMiL, &V FoEETAINAKRIONT, EMARRDD2 &H 1 DEELT &
PHER I N, T, PHFABERD BIFZEINREIN. A O WHO HBEHER TERED
REFEEDHERTER EHBEL,

BEIUTOXIIIEEZL S, AT, KRERE/NZITH T 2EARRBERE TIIHUE
i ERBATATHD, WHO HERREZERETORKED HEBEHENDNT &0
BRI (MERXEIEAORBERUAECBT2ERRRECET 28R 21, &8
REIERZRD.HITHENS WHOHERENCEELETL I LOZULERTTTS
HAYT KIB-HINI-PEDFLU-1 ;B & Uf KIB-HIN1-PEDFLU-2 BN EHm ST Nz, Z ORE,
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KIB-HIN1-PEDFLU-2 #ABROEEREO EEFMEED 1 DTHS WHO H#HEREH

(0.25mL BEREXIT 0.5mL #5) O 2 B HBEBEEO HFUEMBICDOWTIE, 3HETITHLT
EMA £# 252U THD (K72, BETHHIRVH/RTEL2RENREGEIND EEX
535, '

BEREERICE L T R 1ITR L2 K S ICWHO TIRIOBE LT 1RDHERE SN TN LY,
EINIRFT O 13 BARFB/NENOEBREEIL 2 FlE TN TWS Z &5, KIB-HINI-PEDFLU-1
3B} O'KIB-HIN1-PEDFLU-2 SBR T3 W I d 9L L 2 50 & BRF I L 2 mHEE
TNz, T(4) AL - ARIZDNT 2) BEREERICDONT] KHENWTERRT 20, H#E,
KIB-HIN1-PEDFLU-1 i B &% O KIB-HIN1-PEDFLU-2 i1 & H12, 9 iRLA L 13 SBRMmOH
BEBIE SN T WA ERBERIEICB W TR FE AR EDHERERE HA U
Z7F > 05mL % 2 FEHERE L7285 0 3 L 13 BRMO/NE 96 NITHT 20 EFEERD
BEMUEIMHERINTNLZE (K128, S50 HA T F LTI, X DEE
B 3 RELLE 9 BRI /NEICH LT 0.5mL 2 2 [mHE L /=84 ORE R R OB

ZXNTW5 (Buropean Centre for Disease Prevention and Control, Technical report of the
scientific panel on vaccines and immunization. Stockholm, 2007, MMWR Recomm Rep, 58: 1-52,
2009) ZEHEEL. 9L 13 ARMO/NBITHL TS 6 » BLLE 9 K & RIARITH
70 2 B BB ORIEEMEIC D W THR L. 4410 WHO #IRH BADLEEDOZ LD
WTIHMET 22L&, SHIUTOEEIRDWTHREHRICHHAZ RD 2,

1) EBEHNOREREICONT

BEAGRAEMNS WHO #BRHENOEEAEOHEEICHEN, BMENTNZTNERS 4
DOERRE (64 ALLE 1EARmE, 1L L 3 MR, 3@ LE 6 SRR 6 LA L 13 5%
K, £1BH) OREEMEICOWT, HEHFIIUTOIICHHLZ.

KIB-HINI-PEDFLU-2 B D 1 5L E 13 BRSOERE BV TIE, A O 2 [HH 2
%O HI Fikidd 7z < &% EMA #%% 1 HEL, i/ LTH 0, WHO H#3R R 8% 2 [
T2 TPHIRVEIRHTEL2RENRESINDG EEZ D, —FH. BURRHAERER
DOHRBFEIEIICESIE 2N T NS 6 & AN E 1 BARMOEHBETIE. 2 HEREROD
HI Jifffiid A (H3N2) FEHETIZ EMA EEZFH/Z L7724, A (HIND 2009 VA1)V A KRN
B B Tld EMA BEER T2 S /2o 7z, FRFUEBIREIZDOWTIE, WINoOKkd 1| BIH#EE
L0 2 AEREETEEEZRLEZ (RI).
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£9 EBHERO HIFUEME (EMAEEE) ROFHGiEREERR (KIB-HINI-PEDFLU-2 i{B. FAS)
Fith P A (HINI) 2009 A (H3N2) & B &

BER ’ Bi% (%) | [swcn | Bk (%) | [ps%cn | HE (%) | [95%CI]

- PGz | 0 (0.0) [0.0, 11.6] 1 (33) [0.1,17.2] 0 (0.0) [0.0, 11.9]

1EE S GMT 2L 0.98 [0.93,1.02], 1.45 [1.08,1.93] 0.95 [0.90, 1.02]

6 > ALLE | BHEE FiEREE | 0 0.0) [0.0,11.6] | 1 (3.3) [0.1,17.21 | 0 (0.0) [0.0, 11.6]
15k% FRIYUA B E 1 (3.3) [0.1,17.2] 2 (6.7) [0.8,22.1] 0 (0.0) [0.0, 11.6]
yikBEmER | 3 (10.0) [2.1,26.5] (40.0) | [227,594] | 1 (3.3) [0.1,17.2]

N=30 |2mE mgﬁﬁ GMT %k 1.87 [1.45,2.40] | 12.47,4.92] 132 | [1.06,1.64]
B VikREE | 3 (10.0) [2.1,26.5] [283,6571 | 1 (3.3) [0.1,17:2]

TR B iR 13 (43.3) | [25.5, 62.6] [37.4,745] | 2 (6.7) [0.8,22.1]

- JikBiEmE | 6 (25.0) [9.8,46.7] [22.1,63.4] | 5 (20.8) [7.1,42.2]

LB | et GMT &b 2.38 [1.13,5.01] | [2.71,5.90] 2.38 [1.52,3.72]

1E L | BER FARREE | 6 (25.0) [9.8, 46.7] [22.1,63.4] | 5 (20.8) [7.1,42.2]
IRKRW PRI B iR R [22.1,63.4] [25.6,67.2] [9.8, 46.7]
hAEBEE [32.8, 74.4] [32.8,74.4]

N=24 |\ @HE ﬁlﬁgﬂﬁ GMT 2k [4.00, 8.00]
R FUEGREZE | 11 (45.8) [25.6,67.2] | 13 (54.2) [32.8,74.4] | 13 (54.2) [32.8,74.4]

A BRE 20 (83.3) | [62.6,95.3] | 21 (87.5) [67.6,97.3] | 18 (75.0) [53.3,90.2]

o ifBEE [52.8,91.8] [52.8,91.8]

VEH | g 3 [3.10, 18.09] [4.71,14.51]

IEpLL | BEE HihEER | [63.7,97.0] [58.1, 94.6]
6 R dRyiABEE | 19 (90.5) 18 (857) | [63.7,97.0] | 17 (81.0) | [58.1,94.6]
[52.8,91.8] [52.8,91.8]
N=21 |,@m§g ﬁlgéﬁ [4.19,12.53]
EE3 FiRER [58.1, 94.6]

LR B iR 19 (90.5) [69.6,98.8] | 19 (90.5) 18 (85.7) [63.7,97.0]

[26.6,78.7] [26.6,78.7]
1EB ﬁgiﬁﬁ 221,18.23 [2.68,13.73] [3.27,13.54]

6l b | Bl Fik A : 9 (60.0) [32.3,83.7] [59.5,98.3] | 9 (60.0) [32.3,83.7]
13 R TR BERE 13 (86.7) | [59.5,98.3] | 11 (73.3) [44.9,9221 | 9 (60.0) [32.3,83.7]
VikhinE [44.9,92.2] [21.3,73.4]

N=15 |2@H ﬁggﬁ GMT Z{k& [2.92,11.47]
BT FiRREZER | 10 (66.7) | [38.4,88.2] [68.1,99.8] | 8 (53.3) [26.6,78.7]
RRhEBERE 14 (933) | [68.1,99.8] | 12 (80.0) [51.9,95.71 | 10 (66.7) [38.4,88.2]

EMA ZE¥ICHEAOEBEIIMEENT ik (B)) TRUE.

6 ALLE 1 EARED A (HIN1) 2009 -1 )V AU B BIZx9 2 HI HifffinY EMA %

BT E 9, A (H3N2) HFHE AN KT 5 HI Hif iz
HEHFIZUL TOLSIcEE L,

HARTEWERZRLEZZ EI2DNT,

KIB-HIN1-PEDFLU-2 iERICBIT S 6 » ALL L 1 RimO#EREF 30 AlIXDWT, UUF
ERETELTEALNS HA YU F
> ROVA(HIND) 2009 7 7 F > QRN A > 7V L FREBEIIRD S zho 7z,

X7z, UOFUEBEROTAMED ERICEEE RIZTMOER & U THRAERAOHEA D
ZZ25N50D. 6 FlOMBBBERAERFIC DOV THOWEERE L L7720, FiifkMm LRI
EEEZRITHEAIRD Sah o7z (13) BRERAOERNT 7 F > ORZEREICE
ZBFETOWT] BH). £/, A (HIND) 2009 771 )b ZO/MRIC T 2 BBEET DU
T. A (HIN1) VERD A (H3N2) HFHEREHARTENWEMZRT & OMEITERE R TIX

CERROFMME LB ICREERIIITHREDDH S
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HRTET, AFD A (HIN1) 2009 71 )VAIZHT 2 HI FilkMhdt A (H3N2) FEsHi - b
NTEEZRL, EMA BHEZG/2 S 20 > FERICOWTIEARHTH S, —F. BRITD
WTIE, ERXEEANT IV F L eBB L BRI NI F O BERO B B
XY % HI PUAMED EFAY A BICHANTEWERICH 2 & OBERO®SE CER 19 FEEEH
BESREE. SRR 20 FEEMARIIIREE. J Infect Dis, 194: 1032-1039, 2006, Pediatr Infect Dis J,
29: 105-110, 2010) 4350, BEEIZHETIZZNHDOO, AHAICEEOBEKTIIRNEER
2. ¥7z. WEHBRTIZS DA, B BN HIFHME 1 : 40 RGTH > T bREHHEIS AT
HDEDWESH IINTWD (J Infect Dis, 194: 1032-1039, 2006) . ,

PAEMRS, 67 AL 1 SRARMOEBBICBNT, A (HIND 2009 - )L AKINB #iC
K95 HI Hiilid4F 2 [/ BHEEZICB N TH EMA #2572 3 /20 - 7208 A(HIND)
2009 71 VA KU B BUZHY % HI Hifk GMT KON FIHTE GMT 1345 2 B4 T3
S ERERL (10). WENOKIIDWT bRERSIIED 5N TS, —RIZ. 0
B HA JUERLRLDSEWIEE, o T IIVT P REHHEEE SN T2 (Vaccines 5th ed.,
p272, Saunders, Philadelphia, 2008) & XN TH D, HELFHBBITB W THAHF 2 EHEEICK
D A (HIN1) 2009 7 VAR B BIZE 51 2 7))V T FREROFREFHHRIIHET
EHEEZR.

ﬁu)6&Hﬂtlﬁ*ﬁ(NﬁmQHH%@%&U*W%@%@GMT&UGMTEM%
(KIB-HIN1-PEDFLU-2 5B, FAS)

higHER GMT - B¥REE | GMTZ{L=E [95%CI]

HEAEA 5.12 113 | - -

HI Hiék 1 B EEER 5.00 1.00 0.98 [0.93,1.02]

‘A (HIND) 2009 2 EEEEER 9.55 1.97 1.87 [1.45,2.40]
AR 5.88 1.48 - .

b IE RN i 1 EEEER 6.02 1.61 1.02  [1.08,1.93]

2 B R 25.02 - 232 429 [2.47,4.92]
(23 8.12 1.13 - -

HI Fi Al | B EEES - 1176 1.00 1.45 [1.08,1.93]

A (H3N2) 2 B EHEEER 28.28 1.97 348 [2.47,4.92]
EER B 5.61 1.48 - -

RN i 1 B HEER 7.76 . 1.61 1.38 [1.05,1.83]

2 [F EHEER 35.64 2.32 6.35 [3.95,10.22]
R , 5.24 1.79 - -

HI Fiikfh LB EHEER 5.00 1.71 0.95 [0.90, 1.02]

B 2 EBEEER 6.91 211 1.32 [1.06,1.64]
BN 5.36 1.38 - -

b SR N | B E#EER 5.36 2.00 1.00 [0.90,1.12]

2 B EH MR 8.12 3.53 1.52 [1.18, 1.95]

B, FOXSIKEZS. WHOHBRBI LIS 5122 DOEREEY T/ ) —7
EUTRA L 4 DOFBRBIZONWTOREFHEC D NTRALZFER (RIZH). 15
PLE 13 mARMOFERBICBNWTIE, AF 2 BIB#EE# TIX A 8 2 RO B B3 2 HI
FURBIZDNT, Az & 1 THEL LD EMA B2/~ 92 AR T =, BHbEE
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BERIZOWT S HI FiRBiIRR E FREIL D EWEERLTBD . A% WHO H#HEH &
2 EHEBIC KD RETFHIEVRF TELRENREINL EEZ 5,

6 AULE 1 BARMOEBBITONWTIE, AKI2 BEFETSILICXD, A (H3N2) FiE
ENZHS S HI FiAilE EMA B 250725 2 R SN, THIFUERER S HI ik
REFBETHO. 1L 13 Bk E FRICTE THENIE T 2 GBS g0 EE
AREEZZBND. —F, A (HIN1) 2009 V1)V AKB BIZEL Tid. &% 2 FIAEE
# T3 1 EEHEERICIE AT HIFURME X PR O L FI3HRATE2(E1058),
HI HiRfli O EH OREIMK< EMA EEIHALZ L TWRWI EME, REBEIC XL 4%
FEE O/NRITH T 2 PHRITE T L dulfetEniE 2 5 5,

B BT DT, EMA HHEZ 7 S iaiho7eih, 9 7 A5 3 ETOMRIC HA 72
F05mL 28U TH B BITHT 2 TR RD 53T (Lancet Infect Dis, 11: 23-29,
2011), F7z. HAUZF UERERO B BT 551 LA OB EIL, WED A 2 HA 1
HegB LB LB L TRWEDEROME (J Infect Dis, 197: 1448-1454, 2008,
Pediatrics, 118: 579-585, 2006, Pediatrics, 118: 570-578, 2006, Vaccine, 25: 7656-7663, 2007) 7%
Hb, INLOWMEEHEZD L. AFERERIC, EMA BE¥ZmZ2TIF ST, B BTk
T ARG LRSS NN L E VD EBRNE AL BEXENS. THUTHL
T A (HIN1) 2009 71 I)VAIZHT DHUEMAD ERMEFERENT TR TR THD EDESR
13, B R TEMO HA 77 F U ICH RO 55 —RBER TR0, ENLEENE
FIRGEBR Y > 7 —12 Xk D 2006/07~2010/11 > —X > DBEBIA > TV HFI1 IV 25
BE - MHBEHR (FMEMEDRBER : 2001 £ 6 A 8 HERK.
https://hasseidoko.mhlw.go.jp/Byogentai/Pdf/data2j.pdf) 12 KIUL, 78 - TN S R
HROBEOEGII — A BICER 1 - X ORBIC L D EFNH 0. 3MHMI 7 F > ThH
BAFIERERIT, A (HIND) 2009 71 )V AR B BICHT 2 REFEN+D TN &
HEGS TAFBEEOBKNERENTNEETREVWHEWEEZ S, MAT, FikMLR
DEENTH TRV ENSTFHHRDEN L2 HEEES 2 DO, AF 2 AR
FEIZKD A (HIND 2009 U )V A RO B BIZx UTHHAEEFEIRDOSNTED (&
1028, 6 » BUL 1 BARBOFERBICARRENERLZBEET IHKNEREZEIETE
FTHETIWEESRNWEEZ 5,

U, BT, RASCELRIZBWTA (HIND) 2009 71 VAR B BIZDWTIE, 4
B TEE D 1 )V ABRBI O HI RO RITUA IR RS Z L. 6 » AL 1 EARBIII NS
DRIZH T 2FIE TRV HE TE D HUAM O EENE SN WA ek 2, EREEH
NTHIERIERT DN ENDH D EEZ D, FBEIX. 6 » AL 1 EERBO/NRITBN
T, UUFUREENS 3 B 2 BICDWT EMA BREE - & o7 2 & IcBI LT
DT 7 F 2 BERERVERFMOBEEEZS5ND I END, EMA A4 ¥ A THRET
% 50 Bl LD M ZERIE O/NRBER R E U RGERFRERRBRE ER L, RS
RIDBENDSEEZD (1(5) BUERZEREZFIIONT 2) BLERTHRERAR &
B/ 28,
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2) BIARAERE WHO HBRHEROREREDHRIZDONT

FEEHE L BEARR A RN S WHO HEABENOHEBLEOZLEII DV TUTOX DIZH
BAL 7=, :

RS ICXDE@RMZE CER 19 FERRREE) WOITHE 5 ICK2EKRMIE Gk
20 FEMAYERE FE RO 20 FEMAUREENE CFHMICHET L2% 3 RBEAT S
FURREMER, T T L 1EE 0 107-108,2009, EAF. % 13 HTU 7 T UERER)
DONTNOHEFIZBNTH, HI FUMEOFTMEEE Z AWz RN 5, 1 R EDO/NRIZD
WTIHL, BERZRHE S WHO #R A B TRERFICKRELENIIRVDL, 1 ERBEIIHN
TEHBRRARICHAT WHO #EABHEROREREDE 22 @EAIVRENTNDS

(% 11, 12), ¥7z. KIB-HINI-PEDFLU-2 i T/ 5417z 6 - A BAL 3 R & O 3 ik EA
13 ERMBOEFEGEICHITS WHO #BEHE 2 RIEERERO A BIZXT 5 HI HiikGix
R (FT18R) &2, R P TORINDER 20 FEHAIBEE TERSI NS WHO HEEA
B2 mEEEEO H RGBSR SR THHNFASEU LORETH V. A% WHO HREH
B2 67 AL BEERBO/NBCHERET 2 2L T, BRRARICHIRTI DEWREINE
NHEFETEDEE2 5, ‘

#£11 BAZREREE WHOHEAROD A (HIN1D) VEEOGERERER (BR 19 FEERAEHES)

FHE HikBEER Y Fik (%) AR REE S flE (%)
BARHER" WHO HEERE - . BARER® WHO #2H & °
1 FERi 37/64 (57.8) 44/61 (72.1) 24/64 (37.5) 37/61 (60.7)
1 DAL 2 R 50/65 (76.9) 56/72 (77.8) 38/65 (58.5) 56/72 (77.8)
2 LA 3 BRI 59/64 (92.2) 57/69 (82.6) 57/64 (89.1) 64/69 (92.8)
3L 4 RS 54/66 (81.8) 57/65 (87.7) 56/66 (84.8) 64/65 (98.5)

a) M—XTA HIND) VERPZ2—-AL FZ7HRTEBLE /2 LICEFH L THINI RO HHLEMICONT
mani,

b) © 2005~2006 > — R OBLARABREZERE L ZEXRAETRE. BELEHA U F 2 OEELIITH,

¢ 2006~2007 > — X > O— R EEANRKAMENFHASEHA UV F 0O WHO #EH B2 B L /2R,

d) 2 EEHEERO HFIEENEENICHANT4HEUEERE L ZBBRERROZTOEE. TR 19 FEERNREET
i MREE] L.

e TRk 19 EEEMIRES T, IERE] &R,

#£12 BREREE WHOHRRED A (HIN1) VEMOFUERERE © CER 20 FEMAERER) _
IgcmE B BEYIFUEEDR | FR20EERRERES |
ERE BLAGRRE" , wrxojﬁ&%%"

Fi% (%) B (%)
1 R 2/10 (20.0) 6/9 (66.7)
1 5% 19/34 (55.9) 32/52 (61.5) 60/101 (59.4)
2 5% 26/39 (66.7) 22/40 (55.0)
3L b ~6 B 66/108 (61.1) 41/58 (70.7)
6 Bl E~8 5% 9/15 (60.0) 1526 (57.7) 64/96 (66.7)
9 BELL b ~13 R 2/4 (50.0) 8/12 (66.7)

a)  1999~2005 DEI— A VCEEARRAEL BE L L EEHERE. BELLHA U F 2 OEETIIRH,
b)  2007~2008 3 — X — M EEARKBEDFHRSBHA T 7 F >0 WHO HRR RS BB L 2 1.
) HERTHIFAEML: 0T T2EEHEER 1 0L LR LUEBBRERRTZORE

Hé#E13. KIB-HIN1-PEDFLU-1 #&5% &% O\ KIB-HIN1-PEDFLU-2 i BR13 & H 12+ e B
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BOMRVRETH o7z (1(1) FHMEERHIH T 2HEBOEEFEICDONT 2) BH SN
BRERICBIT D HBBEOREICDODNT) 2l L3 EREHEMFETIN. BRAAE
N5 WHO #HREHEBENOEEAEBHEBLEE L Z2REREANOEEIDVWTRINT 520
i, AR THENEA—HBNCTHE T 2H0END o7z sELX D, BRixsEH, Rz
WTERSNZRRTIHRT YA N REDAEEEICINZ, 1IN UIF 0
CBBREBROBETIE. A0S T 7 F U EERDEBENCHBRE DY 7 F B #
HENPKE BRIEOMEEDEZ SN, B5NREEBMICHHETS 2 S3mEET
HBHEEZD, ULledio T, ZFOEARAEN S WHO #REREANOHELFEOZ Y EN
RSN ETHERALIIRRBEN HA U F 2B WZERPZE®RE (& 11, 12) 3.
SEBFRITEBEDEEZDD, WITNOMENET LS WHO HEAEIIEARZHELD B
EIERMENSE DR ZRR L TH 0, BIAEHAEN S WHO #EHBANOHELENHA
ANZBNWTHHRYTHS ZEDOHRAZHTT DERTHLEEZ2 D, £z, ERNERCS
2R AEITT O RAERICE DOV TRESINZDO TRV &icmiz (ML
X35 ROREROSNENCB T FEARNEICET2EE) 28), 17T ¥Us
F 2 ORZEFEEOFMELE L LU THAKITHNSITNS EMA U2 K D AF WHO HEsE
REERICBIT S REREZFMEL/ZHER (7, XIZ2R)., FEMEHED 1 DTH3
WHO #£52 F 271 0 2 [B] B #5850 HIFUA ML 3 & T U TEMA R 2= L= 2 &
IBIC 4 DOERBICT TN —TLIZEED 1 BHUEICDWTIE 3 HETIEDOWT
EMA FEEZ 2 U, AF 2 BHERERICTHIIRNRGL 5 2% ENRS INzEEZON
eZEms (M) FHBHOREREICDOWT] 21). 1EUEIIDWTIE, WHO HE3EH
BENEARAOBEEABREEET2ERIIHD LMWLz, —F. 6 » AL L 1 BREIZDWN
T, AANCEEND 3 DO/DD B A (HIN2) FEHMIOWTIETHEZEFEL >3
HREFREIREGEINTVWS, LML, O 2 RIS 2 FHIRIT 0 &3S R 720 aThE
HE2FOHOO, 2 BEEEEZEO H KOFHFERMEIIOWTIE EENRBO SNTNWS, £
7o BEERBICARMARAEZERE L ZREIIRI N T WD, BEAGEA £ (0.1mL)
KDEL OHREEZERET 2 WHO #HEHRE (025ml) KDOWTI, BEREREL D RE
INEMETFT 2 E13E 2L <. AFO WHO #BEREOLZ &b BRIEEEZI NS Z
Ens (T3) BeMiconT 3) BARAENS WHO f#RAEBANOEHEICE S el b
DOEEIZDOWT) ), AFOHEBELERICETZVRAY - Rx 74y FEHEL. 6 # A
E1EREOZDO TERZBHENS WHOHRABNOHEBEE T2 O BRIIH 2 L ¥
- W L7, '

3) BESEBAOERANTIF U OREREICSZ BFEIIONT
fREVEEAIC DWW TIE, KIB-HIN1-PEDFLU-2 i % & O) KIB-HIN1-PEDFLU-1 i B EHTH T
IRICERICDOWTOREIZINT, EMSUIRES OB THER Sz, 728, FFIX
1T A (HIN1) 2009 727 F > H#EZORBRO T EICHE S NZHI3538D 5 /o /2,
WL, MBAMEBRAOFEANY T O HEBROVAMO LR ZBEI 5 & 0#RE
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(Lancet, 374: 1339-1350, 2009) 735 Z &5, MBRE T ICHRRGER R 2 48 I 728
B OFRMEC O WTHAERD .,

HEHFIILTOXDITEE L.

KIB-HIN1-PEDFLU-2 75k i ] i D A 2L A O 5 41113 14/90 41 (6 # A LA L 3 R
1041, 3ECAE 13 R 46, FEREAIEZAT N T/ 7)) T ERAANCBITS
AFK) 2 BIHEEE O HI FiRRERIZ. A (HIN1) 2009 71 )V A, A (H3N2) HFHHKL OB
BIDNEIZ, 6 7 ALLE 3 ERMT 30%. 40%. 40%. 3 mELAL 13 KW T 100%. 100%,
75% T, &X DEHBRAICHBT 54 2 BIEERERO HIFUERER (K78R) K&
7sFH#EII72 <. F/z. KIB-HINI1-PEDFLU-1 #{BA T% 4/80 il TSR A (&2f 7 h7 2
J7xY) BMERINN, FRRIERFA THAMMEWERIZRD sz ho 7z, Bk
N, BEFOMERF EAFERAFTRERECKERBNVWTIRVWEEZ S, B, B2t
IZDWWT, KIB-HINI-PEDFLU-2 slBR OfFERSRAIE R G THRIA L 12 B0/ EERIT,
BIRER, WHELK, L5EORE. LT, KIB-HINI-PEDFLU-1 B &1 > 7 )V T,
R, HE LREORESHTH o, ‘

b, MREMBURB R I BON D Ts < FATREHMEAYR TN SR W Z TR WAY, fREEE
AERIC XS FURMEOK FEMIZRFICRD 5T, BEECDONTHREOMEILRD 5
NixnZ &ns, B TIIMAEBROMER ICRCHIBEZMA 20BBIIBRNWEEZ 5,

LA BN, #7128 U7z KIB-HINI-PEDFLU-2 iR DFER L 0. AFID WHO HESER & 2
B B %O HI Fif M. WHO #ERM BRI OFERE (6 » ALLE 3 RARMEN 3 %Lk
13 AR O/NBITHBNT, EMA EEEZ /29 2 ERER 3. FRFURBERE S HI #i
KRBEEEFAEETH oz, LOLRNS, BARAEBERIIBIT 2 EREMENED
BRMENTWDS 6 » AU E 1 BARFEOEREICDOWTIE WHO #HEHR 2 FHEEED
EMA H¥E 272 TREREDHERINZDIZ A (H3N2) BOATH -7, '

BRI, RoNAHREEICI 2FMMOLDRAELS 500 FHFUEMO LFBED T
RERNZEME L. 1 B LE 13 BARMONBIIH U TAAF O WHO HRFEEZEETL &
L0, BETHHRDHFTE 2 RENREIND LHW L, —F. 6 » ALLE 17RRE
DRI, FEEERDEOH & B THREMILH 200, AHK 2 MBI 5 HI RO FIHiTE
D ERIRDENTH D, BERFBRICHEFRECZHERT5HBREERT S L a2l
12 (1(5) BUBRFHAEFITONT 2) BLIERFRERHAR 28) . BURZEAEN S WHO
HRABANCWEBLETFT 5 EOHKRNERIIH D L HET L. Sl OBHE O D
T, BB EERE X TEEIITHIB L 720,

(3  ZEHRDONWT
1) FEHEBHOREEIIDONT
FEEN OZEMEITDONT, HFEHEIIUTOXDICHAL .
KIB-HIN1-PEDFLU-2 BB BT 2 EBEH OB EER L VRIR SRBEIIE 13 D& B
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DTHU. EEHUORIKGHIREN 6 mUL 13 BARM CHOERB L TOREMN -2
bOORKETNEFEERKOEIRNIFRD 51200 7. BUKGRARN 5 WHO HEA R
ANOEFEILE ST, HHEARN 25 B EAREHMEBESNIERETHS 6 » ALE 1 AW
TRESHOBKBIIRD 5NT, FEICHEINS 3 B L 6 BRETIREEEORIK
PRV 3 B (NEM, FEEL - BIF. T OEEE - REER GEGIHEE Tl BCG #EEDMEE) -
FEEL - FERURL - ABRIGE) Td o7z, KIB-HINI-PEDFLU-1 iR O YU ZEME TIE. 25
DRIFISE 6 » BLAE 1 BRI T 1 4 (FEEY . 3 LA L 6 AR T 3 4 (WHO [FIFFEE 2
Bl (GEE-RERE. HFIRA). WHO BHME 1 4 (RE-FB)) Thoiz.

£ 13 EBRENOFEFEERVBIRGOREFEE (KIB-HINI-PEDFLU-2 R, ZLEMEEH)

o AT BEEER B RS

FHE FRRMAL i s % R %
Ev: 83 922 44 48.9
o BERM RS 50 38 422 37 41.1
EHUHRE 79 87.8 14 15.6
55 FEH 14 15.6 8 8.9
. 2% ) 29 96.7 10 333
. N B RIE 10 333 10 333
67y RBEIRAS 2 el 30 27 90.0 0 0.0
SHEREEH 4 133 0 0.0
24 : 22 91.7 12 50.0
. N B AL R 8 333 8 333
1AELE 3 A 2HERS 24 21 87.5 5 20.8
5B FEH 4 - 167 3 12.5
2% 21 100.0 12 57.1
N N BETML RIS 11 52.4 10 47.6
3 RRELL 6 B 2HERIG 2 20 952 3 14.3
5 b 3 14.3 2 9.5
2 , 11 73.3 10 66.7
\ N BETARS 9 60.0 9 60.0
6 WELLE 13 AW 25K 15 11 733 6 40.0
5 b FEH 3 20.0 3 20.0

BEREMEBIEOKREN 6 » AUL 1 BARMED 3 UL 6 MR T, BICREOREER
FRBERZNIHD BEREORENRSI NS, FEITDOWTIE, KIB-HINI-PEDFLU-2
HED 6 7 ALLE 1 BARETIE 430 6] (13.3%) T3ROS N-0BIFIG E SN/ EANT
<, 3EPLE 6 RERmTIX 321 # (14.3%. 3BIDBREIKIS 2 6l) ICFRD 5N=08, BB
&fk% EBLT Grade 3 M EOFBR OBMERBEOHFIERIIZRD SN ao 2. Eiz,
KIB-HIN1-PEDFLU-1 #&BRIZ BT Grade 3 LA EDFEDY 5/80 #1] (6.25%. 6 » ALLE3
A, 2 F (WHO [FFFEE, WHO BB 141 S BEIKIE 1 fl (WHO BAMEE) , 3 LA
b 13 R 3 4 (WHO BUMEE) 5 BRIKISE SNERRL) ICED 5N, Bk
BOUFIEFNIRD SN2 o7z, FAFORIKISEE L THRBIRET 20, BEREHFET
ELHETHDEELD, |

PENS, 6 7 AU E1BARBERIBIUL 6 BRI OVWTDH, BEITREFEELK
VDEIFISIERDENT. WITNOERBICBVNTHREITRNEFEELLVBIRGIIERD
SNRMNo e ENS, RAOLEEEICHEEIT T NWEEZ 5,
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- %813, KIB-HINI-PEDFLU-2 {8}t (' KIB-HIN1-PEDFLU-1 il R THER S N B EER
PEIFISE. A CE LSRR B 5 A F OB RT A REER 02 2 BRSO B HERE I
BUTHREDSNTWAEETHY (13) BARARD 5 WHO HRAEANOEEIHIZ
LM EOMEICDNWT)] 2H). A%Z2 WHO #HEBEHBTHERTLIROREEIIDONT, 25
BORMABBBCRI2ERELED THRBBSINABRIIGIN TWRNEEZ 5,
ELU. BRREAENSERIND 4 DOFBBTNTNUCB N THRERNR SN TN
5ZE05, EARBREICBN TS SRIBRIENLETHLEER S,

BB, RBOBEEOTRICO VT, MREUHRIOME RN EEE RE L Thk T
ETERWA, BEINK 2 DOBRKRRICBT 2 MBESEAME RO HIT 2 RADHE
MOBEEIBRARLREHTH oI &5, BERFERICBW THRAFISEFEEA T
THIE, B ERE 2B E 2 5 WHEEIIEN S A 5N 5, |

2) HEREEREFOREZMIIONVT
| BEREREFICNTAERFOLZEEITDONT, HEFIIUTOLIIZHAL 2.

- KIB-HIN1-PEDFLU-2 i } CN KIB-HIN1-PEDFLU-1 i BRICHA AN 5 N2 B SCEITH
FEINTNLIBBEEFEEZIL. G5t 170 1R 30 fITHo7z. ZDIE, NEBREDRKITX
WBEHERDICHT BT LIF—0BZTN0H5HF] 1 8 FIT. MREEBROY LILF
— IR D 5NN Te. T, T[RUEXmMESTRBEEZET &) 13 9 T,
KIB-HINI-PEDFLU-1 i (WHO Bifithf 0.5mL : JEEE. | [WE#EE% 3 HICHE, i
14 B, #IRE#E) KO KIB-HINI-PEDFLU-2 i{Bk (0.25mL #7& : JEEE, 1 RIEEERZ
6 BICHH, Fikt 16 HM. &REE) Znei 161, &5 2 flICmELRED 51208, »We
NHAFEORRERIIEE SNz,

KIB-HIN1-PEDFLU-2 BRI AAIN 5 N/ R EFEH 17 #1 (0.25mL #75E 8 4. 0.5mL
BEIH) 055, 2RUKIEOFEEESRIT 0.25mL 5 7/8 #l (87.5%). 0.5mL #7& 9/9
#l (100.0%). BIREIZ 0.25mL SR TIIRDH 5319, 0.5mL #FE 5/9 # (55.6%, E&FIE
THE) T, L<0FHEH, BRE. 2K, BR THoA, Grade3 DL ELOFEZRIIFDHN
iminolz. Fio, BEEEEFICEY L RWERE (BT, EZXYE) TlE. 25%0F
ST 0.25mL BAET 41/46 ] (89.1%) . 0.5mL 458 22/27 #il (81.5%). B AsiE 0.25mL
HEFET 5/46 ] (10.9%). 0.5mL #57# 4/27 1 (14.8%) THo7z. 0.5mL HEEOEBETE
FH CHBIRSHEBENCP R WEANRD 57208 BRNICHES 25 X D RBERIT:
Mol &ML 7z,

A U < KIB-HIN1-PEDFLU-1 3BRICHL I A 5 1 72 SR ETE B 13451 (0.25mL 58 7 4,
CoSmLEERE6H) D55, EEMRBOFEERIL, £ T 7/13 4] (53.8% ; 0.25mL H&
3/7-41 (42.9%) . 0.5mL 55 4/6 1 (66.7%)) . EH RIS DEISRIE, 24T 3/13 £ (23.1% ;
0.25mL 578 2/7 $1 (28.6 %6 , F& 2Rk, FEELAS 1 fl Bn i ld & T EI4E) . 0.5mL £5%8E 1/6 41 (16.7%
BER-FE  RRIILETHE)) Tholk. Tz, ESUEFOLEMOEEEHIL 33/67 4
(493%). FUC<EIRBE 8/67 1 (11.9%) THO, FICEUFE CTHEERKURIRINTE
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BRENEZICE < B52HEMAMIBDENT. BOONLEEERD, BREHA UV F fEH
FFICRROOLNTWLERTHD, BKRMICHBES 22 X2 RERIIRFICRD SN o7z,
EORREID. HFERL BRERBEFHFOLEEHIIDNT, FHl-hEERESON T2
BUAMBETNWEEZEZ B EFHALR,

BB, BEEOBHE THEL. ARMBREOAZVWERBOBBEREH LD TR
BMEER D XD B EELRRVEIRINIRD 51T, RGRACIEH 22 RREONnE
E7RNnEE Z 578, KIB-HIN1-PEDFLU-1 58k & O KIB-HIN1-PEDFLU-2 Bk & & 1T B
BNRSN, SHREBEEEFORBRERIIREEINSGZE0SG., ERHREREOH T
BERETREENOERANONITZ 2 EREZIEL, BEECHERT LI ENBETH D
LEZD, ‘

3) BERFRAENS WHO #EABNOERIHES> L2 LOREIZDONT
HEEHIL, DLUFO 3 m2315 T WHO #BREOREMHICDOWTHBA L.,

) ARIZEREASNTH S 40 EROEREENS 0. BERBHBORSMIZELT
BRRES KD BRAVRI N2 2 &1d7a<, BEMIIHILL TWb EEZ 5, 2007 FE~
2009 FFE X TOAKDEER HA 77 T PRIKGHER (EERBIEREFARS) 13
IR 33,740,711 R—X (0.5mL/ R— X, /NEOHBEEROHEIIART) THL
13 B 155 R THD. ZDODB 13 HBARMO/NRIE 31 6 43 (REBIEEMNEBEZ 4
t, TFI4TF—avy 2 TFI4TFI—RKE T F T4 TF IR
iy s FIOUNV—EREE - S a v & 1 fif) Thorz, £z, 2009 EEICHRE SN
TZHAGD A (HIN1) 2009 77 F>TH5 ABATNVIT Y HATZF > HIND T
W RUOET U PREATHS AR TV HA U7 F 2 HIND [SHEHF U
VKRBT ARG ERIT. HAE 3,889,266 R— X/ L 324534, 2035
BBEARmO/NZI3IFI 3 GEC 18P 2ED) Thol.

i) ERNT—REEEARKBEYHIRESO HA U7 F > % WHO #BERETHWT, /h
VEIZ 2 [BIEEFE U 72 BRIRRASE (SRR 20 FEMATIRES) TBWT, AFOBAZRE
TROLNTWDSEIRETHS | HEEBRORATRKG (R, Bk, @i &8 -
38.0CLL LTS 2D FRB ORBBEIITNTIL 3 AR T 18/127 41 (14.2%) +
17126 fl (0.8%) - 8/127 #i (6.3%). 3 %KLL LT 50/158 #il (31.6%) - 3/157 #il (1.9%) -
2/158 ) (1.3%). 2 EIEERERZ O 3 AWM T 11/127 61 (8.7%) - 6/128 #il (4.7%) -« 5/128
Bl (3.9%). 3 RLAET 46/155 il (29.7%) - 1/155 il (0.6%) - 2/156 il (1.3%) TH
D, BARAZCHETL2EHRELBEL TRERETRD SN BN 0 /ZEINTNDS,

i) WA FERERETIE, A >IN T HT 7 F I WHO #RRENEL Ansi
CTBO, UITFUEEBEROREEBRICFEOMEIIZVWI ERINTVS

(European Centre for Disease Prevention and Control, Technical report of the scientific panel

POIEBKR. URUITF US4 AR DRERE TOME LK DN T ORET. FEEEIThNZM, B
HEORER, FHEMREH T o LERBESRETE T, A RIS,
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on vaccines and immunisation. Stockholm, 2007) .

DL BN, AFIO WHO #BA BEEOR &I R A BEEO LM & Ak & RS
NERAEETH D EHAL T,

BRI, UTOLOKEZD, ARTHNIRA—RBERNTH S NZREN S, BEIRRA
ENS WHO HEAENOEEABHELBICI > THLRENENRELLES RN LD
HALETHD, INETRESNTWIAROENBAZAETORZ2EERE. B
HA 727 F >0 WHO #BERBICHET 2% ERE bo T, AFOBARAELE WHO #
BREBOREUDNFHETH 2 EOHBEEFEOHEMIH ETHROEHZ TRNDHDEEZ 5,
ULinLiants, BECOAE > THERASNZAFOBRZEARETOREEIIMIEINTNS
LEZON, BEHEOER, BERBRAVCEEREEFEOENEEETLE, 5LTD
WCIEBRRIZH 2500, I HA 77 F > O WHO #RRAEDLZEEITDOWNTREZMEIX
ERMENTHHT. &5, KIB-HINI-PEDFLU-2 # Bk & O) KIB-HIN1-PEDFLU-1 BRI B
WTBERINZEEESR - BIFUNIE. B XELITREHRO D 5 AH OBLAR A E5ER O
TEMEBRY., NEOREEFRDHBEINTNIEHB SN HEREFITBVWTHRD S
NTVLEETHY, REHECEEEIDWTHRICMELRDIOIBAEES - FIK
IEHEICED 5N TR,

PLENSHREMIZEZ T, WHO #RARIIERKRAZCFRKICAETRETH S EEZD
., BEARAENS WHO #BEAENOEEIIAREZEZ 515,

ML, DL EOReMcET 2R ERE 2T, WHO A RIZAEANNECBNTE
AKURETH Y., BUKRAEN S WHO #HEAENDOERIIFREEZEA S, ZL, AHOE
KRR TE SN2 L BRIIERNH 0. EHRIC, BRERERECI IV Y
BBREVEFELONT YA BEFICHEBINIGEDHREIND Z &S EHAKRERE

WL 2ZEMOMRAPVELEZ S, BEOHBOZLEIIDONWTIE, EMHEEREA
THREITHIB Lz,

(4  HE-BEROWT

B XN - AR, BERBODHDITIE 025mL 2K FiZ. KT 1~4 B DM
BEBWT2EERT S, 3K E 13 ERBOHDITIL 0.5mL Z2E T2, BXLE 1~4HMH
ORREEBNT 2 FEHNT S, BEUALEOBHDIZIX0.5mL 2K FiZ, 1 BIXIIHBEIE 1~4
SERORIEEBWT 2 EEHT5.) TH5. |

HHEE, LT ORI 2T o 2R, Ak AR T6 » AL E 3RO H DITIL 0.25mL
Z RT3 L 13 ERMOHDIZIE 0.5mL 2K FicBXZ 2~4 HAMOEREBNT 2
BEHT 5. 13 B LEODDITDNTIE, omm%&T”,lﬁxm%i%ﬂ~4ﬁﬁ®ﬁ
BEBNT2EENT 5. ERET DLW WL 2,

1) BEEREREICONT
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WHO #REABICB T o HERKIIHANEREEINTNDSY (120,

* WHO iR A BEITHEHLL TV AT HNT, RETRBFHRNERE. AT U7 T
ANER IR TEREE, YR TRASNZIREICENNHSZ Z &
(Vaccines 5th ed., p271, Saunders, Philadelphia, 2008, The Australian Immunisation Handbook
9thed., 189-190, 2008)

- IO F > OREWIRE (Vaccines 5th ed., p271, Saunders, Philadelphia, 2008) ®° EMA %t
PRI NTZHA BT A > (Note for Guidance on Harmonaisation of Requirements for
Influenza Vaccines, CPMP/BWP/214/96) 2B\ TH, HA 77 F > OBEREKE L THA
WHERE IR THEEE SN TWS I &, ’

CARIZBNTIE, HAUF IR TEBETHEASINTE I EDEEL, AHFIL. #
BRARICESERY., KTBBOAOBKRRRNERS N2 &,

BRI, DIENS, HAU T OEBEREKEL T, R FEEDZITANLGNTNVS &E
AN ENG, BRATR THEZEET 5 TOLERITRWEHEL 2.

2) EEEEIIONWT

REEE L I3RARFEO/NEITH U T2 EHEENEY TH 2 HHZLL FOX D ICHHAL /2.

KIB-HINI-PEDFLU-2 SBRICHBNT, 1L L 3 AR OERETIL A (H3N2) FHAK
O3l L B EARBOERB TIIARANCEEND 3IRETIIDONT. £F 1 MEHEERIC
BWTEMA BEHEZ DA< &b 1 HEMWZ U, BFREEOSEHE R OTGUARERRIT 1 [H
HEBRIUANT 2 MEEERICFEENS KOEWERINROD SN, —F. 6 » AL
1EARMOERED 1 MEHEEE T, AFITEENS 3 HRETTEMA BREE®Z 3T, 2
EEHEREZIZ A (H3N2) BEROASZHELZNZ Uz, £z, YE%ERBEO HI FUEED
PRIV GMT N PRIFUAGERRIL, AFNCEEND 3 HKETIIDOWT, 2 BHEERS
WEDEEZRLZZENS (FIRUE 10SH). 6 » AL 13 BRBOSEREICK
LT2 HERAEYTH D EEZ D, '

—7. WHO X HA U7 F 2IZDNWT, 19U ED/NERORRA 1 BIEEE Y (Whly
Epidemiol Rec, 80: 279-287,2005) & L TW\y%, KIB-HINI-PEDFLU-2 i{BRIZB1F 3 9 %Ll
13 AW OBBREIL 4 HlE Dz, BREKORFMNIRETH2HDD A (HIND) 2009
T4 VA D HI Hifk GMT Z&1b% (1 FIE #5167, 2 BIHBRER 8.0). A (H3N2) o HI
FURMED GMT k2 (1 FEEER 5.7, 2 FHEE% 6.7) 21 EEEERLD 2 AR
R TX D‘:%‘N’é%w‘:?bf:: EMB, 9EME BERBIZOWTD 2 REENEE I/IA &
EZDH, —RIZ, MIEHLHA FUl L ~OVDSEWIE E, A > 7 IV I O RYEBFHEGED &
5z &ﬁmﬁﬁéﬂ (Vaccines 5th ed., p272, Saunders, Philadelphia, 2008) . 9 j&EA £ 13 ﬁ?ﬁ{ﬁﬁ@
NRITH T DRI, KD &L H ROFRURENE SN2 2 B2 BRIRT 5 2 ENE
FLWEEZ S, DENS, 6 AL 13 BARRMICH LT 2 EHEMEEY & Hl Lz,

BT, BEREICOWT, UMTFTOXIIEZ S, HATU I F T L T WHO MNHESE T
LRI, 6 » AL E O EARMTIZ 1~2E (f >INV T TF U REEHEITHL
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Ti 2 M) &3, 9EUE BEREICHL T 1 BEEMHEEINTNwS 12
W&, Wkly Epidemiol Rec, 80: 279-287,2005) . F£/z. INFETDOEL < DEERABRBEEN S, /I
B RAZRDT, 12 TINIOY T FoBERESCA NI YREBEORWS 1 —
ThFTH LTI 2 EEREN, A 2 TNIT YA RICH L T—ED mEFish 25
5HFIIE 1 EEENNEEINTWS (Vaccines 5th ed., p271, Saunders, Philadelphia, 2008) .
W HA U7 F R, O — XA ICHERNEE INSWEENH 2 2 &0 T 7 F
WP ZRERT D EE—RI TN EEEEETDE, 6 » HELE 9 BRI L
THHREICRELZRG T 572010013 2 BEENEELL. AFOUZEHRBITHL T2 H
ERENERINTEbDEZZ 5, KIB-HINI-PEDFLU-2 SBRICBWTH, 6 » AL E 3
MEAE O 1 [ EEEEO HI A 3 RED EMA EHZH/Z L TWizWw, 2 EREE
BTIE3RED EMAREDOHEDD72< &6 1 D& T ZENERINZ(ETEHR).
X7z, EMA HREOQKIEHROPMFABERRIL 1 HEEEEZL O b 2 REEEE THREE
NEEWEANEDSND ZE, eI DNTH 2 EEBEOREENHERINTVS T
Ens (13) ZEHITONT D) FREJHOLZEMEICDOVT) 2). YXEBEITHT S
BERKIIOWTIE, RITOEX2HETHIIEETZATH S EHEBITEZ S,

9 LA E 13 AR OEREIC DWW T, KIB-HINI-PEDFLU-2 it BRIC BT 24 B i 4
Bl D THIe< . SR EREOBERSE WHO #ERBEREANEEFET L2 L0414
CRDWTEHME T 5 2 EIXREEEZ 2, KB WHMKEZES T 57201213 2 BEE)S
EFELWETH2HBFEFORAMIBMTES., BEHEHRTIIH 20%, FHL 20 FEMAYEHE
CETIE R EEARKMEDFEARE HA U7 F 2 0.5ml % 3 Bk 13 meRim o
Boe A (955, 9L 13 RMIE 1260 1L T2 EEELZESORERERVE
BUNHERINTVS (X 12 RO 1(3) Z&MiconT 3) BURRAEN S WHO #EH
BAOEBE IS ZEE FOBBEICDNWT) 2/). /25 HA 77 F IZBELTH. 9
LA E 13 3R L D HEF#E D 3 5% L 9 RO /NEIZH LT 0.5mL T 2 BIEERER D%
TR R OB EENHER I3 TWS (Buropean Centre for Disease Prevention and Control,
Technical report of the scientific panel on vaccines and immunisation. Stockholm, 2007 MMWR
Recomm Rep, 58: 1-52,2009). T4 5 DBZFEHRMNS, 9 UL 13 HRARMO/NRITEL T2
B HBEEEZEOREFREICDONWTII—ERERZAIN, AEECEL THXDEFEHRO 3 K
PLE 9 BRBO/NBICBITLEMDSMNRZANTREEZLNS. L5, 9 Kk
BIEARBICOWTHERERICONTIE, BTOXE2RETHILEEETSHDTIX
2N ERERBIIE R D, ,

iU A HA T FTDOWTH 95%Lh B 13 BARMO/NEIZ 0.5mL Z 2 [ L/
BBRIIESNTHBY, YZERBOLEMEICE L TRERRERAEICBWTT2#ERT 3
BENRDHDLEERD,

3) BEBBICOWT
HEERBOBERRIL. (BXT 1~4 EB OB Td 5%, KIB-HINI-PEDFLU-2 #{5k &
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N KIB-HIN1-PEDFLU-1 i T3, #RERMFRIT 21 £7 H & X 31, 3212 KIB-HIN1-PEDFLU-2
ABRIC BT 2 BBHEEO S 14~18 H : 20 Bil. 19~23 H 67 . 24~28 H3HITH D,
R U 7 # R E IR S eih o Tz,

HEEL. AR OEEREEZ [BXT 1~48M) ELAZEHRIZDOWT, LFOLDITH
B L 7z,

W WHO HBEHE T 1 HH & 2 HEHOEBRIRIL (Da<&db1 7 AHTB) &30
THBYO (Whly Epidemiol. Rec, 80: 279-287,2005) . E/e AFIOEMLE LicBWTH TREK
CHBICEET 5@ EOERE] © NL.EERE IT8WT, 12 EEEZTRI B0
BEREL. REDREEETSE 4 HRB ZEEE L] &, WHO #EBHE L FE
DELEATE 41T S KIB-HIN1-PEDFLU-2 8 [ ) KIB-HIN1-PEDFLU-1 i BR DFE R L 0,
2~4 A ORREZPBNT 2 EHERELZBEOAROGEREENHERTE. 1 ERORME
EBNWZBEIIRINTWRND, RENZDWTIE N~4 HE) OEERRTEEINT
ERINETORFEORENS, EERBICBI2ELEZMT 220, BEMEBICONWT
FRITHEBEFROBREETHIENZEYEEZ L EHALE.

BEIILTOLSITEZ S, A - HERIZOWTIE., B2HNEMICEOWTRET S Z
EWBEYTHDEEZ D, GEES NBKRABRRAAIEERREE 2127 HELUZBERT
HU, BEEEREZ 2 ARRBE LZBEOBRITRIN TRV, 2, INETH, &K
AOEERRICOWT 1 BRI ETORZEMRILIRENTH ST, EEERE T2z mE
BEOLODEERERTHDIENE, SHGLNZEROBERABRKEICEDE, £
HOEERRIT PR 2~4 HEMORRERNT] ERETDHIENBWYEEZ 5,

LAl EDOHEBOHBT OZ LT ONTIE, FEMfF#REE X X TREITHE Lz,

(5) HEBREBRAEFICONT
1) EA AR

FI 8 & 14, KIB-HIN1-PEDFLU- 1345 &% O\KIB-HIN1-PEDFLU-25 B D # BREFE R 54T
Wl ehs, BHERBRFAREEFICRD., AROERARZEMCHE I R EHERT 24
ENHDHEEZDEHAL. LITOL D nBUEHGEHAEEEERE L.
FERAEETICBWT, AFO/NBICHT 2WHOMR RO Z &N 2 REICEET S Z &
Z HEZ, NERE0MRBEE THEZERT 5. FETEHAEII30061 (64 ALL E1EEER
W, UREA B3RS, 3 LA Lok K 6% LA L 13RI D4D D EEHBITDONTHE
BIETSH) ERE Lz, BIEOBRERITONTIE, BARAE TS oz mtiE
WMOKENH D &, AFEDOHWNIRMOB KR ZHEIET 25O TR, BRART
RENTZRIFIEDORBFLREHERT DD EEZR., 4D DFEBHEEETIS ORBREEDR]
RIEES%BLNLEDHRTHRS EHIFIEETE 2418 E U THRERMRZ30081 & Lz, 7
B, BEARmONRIZEEFMICPNTHBEOHE AN S B—DEMAEITEZICL <,
RERICE > THENI2EN S2MBIBEINS ZENS, 4DDERBICTDOVWTRS
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L. BEBBICBVWTUTIORTHEAN S5 BEL LOREAMEE SN IEIRGE2IERT
E 5P E L TI5H & Uiz, BITOBEA A &M ICKIB-HINI-PEDFLU-1 5Bk K O
KIB-HINI1-PEDFLU- 2B TEIR I NZRIKIEDZ <13, BREKVEBIMIRKIETH O, 5%
BREDEORENMEINDG, BELZDOWTIEIRBFIRNEZRETEZS5tEEL. FIZ. &
WHETRED SN BB ZERAFAEEHB &I 55THE Uk, REERTEHRIE
SERR23ED B ERAEDLIL— X & D,

BB, 400 KB ICFRBORAEMKEL., 12— X THREZERKL. Bo5NLE
S ERE REIC EEB S CE BRI 25 EIC DWW T Emidn.

HEICHETS2 4 DOFBBEHNORRGREARKVCEEEICEL T,
KIB-HIN1-PEDFLU-2 FABR Tld. 1 &L k3 KR TlE Grade 1 (37.5CLAL 38.0C RKim) A%
2 /24 ) (1 (B E4ETERS 1 1, 2 61 EREM% 1 41). Grade2 (38.0CLAE 39.0C i) 7% 1/24
Fl (1 E B 1), 3 5L 6 BRI Tl Grade 1 2% 1/21 1 (1 E4858E45) . Grade 2
N 1721 Bl 2 e EERER) . 6 iR bA b 13 R Tl Grade 1 4% 1/15 ] (1 EIEEFETRR) . Grade
273215 41 (1 EVE B 1 61, 2 [ E R 18D RO5NTND, EBRERHNRS 172
RABRAETH D 2 ENORAOKRRROEMRTICBIIRETH 200, EREEIREA
BEDOMRELDED Grade 2 DL EIZDWTHEBT A ZENER LEEEEZ 6D, 5
TIEH DM, 6 & ALAL 13 s/ 282 41l (3 RN 127 i, 3 AL 13 RN 155 £1)
ERRE L, — R HEARKMEMHERRSO HA U Y F > % WHO HR B THREL -
EWEERPIZE TIE, Grade 2 DL EOREORIRKICHEHEEIL 6 » AL L3 EARBE T 1 HE
AR 1/126 (0.8%) . 2 [B] HE:FE1% 6/128 (4.7%) . 3 BELL L 13 ek T3 1 B B #:FE1% 3/157
(1.9%). 2 EBEREETIZ 1/155 (0.6%) THoZEHRESNTND (EK 20 FEEHAIE
WEH) . ,

BRI, FEARCBIZ2LEEERIT. BHREATIIESNTED, EROEKRERIC
BNTHE, BREEREESCOLER U TEEINIEAEDHAIINDZ ZENS, 4D
DEFEBRBICDWTHEENRE LZESFHEHBICMA TGrade 2 LA LOFERICEL TH
TR RERRAEARE 25 L O PBRETHOBRFNBEELEZ 5,

¥z, [(@) FAE - ARICDOWVWT 2) BERKICOWT) KR#ELZEBD, 9l 13
AR O/NEORBEEIIFTO 2 EHEEOXRE L2 N5, YREHRBORE - A
BIIAH 0.5mL % 2 BEHEEfEE/RD, WHO AEHRERERIOBZNI ENG., HEFHED
B LTI A R E C BN T TR T 20BN DD EEZ 5,

2) BIEIRFGRIERER

6 7 AULE 1 ARBEO/NBIZDWTIE, A% WHO HERA & 2 FIHEREEIC EMA B Z
T REREDHERINZDIF A (H3N2) BOATHD. A (HIN1) 2009 U1 )V AKX B
BICRAL TIE. HI Hidlio LHOBREIMES EMA EEHEZ L ThWianI Enbs, KA
BRI X2 Y FEREO/NRICHT 2 FHIRISEASN &R RENE A 5. £k,
AR E O HBE BT 30 fl& EMA A5 ATRET S 50 filzii/c L TH 57, H
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FURMBIZ DWW TIL EMA BEiEZ W &Ml IREE TH -2 (1) FmERNCRT S
BEOBELHIIDONVT, 3) AEFREOFMMAEIIDONT] S, DLEhS, RECE
END3FEOTAINAKDDE 2 DIZDNT EMA EEEZE /=S aho72 2 LD NW T,
ZTORROMEE EBIT, DT I F U BEMREAWIRFDBREEEZ 520, KGR
FRERABICBNT 6 ALLL 1IRARBO/NEEMNRIT EMA EUEZE V72 51 24 7]
eI EHRE Lz LT, BEMRMT2LEND S EHBITEZ 5.

PAEOHERBOHIENII OWTIE, HMHEZ B A TRABITHIET L 720,

M. BEIC XS RBHEEFBICHEMITREGERNCIE 2 E ST 5 OV b

1. BEEEERAEERIOTT 2B 0N
EEHROBREREDEARHFFZ RN ITREERIIH L TEHICR 2AEZEML /2,

ZOME, BICHBEEIRO NN oI END, RKRHFEHCHIESEEZTOI L
IR a 0 SR L 7z, '

2. GCP EMFRAERERICHT 2O

HEFOREIWCH DS EKBHBZICHRMITRELR (5.3.5.1-1 : KIB-HINI-PEDFLU-1 =,
B) WK LUT GCP EHEAEEER L. TOHE. HOBBREERL XD ET2EN, &
BEHEZEZH SN COERERBEOEAREL TE 5T, BBREEZERIIYZLERD
REINBNEE, BBROERICDONWTHEEL TWEEH, RBREMTEENS O%E &
O IERTENT., FEFROEEEHEREDRET) KOEER SEARSGEDORE
& (FFARKVCEEERORTRE) PROL5N. £z, FROEBEREEOER N
BBREEZESNOEAEFEZFOREN. BREEZERIBITIL2BEOAHLNCHEE
B EERIREE S OFREAICEL. T2 VS THEYNICIERL TWRWEHNRED 5
Niz,

F/z, BRI N/ZER (5.3.5.2-1 : KIB-HINI-PEDFLU-2 :B) 125 L T GCP FE#i3H
B2EMLI. TORRE. GCPEPRICRE OREIZRD 537ah o7,

DEDHKEBTANEZBHIRBDLNZHDD, WTNOREIIBNTHEEKE L TILER
28 GCP IZft> TIrbN Tz LHWrE N 2 &S, RESNRRFFBERNCE DN TEHERE
11O T EITDWTEHREIL RN S O SRR L.

i

V. REH

RIS NZERN 5. 6 7 ABLE | AMIC DV TAIEICET 2 M 05 Tid /L
EMEE D 5710 7 FUHRETION T 2 S IR TE, 1 RME 13 BRBICONT
BARAD (12 TINIFOFH) £HELS 2RENBETE, BOSNERFT (v
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FNEREZ S EERERHETIREEAONDIENS, HEHRIIKDAFERDOBEIR
HEREIHD EEZXD. Tz, BHEIE, 28O WHO #HEREBERICHE T 222 HBRICD
WTHEL, RESNZERN S TIEIEBEBIBEE IR SN Tl &b, BHERERHA
BIZBWTRNT DI ENBELEEZ S,
HMGE TORNZEEA, KROWEICHED 2 ERRBEN RN EHETE 28811,
AHEERRLUTELZARNVWEEZ D,

{0
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BERE @
SR 2347 H 20 H
4] AINWI Y HADF > THREE =3

A>T IWVITHYHA T 7T IS L
ATIWVIOHYHADF Y THEEE—=34%) Y2

[— & 4] AINWIHFHA T F >
(8 & 14 LTEE—=HT 7 F At
[(HEFEAH] SRk 22 4 A 30 H

I. BENR

HRHREI O OROERE DERESEREHEE CUT, B 1B 28E0MIEIE.
UTOEBODTHS., b, AEMGEOEMERIL, AFFEHEICOVWTOEMEEN
SO UHFICEDE, [EERERERBAGEBICBI 2E5MBREOEMICHET 5E)
CERL 204212 A 25 BT 20 ZE58E845) OREICKD., ALk,

(1) ARE RERHE)

HREIL, B IEE RS (KIB-HIN1-PEDFLU-2 #B) ICBWT, WTNOEEAE (0.25mL
6 4 ALE 3 BRI, 0.5mL £5# : 3 KLk 13 R ICBWTH, AF % 2 EEE
THIET, FANTEEINDG 3 DOTAINAKRIH LT, FEHMEEETHS D7x<
& 1 DU ED HI ikl EMA BRI/ 2 &) KD WTILEA L7z 2 & RO
- ABERERS HI P BRREFAREU ETH oI N5, YHERHE TARZ 2 HigHE
THIETA OV INI T RETHIEVPPF TEDRENREINE LI Lz, 7277
U. 6 7 HEALE 1 AR T A7 2 BIHEREERIC A (HIN1) 2009 U1 )V A KB BIZHd
% HI LAY EMA BT Uishho 72 SIS T 2N ELE X /-,

HEMHREICBWT, OB OHINNIL, SMREMZENSIHINS. 272U, B
FEMNS, BTREND 2.5 ICHBBIBINT S 6 » AL 1 BAMCHT 2 REEED
R, BARICIA T, A (HIN1) 2009 U1 )VAKRIZDWWT S EMA H#¥Z 1 HE B2 S
RhollENS, BREATIE, SZEREITHET2AFOREFREICENVEZNH 5 &
DERNHBE N,

H#El, EMZE0BABEEZ. 6 »r AU L 1 BRBEOERBBICHTIHFEELLTO
SEEMRBLAE A, BEHE. ARORHERE - ARE. (1 EUE 3 BREObOK
12 025mL & T2, 3@ E B3 ERAmOHDITIL0.5mL 2 K FIZBXF 2~4 B ORKR
EPNWT2EENT S, EERLZWERE L.

HEIX, FEFEORBICDOWT TR L,
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(2) et

R, BURRAED S WHO #BEAEADEEIIDNWT, iHMiER & S/ 2 DOERIK
#tEx (KIB-HINI-PEDFLU-1 8 & O* KIB-HIN1-PEDFLU-2 %) TERIN-HEER,
NEAZHABTOZEEBRECEBNHAT 7 F > O WHOH#REHAE TORZEWBERMN 5.
 WHO HER A EIE AR B S FRICBATREHW Lz, 72720, fREINZBRKRRBRR
FHTIE 4 DOEBBEOVTNORBRIRIRSNTH Y, REHARICEBRIUEZ N 504
ERHHEHEL . ZORBOYIENIT. EMEZENSXFI N,

(3) A& HE ,
B, WIThoEERES S ICHRKERICB T 28R 2127 HFET, BEREEK
W2 EEEE LT AFORERERVEZREORNN RSN ENS, 6 » AULE 13
A OBREEEL 2 BT EERRIIB LT 2~4 M E T2 2 ENHEYTH D L.
OB OHIENL, EMEEN SIS N, '

(4) HBRFERORNEH :
MR, A EREONREBRR S E LT, 4 DOERHBE TTNTNBRARRHENSD
BEAEREEBORENRERDILNE, SFBBICHTIMENLELEZ -, HEFE
WEL Tid, BEICOWT, MEFBRGOMRE/RDIES Grade2 (38.0CLL L 39.0CKi)
DI EORBEELIEET 2 Z MK FEEEE 2, ENERITZE THRE I 1172 Grade 2 BA
FORBAORBICHEIFEIL06~47%ThHH & (IFERES (1) 2HWRICHET 5EH
<HHITBT 2 FEOMIE> (5) BERZEAEEFICONT] 2R) Fb5EI, Pz
EHBREEEIC 1 B EEORBEBEE DRIKIEZE 95%U EOWRTHHE &b 1 HRHTES
L5, BEHE 300 PIRELTINENDDEEZ Tz, £z, FEOERPICOEZHTE
B —X b8/, V=X B IENReEBREERRS BRIz
DRENDDEEZ T, THIT, 6K BIERED D5, 9k 13 BRI DOWTI,
UZAERMBOREER QE) A WHOHE (1E) L0HZNITENS, FHRARERE
BNWTHREEEZHRBTESLLD, —EULORAEBEFREZHAERT 2FHEFBEETHIENE
FLWEEZE, D EOEBOHING, HEMEEMSIZHEIN-. /
BT, EMERCBU2EmEREA. HESCHERARERESEOBRNZXRD,
HEHFIILLTOXDICEE L.
BEAENEEINSERE (1 2L 3 SR, 3L 6 mARmAD 6 LA L 13 5%
Ki) TNENEMNRE L ZEBICETIHEARBEREZERT 2. TNTNOERE
WZBNWT, BEREEICHEREEN 1% U EORIRIGE 95% A LOMRTH2<ED 1 #
PEBMHTES XD, SFERE 300 Bl 2T E T 20, 2 MIBEREORER Z 10% & 48
EL. SEHE 33041, 5900 FIEZRETEARE L. 9L 13 EARMICBEL T, #
FEEEN WHO #R LD 6L <25 205, BEERELT 150 # (300 #ER) ERET
2. B, BEHMKBICIA TRBCONT b EAREEEE LTEmML, Mk Y
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ST —hRI KTFPOERAZREHT D I ETRNVESIET DXL 528D 514, 37.5CL LD

REEOBERBIET D I ETRADCEEEICHET M EZERT 5, HERHICONT

W AAIOEERIIEES 10 AhEN5 2 APARELSNS I ENE, 1 X TO%E

RIIHEEEE R, BAEERTEMMITTER 23 F~Ff25F Q3 —X2) &L, =X

B/ S NT2T — 5 ORI 2 55 U T RIRE/RR 0 BP0 ICHRRE B I mIg #2175,
BRI, HEEOREZ TALR.

(5) HIHiEORIEHEITONT

KIB-HIN1-PEDFLU-1 i % &% U} KIB-HIN1-PEDFLU-2 i ©. A#IC & EN 5 A (HINI)
VR A (H3N2) HFEEKO B BT 5 HI HifAMIic DN TIE. b b O BjRimnEkz A
WeBEICLDEIEI Nz (MBEHRESE () 2ERICET2ER<EBICRIT BT
B> (1) FEMERHIN T 2B OBEHEHTDWT 4) FUEHORIEHFKICDNWT) BH)
FICEL., EMZEN S TOERNH INA,

HI iR ORE L EE LU TEEEZH WD Z 3B/ E LRV, B EMA H1 4522
IR HEINTWRENH OO, EMA EESZY N JRIftEkZ AW HI FikffiicEko< o
JFURNROFMBEREEEZ ENDIENS, AL, =7 MU FRIMERZ F V= HI FiEAR
WEDHETEZENEEL N, KIKEEEZANSOTHIUL, REREOIMELREICD
WTHANDRIMEFE TOMIEZIT/ D FEOMFACLEREMADUENH oL EER D,
U LIRS, fIECH AR R B EN 2N E WD WA H 5 Z EI3FEET
BV, o, VIFIREEBROBRITIAINAKICBITLHBEEOEEDT—R1 5>
AZHWETHEHEHITIT. AE - RPN T, BMEOEEIIVNETHDIN, ZT MY
DA OEMRBEORMERZE A VWD ZEHRETH S,

HREIX, B AT, EMA A4 > A3 HI HidillEk s LTy MY sRinEk 2 & /A
TRELOPFEBHEIIIN TRV EHEEL. FHOREREETMIEEEZANDS
CERHFETELELLLOD, EMEEORBEBEL, FEECHLT, SBIIRS
B ZE LR AD I RE & 7R D K D AR O G F Ml AR B T 2 a2 5 L OFE L
770

. FEHE (1) OITESEH
FBEHE (1) OTFRORIDNT, UTOEBVETIET 27 AT EERBEERSE (1)
DIERITHEBN 2N L EHER LTz, .

" T FTIERG FTIER

26 26 3BMEBODOITIF 025mL ZE TIZ, BELT | 0.5mL ZHEFIZ, 1 HXEBET 1~4BED
1~4 BB OBBEB VT2 AENTS, 38 | BEE2BWT 2EENT S, ZZL. 3815
DEDBBEREBEOLDIZIZ0SML ZEFIZ. B | 13 BABOLDICIE 0.5mL, 3 BREOHD
FZT I~ EROBBER W T 2 ENEHTS., | KIZ025ml D2 MEHT 2,
BEUAEODLDICIF0.5mL 2F T2, 1EX
EBEZ 1~ BROBREBW T 2EENT
%,
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V. BEFHb

DEOBBOBREZE A, BT, D8 - REOAE - ARZUTOXIITEML.
FREEBLTELIZABRWEHET S, b, BEETHML 4 FERET DI ENEY)
EHIWTT 5.

(Zhee - 2hR] A2 I NI DT

(R - HE] 1/REA L 3 RGO B DI 0.25mL % & FIZ, 3L 13 ki
Db OITIL 0.5mL % K T B L7 2~4 FR O E BT 2 EE
32, BEULODHDITDNTIE, 0.5mL 2K Fiz, 1 EXIEH
£F 1~4 A ORREBNT 2 BEHT 5.
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