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(F2 - ZE] INATNBEDAZTNIZ TV (AR-BE) HABE 24

MR RBEE AR T 2R EBF T OKREENATH 5. 1271,
ATNITTIINA (AB-BE) HAEDE. SHEICLD AR
. X BHBEHOBEESH S,
(HAEERERIEE - DWR] 1 >IN DT
(HERRF A « AR] 0.5mL 2K TIT, 1 BXITB LT I~4BROBERERWT 2 EEH
T5, 2720, 3EA56 13 BREOHDIZIL 0.5mL, 3 BEBOD
D2 0.25mL 970 2 EHEH T 5.

(THRESEEE)

KEEGE 2N MEEE

I. RHINZEROBBRVERMERRERSRBICB T 285 0H%
FHEFZBNT, HHEEMEHLU BRIV ERSERERGAHEE OUT. M)
KBITHEEDOHEIE. UTOEBUTHS,

1. BEXEIERORERVINRICBT2ERRNECET2EE

AN TR ANV TITA NIRRT B 2 TINI T IA IV A QBRI
KO TRISBEMEBBERETH Y, BAORKE, HE HAK. BEREOSEER
ERIE, WEE, UREONRRBEREEL. MOREHEEBRICERTEEERT®R N
EWRFRTH D, 1IN T IANAE, BRABBERUR M) v 7 A ABEOH
BHEIZELD, A, B RO C BIZHEXI. 51T A BIZ, Y1 AREICEET 2715k
BEZE NLFYINF=> (Hemagglutinin : HA)) & /4 53—+ (Neuraminidase :
NA) DHRMEDOEWIZLD, BEROER (H1 5 HI6 RUNI 5 N9) KHEIh 5,
2011 fFBIEE, B MERTHRITLTWS AL > 7V oH 1)L A, A (HIND) 2009 1)l



AL A (H3N2) BBERUBETHD. 1 2 7IVIIFICHT 2 FHEEOTEE. NE
BRADT INIFIIF U OBELEZLENTVWS (MMWR Recomm Rep, 58: 1-52,
2009, Wkly Epidemiol Rec, 80: 279-287, 2005, -7 > 7 /LT >3, 5: 49-55,2004) . /NRDIEE.
AVITNETBEEN D INVIOYED L S BEEN DR RO AHEETATES
bHD (7R 59:59-66,2009). BEE, NEIEERTEERT > 7V L FEITERE
ETDEN, DRTEA IV OFRENS ERFMTEEBLZEZTEADHD. iz,
A TINI o TEREROT CINI YT INARBETS EO®E (7>74T>
7, 10: 33-39, 2009) ., EANTEAREDT >IN IO INABHEENTNS
(Influenza A(HINI1) virus resistance to oseltamivir- 2008/2009 influenza season, northern
hemisphere, http://www.who.int/csr/disease/influenza/hlnl_table/en/index.html) IR{EH S WHHET
AR LSRR ITHBEINTIBY 4SR, 30: 101-106,2009) . 77 F L HEBIC LD TR
BHELEZLND,

BE. AHITBT 5 3mBEHEA >IN OFHATIF > (R, HATUZF) DN
REERE (UT. BRBAE) 1. EHIOEC T4 ARCRIIENTWS (1), BEER
RARIEE SNEEE. BTOHA VY F U EALG. KTFA Y INIOTToF
(LR, 2RTFU7I7F2) dMERINTW YUK, RALOBIRGNEL. AHRIZHL
TIEIEERABREHUDIBEND LD LINT VD (FPHEEDFIE £ 12 I, p227,
AR, 2008). LANLARMS, SHT 72 F o OMZMER R BRE S 2R3
HIIFRAT, 1972 SEIC HA 7O FUREREINEZBICS, MNERHTITFHPRH 2N
BREFEEVPHERINSG C LR URABRUVABRSZOEZHRIN, BEKE-STW
%, :

=%, BACBNTIE, HAEEERE (BT, WHO) 25, ARICHTBEHERELA
YINIFUIFOEBREIZDNT. 16~36 ¥ BDO/NRICITRADEEEHETNE)
(Wkly Epidemiol Rec, 80: 279-287,2005) & &)L T 0. 2011 £HE, @I FELERET
1. 6 # ALAE 36 » ARiZ 0.25mL/E. 36 4 AL LT 0.5ml/E (BAF, WHO #2HE)
MHATF 2 O—RNSEEREBEZoTVWS (ED.

£1 HAYF>OENBRRRS WHO #EB0O B - ABRO S

ERE EARHE- AR WHO EERE-BE
AR® B EN/ERE GES /R
\' A - 0.Iml. 2 EVET 0.25mL 1~2 @ /G AN
1B 3Bk 0
= - 2mL 2@ETF
SEELE 6 mAH 0.5mL 1~2 [ /5 B
ERRELL 9 Bk 0.3mL 2EIET :
oML 13 AR ' 0.5mL 1 [BE/FHE P
BEUE A BHEESD) 0.5mL 1~2EYETF )

a) 1EISZDDHE. 0.5mL FOEHRO HA SR (HUE) 13 1HkH2D 15ugbl b
b) 1 EXEBLE 1~4 BEOBEEZBNT 2 EiEE
) BEREBEORWERALED 17 AORIBERWT 2 BiEf

L 20004 B, AF Sz BNTRELE A (HIND) 2009 8> FI 9217 NVIHORBREY TNV R, 201153 8
B, 1977 ELURBREELAHCAZ LHETEERDEL TWE A (HIND) VEEITHEL, A (HINL) 2009 U1 LA
Efitk L lr o T3,



A TIL, KERENRICBY ERRRREE QMG LR F 14 TH Y. WHO
HEARZESETIRKIVDDEBRENDRNI ENMERIN TS (FEZ 105
990-991, 2001, 7> ZJLI >, 6: 325-330, 2005, Vaccine, 22: 3404-3410, 2004, 5 5 EF5
BERECEY IRNREER) (BE5HE FHEL MRS IR 174€2 820
http://www.mhlw.go.jp/shingi/2005/02/txt/s0202-5.txt) ) « BT O HIRIZ K o TEIT/NRICHEREL
BEEDHA TV F U OFMEITIIERNH B EOELINRINT W ((FHEREICET
LRNE THREE] (FEYHLREREHBRESR ¥R 174 3 8
http://www.mhlw.go.jp/houdou/2005/03/d/h0331-7a.pdf) ) . ZNED HA U7 F > OERAHRITE
HOBEHRICLOBRFIN, BRITALI1T, 1 BRBICBNTIE. WHO R HEITEE
RBAELIEEL T, D& H S MSHGE TE S EENRB I N T X2 (I2ERIC
T 2EB<HERBICBITH2EEOMKE> Q) F3ht (REFREHE) oW T 2) HAZERE
& WHO #BABDREREDLBICDONT) BR),

PEDREENS., A2 T7NIoPRITNOFEEENRO—D &L T, BEFEHEAND
HEHIC, FEEVNRRBEGTO HA VI F> (€45 HALL, HA IR DRSS %A —
THRERAEZZERVWIN—Ey 7BARUNET Y D PHATH B 7N —Ev 7 HALY >,
UTF. %) ORAZEAEZLZ WHO H#RBAEANLHEL TEEL-EE0RBREERVELE
HZRBENDOEYICHERT 5 L S FRENTHI. BK-PEDFLU-2 BRMER X N/-. YFzR
BiX A (HIN1) 200985 F I w7 A IV HORERFRTHRRICERI N5, #E
ENOMENEENSHERED 1 DTHEIAINIFHATIF L TESX 2V HAL &
Rk OBETHE SN2 A (HIN1) 2009 71 )V AT T BEMD A BlA > 7T HA
TJF 2 HINI TES ) (BAF. A (HIND) 2009 727 F ) WNETOHEFICFEUIH
MEEIN. SEERABREZ DO T 2010 4 4 A 28 BV CEUSIRFEAREETH
EERBFFBIND, BEAROBRFOLEESRKENEEDNS4% 6 » HUE 18
RIFOEBREEA, SH (55, FEFEIZ 16D LBOTIETH>2I b, I
FEEEE EHW L, EEFBHEOREOL L, R UZERBORERER VLI HE
THEHREBMTRRAICRET S Z LW E L N, 20| £f< BK-PEDFLU-3 RHEBAE
HEN, T ORBEVHMER &L TEMRH /2.

28, (f) BAEMNERZSNS, HAUZF O O/NEBEBREICDWT, WHO #iBizE
ARBEBFA-RARAAROHEEORNE2EE T2 50BEEENEEAHFBHRERICIEH X
NTns (2INZPUIFoEBREBEFEIZODNWTI TR 2346 B 16 AAD.

2. EBRICET2EH
<EHEN=EEOBE>

FHFCHD, FHERCLZLECHET 25ME R & LT, BK-PEDFLU-2 HBRE O
BK-PEDFLU-3 AR D&t 2 B O EANEBRREN B S Nz,



(1) EPE I/MHHAR<BK-PEDFLU-2 8. MM : 200 Al E ~2004 1
FERH,. R”EHX :2L>
£ 6 »r AUL 13 BAREBOHENER/NZZNR (BHEFIEK 120 41 : 28 40 #) 1
AFKA (HINI1) 2009 77 F >0 WHO #BHEOK THEICB T 0EREERVES
HEORF AN E L BESCESRRRL. EN 2 MR TEmS Nz,
BK-PEDFLU-2 B{BRIC A WS NAZAFNL. 2009~2010 > —X> D7 7 F 8k E LT,
A (HIN1) VEZ! . A/Brisbane/59/2007 (HIN1), A (H3N2) F#H® : A/Uruguay/716/2007
(H3N2) KU B & : B/Brisbane/60/2008 % W CEEX N, 0.5mL 0D 1 #H7= D D HA S
B 1spg A E&EEN/k. &, A (HIND) 2009 727 F 4, 2009 4E 4 BIcAFS O TH
BLUZ&HA RUNA BRI T FICHET 28281 INATHS A (HINT) 2009 71 )V A
BT %Hk : A/California/7/2009 (HIN1) v-like strain (X-179A) % BAWTELE XN/ BiHY
JF 2T, 05mL O HAZEIX 15pg A EE SNz, WHO RIBFREIZAFKR A (HIND)
2009 7 &7 F > D [F B HERE (S REEALI3 A L) . WHO Bish B % OBER SR BB A (HIND)
2009 VO FUOBEMEREEINE (R2).

F2 HEBH
ERE WHO [F] 3¢ WHO Bg BERERE e
* e AEAE DUF /AR gJIF RiE/REE
645 ALLE 0.25mL/ 0.25mL/

18 ;T::ﬂe% A(ﬁﬂ%gw ZEET A(HIN1) 2009 ZRET ' 0.2mL/
O hFs 0.5mL/ TOF 0.5mL/ A (HIN1) 2009 2 /BT

6mE 2 BVETF 2 B/ETF g90F 0.3mL/
13 FRi ‘ 2EETF

R - A8, FRKC A (HIN1) 2009 727 F >0 WHO #2HE. A (HIN1) 2009
DUF O WHO H#ERE, XA (HIN1) 200077 F > ORRBAEEZ. WTho®Rd
21 B+7 BREIORBZBWT ERMIC 2 BR TEETS L& xn. BBl hoy 7>
DOEBIIZIEI Nz, FHRRITHEHAAN SN/ 120 FIORRIZ, WHO [FEEE 40 4 (6 + B
LAE 3 BE5RH 20 41, 3 5%EAE 13 BRI 20 41). WHO Bisftse 40 4] (6 » H UL L 3 5ok 20
Bil. 3 BEELL 13 BRI 20 B1) . R OBLEGREMBE 40 41° (3 BLA L 6 5RRE 20 #i. 6 L
E13EEKR 2040 ThHO, SHNLEHEFINKEORA ORI HRER (FAS) &3,
FAS B EH O X BT RER & iz,

FEHGEER. BBRE (FFRTA (HIND) 2009 727 F ) #BEIMCxd 3 1 BEM
YN 2 B E#%E 21 B+7 B O HI FiEM R O RFTEE OPiERER & S0, H 58|
FHIKRG A (HIND) 2009 77 F > HRHFIFAMITOWTIZ A (HIND) 2009 77 F>
REENSIETAINAKRICDNTHRIES N HEBIREE LTUTO 2 OREEENE,
) PEBERERO : BEEGRAME 1 20 D bhD 1 WEEEEN S OTLEL 4 5L

P BAREMBED 6 & AN L3 RABOSREERE LAd > LB, F<HEMicB T2 EEORKE> (1D 2) Bl
ENEBERBRICB IRBROBEILOVNT) CHFEN S OHAZTR.




FEHOFEEHORRZEER I RUEK4ITRT,

LOEBREDRIE
i) FERER  EREHKEA 1 40 M EAD | FEEEEN S 02 (LR 4 {55
LowgBREDEE

3 WHO [FEBR#HICBIT 2 XMEEHEO A i OREERSR (BK-PEDFLU-2 i{E. FAS)

Hi#BERO HABEREQ
| BIE % 2 [B E g 1 [E RS 2 EE S
HlE (%) HiEk (%) i (%) % (%)
[95%CI) [95%CI) [95%CI) [95%CI]
. 4 13/20 (65.0) 19/20 (95.0) 1320 (65.0) 1920 (95.0)
A (HINI) 6 ALLE 3 A [40.8, 84.6] [75.1,99.9] [40.8, 84.6] [75.1,99.9]
v ER \ , 7120 (35.0) 4/18 (22.2) 7/20 (35.0) 418 (22.2)
3 5BhE 13 BRoR [15.4, 59.2] (6.4, 47.6] [15.4,59.2] (64, 47.6]
. . 16/20 (80.0) 20/20 (100.0) 10/20 (50.0) 18/20 (90.0)
A (HI3N2) 6 5 AELL 3 mAH [56.3, 94.3] [83.2, 100.0] [27.2,72.8) [68.3,98.8]
EHY . s 9/20 (45.0) 12/18 (66.7) 8/20 (40.0) 12/18 (66.7)
3 FELE 13 R [23.1, 68.5] [41.0,86.7] [19.1, 63.9] [41.0,86.7]
. . 6/20 (30.0) 16/20 (80.0) 4/20 (20.0) 12/20 (60.0)
B 6 & AL 3 FRAR [11.9,54.3] [56.3,94.3] [5.7,43.7) [36.1,80.9]
. . 13/20 (65.0) 1118 (61.1) 8/20 (40.0) 9/18 (50.0)
3 3EAE 13 AR [40.8, 84.6] [35.7,82.7] [19.1, 63.9] [26.0, 74.0]

95%CI : 95 %X M. UATR#

F4 A (HIN1) 2009 72 F 2 #EEO HI FiEEE O hREGEOFiEBERE
(BK-PEDFLU-2 ik, FAS)
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A% (%)
[95%CI]

FE (%)
[95%C1)

Fig (%)
[95%CI)

FE (%)
[952%CIl

Hl%E (%)
[95%CI]

Bl (%)
[95%Cl)

B (%)
[95%C]]

% (%)
[95%CI]

|6 > AL 3 ki

WHO B

12/20 (60.0)
[36.1,80.9]

19720 (95.0)
[75.1,99.9]

10/20 (50.0)
[27.2,72.8]

19/20 (95.0)
[75.1,99.9]

2/20 (10.0)
[12,31.7]

19/20 (95.0)
[75.1,99.9]

8/20 (40.0)
[19.1, 63.9]

19/20 (95.0)
[75.1,99.9

WHO B g

6/20 (30.0)
[11.9, 54.3]

18/20 (90.0)
[68.3, 98.8]

8/20 (40.0)
[19.1, 63.9]

18/20 (90.0)
[68.3,98.8]

3/20 (15.0)
[3.2,37.9]

15/20 (75.0)
[50.9,91.3]

7/20 (35.0)
[15.4, 59.2]

16/20 (80.0)
[56.3,94.3]

B ELALE 6 KW

WHO [ R#E

6/10 (60.0)
[26.2, 87.8]

8/9 (88.9)
[51.8,99.7]

8/10 (80.0)
[44.4,97.5]

9/9° (100.0)
[66.4, 100.0]

4/10 (40.0)

[12.2,73.8]

6/9 (66.7)
[29.9, 92.5]

6/10 (60.0)
[26.2, 87.8)

9/9 (100.0)
[66.4, 100.01/|

WHO Bz

2/10 {20.0)
[2.5,55.6]

10/10 (100.0)
[69.2, 100.0]

5/10 (50.0)
[18.7,81.3]

9/10 {50.0)
[55.5,99.7]

o/16 ( 0.0)
[0.0, 30.8]

7/10 (70.0)
[34.8,93.3)

2/10 (20.0)
[2.5,55.6]

9/10 (90.0)
[55.5,99.7]

BEARBEEL M

10/20 (50.0)
[27.2,72.81

1820 (90.0)
[68.3, 98.8]

12/20 (60.0)
[36.1, 80.9]

18/20 (90.0)
[68.3,98.8)

6/20 (30.0)
[11.9, 54.3]

13/20 (65.0)
[40.8, 84.6]

10/20 (50.0)
[27.2,72.8]

16/20 (80.0)
[56.3, 94.3]

Yo LA L 13 wERifs

WHO [ H 3

7710 (70.0)
[34.8, 93.3]

9/9 (100.0)
[66.4, 100.0}

8/10 (80.0)
[44.4,97.5]

9/9 (100.0)
[66.4, 100.0}

5/10 (50.0)
[18.7,81.3]

8/9 (88.9)
[51.8,99.7]

7/110 (70.0)
[34.8,93.3]

9/9 (100.0)
[66.4,100.0]

WHO B

5/10 (50.0)
[18.7, 81.3]

9/10 (90.0)
[55.5, 99.7]

7/10 (70.0)
[34.8,93.3]

9/10 (90.0)
[55.5,99.7]

5/10°(50.0)

[18.7,81.3]

9/10 (50.0)
[55.5,95.7]

5/10 (50.0)
{18.7,81.3]

9/10 (90.0)

[55.5,99.7]

BERFERIE

12/20 (60.0)

[36.1, 80.9]

14/20 (70.0)

14/20 (70.0)
[45.7,88.11

16/20 (80.0)

[56.3, 94.3]

8/20 (40.0)

[19.1, 63.9]

13/20 (65.0)
[40.8, 84.6]

14/20 (70.0)

[45.7,88.1]

15/20 (75.0)
[50.9,91.3]

[45.7,88.1]

i2B. BEFME LT, HFHICHT 2RMEE ST (Buropean Medicines Agency. L)
T EMA) OA X TNI BT T F 2EHlH A 52X (Note for guidance on harmonisation of



m@ﬁmmmﬁﬂmmmmmmm.@H@BWWﬂM%LEﬁQEMAﬁ4ﬁ>Z)Tﬁ@B
N7 FHMEERE (BAT. EMA E#) 035, A (18 RELE 60 RET) OHBETH 2 3 H
BIZDOWTHFbEicnz (RS,
) FUEBRER (FEMmL N1 EEEEC 1

B HBEREaic 1

52 &,
i) RATEHFSEELE ERESMPEHGE (GMD) O 1 EBEREINEN? S 0N

10 RN DRI
100 BENDRALERD 4L LI OBBREOEIG (%)) A 40%EBA

1:40 Ak X33 11

&#E, LT, GMTEER) 2125 2BA 5 &,
i) PIFRER FLEEH1: 40U LOBREOEHE (%)) N 0%EBRIHT &,
5 HEEFBNO HIFEk (EMA R¥#) (BK-PEDFLU-2 B, FAS)
WHO WHO [ ||
Fifh I : FEIRsRE BLfhRE B
BlEk A (HIN1) | A (HIN1) | A (H3N2) B A (HIN1) A (HINI) |
2009 Y HiE biF 2] 2009 2009
6 EfEER (mL) 0.25
¥ .| HI N 20
A|1EE | #i | A&EBEE 3 (150)
o | B | | oMT ELE
E LT
3 HI
B 2mE | #
x| g | &
b7} i |
EHAR (ml) ) 02
3 HI N 10 20
BEE | # | AGEBEER | 4 (400) 4 (40.0) 0 (0.0) 6 (30.0)
B e | 4 | oM M= %@ﬁ% 2.5 16 [
f B | RREEE | 4 (400) |E102G00% 1 (100) 6 (30.0)
= HI
s | 2HB | Hi
% | BHEE | & | oMT &R -
i | REEEE 13 (65.0)
EHER (ml) 0.3
6 | mr N 20
Blimpe | & | ABBEE 3 (40.0)
U gtk | 5 [ oMTZ0E®
= T T
B HI N
% |2EE | i |_HhBEER
@ | #EE | & [ oMTZRE
i | fiERE R - “
N: %ﬁ#&ﬁﬁ U\"Fﬂﬁ

B,
CEREDSNTES T, BRNEN TILd DM,

BK-PEDFLU-2 BB TIt. EMA EHIZ OV THEEERN T 55HE TS o=t
EHEAEE 2R TC@HT (G

HBREEAOBEEHETS

) TRUT,

1 BIE#@EENS, 2 HEEEE 21 Hx7 AOEBREKA T TOESEICOVT, 64 8
BLE 3 mRiG Tlid. WHO RIEFEEIC BT A2 EEERIL 1820 4] (90.0%). FERRIZ 14/20 4l
(70.0%). WHO BEMBEIC BT 2HEERIT 152041 (75.0%). BIRISIL 6/20 51 (30.0%)




WY 5Nz 3 AL 13 BRI T3 WHO FRFEEIC BV 2 HEFRIT 19/20 #1(95.0%) .
BIR R 17/20 # (85.0%). WHO BAMBEIC BT 2HEERIT 1620 4] (80.0%). BIRKSIT
1320 41 (65.0%). BERBEMBEIC BT 5HEFHRIT 3540 B (87.5%). BIKISHE 31/40 il
(77.5%) IZ3BD 5N=,
EFKRUKA (HIND) 2009 70 FHEBEORZEEOEBREZE 6 RUE 7ITRT,
2EERBOFTESERIIEEEIZL 5T Grade 1~Grade 4 IZH I N, FODBREHMIZD
WL, Grade3 13 39.0CEALDMEIRAT 1 HELFOFF . Grade 4 1% 139.0CLL L DB |
2 QB L EDOFRE] LEES Nz, BEERFEER (Grade 3 U LOEHHDHEESR) 11,
19/120 41 (15.8%) FHL. 55, WHO RIRFEE TIZ o 4l (& 741, & - R4 1 4.
FeEL - RS U1 VARG - BREVEEEE 1 41). WHO BMBETIL 5 6 (&HIFEE) . BERRR
MBETIES B (FHE4H. BHBL LG ThHol. MEMERSEROES (WHO R 15
10 > AR DOWTIK, 2 BE#EEE 17 HICHR &6 .2 5. &R E%). RSW
ANVABREMRE L, EBEC & DRI E &P N, AHEEE O R
BRIBIEEEN/z. WHO FIRFBEORED 1 ] (Grade 3. FiktHE : 2 HR. &R : BE) 2L
NEETUIF U EBEORRBEREBZEINZ. EELHESERIE WHO FERT 1 5
(RS U IVARiZR, fh : BE) ICED 572H, DO FERLEORRBRIEIEEEN
oo BEFERIZESHEBRPIEFAIROFETHIIRD SNhoz.



F6 WTNNOBETSBLLLIZRD Sh-AEFER (BK-PEDFLU-2 BB, L@t sER)

6 2r HELE 3 REK IRLLE 13 B
WHO WHO WHO WHO BLAR
Elissid R L5z B Bha
pif] % | gl % k] % |85 ¥ |a%] %
N 20 20 N 20 20 40
TSRO AL BE 12 | 600} 3 15.0 | FESHBATEIEE 16 | 800] 9 1450] 20 | 500
i | BEBMEE 8 | 400] 4 | 200]istirEE 16 | 800] 6 [300] 15| 375
o RHEOER 3 | 150 2 | 00| mNSEER 7 | 350] 6 | 300 10 | 25.0
ﬁiﬁ T 5 BB 0L Sk 2 100] 1 SOIERBMNTOER 8 400] 5 [ 250 13 | 325
K|S Es 2 100] © 0.0 | 7% 44 3B 4T 2% 6 300] 5 (250l 2 5.0
B EsE S ER 2 | 10| o | oolaHmimEe. 1 50l 1 | 50| 2 5.0
e 0 00 1 5.0 .
EX 13 | 650] 10 | so.0ls:s 8 | 400 6 [ 3007 10 ] 250
R#; 10 | 500| 6 3000 &R 5 250] 7 {350 18] 450
LEEDORIE 3 150] 1 SOl FEN 3 150] 6 |300] 3 7.5
LS 3 150| © 001> INT Y 3 150] 1 50 | 3 7.5
BMEL 2 100 6 | 30.0|%B% 2 100] 4 [200] 2 5.0
BER 2 100] 0 0.0 § BZ5K 2 100f 2 |100] 3 7.5
RS 2 10.0] 2 10.0 | BRI 1 500 2 [100] 4 | 100
AYINTI T 2 10.0] 1 50| EREORKE 1 50 2 [100] 1 2.5
HER 2 10.0] 1 5.0 O e 1 50 1 [s50] o 0.0
ZENKE 2 100] 1 5.0( 8l 1 50, 0 (00 ] o 0.0
BR 2 100] 0 0.0 | B MEEER 0 00| 4 ]200] 9 | 225
g B 2 [ 100] 0 | oo|F@ 0 | 00l 1 |50 1| 25
% T 1] sol 1] so0 gzgmﬁv/ YRE| o | ool 1 {s0| 1| 25
B [EE%% 1 | 50| 0| 00]|vANAEERA 0] 00] { [50] 0 | o0
ERERD 1 50 0 0OIZTF /oA VAR | o 00] 1 50| O 0.0
i1Ex 1 501 0 0.0| I 0 00/ 0 [ 00| 2 5.0
RS VA NVAMR 1 50 0 0.0 ‘
T/ A NVARRSE 1 50/ 0 0.0
nME 1 500 0 0.0
R 1 50| 0 0.0
B 1 50 0 0.0
FROK 0 00| 1 5.0
KE 0 00| 1 5.0

£7 WINMOHETS%L LIZREY BEIRRE (BK-PEDFLU-2 B, ZLoitMmir S EH)

6 4 ALLL 3 KM ) 3RDAE 13 BokH

WHO WHO WHO WHO BEARRR

[l e By GilisEs3 B B

wig| % [#HE] % wig] % |k % [BAR] %

N 20 20 N 20 20 40
TESERALATEE 12 | 600 3 15.0 ) FESEBALELRE 16 | 80.0{ 9 450( 20 | 50.0
# | EHEAER 8 40.0| 4 | 200 SR EE 16 | 800 6 30.0| 15 | 375
g BRI AR 3 | 150] 2 | 100| ENSBEERE 7 | 350] 6 | 300] 10 | 250
{’}[ 5T SR Bk 2 10.0] 1 5.0 | FEHTMLT 5 R [} 400! 5 250( 12 | 300
& | BB 2 100| © 0.0 | EHERM SR 6 300] 5 25.0] 2 5.0
B[ ERBMESER 2 | 10.0] 0 0.0 || IR RS 1 50] 1 50| 2 5.0

85 0 00| 1 5.0

R 3 150 1 N ETS 2 100] 3 15.0] 2 5.0
2 | 4R 1 50| 2 10.0 | 7% 1 50| 3 150] 1 2.5
g [ 1 50l 0 0.0 &R 1 50 2 1001 7 17.5
B | EHS 1 500 0 0.0 | O e SR - 1 50 0 00] 0 0.0
B | EKEORE 0 0.0 1 5.0 | R 0 00| 3 150] 1 25
i 0 00| 1 501 0 0.0
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(2) EM%E I/MHERR<BK-PEDFLU-3 #B. SR : 200 £ 5 Il A ~ 20+
BEEH. AFRC: &2L>

86 » AL 13 AWOHANER/NEZE M5 (HEFE 40 5 SEHE 10 ) 1.
FF|D WHO #HRHBOR TEEICRIZREFRERVCEEEORNZENE L2ESH
JEMHREBRDSE N 4 JER TEBE Nz,

BK-PEDFLU-3 BBRICH WS NZAFNL, 2010~2011 2 —X> DT o F o 8EkE LT,
A (HINI) 2009 *7- JL X : A/California/7/2009 (HIN1) pdm. A (H3N2) FHH .
A/Victoria/210/2009 (H3N2) K UF B & : B/Brisbane/60/2008 % i W TCELE XN, 0.5mL B0 1
BB D HA S BT 150 BLE & XNz,

AL - BRI $ﬁ%mmoﬁ¥mgkbt#gr(£lﬁﬁ)21&naﬁ®ﬁﬁék
WT LRI 2 BIR THET 3 Z &L BRI 77 F > oEidEi I nk.

AABITIZ 68 B (6 ALALE 15K 17 #1. 1 BRLLL 3 585k 17 4. 3 5BLA L 6 sk
18 #il, 6 IREAL 13 BR5RHE 16 #) AHAANS N, EFANEEE OB NRER R UEX
DT RER (FAS) &, FAS MR EEED X ERMITERERE SN,

BREOEEMEEE L. AFREMNINT 5 1 ARV 2 BEAFERE 21 H+7 B0
HI G SN, EMAERIEE (i~iii: Hi8) O35 1 DEUEEAT L EINE,
D PUABEmER GUAMEAY T EEEEINC 1 10 RENDEBBIC1: 40 B L] T 11

[6] B BERERMT 10 10 BLEMNDZMEEAT 4 {50 B DBBREOEE (%)) M40% EB2
HT &,
i) GMT A& k= (HFEHE GMT O | FEEZEEED S OEER) N25 281524,
i) FUERER FUEMELS 1 : 40 L EOWBREDEIE (%)) N10%EBE2 = &,

FEEEE O RRORIKTHMEEE & SN hRFABEROREEE § 1077,

723, BK-PEDFLU-3 SHRIC BT 2 FHHEBEREOERIL. Fidmss M1 E B 1
10 RN DORERRIC 1:40 BAE) XiZ N1 MEBERNC 1: 10 A EADELEI 4 52 F)
EEN/D, BEREOHEME (%) BREINaholz.

0.25mL #:FED 1 B HEERO B I TEEE B XM 2 td. £ T EMA B2~
L7z,

LTI DWNWT, BESRIT S3/68 6l (779%) KED LN, 0D BEIRIIT 29/68
(42.6%) RO LNz, £HBHM (1 MEEEEN S, 2 HEEER 21 H7 BOS%
BERHET) I, WTHDOBERRTSY U LCRD SNZHEEREZ0SEORIERN
DRBEEER I ITRT,
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F8 FEHEARH O HIHAMN (EMARYE) RUORHHARBES (BK-PEDFLU-3 AR, FAS)

i En . . A (HINI1) 2009 A (H3N2) FHER - BH
@ - figk HIETER FHRE BB (%) | [95%CT] |#% (%) | [95%Cn | (%) | [95%CI]
HI #EBEE | 9 (26 5) | 129,444 1022.2,564] | 9 (26.5) | [12.9,44.4]
0.25mL 1EE g GMT &% 85297 7| [1.6,53] ?| [3.0,6.5] 2.1 [1.4,3.2]
. BEE NEREE |10 (29 4) [15.1,47.5] | 13 (38.2) | [22.2,564]1| 9 (26.5) | [12.9,44.4]
67 RUE PR ERE 20 (58.8) | [407,754] | 15 (44.1) | [27.2,62.1] | 10 (294) [15.1,47.5]
3R HI k= iiggg | [40.7,75.4] Q%;”M @ [58.8, 89.3] [E15: D [27.2,62.1]
N 2EE | gopen | GMTZ0R [FEES [32,91] | {64, 12.8] | [2.7, 5.6]
N=34 Bl FiikEa R |20 (58.8) [ [40.7,754] [(Bé | [58.8,89.3] [27.2, 62.1]
PG BIRE 29 (8s. 3) [68.9,95.0] 25 (73 5) |[55.6,87.1] | 15 (44.1) [27.2,62.1]
- HikBER 0503 55.6,87.1 8530 [68.9,95.0 SIS @A) [27.2,62.1
0.5mL LEE | g | GMT 25fbR [FE7 [4.0,148] | [4.0,11.6] |F% | 25,59
. % FiARER [B5@650 | [58.8,89.3] B3 (07| [84.7,99.9] | 20 (58.8) | [40.7,75.4]
3L FHFERER 30 (ss 2) [72.5,96.7] | 28 (82.4) | [65.5,93.2] 17 (50 o) [32.4, 67.6]
13 Bk - FaBER | [62.1,91.3] ‘?@@E’fiﬁ [72.5,96.7] |19 | [37.9, 72.8]
: 2EB s | SMT g | | [43,15.0] " ', [4.3,12.6] IE [3.0,6.7]
N=34 23T HhRER By | [62.1,913] [BEHG70) | [84.7,99.9] | 23 (67.6) | [49.5, 82.6)
PRk R 30 (88 2) [72.5,96.7] | 30 (88.2) | [72.5,96.7] | 18 (52.9) | [35.1,70.2]
EMA E¥ITESOEBITERT ) TRLUE,
£9 WIThhOEEAETSHLLITEDON-BEEE 05 BE0BIRE
(BK-PEDFLU-3 i Bk, ZRERITHSER)
0.25mL (N=34) 0.5mL (N=34)
BEHER I HEESR gl
Bl % B % il % Lk %
&k 29 85.3 10 29.4 24 70.6 19 | 559
24k BRI RS 10 |- 294 10 29.4 17 50.0 17 50.0
EHERG 29 85.3 3 8.8 18 52.9 4 11.8
TE SR ALBE 9 26.5 9 26.5 12 353 12 353
TEHALIEIE 6 17.6 6 17.6 8 | 235 8 23.5
e | RN 4 11.8 4 118 4 11.8 4 118
R FE SR SR 3 8.8 3 . 3.8 5 14.7 5 14.7
EHA T O ER 2 5.9 2 5.9 7 20.6 7 206
TR 0 0.0 0 0.0 10 29.4 10 29.4
i) 17 50.0 1 2.9 6 17.6 i 29
HEER 13 38.2 0 0.0 3 8.8 0 0.0
T RBORIE 11 324 0 0.0 7 20.6 0 0.0
2R 5 14.7 1 2.9 3 8.8 2 59
BUOEFL _ 5 14.7 0 0.0 0 0.0 0 0.0
&5 "Bk 4 11.8 0 0.0 2 59 0 0.0
R RS 85 3 8.8 1 29 2 59 0 0.0
T 2 5.9 1 29 0 0.0 0 .00
WHERA 2 59 0 0.0 2 5.9 0 0.0
EWS 2 59 0 0.0 2° 59 0 0.0
ERUFES 2 59 0 0.0 0 0.0 0 0.0
LR 0 0.0 0 0.0 2 5.9 t 29
a) 1#HE:10 > BB, RBET1 @E%ﬁ_& 11 BE. FREEE 1 B, SRIIEH. HUEERRWT LI
Wi. 258 10, ABR. BERX 1 EBEEEER 21 B, &35 B. BRRESH, BEXERFAEELIOR
HeEEEs L & HIl.
b) 1HAB: 51 -AXR, REE 2 EEEMEL 6 BE. #HEAMNL 5. ERREH, HYEIEMNE 16 BThH

SIEMCHRBABLRLEHE, 2H 8 3 BRKE. BEW I BHEEEE 1 B, FRENE2 8. EREIES. #
BEIBEOT NI I F I EATHERL, 28R 2AHOEFBTHRBARN -2 &M S EHEEER

L &4,
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EBREEER (Grade3 Y EOLEMOEEES) 13 5/68 4 (0.25mL $27E 4 Ji - T3 3
B, BBA 1, 0.5mL BAE : B3 14 T, 2ETOREEIERZN. 2055 0.5mL
BHEORR | IERATHAEE L OERRRRTES N AFERICL MBS L
ERERBEERROTEAED Shho iz,

<HRIZBVT HEEDEE>
(1  FEERHCH T 2RBOREFSHIZTONT
1) BK-PEDFLU-2 3B T\ BK-PEDFLU-3 REB O BMTICONT
#A8IL. BK-PEDFLU-2 B, HICEEAEORFNEE L2056 » AL 15

RIMOFFE BB N HRELED | AlEHEOTHETH DI EImA, FidRE2s
AFNGEAID A (HIND) 2009 77 F > LREESNTHED., FHOBEBEEROREEIL

Bizal &b, HAUFELTIHEEOERREZRL., 6 » BU L 1 BREOH

BE % —EHREY BK-PEDFLU-3 SHBREEZE A WTARORERER M ELEITDON

THHMET 2 2 EMNZBEELD, 2B, BERARICBWTAH O WHO #HEHEZ2/NRICH

BLZERIIBDIREBEETH 5789, BK-PEDFLU-2 HRICDOWTH, FEEEREHD

BTEAEEEED A (HIND) 2009 U7 F > OBEMEBEH ORI T I RELHERT

BLEELT.

2) BHSNZBERBRICBITA2MEHOREICDONT

REEHF, BK-PEDFLU-2 iBA Tld A (HIN1) 2009 7 7 F> @ 3 8L E 13 RS OES
[ DHITBEAGREMBZRE U EHKY BK-PEDFLU-3 B TIdERE Ll REHIC
DNTUTFTOXIITHAL .

BK-PEDFLU-2 BB IC DWW T, F—RBRAIZHBIT 3 WHO #HEH B & OLBRFH OB
RS, BRARBHEZHEETSHEL T, RBRERRIZ A (HIND 2009 8>FIvoA >
INVITOERNRTRATHE 2L EEE L. A (HIN1) 2009 U7 F > OHEEET
DR REBEMBEZRE L2, LHLENS, 1 EBREOLENDOFHHER I+t ERE
C BT ERWI EEBEBEIZ A (HIND 2000 U7 F 2 OBERBMSN EINEZ E2H
FX. 3RRBOFRFITDOVWTIZ, WHO #BRHBORERNE R UIEEMORRE BT
258t E U BRRBEMET 3 B E B EBRBOERBOATERTH I EELE 2B,
A (HIN1) 2009 U F VBT I F o ThHAMN, FHEFREOMETHEINTND
CEDS, AHBEABRBOABEEIMIC D WTIRSZBMT 2 F > OREDN S B 5 EERER
REEE R T ‘

BK-PEDFLU-3 B ICHBNTH, BIEABHEE WHO #BARZILERNTHZ &NEE
Lino/elEZ 20, WHEZEDESHICEERERE L OBIMEKRRRHEES4E
250 (MNERXERROBBREVAEICBIT2EFARAEICET2EE) 28), BEX
N-RFEHEOTR T, BARAERERET S0 OLKEREREHHRE LEERR
DEWEIHEETH oz, £z, i) BK-PEDFLU-2 RB#EEN S, 3 ML 13 BARBOS,

13



MDA (HIND) 2009 77 F 2 OERTIEIH 2H, BERBEMBICH LT WHO HEHER
DRZFMENE < 722 EMHERD 5. i) BAFRONMNERRERFEICBNT, £#% WHO
HEAETEMLIEG L. BRZRAEEZHEL 2BEOEFTERE S ODLBREN S,
NROEBHEEL U TWHOHEAERIIER THAAREENRE XN TNV (ESKRUT(2)
At (RERYE) KOWT 2) BRRAES WHO #EBABOGEERMEDHRICDNT)
ZH),

UEZzBEEA, RONEHBRFRICE S BK-PEDFLU-3 iRBiZ. WHO HBHAEB TO&KE
FHECBEEOREREEBEL. BARRAENERET S LEMARLE.

BRI TOXIKEZ 5. AFFOBWNIIFHOBERBAEN S WHO HEEZRAEAOE
BETHBHIEND, HEEOHRAICH D LB, A ThHNE. M—REBRNIC WHO #EH
BRECEAGERAEBHZREL, RERERVRERII DOV THEBRNTIHENRD S L%
A%, LPUEBARSE, ZFIZBNWT, HICEERBENECKNTEIHA VI F U OBRARRERE
BEL, FHR1 NI OPFHREELTHTUSZITAN SN TWRNERRSH 0,
FUA O TINLOFRHEO—RELT. HA U7 F OBRRBARZ REEEROESEN
BRINCABNELRREETOIREEDNER SN TWS HES > INI I F
YICETAERZHS, ¥k 21 410 A 16 B http://www.mhlw.go jp/bunya/kenkow/kekkaku-k
ansenshou04/pdf/091016_01.pdf). EAHRMEIZBNTH, F 19 EICEEBETOT Y F
PRIRIZDWTTATRWFRERICDOWTRL (CER 194 12 B 1127 )NV B0
M BEFEA © hitp//www.mhlw.go.jp/bunyafiyakuhin/file/dl/File01_0001.pdf). EFR 22 4
IZHE 2010~2011 3 —XUATBNTH, 1 BRI 7 F 2 CRIEBEEDIT 3 2 S 2 L
<, 1 BERBNEANOBEEZBEOIIEDIZV (FHBA D INI I F o EEEE
CEpk 22 ) ORHISE] EESHE © http//www.mhlw.go.jp/bunya/kenkouw/kekkaku-kans
enshou04/inful_vaccine22.html) &L TW3, ZOXSRRA DT, BEHEN 1 —X2 &
Bon, >—X BT IFUHBERNERIND ZBEHEA D IINI T ITF 2 O/M
RERHBROERTIRESE 2 EE T 5 L. BK-PEDFLU-2 ;B & T) BK-PEDFLU-3 RE IZ B 1)
T, ZHOHRARREBHEZRET D ENEETH o I L —ERERRTES, b,
HIFE& A, BK-PEDFLU-2 RBROPLADEMBICEMD A (HIN1) 2009 77 F 2%k
RiE 277 F o THLIFHOAZREER VR EEEZEETML 5 50 TRV,
BEAGERENS WHO R ABANOEEDOREEHET2IC%/->T. B FRETIE
WaiEEEA 5. WHO HEBARNHEETH 20BN EHMT S ZLIcD TR, 45
FHEOB AN SEFRR EMA E¥EZ WS Z &, REHOBANSRBHINEUZRERO
FROFMICIA, FESIOENNMCBIT 5 WHO EZABOLLEERb S E LT3
ZETHEEEZ S,

BAEMS. HFEE M BK-PEDFLU-2 &8 & U BK-PEDFLU-3 ;AR D5 R% VT WHO #
RRROREFEERVOL 2R L. BURR AR BK-PEDFLU-2 BB RER NBEOE
KMIREDHEEESEICL DD, WHO #ERENOEFEOZLE2HHATS L1002
B EHE Uiz, :
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3) REFHEOFHELTEITDONT

BK-PEDFLU-3 B T 5 Nz AL R E A DFAGIC EMA Z¥2HW=EHIZDWNT,
REHIIATOLDICHAL .

RIE, FHUERECA DTN VI F U ORGEREOTIMELEE L TIE. KEERS
EFE AR (Food and Drug Administration : FDA) DEHIMERENT > INTOFU I F U8
fili}if & > Z (Guidance for Industry : Clinical data needed to support the licensure of seasonal
inactivated influenza vaccines. May 2007) 2R S N/ FEMEME R O EMA ZEENE<S AW S
T3, EMA A ¥ ADBEBEEIZ/NRIZIEEN TRV DD, EMA TII/NSF3I v
TAZTNI BT ITF 2 OMNRICHT 2RBFEEONEIC b, 4% EMA B2 \WTEH
AiidTDHZ & E LTS (Standard pediatric investigation plan for non-adjuvanted or adjuvanted
pandemic influenza vaccines during a pandemic (EMA/185099/2010)). %/=., EMA H1 ¥ > X
I D LD 1 H S0 AIDHEBE L THEVNRMEINTVRSY, BRRBREMTIEED
RIEH» 5. FEREO 2 BBRE HEERAERNOHEBERT 50 flicHlaholbon,
BK-PEDFLU-3 BBRICBWTIITHEAEE S 34 FITH D, —B 30 HIEESNIE EMA &
BEERL, —COFBIXATRE S HIMTL 72,

B, UTOXSICERS. HEEOHHAIRD DXL 51, EMA EHEIL, NEFROE
RRABRIZBT 2 REREFMMICORIAT 5 Z &I3vEEE % X %, £/z. BK-PEDFLU-3 KBk
IHAAN SN/ WHO AR (0.25mL R 0.5mL #8) OHBRELLN, EMA H
AT AREBHEND S0BERHZL TNWRNIERZDNT, EONICERTZHEND >
FERERTHY. NEBRKZBROEMIREOMEN SR LA NEEZS (T(1) FHE
BRI T 2BBOBEE NI OV T 2) BRI N/ERRBRICB T 2 BROFEICDN
Tl ). LA > T, HFEEFMICTDOWTIE EMA %2 B W= BB Ml EE TH 3
%%, BK-PEDFLU-3 BRICHAANS NI BERERTH > TH, UKREEEHZL TBH
ENEHERT DL TTFHIREOBEEIZIDWTHEBREOTMIITFTEEEZ X /-,

—75. PRFUEEIE, VAV ARE - BEEIEEEERIEL TWD 2 M5, ik
MBOEFITIDE MCBITLRETFHDRIZAGFETE., BENTHRME L TEERGES
HIERETH D EEZLENS. — R, TV ARRBICBIT 2 MEFNZHRITIaERRY
BESOXRY MBI B T2 5iEMmDOERMN 45L& (Harrison's Principal of Internal Medicine
17th ed., p1085, McGraw Hill Professional, New York, 2008) & X3 T 5, HEHENEETS
FRPAGER S TAHEEIEZOTEED LR 4 ZULRD oM EREOES] &
ENTNBEIENS, A X TNWITTAINZADBRBRINIC L BREROEECEFABE
DRFBVBBEINTHREOSS LHERIND, INETIZ. PHRABERE FRETH
PREOBEBEIDWTIZHALSMIINT W RN, 6 ¥ ARE 9 BETOMNRICHLT A

(HIN1) VEROD 3 # (A/Brisbane/59/2007. A/New Caledonia/20/1999 & TN A/Solomon
Islands/3/2006) D HI il 1 : 40 \XFRRIGUAME 1 : 40 KB T 2 LOMITREREBBE SN
TV (MMWR, 58: 521-524,2009), 45 & AREIOHA Bz B A TH, HAEAFHHE
Tdh 25 PHPHFESEFEFEIMNENRT 4 FUEERLEZBBREORS (BEER) 228
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TB5I LR ARERERO HITGFEBRERN SRETFHDREZHET IR, HBEOEM
FERDIBEER.

EAENS, BK-PEDFLU-3 SBRDGEREEIZOWTIE HI Hiffili (EMA £3g) RO\ thfiyi
BREENSBENICEMT 558 & L.

4) FEMEORIEFIEIZDONT _
BK-PEDFLU-2 i % & T\ BK-PEDFLU-3 B T, AHNCTE TN 5 AHINI VER, A(H3N2)
FERMKO B BITHT D HIHFEEIZDOWTIE, BEO=T MU RMERE#ER U -E RS
EFAFICKO#ERIN TS AL CUF. BESHE) ofREEL T b o BikimikzE R

W (BUF, £B) Kkoflgsnik,

HEEEL. BEEERALABEHECDOWTUFTOLSITHAL /2,

t b O BERMERZ AW S AL, WHO O > 7 NVI 2B~ =2 7) (WHO Manual
on Animal Influenza Diagnosis and Surveillance (WHO/CDS/CSR/NCS/2002.5)) % &&|z, iz
BEITH T HRAEREEZRDSD. BT —HHEERELHETHS. L DOBREH
REELTSBEOHAFIFRE/ZABIR. PURMERE D & MRIMERITH U TEEDNE <
bt hRIMERZE B W2B S I, MU RMER X D 400 BA B AR BB TRIMEREE RS
MEIERIEND, Ledio T, REREERIEOBEICHELRT HA FiABE B D/ a3
8, EiETO B B HIHiEMGRAIE OBRENBRFEL D bR ADEEZISNB, 2000~
2001 > — XD HA 77 F > 2 [HB#EER O IME 223 RIS DN TOMRERRIEIC L 2 HIF
EMORITIE, A (HIND) ViEE, A (H3N2) FERKRY B BB T, SHERE 0.90841,
0.93409 K TX 0.87778 OB ERBEN TS, ZOR, HIFAEGMTIE, A (HIND vV
HETIRGHE 619, £k : 754 (BUF. FE). A (H3N2) FERTIL 130.1, 90.0,
B B T1X 105, 512 TH D, EHEIZK 3% B E HI 5kl ORI ERENEE ICREIN:,

BAgiY, EMA I NURMEREEA LA HI ikl 2 b EICRESNZHDTHSBZ

EM5, BEPHEEFAEIC b URMERZ B W Hl FUMEDO STHENBEEEEZ X 508, 127
VI T A )V A D HI FUSGRIE R 6B § 25 5RIERIC D W T WHO T, TEAmIC b Y
XIFEVEY bAMRTHSA, MBEOMIKICDOWTHFIFITEE (http:/www.who.int/csr/di
sease/influenza/201002_Recommendation.pdf) | &ENTWDZ &, BYFFEEFHTHEL
72 HI 5B —E OHBEESRD 5N Z ERCER T2 RO EZEZ TH HI B D
AEFEBIIEDLRNWIENS, BEERVDIZEEBETHHLOTIIRNEELZ S,

2 By GEEERE) konT
HEEES WHO R E 2 R E#EROAEREICDNT, NFOX3IZHHALKE,
WHO #3BHERD 2 DOFEHBICE L. BK-PEDFLU-3 B OEENS (XSSW)., =
EMBEBE D 1 DTH 5 6 » BLAE3 BREO/NRIZAH 1 H 0.25mL % 2 EHERE, 350
L 13 RAREO/NBRICEA 1 E0.5SmL %2 2 EEREL. T0%, 21 A7 AEATO HI Hiffm
. ET7IFUEFETANAIRIEDONT, EMAEEDDRS EDH 1 DRERT I 2 kR
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SN, T, FRFUERERE D RIFRENREN. FFO WHO HREAER THEO RER
MR TE BB LK.

B, UTOXSICEZS, FH T, BERENRCBIERAHEEETEN
B ERDBF+HTHO, WHO HBRBEEEALTIRKELD bEERENDRNT &8
FEREN ((MERNIRROBRERVANEICBI2ERARNSICETER 2R). #
BHEBICEAZRD.EITHENS WHO HBHENCHEELFE TSI 02 YERRT
%5 HR T BK-PEDFLU-2 i B % (X BK-PEDFLU-3 BN EmMEI N2, T O HE,
BK-PEDFLU-3 SRERD RERE MO X EFMEE D 1 D TH S WHO #EBHER (0.25mL
X3 0.5mL #7) @ 2 FEHEEEO H FUMEICDWTIE. 3 BRETICH LT EMA 2%
WL THD (RIBHR). BEFHIRVHETEIRENREINDEEL 5N S,

BREMEZICEL TR LIRUAZL DI WHO TIRIB LT 1 EASHE SN T35
ERBTO 13 mABNENOEREEEL 2 HEINTWS I EM S, BK-PEDFLU-2 Bk
KU BK-PEDFLU-3 BB TIEWTND 9B LEZEDLBBRFICH L T2 EEEE N[ (4)
A - ARRDWT 2) B#ERBICDONWT) KBWTHRT 548, ##1X. BK-PEDFLU-2
REB K& BK-PEDFLU-3 BRI & HIT, 9 B E 13 RABOHBRELIIE SN TV B,
ENERRIFRICBNTAR 0.5mL 2 2 FIEERELZHEA O 3 R L 13 BARBD/AIE 96 AT
T HAERERVCEFTEIEREINTNSZE E1R2BR). SSREBNHATIF I
BAL T, X DIEEHO 3 B E 9 EBREO/NBICH LT 0.5mL % 2 EHEEL-Ea0%
BREROCESENHEE TN TS (BEuropean 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) Z&EHEREL. 9L E BBRRBO/ABIIHLTH 6+ AL L
9 RATE EFIRICETO 2 HEHBEROGEREC D WTHRL. £40 WHO #EZBEA
DEBOZEBIIDONTIMET 22 EEL, ES5IUTOEBICOWTHERICHAER
®izo

1) EREHOREFMEIZONT

EARRABNS WHO HEREBAOEEAEOHEIZHWN, BNENZNTNRERS 4
DOEWE (6 ALLE 1R, 1 BEAE3BRRN. 3B L6 BRBRUL 6 BILE 133
K. & 1SR OREFEHEICDONWT, BEZERUTOLSICHEL .

BK-PEDFLU-3 &8 D 1 Lk B BREOSERBICBVWTIE, FHO 2 HEEEEZD
HI Fifffil EMA B2 D2 < &b 1 BB EM/ZLTHD. WHOHRHES 2 BEET
ZCETTFHHRPHGETEIRBEVREINZEEX 3, —F. BRDHABEEROR
BEREICRICBSHFZNTNS 6 » ALLL 1 BRRBOERETIE. SR WHO #IEZHE 2
] H#EERO H HiEiE A (HIN1) 2009 V1)V AR A (H3N2) HHEITEMA g%
Wl PIRAGEBEELHNBRFThH-20 B BIZDOWTIE 2 BE#BRICBVNTY
HI Gifefiiid EMA B¥Z2#2 39, PAHABERLENVEZRLE (G 10).
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£ 10 SFHENO W FikMG (EMA 83) ROTRHFEREE (BK-PEDFLU-3 B, FAS)

ok . A (HIN1) 2009 A (H3N2) FH#ER B &l
BIzER R A FE (%) [95%CI | #i% (%) [95%cCr | B (%) [95%CI]
HAEBEE | 1 (5.9 [0.1,28.7] | 2 (11.8) [1.5,36.4] 0 {0.0) [0.0,19.5]
1 EH ﬁgﬁﬁ GMT (L& 1.6 [0.9,3.0 21 [14,3.0] 1.0 {1.0,1.1]
65 ALk | B PBRER | 169 [01,287] | 2 (11.8) [15364] | 0 (0.0) [0.0,19.5]
1ER%H RHTABER 6 (353) | [142,61.71 | 2 (11.8) [1.5,364]1 | 0 (0.0) [0.0,19.5]
ikpERE %ﬁé@% [184,67.1] |[E10(550)00| [32.9,81.6] | 4 (23.5) [6.8,499]
N=17 |,@\H ﬁ?;ﬁ GMT (bR EEBS 7 [20,75] | [3.6,10.0] 24 (1.5,3.8]
Bk FAERER | 7 (41.2) [18.4,67.17 | 10 (58.8) | [32.9,81.6] | 4 (23.5) [6.8,49.9]
PR BRR 13 (76.5) | [50.1,93.2] [ 9 (52.9) [27.8,77.0] | 4 (23.5) [6.8,49.9]
o | EBEE @70 | (23.0,72.2] [T | 1383,85.8] [0 | 278,77.9)
1EE | o | 23,82]
R | EHER S [27.8,77.0] | 11 (64.7) | [38.3,85.8] | 9 (52.9) [27:8, 77.0]
IR P RGE BiRE 14 (824) [56.6,96.2] | 13 (76.5) | [50.1,93.2] | 10 (58.8) | [32.9,81.6]
FEBER |73 2| [50.1,93.2] W}% [71.3,99.9] [ | [38.3,85.8]
N=17 |, mpg ﬁgﬁﬁ GMT /b [ 27 [37,158] |I [9.0,20.6] .| 6n [4.3,9.9]
B HEaE % %@;&% [50.1,93.2] [ET6( [71.3,99.9] | 11 (64.7) | [38.3,85.8]
PRk GEE 16 (94.1) | [71.3,99.9] [71.3,99.9] | 11 (64.7) | [38.3,385.8]
- nHEBEE B [35.7, 82.7] i” [65.3,98.6] |EDE( | t41.0,86.7]
1E8 AR GMT ZLE |2 66 [2.4,18.2]» : 1 [2.9,13.7] i [3.3,8.3]
siep ) | HeERE: i REE | 12 (66 [41.0, 86.7) A [72.7,99.9] [ GTR | (52.4,93.6]
6 R PGS BRE 14 (77.8) | [52.4,93.6] [72.7,99.91 | 13 (72.2) [46.5,90.3]
AbBER FIE20) A [465,903) Y| [727,99.9] BTG Gsie| [524, 93.6]
N=18 |,@QH ﬁ};ﬁﬁ GMT Z bk | | 126,194] | [34.163] |9 [3.6,9.5]
% FERAE BB G2 [46.5,90.3] |[ETE O] [72.7,99.9] [EI5EGI3 | [58.6,96.4]
PG BER 14 (77.8) | [52.4,936] |18 (100.0) | [81.5,100.0] | 14 (77. 8) [52.4, 93.6]
- WEBER BT R757 [61.7,984] 3@ ] [544,96.01 | 3 (18.8) {4.0,45.6]
1 BH SR GMT Z{h= [39,214] |- 13.3,16.2] 2.5 [1.3,4.8]
siEp b | BEEEE FitkBAR BRI [61.7, 984 |[H6E000 ] [79.4,1000] | 6 (37.5) | [15.2,64.6]
13 RER FRFEBER |16 (100 0) [79.4, 160.0] 11 (68.8) | [41.3,89.0] | 4 (25.0) [7.3,52.4]
= | [61.7,984] [FIBEEIR) 2| [544,96.0] | 5 (31.3) [11.0, 58.7]
. N=16 |,@m{ ﬁz:ﬂﬁ ‘; [4.1,201] (34,159] |Emaa] [11,65]
B | [61.7,98.4] |E62@0 _"‘)% [79.4,100.0] | 8 (50.0) [24.7,75.3]
#ﬂ%ﬂﬁﬁil&%ﬁi% 16 (100. 0) [79.4, 100.0] 12 (75.0) | [47.6,92.7] | 4 (25.0) [7.3,52.4]

EMA ¥ HACHEEAHT G TRLE.

BK-PEDFLU-3 ®BRIZBWT, B BD HI Hiffflids A BRI ENTEVWERIMED SN TK
B8, FFROENEAED HA 77 F > (VAXIGRIP®) (O WHO #HBFBEEEL -k
B I L DERRTE (Fk 20 SEERABHRENREGEES (BIERIBHEENEEY « K
REIRBREMRSR) FUI O INIVFRUIF O OEDE - ZoERERCET 2H%E
SRS 20 FEER TIRE S, 47-86, 2009, DAF. PR 20 EEMBAIERES) . WX
RHA 77 F 2 ORMXE (Fluzone®& (N FLUARIX®) THEBEORBNINTED, 54
KEFORKTRANEZADH, TORRKDWTHRFHELINTNWS. 6 5 BLLE1 ﬁ
RGO B BT S HI HifED 2 B EEBEZO GMT ZbRid 24 CHS AR EELRRD
. PROFEDO GMT BLED 23 & HIFEERBETH =2 &5, %Iﬂiaﬂ%ﬁ\ﬁﬂﬁf
EDLEZD, Lo T, 1EUE 13 BRmDH25F. 6 7 ANE 1 BR#cBWT
b, WHO HERARICL VBB I NAFAREZNILTOV I F UKD W TTHHRIT

18



HMETEZELEXD,

BiEgl, UTOXSicEXS. WHOHBHESLICE LI 2DDEREZY TN —F
ELTRAL7Z4DDFEBBIONTOREFREICOVWTRITLZHER (X101, 1%
PAE BBRBOEBBIZBVNTIE, WFHo A BRUB #ICx T 5 HI HifE D > 5473
<& 1 DOHEERIE. EMA BB 22T Z EAMRTE, TRFRAREES H ik
REFERELETHD. A WHO B E 2 AEEIC L O RETHIEINGE T 54E
PREINDEEZS. 6 r AULE 1 BRBOEBBICOVWTD, WHO #HERE 2 OiEE
K& D AR BRICHT 2 HI Fiikild EMA #2723 2 SRR IN., hibikiEixEz
b HIFUABEREFABENL ETH D, BEFHIRVHAF TEZ2RERENESNS &&
AbNB, —H. BEIZOWTIL., EMA E¥EZ B/ I aho/z0 95 ANS 3 BETO
HRWCHA T F > 0.5mL 28EL TH BEIZHT B FHHIRNED 5NT (Lancet Infect
Dis, 11: 23-29,2011), F7z. HA U FHE#O B BN T 25 LREOREIR. A
DARHA FIRZHEBL B8 B LU TENEOERDOBE (J Infect Dis, 197: 1448-1454,
2008, Pediatrics, 118: 579-585, 2006, Pediatrics, 118: 570-578, 2006, Vaccine, 25: 7656-7663, 2007)
BHd, INEOWEEHEZDE, 6 » BULE 1 BRBOEBBICH U THRIRERIZ,
EMA 2w TIE ST B BICHT 25 LREAB SN2 EHP0EERN
EZALDBEZOLNDN, YEZERBIZBWLWTIE, ABIZIEMA BELZHB-L TR, BR
KOWTHEHZ 2 BERET L2 ZETOTNOREREEEDHENMNILELTWSZ &
NE. WHO #BRABZEATHIEKRNERIIDSHEEZ D, 2770, BRITDWTIIERR
X& L TERBEODTABERSEZEHR L. 6 » ALLE 1 BREIX B RUTH T 5 HETEE
RVHFTEDHBMEO LEVRFS N WATEEEZ, BRBUTINENDZEEZS,

2) BBRRAE L WHO #RABDREFEHEDLKIZONT

HEHL BARAENS WHO #ERAE~NDODHEBEEOZYR I OVWTUTOL S ITEH
L7, ‘ ‘

BHSICKBFAEAOVEERIAE CER 19 EERENHRNEMELHDS (FR -5
BRIEMRFE) 1IN oVRIICHELR, SROTFHEROBERMEICET 2
DHTEERRTE  EBR 19 FEEERRTE - S ERFSE e E, 71-79, 2008, BAF. R 19 EEEREHIBE
HEE MR FRERNW RS IZX DEERFRE (ER 20 EERAIEREERU
FRE 20 EEMAHHRESNEZHMICEN L2E 13 ALY 7 F o225 MES. 7o
T5 - H8BE 1 107-108, 2009, LT, E13ET 7 FU2EAHE) owTho@Eicsn
ThH, HI JiEEOFMEE 2 AWZEENS., 1 BULEOD/NRICOWTIE., BRBHAES
WHO #EZ2H BRI TRERFICRERBENITIND, 1 BRBICBWTITEAZEEEICHN
T WHO #EABEBEZROGERENE RIEAINRENTNS (& 11, 12). 7z,
BK-PEDFLU-2 BTl 3 MABCTRERZAEIZEESINTE ST, BEED A (HIND)
2009 VIOFDLHRIELIPBTHERIN, £, 2AOEBREREDESNTVWEZEMS
SEZERETIXH 200 2B EEEED A (HIN1) 2009 71 )V AT 3 HI FikBiER RN
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PUAmIY. 6 REA L 13 BREE T, WHO #3H B (WHO FIEFEE R T WHO e 23
BERRBEMBL D BEWVEMER L. 3 BIE 6 SRl 0 HI FUEIL WHO #RRER &
BERRBEMBE TREREZZRDSNIzho 2 (F58H)., »

LAEX D, ERIREFFE® BK-PEDFLU-2 8%, BEOREICBNT. AH D WHO H#2H
BEECEERRARE LR FEU LOFEEENE S NBEMNED SN THB D, WHO
HRABNOEEIRLD A 7V OTFREH D 2 WIZEREROERR & ORI 2
NEOE B EEZ NS,

11 HERFEAREE WHOHRERED A (HIN1) VEROAEREREER* PR 19 EEENIHER)

EE HEBEE % (%) REREE" A% (%)
BLRRRAR® WHO & ° BARER® WHO IS8~
1 R 37/64 (57.3) 44/61 (72.1) 24/64 (37.5) 37/61 (60.7)
1 BEAE 2 ki "50/65 (76.9) 56/72 (71.8) 38/65 (58.5) 56/72 (77.8)
2PLE 3 Bk 59/64 (92.2) 57/69 (82.6) 57/64 (89.1) 64/69 (92.8)
3L 4 Rk 54/66 (81.8) 57/65 (87.7) 56/66 (84.8) 64/65 (98.5)

a) MWMI—X2TA (HIND) VEEN-2—hU RZFHTHEF > Z LICEFE L THINI B0 HIFH&BIZOWT
Egahiz,

b)  2005~2006 > — A IZBIRBREEEE L/CRFRERS. BB L HAD 7 F > g TR E,

©)  2006~2007 > — X2 A O WHO HE B4 588 U /- i,

d) 2 EBHEEHRO HIHAEENEEMICEART4SUE LR U BBEHRTTOHE. TR 19 FERAEREHT
. TEE) SRR,

e R 19EEEMABRERTIE. NERE TR,

#12 PERERAELE WHO#BAED A (HINI) VEEOFERERSE © (ER 20 EEHSWEESR)

MARE B 13ETIFEEPR | TR 20 EERRERES
FE BLREBBAR® WHO #32FH &
B (%) Bl (%)
1 BRH 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) .
3 LA b~6 R 66/108 (61.1) 41/58 (70.7)
6 7Ll F~8 5 9/15 (60.0) 15126 (57.7) 64/96 (66.7)
9 Bl E~13 R 2/4 (50.0) 8/12 (66.7)

a)  1999~2005 D& — X B REE M L M EEREES. BRELE HA UV F 2 O8ETIiIRA.
b)  2007~2008 > — X IZFAD WHO A 8% M L 2R
¢) FETN HIBUEM 1 I0LATC2EEMEE 1140 L LR L BBRERRUEOEE.

B3, BK-PEDFLU-2 iER f Uf BK-PEDFLU-3 SBI% & b2+ /e BB B ORI E
HThok (1) AT BEROBESSHIDONT 2) BHSh-ERARICS
I} B A RBE DR ﬁz:)bx'a M) LT EEEERFT 5. BRZAEN S WHO #ig

RAEBNOEEABEEBLAEICL S FERENOEEI DWTRNT 22DI1C1E. 2% TH
NIEZFE—HBRANTHE T Z20ENH o2 EEZ D, WHO HBRE S HAZRAEOGEEE
ZIEB L7z 2 DOBKAREEITONWTIE. FFACET2EELRERTEH 5. F—&K
BN WHO ?&ﬁﬁ?ﬁﬁ&%ﬁ%’gﬁiiﬁ%bb&bf:ﬁiﬁﬁiﬁﬂim< RIS Bixs
Hhik TR & N2 BRI CHE T, IR ECHEFEVNRE—TI W &iTmz.,
T F EEROBVWCHERED V7 F BB RERNAE BRSSO EESED
ZZEN. BONREEBMICHHE TS I3RS CTH D EE X B, £z, BK-PEDFLU-2
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RBITONWTIE, FFITIE <, BED A (HINL) 2000 V7 F 22 BHWEEETHSD 2 &,
e 3 BARWNOERE CHERBARNRESN TS THBREEDESN TS Z &,
5. AR OB AR AEE WHO #HERABDIEKICOWTHAHCEET B EAAEE LS X
IRBHREFZTNEENEEZ S, LU, WTNOREAR EHAK WHO #EHREET
BRZARIDOAEFRENEESTREELZRBLTHED. BRBHAEN S WHO HEHAE
NDOHBEENZUETHBILDFHEHZTIZ2BRTHSEEZX S, £/, BNNMNEI
BT SERZRHBII TS RZNRIIIE DWTRESN O Tidnwa &icmz (M.
EREXEIHERAORRRONEICBIT 2ERRRECET2EE) B81). 1> 7NI¥y
JF 2 DREFEDOFERELESE UTHANICAN SN TN S EMA BT & D &# WHO #
RREEBCBITL2REREEZTMULER (RS, 1080, FEFMEED 1 DTH
% WHO #EAER O 2 FEEEEO HI FIAMIE 3 %kE&ETISH LT EMA #EE 2 L
Z&, EHRADDEBBITHTIN—TEL7EEIE ARIESESRHT, BEICONT
b1 BRULOERETIE 2 BHEEBRICTHHESHAG L S22 480 5N/ &£25
NzzEns (M) ERBRHOREREICDNWT) 2R), WHO HREEA AR OERE
AREEET ST LRI ANTRES MM L /=,

3) MASEFROERNIIF L ORBEECEZLZHBIONT

REGEIE R DWW TIL. BK-PEDFLU-3 3B K% UX BK-PEDFLU-2 SBREHE Tl EHIC
DWTORERZNT. EMXIREHZOHB CERAI N, 2B, AF UL A (HIND)
2009 7 U F 2 EEHOFRRADOTH HENE R SN FIEED Sisn o,

BRI, MEERAOEARY I FUOBBRZONAMOLEZRBES TS L0HE
(Lancet, 374: 1339-1350, 2009) 2352 Z &5, RBRERPICHAMBER 2EH I N8
B OHREIC D W THHAZRD K,

HREFIIUTOX SICEE L.

BK-PEDFLU-3 BB i+ O M #EFA OE AL 9/68 #] (0.25mL B8 7 4, 0.5mL
B2 FRERE, YR NPI 002288 TS0 Tz 38 AU 1),
RAERAHIL 59/68 BT, —EOEMITFAD SNT, MESIEAOEBHIREFEMEICEZ ST
WERRIE Nz, Fz. BK-PEDFLU2 HRTH 17/120 ) U F3TE 7 I )Tz &H
UFILTIROESH. Myt h73I /7)) THRESEFEANRFERAIN, 2055 2 [
BEBEOT 51216 FITH LN, REREANOBRASEHEROEZE IV EHATN
Too 72P. HEZRITDNWTIE. BK-PEDFLU-3 B Tl ARS8 2E B 1 BV TSI
SO EFEOBEEERIIFE, HER, LIEORELETHY. 2HHORRKRITA
D 5NT, BK-PEDFLU-2 B CIIFK#, 1> I7NVIoY., BE. S2RETHo.

BRI, MBESEHERERARN DR +H7EN RSNz EIdN AW, RS
FERICK DFUAEOETHEHRAIZFCRD5NT, BeE DWW THERBOMEIIRD 5
Nz NS, B A TIREREEROFERICHICHBSZMA 2HEdNWEEZ 5,
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BLlENS, % 8IZRL 7z BK-PEDFLU-3 A BRD#ER L 0., AF O WHO #EZF & 2 FH#
EH O HI FiF ML, WHO #RBRABOERE (6 4 U L3I BRBRO 3 BIUE 13 8k
) DNBIZBNT, EMA EEZiEF T2 ENHERIN., PRFUSEBERD HI Hikpix
REFABETH /. T, BRAAEERIBITIZ2RERENMEN & OB E-NT
V365 AL 1 BREOFEHBICBN TS, 2 EHEEED A B HI HiHd EMA 23
T CEPHEREN, BRIZOWTHREFREDHEIED S/, Higd, #REK
R EMA HA ¥ 2 RATHE ENTHBE I/ TRNCRRILH 228, hfifikimo L5
HEOTHRAMICEMAEL. 13 BRHO/NBITH LU THFAO WHO HBHBEZEETZZ &
WKED, BETFHIRINHFTEIRENBEIND LB L. -, BEOBEKRHFE
WENS, WHO RZABORERMEIERATHAEL LKL TABREN ETH 2 Z &0 HiE
TEZLORELED, AEREOBE NS, FHOEAZAENS WHO HEBHEADH
BEEEETETH 2 EOBBORBOZYEICTDONTIE. EMGE#HE2EE X TEKWITH
BrL 7=y,

3) EEHIIOWT
1) ERBEMNoZEETONWT

FHEROZZERDONT, FHEFIILUTOLSIIHHAL =,

BK-PEDFLU-3 HBRICB T2 E@MBEHOFEBRRVBIRSHERIIER 13 ITRLiZED
0. BK-PEDFLU-3 BT, #iz, BERGEAENS WHO #RAEBANODERICK- T, #
HAERMN 25 L REHBINBERBIZONT. 6+ HLE 1 BREOLIHDORRE
WFiz<, 3L 6 BRBOLFHORIKINT 3 41 (BF - %K. 2K, B8 Thoi.
BK-PEDFLU-2 BBICBNTH. 6 » ALLE 1 BkBOLEHOBIREIER<. 3 UL 6
R OO DRI IS, WHO RS 3 # (B#E. BF. DIEWEE) KU WHO
BIMEE 3 Bl (GEEL. BEE. HE - BRBR) Tholz.

EEBEBEEOKXEN 6 » ALLE 1 BREBEU 3 B L 6 BRIBETIL. BICRERORHRR
ERERZNICHED B ERZEORBEIRS S5 BRI DVWT,.BK-PEDFLU-3 & T3,
6 AL 1R TIZ /17 #] (47.1%) KRDSNBIREE SNERITRL. 3BUE
6 AR T, 41841 (222%. 4#15 BRIRKIE 1 f) B 5N/, Grade3 AL EDFEHT
441 (025mL %8 : 3/34 # (8.8%). 0.5mL #HE : 134l (29%)) KKBEHBN., S BEIK
Jvd 3 LA L 6 BRI D 0.5mL @ 1 FIICED SN, HRELAELEBL THtEES
GFF U 7= EBIEER % 5 /s dh o /2. BK-PEDFLU-2 3B T, WHO BB D 12/40 £ (30.0%) .
WHO FBFEED 18/40 # (45.0%). BEARGREMBED 10/40 F] (25.0%) WHREAHFRD SN,
S5 Grade 3 LA EDFEET WHO BMEE 5/40 £ (12.5%). WHO [FIBFRE 9/40 6] (22.5%).
BEARFRELMEE D 4/40 il (10.0%) IFED SI. WHO FIRFED 1 flZRNWTHRBREERELD
ERBERIIEE SNz,

BAENS, BEEL. 6 » ALLE 1 R, | BUE 3 BRE. 3 BUL 6 BFRERU 6
BRUE 13 RRBOEBEIOR LI DNT, EHETEESERORBEARICKE I
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<, WINORRONTNOERBICBNTH, BETANEFEERRVBEIRBEZRD
517, BURRARL WHO HERBEOREMIIFKRTH S LHHALZ.

£13 FHENOFEFERRUVBIRBORESEE (BK-PEDFLU-3 HB. 2R 44EH)

. TR FEESR SR
el REML | o T % K %

24 53 77.9 - 29 426

EASN RS 27 39.7 27 39.7
o EX T R 2 o1 | 7103

SERH 23 33.8 2 29

&k 14 824 3 17.6

N B Kt 3 17.6 3 17.6
R L 7 7:7-7 - I N .. 24| 0.0

S EHH 8 47.1 0 0.0

24 15 88.2 7 41.2

\ B EER 7 412 7 412
RBESRAN oamrs | A TR w2 | 5176

SR 9 52.9 1 59

£k 13 72.2 9 50.0

. BT RIS 7 38.9 7 38.9
VRALSRAN Iesmmr | [ 2 [ 667 | 5167

SEHEH: 4 222 1 5.6

=& 11 68.8 10 62.5

. BN RS 10 62.5 10 62.5
CROEDRAN eamrgm R I I 63

SER#K 2 12.5 0.0

#4513, BK-PEDFLU-3 #t% % O\ BK-PEDFLU-2 B TEE X W - A ZESVSRSIL.

BN XELRREBRO D 4B OMAREABREEROZEEFRCERBE BN THRD
ENTVWAEHETHY (13) BLRTAENS WHO HRFBAOLFICE >R LORE
2WT) ZHR). A% WHO #iRAETHERATIHROLLEICDNT, 25 F0EHERR
BELESFHEED D TRHRERBEINIBRIEIS TN TVWEVWEEZ S, b,
BK-PEDFLU-2 ;ABk Tld, BV S HII N EEER,. BRESEEN 1 fllcid 5hi
(MEBRIIETIEN<BHINZEROBE>S | 20) %, BEREHFICRAELRSE (RS
DANVARR) EHREL. 2 MEEER 17 AEBERNDIRELZNTVEIENG, i
. FHEEEORRBARZEE L ZHBREZ YR bDTHDEEXD, 2L, BERRA
AENSEEIND 4 DOEHBITNITNICBVTHREEIE SN TSI ENG, {#
FAREREICBNT I S R2BERIENNETHDEEZL S,

BB, REOBEEEOFEMIONWTIE, BREFEFAOEANZEZRIFL-TELEZE
ETERWA, REXI: 2 DOBRRRICHE T2 BEAEREAIE R BT 2REDEE
RUOEEEIBERELSHEETH 72205, BERGERIIBWTHRBICEEERT
THNL, BREKRERBEE 2D EEIENEEZONS,

2) EREREEOREMEIIONWT
BEEEEEEICHT 2RHORERITDNT, BHEHERUTOL I IZHBE L,
BK-PEDFLU-3 i % & O} BK-PEDFLU-2 HBICHAAN S N=RAXEBICHREINTVS
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BREEZEEIL. A 188 AP 39 fITHo=. ZDDL, RBREDORSY IIHWHERS
KT B VINF—DBENDOH 5HF1 1 11 #T, ZD > 5, BK-PEDFLU-3 S5 (0.25mL)
T 1 FICmEFE (1 MIEEER 10 H. ¥ 1 B, &R B, BEE/RL). =~
BK-PEDFLU-2 B T 1 flIC 55 (BEARBEMEE (03ml). | MEHMEYH. HHE2H, &
I EE. REBER  BEOWEESD) BRD LN,

BK-PEDFLU-3 BRICHAAN SN BBEEREE 176 (0.25mL #5874, 0.5mL #5E
106D 056, 2EERKIEOEEERIE 0.25mL #8 7/7 #1 (100.0%). 0.5mL 35 7/10 4

(70.0%). BIEE 0.25mL #5E 177 Hl (14.3%. TH - @25, ER : EE). 0.5mL #E
V10 il (10.0%. B, &I : [E1E) Tholk, T ERESEFITRY LA VWEERE (UL
T, ERNE) 5141 (0.25mL #2741, 05mL B 24 4)) OS5, 2EUERKBOEES
H1% 0.25mL 58 2227 B (81.5%). 0.5mL #:%E 11/24 il (45.8%). BIRGIE 0.25mL H58
227 (7.4%). 0.5mL #5324 #l (12.5%) LBEBEAZE COEEESREENE WVE
FIED SN, BRMICHEE 2D X RBRIZBCRD SN,

[ U < BK-PEDFLU-2 FABR T, BILEER & FFRER 2 b/~ WHO #EBHEERD
BEEEFEE N HAOSL. 2HEOFESRIT V11 4 (81.8%). 2HHEORIKISIT 3/11
B (273%. 2R, B, BES 14, £T WHO REE 05mL £5E. &% : £THEHE).
BAREMBOBEEERE LAOD L., 2BHOFTEERII /11 (72.7%). BIKEIE
3M #F (273%. R FP. BK-BF - TH. §14., £T03mL 8, & : &TH
B) KRDoNEN, BREICEEROBEE 22X RBEIRIGIEED SN, £
FERZEFIITDOWTIL, WHO #EARE 69 fllICBNWTE2HHRIEOEEERII LM T 49/69
Bl (71.0%). EHEREORIRRE 17/69 #l (24.6%) Tholk. BEZIIRBREEND2
{BARETIZR WA, BRGERENS WHO #BAEHADEFICX-> T, BBERZECD
AEREMET I 2 EEITENEE X 2 EFHAL -,

Bigld, FREOHRHETHRL., AREEBBOREVWERBORBELRELE LD T
BRELRA LS BAEEREVCRIRSERD oNT, REATHFARREREDOKE
117z & X 573, BK-PEDFLU-3 Bk} (X BK-PEDFLU-2 B & & 12 2 BB LR 541,
SHCBEEFEEOHBERIIREIND Z 05, FABREREOT CTHEEERSH
NDOEBAVDNEREEFERENEL . HECHE T2 EABETH D EEX 3,

3) BIREHENS WHO HRABRANOEERMES> L2l LOMEIcONnT
HEHIL PAITO4 52307 T WHO #BHEBORLEICOWTHHL .

i) BK-PEDFLU-2 RBRIC BT 2 HBHMEIR S ORBEROHE TIiX, WHO BB (0.5mL
28 GBUKERER (02 Xid 03mL #f8) LIXEFREBETH . . 25408
RISRBEFRII3I DOEBH TREIMENETE DS NN o2 END, BBRBEIIES
NTVDLHOO., BRAFHESLE WHO ERARORERRBFA# TS EEZI NS,

i) AFIENBAINTH LR 40 ELOBHEENH D, BIE3EROHA UIFL O
ggraosmEd. S < 05mL k=X, NEO 3 EROBEE
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FHE 370 AN) AU 854 141 T, 2D D5 13 mKkBO/NEDEELBRISHRE
Bid 21 4 32 #F (REBTEMERERA 5 6, mAMRBDEREE - 7740 5F 22—
a7y BRE 1 HEED) Thok. Fiz, 2009 EEICHESI N - AR T T
>HHAD F > HINLK) ORRGHRESIREHE - X 05oL/k
— A, NBAOEBEORHEEK 244 FHEE) L 60 81 123 #T, 13 ERIBO/NROE]
RIEHBEZ16G1378H (TFT74 FF KB 24, DL, HE WES 128
) THO, MNETHENLREERERISIIFDSNT, ZHOERZHBEORSHEIC
IEEHBOMBIIRD SN TRV &, '

i) ENTA#FZ WHO #RHBTHWT. /NRIZ 2 BB L YR 20 FEMAREREE
KKBEWT. | MEEERORFKER - 380CLH LOREE - 2530 FEBOXEREITT
TN, 3 AT 18/127 81 (142%) - 1/126 #i (0.8%) - 8/127 il (6.3%). 3 BLLE
T 50/158 il (31.6%) - 3/157 %1 (1.9%) + 2/158 4 (1.3%). 2 FIEH#EBEO I BRH T
117127 #1 (8.7%) - 6/128 il (4.7%) - 5/128 il (3.9%). 3 BLAL T 46/155 #l (29.7%) -
17155 41 (0.6%) - 2/156 il (1.3%) T. $HICEAEHBEEBKL T, EERBIRERD
BRRBIICERZBEE 22 X5 RBERIEIBO SN - 7.

iv) A EBELEETIE. A2 T7NIHFU 7 F B WHO #BHENRL BLeh
TVWBH, 77 F EBROLLEBRICBROMER RV LAREATHS

(MMWR Recomim Rep, 58: 1-52, 2009) ,

BLEMS, BERBRAENS WHO BEERBANOEEIZL 2L E T ORI EN &%
ZbN. BATREBEINS EHHFLE.

BEIX. UTOX3IEX%, SRTHNEA-RBRANTESNZREN S, BREH
BENS WHO #RRAENOBEEARBELEICI > TOREMNKAEILEERNT OB
APLETHD, INETRH/ESNTVEXFOEANERRAETOLEEERE, B
HADF 2O WHO #EBBEICHET2LE2EFREL - T, A OEAZEHES WHO H#
BABOZEUNFKTH D LOFEEORERIID T THEHROBEZ TRVDHDEEZ B,
LPLAENS, BRECDE> TERAINEFROBRARBRETOLZEEIHIZNTNS
EEZSN., ELEEFEOEER. BERREUVEBEBERSOENEERTZE, &L
THIIIBRIZHZH DD, #EH HA U U F > D WHO #EBABOREEITOVWTRERM
BITHEMINTH ST, T 512, BK-PEDFLU-3 B & Uf BK-PEDFLU-2 REIC B W THIE
SNCAEESR - BRI, RMIXELTERDO D 5EF OB KRR BEEROLZLMEE
WP, NEOZZHFERDFIEIN TV LHBINIBERREICBVTHRDENTVNSD
BEHTHD., REBRECEEBECDVWTHDRICHE L2 LI EEESR  BIKEHEIC
BOHHITNRN,

UEDSREHIIEAT, WHOHERARIIMARAEBLFRBICEETETHIEEZLS
. BIAZAERN S WHO ERAEANOERIZIAEEEZ X 515,

B DEoZSECHTIREEHEAT, WHO #RAEIHAANNRIZBNTE
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FARETHD . BERBAENS WHO HEABAOEEIIFRELEZ D, 27 L. FHDE
REBTHONZZ2EFRICIEIBAND V., LHEIC, BEEFEEDSTI VNI Y
BERVEELONT VR RECHHEBINIFEHMRINSG Z &S EHRERE
KX EMOHBIBREEEZS. BBOHBOZUEITDONTIE. EMGHEETR
TEREBIZHE L 720,

4  RE-RERIONWT

HESNHE - BRI, (05mL 2R FIZ, | HXRBET 1I~4BROBBEBNT 2
EESNT 3. 22U, 3@h5 B3ERHODDITIL 0.5mL. 3 RO HDICIE 0.25mL §°
D2 EEHT . TH3,

BRI, DT ORS2ITo 28R, Ak AR 16 » AL 3 BARBOH DT 0.25mL
ZR T, 3RELE BEAFHODHDITIE 0.5mL & FICB L 2~4 BRIOEREEBWT 2
EEFRT %, 3BLEOHDIZDONTIE, 0.5ml 2K FiZ. 1 BEXIEBLEZE 1~4 BEDHE
BEBVT2EEHT 2. ERETHIENED LR LI,

1) EEERICONT
WHO #ERAEBICBIT O HERBIHANEELEINTVSY (X188,

- WHO #RABICEEN L TOSEITB N T, KETRBHARNERE. F—X 5V 7Tl
BANBEENEIRTEESL, RHYRBCL TEASNIBBICEVWSNDZZ &
(Vaccines 5th ed., p271, Saunders, Philadelphia, 2008, The Australian Immunisation Handbook
9thed., 189-190, 2008) .

» DU F o DREMILZE (Vaccines 5th ed., p271, Saunders, Philadelphia, 2008) ® EMA %
EIRRENTHAA RS54 2 (Note for Guidance on Harmonaisation of Requirements for
Influenza Vaccines, CPMP/BWP/214/96) IZBW\WTH, HA U7 F U DEBREE L THA
NEEXEETEEL SN TVWS Z &,

CFBTENTR HADIF R THEETERINTE 2 bEE L. AHEL. &
BARICERERYD., ETHEOAOEKRRVPESNZZ &, _
BRI DEDS, HAVI T OBBRREL T, RTEEDZITANSA TR %

A6NBIENE, B[R TR TEEZEE T2 X TOMLEHRIRWEHR L.

2) EEEEICOWT
FEREL BERARBO/NRICH L T2 BEENEY TH2EHZUTOIS ITHE L,
BK-PEDFLU-3 FHERICBWT, 1 B L 13 BRBEOEBHE TIL. 6 UL 13 %KD B
HZRWTIE. 51 B HEBEIC EMA EE2/02< &b | HERE L/, EMA E%
DOEEERUHFRBIERIY | HEEEZRI DD 2 AEEEB TREED 5B WERAN
RO 55, —H. 64 AUL 1BREOFHETIL. | MEEER T EMA HEEz 1T
NbMZ LT IVAKIZRLS, 2 BIEEBEIC AR 2 5T EMA E¥2EB-LE (F10
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£), ¥z, BK-PEDFLU-3 R TI 9Bl L BEkBogREIZ 2 E D, BEE
B ORFIIHEE TH 545, GMT Z{LEIT, A (HIN1) 2009 71 VA TH 1 B BH#EEE 11.3,
2 EEEER 160, A (H3N2) Tl 1 EE#EEERS.0. 2 EEHEER 113 cWTnb 2 H
BE#ERICL DS WEERL., FHRIC BK-PEDFLU-2 iR D 9 %L 1 13 mkiEo WHO [
R OHBRE 6 OB TIL, A (HIN1) 2009 RUFA (H3N2) HicBWTREOER % =
UZzo EAEZBEX X, WHO I3 19 BELED/NBROEE AL 1 EHEREEY) ) (Wkly Epidemiol
Rec, 80: 279-287, 2005) & DHRIZH 5 b OO, EBEKORFETF > 2 & \IEETH B4,
BRONHEBREFEORERMN ST, 9B L BERBICBNTS 2 EEENEE LI RS
N. 67 ALLE 3@ERMIINL T 2 [MHERENHEY & HEr L.

BB, BEREICDONT, UTFOX3ICEZS. HA 77 FICBIL T WHO Hi#Eigd
SZEEEEN. 6 » AU EIBRBTIH 1~2E (1> INVIITI7F k@RI
T2 EERE) 38, 9L BERBICHLUTI 1 BEEN#HRINTVWS (k13
f8. Whiy Epidemiol Rec, 80: 279-287,2005), 7z, ZHETOE < OEKRRABRBEEN 5. A
R BRAZBEDT. 1> TNIUTT S FUBEERA 7T P REBEDR 1 —
TRFERHMLUTI 2 BEREN, 1IN T4 NVACH L T—EDnEHEMEET
SEIZI 1 EHEENBEL INTWS (Vaccines 5th ed., p271, Saunders, Philadelphia, 2008)
BEHA U F R, =X B ICEERNER INDAHEEND 2 Z & 00 7 F B
WHAMEERT A L3 —REOTIHRNWI EEE2ZE TS, 6 » APLE 9 BRI L
THHREIREZES T 52010 2 EEENEELL., FHOLZEHBICHL T2 H
BEVERINTEEHDEEZXS, BK-PEDFLU-3 iBICBNTSH, 6 +» HELE 3 ki
D 1 BIEERED A (HINL) 2009 U )V AR B BIZRET 5 HI Hikffid EMA HEXEZ 5%
TmUTWaWA, 2 EEEBEETIIIHRED EMAREBOEBEHO R &b 1 DEHLET
ENEREN (RTBH). T/, BMA EEOATE B KONGRSR 1 B H 8%
X 0b 2 EHEESE TRBEN SEHEVEANED 5ND 2, ReEIDNTD 2 ERRE
DEBSHEPHEREINTNSZEMNS (T3) ZEHITOWT 1) EHBHOREEIIDNT]
). 6 r AL 9 BRI T IBBEEKICONWTIR. BEFOEE2HET B LT
HTHdEEBIIEZLS,

9 RLLE 13 BRBEOEREIT DWW TIL, BK-PEDFLU-3 RBRICBIT 58 RFEIL 2 flE &
DTRS I, LZFREORERLE WHO EBEBREBNLEFETHI E0ZYHEIZDN
THMET S Z LIRS EZ 200, JOBWHKEEERT 22D 2 EEENEEL
NETLHFEDORMIIBMTE 2. 5EFHTIIH 208, FhL 20 EEMBVREE TIL.
A3 0.5mL % 3 MU 13 BARBOMNE 96 A (55, 9 ELE 13 Skl 12 51 LT
2 MR LGS ORERERVESESHREINTNS GG 11 R T(3) Ltticon
T 3) BURKEBAEDNS WHO #BHEANDERIZHS R LOBEIIDOVWTI 2B, £
BN HA DI FUIREAL TS, 9BUE BBREL D HEEHD 3 L 9 ERED/N
BIZH U T 0.5mL T 2 EEER O FE R OBEEDHEEE XN TV % (European Centre for

Disease Prevention and Control, Technical report of the scientific panel on vaccines and
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immunisation. Stockholm, 2007, MMWR Recomm Rep, 58: 1-52, 2009) , 2 5 DBZFEHRN 5,
9L E 13 BARMD/NEIZEL T 2 HEEEZOREREICDOWTIEI—E B ERE XN,
RAERICELTOL DEERO 3 B 9 BRBO/NZICBT 588 5 ENZ AN
EZBZSND, b5, 9BULE 3 BRBICOVTHEEERICOVWTIE. BToxE
2EETBZEIIBTETE2HOTIHRNEHEREZ 3,

IEL. BAHA DV F D0 TH 9RUE 13 EREO/ANRIZ 0.5mL % 2 FHEEL =
RBIESNTEY, YZEHFOREEITHE L THEARERECBWTTORRT 3
MERHBEEZ B,

3 EEMRICOWT

BROEBMRIL. (BXe 1~4 BHEOMK Th5A. BK-PEDFLU-3 HBRE
BK-PEDFLU-2 &8 T3, BRI 2147 H & 3. ERRIC BK-PEDFLU-3 BB IZ BT 54
EHIREDSr ML 14~18 H : 12/68 #, 19~23 H : 54/68 #il. 24~28 H : 2/68 FITH VD, &
Bi L 7= B3R s izdvo . '

HEHEL AFOEEMBEEZ [BLT 1~4BM) ELAZBHIIDWT, UToX3IcEH
L7z,

2 EEEOBRBICD T, FHOBRBATICNE: T8I 1~4 8] &LxN B
TORMNXE TAERVRARBICEET 2B LOEE] @ MNEEMB) 113, WHO (ki
Epidemiol Rec, 80: 279-287,2005) Z[R#ROEE 2 EHEEZTT O B4 OBERBILEEDHR
ZEBITHEL4BEMBILENEELV] EOREBEN2INTED, MBI WEEZ 3,

BREIILTOLSIZEZ 5, Bk - ARICOWVWTH. BBl ESnWTEEds s
ENBEYTHLEEZ S, SEBONZBEREBREIIEERBEZ 21T BELBERETDH
0, EEREZ 2 BRRBE LAEBSOERIIRINTLAEW. T2 ZhETH, &7
OEBRRICOWT 1 EME T aRZOBIILRINTSE ST, EEMRIITH 72 fEE
BROLDODEBERBERTHDIENS, SEBLN-ZEROBRZBREHAICETE, &1
DEERRIE (BLT 2~ EHOMREB VT ERETHIENFNEEZZ 5,

B EOEBOMBOZLEICONWTIE, FMGEER TR TREITHET Lz,

(5 EEREEFEEFIONT _

HEE# L. BK-PEDFLU-2i88 [ U'BK-PEDFLU-3SRBR OB BREHIE SN TWEZ En b,
BERFERRABEEFCLD., FHOBBRAERMNCE O R EHRETINENS B LEX
SEHAL. UTFOL D BERFTERESEZIRE L 7=,

EREETIIBNT, FAONEICHT 5 WHOREH BOZ 24 2 REICBET 2 2 &
ZHENC, NERIE0MREE CTHRELZERT 5. FETEMALIT30048 (64 AL L1k
. URLA 3RS, 3L E6EARM R U6RI L 1I3BRBO4DDSERBIC DN THE
BIET5H) ERBRELZ. FERORERNICTOVWTIE. ERBHETIREC oL EE
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BRORER DL L, FPEDOEMITRANOBRIGETET 2 DO TR, BERART
HRINZRRIEORBEREHEBTZIHDEEZL, DOERBR2ETIXOREBRBEEDR
RIEZISH L LEDERTOLR EHIFIIBETEZHKE U THEMAKE300/ & L, 72
B, BRRBHONZEBLR2MEFMICBNTRBEEOBR AN SE—DRH LidE 2L,
EAERICE o TARINED S2MEICHBINB ZENS, 4DOERBIZOVWTRS
U, BEBECBOWTUTORTEEHNSSBEEU LORBENMEE SN IBIRGZIEET
SHPBELTISHEL 2. RITORERR A EEE N U2 BK-PEDFLU-2 i B & X
BK-PEDFLU-3i B CERE I N/EIRIEDE I3, BRAKRCEELRMLRETH D, 5BREL
FOEBENEEIND, ENFAEERE LU TERBIICHER. BERMRISEZREL. &
NSORBERAZ AMBRT 5B E L. AEERTEHMITIER2IEN S FERUED]
X LT B, ‘ :

B, 4 D0ERBECFRAKORAEFREL, 1> X THEEZERL., Boni%k
M ERE BRI EERE ICERIZET 25t EIC D W TERIE N,

BRAEEEOD 1 DEINERBCET S 4 DOEBBHOBRGREEZRVEEEIC
DT, BK-PEDFLU-3 SBRTld. 15EPL L 3 RIS T Grade 2 (38.0CEAE 39.0°Coki) A
117 4] (2 [EIH#EREE) . 3BEAL 6 BRI T Grade 3 A3 1/18 £ (1 HIBHER) HDEN
2o MBERVEOSNEHEOERLRBRIINGETH D0, BEEENBRAAREOHNH L
720155 Grade 2 LERR DWTHIBT 5 Z ENEREEE L EZ 55, BETIIH 5.
6 7 B LA E 13 BoRF/NE 282 4 (3 Bk 127 41, 3 MBLLE 13 RIS 155 41) ZHR&L.,
AH%Z WHO HERAETER L/ZERNBERINETIE. Grade 2 Ml FOEAOEIR S REEE
126 4 ALLE 3 BRI T 1| B B#ER 1/126 (0.8%). 2 [EHEER 6/128 (4.7%). 3 mLL
E 13 @R TIE 1 B EEEE 3/157 (1.9%). 2 MB#EEER T 1/155 (0.6%) ThHhox &R
H£INTNS (ERR 20 EEHMARES),

B, FEARCBIZEZEEERII, ERATIRESN TS, EROBRERIC
BT, EBEEFEESCOLMBEISUTEEINIBGSBHASNB LMD, 4D
DEFHE T ONWTHEEFNRCE L LERHEEBIINA TGrade 2L, EORBICEL TH
TR RE/ARAERIR E 25 KO REHBEOERNNSLELE X 5,

£z, T(4) B ARICDWT 2) #EBREIZOWT] RERLZEBYD, 9EULE 13
BARBONEOBEBEREIIBRTO 2 MEEOEFE LI enb, YSERBOHE - A
BidAH 05mL 2 2 EHEEL /2D, WHO FIEHBER I D DENI M5, HZERED
ZEHIELTIIERARERE I CBWT TR TIBENS B EEZ D,

P EDOEBOHBTIC OV T, EMGEER A TRKRIITHBT L2 0,

. BB IABRFEFICRATRERRNRE O EFAER R R UK
L BEEHEEEELRICONT DB OHE
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REZRORECEDERBFERZTIRNINEABIH L TERICLSHEEERL /.
TOHR, FCHBIRD SN o/ &d b, RBEFEHCHEDEEERTOII &
IR 7R SRR Lz,

2. GCP SEHFRER R T 288 0 Hk

EEROREREDZRDHFFICTHRMNTNEAEE (53.5.1.1 : BK-PEDFLU-2 3B I
LT GCP EHFEEEML . TORKE. AOBRREERL LD LT 280 ELsHE
E25ONUDEBEFBRBEOEEHRLTE 5T, RRELEZEQIIUZERINEH X
NRVEE, WROERICDOWTEEL TWAEM., BBRERFES)S0RE (BRE
EERICHEMAIE O ORNER) ROEESH EEABREEOFRES (HEEL0O%K
i, BEEREETHIEORERE) SEDON, £, LROEHEREEOE
EURBEERES\OELEHEEOREL. BREETEZEABIIBEORELTIC
FERSEARSSLEOFRESICEL, EoF VU ETHYICHEEL TWRWERMNE
5z, '

e, EBmEH I8 (5.3.5.1.2 : BK-PEDFLU-3 ##8) o3 L T GCP EMgiE 25
MLz, TOER. —SBOEREREHEICBNT, BRERSES)SO%B GRAL
EOIRE) BED SN,

DEOKETANEEEREDLNEZHOD, WTNOBREICBNTHLEE LTITBER
MR GCP IZf o TiThh iz S E N2 205, BHEHINARERESRCESWTES
D EICDODWTEKEIT WS O E B Uiz,

V. B&7¥HhE

RHINZEENS, AHD (127N oFOFH) 2688 3R730. 2
BNERRT 4w FNEBEZZ EREMIFHEFTEEEX 5. FHOERAHEN S WHO
ERABANOEEIZMED, 1 I NI U TFORETHIIFTESRENEEBTE, BK
HEBREXHDEEZLD, £k, HIBIE. 230 WHO #EREERBICHE T ZE%BERICD
WTH. BHENZERDH S TIREBRFEMEEIZB SN T &5, BUERERSE
BRBWTRNTA I EMNELEL S, .

EMHEZE TORMZEEZL, RRBORIEOLIERZBENZVWEHETEZESIT
i, FHERBELTELIZIRVWEEZ S, '
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FEHE

SERR23ETHA20H

I. PERE
R 5% 4] E4 > HAJ
' JI)—Ew s HA
IN—Ev T HAT YD

[— & 4] AVINWLTFHA T F

[# 3 & 4] — R A A R KU YR R
(BEEERH] Erk224 4 H28 H
I. #EAE

EMBERROTOROERDEFRERERAEE CUF. TBE) 2B 285 08EIL.
UFDEBDTHZ, b, FEMGHOEMERR. AFEREIXDOVWTOEMEEN
SOHUHFREDE, EXREEEREAHBICB T 2EMES0OERICEET 552

(ERi20 12 A 25 BfY 202E 8 %) OREIILD., HEHLE. ‘

(D BA3E (REERE

L. BINEEPRELER (BK-PEDFLU-3 #lBR) I2BNT. WINoBEBAE (0.25mL B .
6 7 AL 3 BARM. 0.5mL % : 3 MELL 13 Bk TBNTH, £H2 2 AEETSHZ
ET, FRCEEIND 3 DOUAMNAKRIHLUT, FEFMEEEHTHS (D <&ED |
DU LD HI HifffliAs EMA B¥EZ/L T &) KDOWTIIES Lz 2 & RO fiHiiEEEs
EH HINABEREFEBEL ETH 22 END, YUSBEBRABTAHZ 2EERETS
ETA V7NV RETFHIRESHE TE 248055 B LA, T, BR
DHEPCEBEREVNEEINS 4 DOEHBEDSE, 1 RULOEHER. 3D20Y1))
ABRWT NG, £ 2 EMEEERICTIDOI EH 1 DL HI Hikiih EMA ¥ 27
L7223, 6 & ALAL 1R T, B BITHd 2 HI HiiflilS EMA E¥EZ i/~ S ialvo Tz, L
NUIRME, —RICHA U F U EBHO B BIIHNT 2 HI FiEH EAOBREL. FEDA
B HABEZEEL S LB L TEWEINTE Y., H Mo LEREREIN TN
5Z&EDERL. BEA D INIFIZHT PR BEBETEDEEL-,

FRIHZICHBNWT, B LOBBOYINNE. EMEEMZHFIN~. /-, BB
KHdHa (BEHEE () 2.BRCHETIEB<BRBICBITIEEOHER> 2) F%)
# (RERE 2DO0WT 1) EHBANOREREICDNT) 8M1). 6 » ABE 1 BRiic
MISFHPREIERBARE LESD ZENHZHEINZDHOD, TOHEIIBENTH S
LEEEBERVHBEBEORETICEBRETIILEEETHS LOBANHEINE,

LRI BFIEEICBISRRLEEA. RAXED THERRE OB 2L, #E

AE025mL OS5, 6 4+ AL E1ERE (176D YT 7N —12BWTIL, B EBETE
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ffiZEEZ 3 IHE E bW ah ok, FUEBER 23.5% @ #)). GMT 1L 24, Fifk
REFE235% GH))] LRBTHIE. IBIT4DOERE 6+ AL 1 Bk, 13
PAE 3 BRE, 3L 6 BARBRU 6 ML L 13 R TN ENoBERBEEICON
T, FRREEMICBVWTERERR T 5 L 2HEHFCHERL, FEFICNIRSE
&L,

2) =2tk

i3, BUREEA BN S WHO #ERABADEFEICOWT, FHEER & XN 2 DOEK
#AB (BK-PEDFLU-2 B &% U BK-PEDFLU-3 RAR) THEIh-FEE5. EBREREA
BETOREEBERECEN HA U7 F > O WHO #EBHA B TOLLSEBHEN S, WHO #i8
ARGEAZBABREFRICEBETEEHE Lz, 7270, BHINZERARBRETIE 4
DOEBEONTNHHERERIIESNTHD, MERERICERNEEZRKIVENS B
CHIBTL., TOBBOHEL. EMEEMSTHINE,

(3) Ak - AR :

B, WTHhOBEARE bICKERERICE T 28EMEE 2147 HREAT. #EEET
2EFEREL LT, AAORERERVR ORI 2N ENS. 6 ¥ AL 13 8
RiGOEEREIT 2 ET, SEBRREIBLZ 2~4 BRIETHIENENTH D EHEL,
COEBOHEE, EMEEMSTRINE,

(4) BLEHRGER ORMEIR

B, EAREATORSREBRSE LT, 4 DOERB TN EIUERIERN 50D
BEABRMBOBRESERSIEND. REBEICHTIHENBELEZ -, AEHIK
WKBL T EAAEEEIRESNTWARAIIONT, MESREONRETDES
Grade 2 (38.0CLA L 39.0Ck#E) LA EORBEFEZIPET A EMNBEREIEELEL . BN
KR PRBI A TR E N7z Grade 2 A LORERDBI RIGHBEE 0.6~47% Th BT & (185
WEE (1) 2BRICETEB<EEBICBIT2BEOEKE> (5) BLERERHEESZICON
Tl 2R FH8E5I, P<EHBEREIC I%XBREORBEBEORKEE 95%LL L0k
BTHRLED | HRIBTESL S, SEBE 300 AIEEETINEND D EE A,
7o, BEOERPVPDEZ/TEY I — X DEZEAIL. P —X EBIENERS
MR E BRI I IR T BN EN B D EE R, 512, 6 BELE 13 EkEDS B,
9RLLE BEREBICONTIE. YZHEBBOLEEK QE) A WHOHSRE (1E) Xvb
ZENZENS, HARERECBNTERENERRTESZLS, —FULORERK LR
RIDAEHBEETHI ENEE L NEE LT, Y EOBBOHIIL. HFEREHN 5K
==,

B, EMGHCBITIEREREA. FESCERRERASEOBRNERD.
HEHIIUTOLS KES LK,
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BERABNEEINDIERE (6 7 AULE 1RRME 18ULE 3 BRE,. 3 RULE 6k
WRU 6 UL B3R TNTNERNRE L RN ET 2 ERRERAEEERT 5,
ENEERPIZE THE S N/ Grade 2 DL EORBOBIR ISRIRBEIL 0.6~4.7% THBT LD
ZEL. THENOERBIIBNT, ERERECREHEN 1% LORBIREE 95%E
FOMERTORS EH 1HU R TES XS .2 BEERZ TEMAE LT, SFE5E 300 4.
ET 1200 Bl 2 RETEFRE L. 9L E B3 RARMICEL T, YZEBBORSERBEMN
BERICWETES LD, FEEARII 150 A& FET 5. REHRCDONTIE. 6 » ALLE
1 BRBOBRIEICRENFTRINE /-0, AEEHTERRENIEAR 23 E~FHK 25 £ (2
V=R ETBN, V-AUEXELNREEERT. EONCERBEEAOREHRIE
HETS,

WL, FEEOREE TALZ,.

1

(5) HI LB flDREIEFHBICDONWT

BK-PEDFLU-2 # 8 & Uf BK-PEDFLU-3 B CT. FHNCE £ 5 AHINI) VER, A(H3N2)
BEEKRUB BT 5 HIFAMIIOWTIE. B b O BFRmEREZ AW/ SElc L DRlEX
Nz MEZREF (1) 2HERICHET IER<BBIIBI 2EEOHIK> (1) FMEEEIC
WY DBEOBELHITDONT 4) FREORIEFEIZONT] B AICEL. EMER
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