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22 4 28
1 A B HA
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B
0.5mL 1 1 4 2
3 13 0.5mL 3
0.25mL 2
1
A B C A
Hemagglutinin  HA Neuraminidase
NA H1 H16 N1 N9
2011 A HIN1 2009



1A H3N2 B
MMWR Recomm Rep, 58: 1-52,

2009 WKkly Epidemiol Rec, 80: 279-287, 2005 , 5: 49-55, 2004

, 59: 59-66, 2009

, 10: 33-39, 2009
Influenza A(H1N1) virus resistance to oseltamivir- 2008/2009 influenza season, northern
hemisphere  http://www.who.int/csr/disease/influenza/h1nl_table/en/index.html
IASR, 30: 101-106, 2009

3 HA HA
4 1
HA
12, pe2r,
, 2008
1972 HA
WHO
6 36
WKkly Epidemiol Rec, 80: 279-287, 2005 2011
6 36 0.25mL/ 36 0.5mL/ WHO
HA 1
1 HA WHO
WHO
2 / a /
- ! 5 0.tml 2 ! 0.25mL 12 9
3 - 0.2mL 2
- . 0.5mL 12 9
5 o 0.3mL 2
13 0.5mL 12 Y 0-5ml- L
Q) 1 0.5mL HA 1 1509
b) 1 1 4 2
C) 1 2
12000 4 A HINI 2009 2011 3
1977 A HINL A HINL 2009



WHO

, 105:
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17 2 2
http://www.mhlw.go.jp/shingi/2005/02/txt/s0202-5.txt
HA
17 3
http://www.mhlw.go.jp/houdou/2005/03/dI/h0331-7a.pdf HA
1 WHO
HI 2.
2 2
WHO
HA HA
Flu- WHO
DNK-PEDFLU-1 A HIN1 2009
1
HA A HIN1 2009
A HA HIN1 A HIN1 2009
2010 4 28
6 1 9
4
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HA WHO
23 6 16
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(1) EPN% /M35 < DNK-PEDFLU-1 328, £ : 2009 @) 7 @ 5 ~2009 4
@ @ sEHn:RL>

A% 6 4 HULE 13 iR O B A N/ A xt 4 (B EEFIER 80 1l « &-8F 40 1) (2, K
A& YA (HINL) 2009 7 7 F 0> WHO HEVER] 500 B2 FEFRIC 61T D s UM e Ve 4k
OETE B L U7 SR A LI ERBURASEIN 2 Fiigk THEi S i,

DNK-PEDFLU-1 gBRIZ VY & 4072 ARHK115,2009~2010 v — X DT 7 F o8&k & LT,
A (HIN1) Y% : A/Brisbane/59/2007 (HIN1), A (H3N2) #FH#A! . A/Uruguay/716/2007
(H3N2) K (rB 7! : B/Brisbane/60/2008 # i\ CHliE K41, 0.5mL H 1 #k&H 7=V 0 HA &
B 15pg L EE &/, F2, A (HIND 2009 7 7 F 0%, 2009 44 HIC A ¥ aTH
BLU7Z HA ROYNA SIS T ZICHRT D22 oAV ATH D A (HIND) 2009 &7 A /LA
\CB T 5K © A/California/7/2009 (HIN1) v-like strain (X-179A) % Fu» C il X 7= Hiffi o
7 F G, 0.5mL > HA & &1X 15ug LA L& Sdu7z, WHO [RIBFREIIAFI R OVA (HINT)
2009 U 7 F o ORI (BEREAL A4 B . WHO HOBEE A (HINT) 2009 7 7 F
COHMBERE S S (R 2),

#2 R
R WHO [vil ¥ ‘ ‘ WHO Bhaf _
vy FA /4 vy FH /R
6 7 LI 3 Bk A (ﬁm?‘;“ﬁzmg 025mL2 [/ I | A (HINI) 2009 | 0:25mL/2 /i I¥
3 gL L 13 kil PYE S 0.5mL/2 lal/ke ¥ vy 0.5mL/2 [al/f& ¥

ik - HEE, AFLONA (HIND 2009 7 7 5> i A (HIN1) 2009 V 7 F > % WHO
HEZHEIC L722y» T, WPFhoRES 21 H+7 HREORIBR % 5\ T Efale 2 B RS2
e S, BRI U F o OBERRITESIE ST, ARRBRICHAZ AN BT 80
DORFRIL, WHO [FEIRFEE 40 61l (6 4~ A LL E 3 ki 20 i, 3 m%LL E 13 5k 20 1) . WHO
MR 40 #41 (6 # A LA E 3 5T 20 Bl 3 &bl 1 13wk 20 #i) T Y . BHlH R4
5E T LRV AR R & O K OFRHT R4 (FAS : Full analysis set) & 41, FAS
DIGIEJRME O BT RN & ShT,
FEMI A L, REREE CRAIM VA (HIND) 2009 U727 F) BERERTICXES 5 1 [a1H W
ONZ 2 [B] H B4 21 H+7 H %O HI iR & O FnbuiiR il o PiadBisinsg & X4, HI Skt
AFIFOVA (HINT) 2009 7 7 F 2O PRHUEATHC OV TiE A (HIND 2009 U 7 52
WCEENDE T A WA O WTHIE STz, Bz & UTLL FD 2 DHBEFRE Sz,
i) PUABEERO  BEREGHUEMAS 1 20 LU EAD 1 [A B BERERIED © OZ(LFED 4 524
LowsmEoBE

i) PUASERRE « BEREGHUAMAS 1 : 40 LL LD 1 [0 H BERERTE D> © OZE LRI 4 fi5LA
LowERE O¥IE

THEFHRIEE OFERE2R 3 KOFK 4 IR,



3 WHO HI DNK-PEDFLU-1 FAS
1 2 1 2
[95%CI] [95%ClI] [95%ClI] [95%CI]
6 3 N 20| 14 700 18 90.0 11 55.0 16 80.0
A HIN1 [45.7,88.1] [68.3, 98.8] [315,76.9] [56.3, 94.3]
6 300 6 300 5 250 5 250
8 13 N 20 [11.9, 54.3] [11.9, 54.3] [8.7,49.1] [8.7,49.1]
3 N 20 9 450 19 950 7 350 16 80.0
A H3N2 [23.1, 68.5] [75.1,99.9]] [15.4,59.2] [56.3, 94.3]
8 40.0 9 450 6 300 9 450
8 13 N 20 [29.1,63.9] [23.1, 68.5] [11.9, 54.3] [23.1, 68.5]
5 3 N 20 8 40.0 13 65.0 7 350 12 60.0
B [19.1,63.9] [40.8, 84.6] [15.4,59.2] [36.1,80.9]
3 13 N 20 9 450 10 50.0 8 40.0 6 300
[23.1, 68.5] [27.2,72.8] [19.1,63.9] [11.9,54.3]
N 95 Cl 95
4 A HIN1 2009 HI
DNK-PEDFLU-1 FAS
HI HI
1 2 1 2 1 2 1 2
[95 CI] | [95 CI] | [95 CI] | [95 CI] | [95 CI] | [95 CI] | [95 CI] | [95 cClI]
lie 3
HO N 20 |9 450 [17 850 [9 450 [20 1000 [6 300 |17 850 [6 30.0 |17 850
[23.1,68.5] | [62.1, 96.8] | [23.1,68.5] | [83.2, 100.0] | [11.9, 54.3] | [62.1, 96.8] |[11.9, 54.3]| [62.1, 96.8]
"WHO N 20 |9 450 [18 900 [11 550 |19 950 [5 250 |15 750 |7 350 |18 900
[23.1,68.5] | [68.3,98.8] | [31.5,76.9] | [75.1,99.9] | [8.7, 49.1] | [50.9, 91.3] |[15.4, 59.2]| [68.3, 98.8]
3 13
HO N 20 |13 650 [16 800 [15 750 |18 900 [12 60.0 |14 700 [12 600 |18 900
[ [40.8, 84.6] | [56.3, 94.3] | [50.9, 91.3] | [68.3, 98.8] |[36.1, 80.9] | [45.7, 88.1] |[36.1, 80.9] | [68.3, 98.8]
HO N 20 |16 800 [18 900 [16 80.0 |18 900 [15 750 |15 750 [16 80.0 |18 900
[56.3, 94.3] | [68.3, 98.8] | [56.3, 94.3] | [68.3, 98.8] | [50.9, 91.3] | [50.9, 91.3] |[56.3, 94.3]| [68.3, 98.8]
HI European Medicines Agency
EMA Note for guidance on harmonisation of
requirements for influenza vaccines. CPMP/BWP/214/96 EMA
EMA 18 60 3
5
i) 1 1 10 1 40 1
1 10 4 40
ii) GMT 1
GMT 2.5
iii) 1 40 70



5 HI EMA DNK-PEDFLU-1 FAS
WHO WHO
A HIN1L A HIN1 A H3N2 B A HIN1
2009 2009
N 20 20
6 300 11 55.0 7 350 7 350 5 250
6 ! HI | GMT 35 5.3 2.9 3.2 4.0
3 6 300 12 60.0 9 450 7 350 5 250
0.25mL ) 17 85.0 16 80.0 16 80.0 12 60.0 15 75.0
GMT 14.4 7.7 10.9 5.7 12.1
17 85.0 17 85.0 17 85.0 12 60.0 15 75.0
N 20 20
12 60.0 5 250 6 300 8 40.0 15 75.0
3 ! HI | GMT 8.0 2.1 25 3.7 17.1
13 13 650 19 950 17 850 16 800 | 16 800
0.5mL ) 14 70.0 5 25.0 9 450 6 30.0 15 75.0
GMT 16.6 1.9 3.7 35 21.9
16 80.0 19 95.0 19 95.0. 14 70.0 16 80.0
DNK-PEDFLU-1 EMA
L 1
1 2 21 7 6
3 WHO 16/20 80.0 11/20
55.0 WHO 17/20 85.0 9/20 45.0
3 13 WHO 19/20 95.0
15/20 75.0 WHO 17/20 85.0
17/20 85.0
A HIN1 2009 6
Grade 1 Grade 4
Grade 3 39.0 1 Grade 4 39.0
Grade 3
3 WHO 2/20 10.0%
Grade 3




5 1

DNK-PEDFLU-1

WHO N=20 WHO N=20

6 3
9 45.0 9 45.0 6 30.0 6 30.0
5 25.0 5 25.0 3 15.0 3 15.0
4 20.0 4 20.0 2 10.0 2 10.0
4 20.0 4 20.0 1 5.0 1 5.0
2 10.0 2 10.0 0 0.0 0 0.0
1 5.0 1 5.0 0 0.0 0 0.0
14 70.0 2 10.0 9 45.0 1 5.0
7 35.0 1 5.0 8 40.0 1 5.0
7 35.0 0 0.0 3 15.0 0 0.0
4 20.0 0 0.0 1 5.0 0 0.0
2 10.0 0 0.0 0 0.0 0 0.0
1 5.0 0 0.0 4 20.0 0 0.0
1 5.0 0 0.0 1 5.0 0 0.0
1 5.0 0 0.0 0 0.0 0 0.0
1 5.0 0 0.0 0 0.0 0 0.0
0 0.0 0 0.0 4 20.0 2 10.0
0 0.0 0 0.0 1 5.0 0 0.0
0 0.0 0 0.0 1 5.0 0 0.0
0 0.0 0 0.0 1 5.0 0 0.0

3 13
13 65.0 13 65.0 13 65.0 13 65.0
1 55.0 1 55.0 9 45.0 9 45.0
10 50.0 10 50.0 9 45.0 9 45.0
10 50.0 10 50.0 8 40.0 8 40.0
7 35.0 7 35.0 4 20.0 4 20.0
1 5.0 1 5.0 0 0.0 0 0.0
7 35.0 1 5.0 4 20.0 1 5.0
5 25.0 1 5.0 3 15.0 2 10.0
3 15.0 1 5.0 5 25.0 4 20.0
3 15.0 1 5.0 3 15.0 1 5.0
2 10.0 0 0.0 3 15.0 0 0.0
2 10.0 0 0.0 1 5.0 0 0.0
1 5.0 0 0.0 0 0.0 0 0.0
1 5.0 0 0.0 0 0.0 0 0.0
0 0.0 0 0.0 1 5.0 1 5.0
0 0.0 0 0.0 1 5.0 0 0.0

2 / DNK-PEDFLU-2 2000 9 1 2010

3

6 13 40 10
WHO
2
DNK-PEDFLU-2 2010 2011
A HIN1 2009 A/California/7/2009 HIN1 pdm A H3N2
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10

A/Victoria/210/2009 H3N2 B B/Brisbane/60/2008 0.5mL 1
HA 1519
WHO 1 21 47
2
60 6 1 3 3 6 6
13 15
FAS FAS
1 2 21 7
HI EMA 3 i 1
i) 1 1 10 1 40 1
1 10 40
ii) GMT GMT 1 2.5
iii) 1 40 70
7
DNK-PEDFLU-2 1 1
10 1 40 1 1 10 4
7 HI EMA DNK-PEDFLU-2 FAS
A HIN1 2009 A H3N2 B
[95 ClI] [95 CI] [95 CI]
9 300 [[147,49.4][15 500 |[31.3,68.7]] 5 16.7 [5.6, 34.7]
0.25mL 1 HE ot 22 [0.8.6.0] 48 [3.0,7.8] 19 [L4,25]
' 9 300 |[147,494] |16 533 |[34.3,71.7]| 5 167 [5.6, 34.7]
6 10 333 [[17.3,528] ] 9 300 [[147,494]] 4 133 [3.8,30.7]
3 20 667 |[47.2,82.7] |30 1000 |[88.4100.0]]11 367 |[19.9,56.1]
2 A Temt 6.1 [2.5,14.5] 16.0 [11.5,22.3] 3.9 [2.8,5.5]
N 30 20 667 |[47.2,82.7] |30 1000 |[88.4,100.0]| 11 36.7 | [19.9,56.1]
22 733 |[541,87.7) |27 900 | [73597.9]] 7 233 [9.9,42.3]
22 733 | [54.1,87.7] [ 17 567 [ [37.4,745] [13 433 | [255,62.6]
05mL 1 HE TomT 5.9 [3.3,10.6] 41 [23,74] 3.2 [16,6.3]
28 933 | [77.9,992] |29 967 [[82.8,99.9] |23 767 |[57.7,90.1]
3 20 667 |[47.2,827] |22 733 [ [54.1,87.7]|15 500 |[313,68.7]
13 26 89.7 | [72.6,97.8] |20 69.0 | [49.2,84.7] | 16 55.2 | [35.7,73.6]
2 R TemT 7.4 [4.3,12.7] 56 [3.2,9.6] 4.0 [2.1,7.8]
N 30° 29 100.0 |[88.1,100.0] | 28 96.6 | [82.2,99.9] | 25 862 | [68.3,96.1]
24 828 | [64.2,942] |24 828 |[64.2,942] |16 552 | [35.7,73.6]
a) 0.5mL 2 1
EMA 1]
6 1 1 3 0.25mL 1 A
HIN1 2009 B EMA EMA




51/60 85.0 44160
73.3 1 21  +7
5
8
8 5
DNK-PEDFLU-2
0.25mL  N=30 0.5mL  N=30
23 76.7 16 53.3 28 93.3 28 93.3
11 36.7 11 36.7 28 93.3 28 93.3
22 733 14 46.7 21 70.0 16 53.3
11 36.7 11 36.7 25 83.3 25 83.3
5 16.7 5 16.7 21 70.0 21 70.0
5 16.7 5 16.7 11 36.7 11 36.7
4 13.3 4 13.3 19 63.3 19 63.3
4 13.3 4 13.3 18 60.0 18 60.0
3 10.0 3 10.0 15 50.0 15 50.0
0 0.0 0 0.0 2 6.7 2 6.7
13 433 5 16.7 11 36.7 4 13.3
6 20.0 3 10.0 8 26.7 5 16.7
4 13.3 2 6.7 0 0.0 0 0.0
4 13.3 1 3.3 0 0.0 0 0.0
4 13.3 0 0.0 1 3.3 0 0.0
3 10.0 0 0.0 0 0.0 0 0.0
2 6.7 2 6.7 1 3.3 1 3.3
2 6.7 2 6.7 1 3.3 0 0.0
2 6.7 2 6.7 0 0.0 0 0.0
2 6.7 1 3.3 2 6.7 0 0.0
2 6.7 0 0.0 0 0.0 0 0.0
1 3.3 1 3.3 3 10.0 3 10.0
0 0.0 0 0.0 3 10.0 3 10.0
0 0.0 0 0.0 2 6.7 1 3.3
Grade 3 1 1
2 11 13 1
1
1 DNK-PEDFLU-1 DNK-PEDFLU-2
DNK-PEDFLU-1 6

11



A HIN1 2009
HA 6 1
DNK-PEDFLU-2

WHO
DNK-PEDFLU-1
A HIN1 2009
2
DNK-PEDFLU-1 DNK-PEDFLU-2 WHO
1
5
i) WHO WHO
Vaccines 5th ed., p271, Saunders, Philadelphia,
2008 Current Topics In Microbiology and Immunology vol.333, p50, Springer-Verlag,
Heidelberg, 2009
i) HI
HI
WHO 10 1
iii) HA 18 251,600
CDC European Centre for Disease Preventions and Control
WHO
WHO HA
3
3 WHO
iv) DNK-PEDFLU-1 A HIN1 2009
WHO
V) HA

DNK-PEDFLU-1
DNK-PEDFLU-2

12



WHO

WHO
HA
HA
21
10 16  http://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou04/pdf/091016_01.pdf
19
19 12 http://www.mhlw.
go.jp/bunya/iyakuhin/file/dl/File01_0001.pdf 22 2010 2011
1 1
22
http://www.mhlw.go.jp/bunya/kenkou/kekkaku- kansenshou04/inful_vaccine22.html
1
DNK-PEDFLU-1 DNK-PEDFLU-2
WHO
EMA
WHO
DNK-PEDFLU-1 DNK-PEDFLU-2 WHO
WHO
3
DNK-PEDFLU-2 EMA
Food and Drug Administration FDA
Guidance for Industry Clinical data needed to support the licensure of seasonal
inactivated influenza vaccines. May 2007 EMA
EMA EMA
EMA

13



Standard pediatric investigation plan for non-adjuvanted or adjuvanted

pandemic influenza vaccines during a pandemic EMA/185099/2010 EMA
1 50
2 50
DNK-PEDFLU-2 30 30 EMA
EMA
DNK-PEDFLU-2
WHO 0.25mL 0.5mL EMA
50
1
2
HI EMA
DNK-PEDFLU-2
4 Harrison’s Principal of Internal Medicine
17th ed., p1085, McGraw Hill Professional, New York, 2008
4
6 9 A
HIN1 3 AJ/Brisbane/59/2007 A/New Caledonia/20/1999 AJ/Solomon
Islands/3/2006 HI 1 40 1 40
MMWR, 58: 521-524, 2009
4
HI
DNK-PEDFLU-2 HI EMA
2
WHO 2
WHO 2 DNK-PEDFLU-2 7
1 6 3 1 025mL 2 3

14



13 1 05mL 2 21 7 HI

EMA
WHO
DNK-PEDFLU-2 1
WHO 0.25mL 0.5mL 2 HI
3 EMA 7
WHO
1.
WHO
DNK-PEDFLU-1 DNK-PEDFLU-2
1 WHO 9 1
13 2 DNK-PEDFLU-1
DNK-PEDFLU-2 9 2
4 2
DNK-PEDFLU-1 DNK-PEDFLU-2 9 13
HA
0.5mL 2 3 13 96
11 HA 3
9 0.5mL 2

European 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

9 13 6 9 2
WHO
1
WHO 4
6 1 1 3 3 6 6 13
1
DNK-PEDFLU-2 1 13 2
HI EMA 1 WHO 2
6 1 WHO 2
HI A HIN1 2009 A H3N2 EMA
B 2 HI

15



EMA 9

9 HI EMA DNK-PEDFLU-2 FAS
A HIN1 2009 A H3N2 B

[95 CI] [95 CI] [95 CI]
0 00 [00,21.8] | 4 267 [78,551], | 0 0.0 [0.0, 21.8]
1 HE oMt 11 [0.9, 1.5] 28 [L6,4.8] 12 (1.0, 14]
6 0 00 [00,21.8] | 5 333 [11.8,616] | 0 0.0 [0.0, 21.8]
1 0 00 [00,21.8] | 0 00 [00,21.8] | 0 00 [0.0, 21.8]
6 40.0 [163,67.7] |15 1000 |[78.2,1000]| 1 67 [0.2,31.9]
N 15 |2 Al Tomt 4.2 [2.5,6.9] 12.7 [8.5,18.9] 2.1 [1.4,3.2]
6 40.0 [16.3,67.7] |15 1000 |[78.2,1000]| 1 6.7 [0.2,31.9]
8 533 [266,787] | 13 867 | [595,983] | 1 67 [0.2,31.9]
9 60.0 [323,837] | 11 733 | [449,922] | 5 333 [11.8, 61.6]
1 Al Tomt 4.4 [0.9, 22.1] 8.4 [4.0,17.5] 2.9 [1.7,4.8]
1 9 60.0 [32.3,83.7] | 11 733 | [44.9,922] | 5 333 [11.8, 61.6]
3 10 667 | [384,882] | 9 60.0 [32.3,837] | 4 267 [7.8,55.1]
14 933 | [68.1,99.8] |15 100.0 |[78.2,100.0] | 10 66.7 | [38.4,88.2]
N 15 > Al TomT 8.8 [2.1, 36.0] 20.2 [11.7, 34.6] 73 [5.4, 9.9]

14 933 | [68.1,99.8] [15 100.0 |[78.2,1000]| 10 667 | [38.4,88.2]

14 933 | [68.1,99.8] | 14 933 | [68.1,99.8] | 6 40.0 [16.3,67.7]

10 66.7 [38.4,88.2] | 9 60.0 [32.3,837] | 8 533 [26.6,78.7]

HI

1 GMT 48 [18,13.1] 46 [1.8,11.7] 38 [1.3,11.4]
3 13 867 [59.5,98.3] | 14 933 [68.1,99.8] | 11 733 [44.9,92.2]
6 10 66.7 [38.4,88.2] | 12 80.0 [51.9,95.7] | 8 533 [26.6,78.7]
. 13 929 [66.1,99.8] | 11 786 [49.2,95.3] | 10 71.4 [41.9, 91.6]
N 15 1) AL TemT 6.6 [2.6,16.7] 8.2 [3.3, 20.2] 5.8 [2.0, 16.8]
14 1000 |[76.8,100.0] | 13 92.9 [66.1,99.8] | 12 857 [57.2, 98.2]
12 857 [57.2,98.2] | 12 857 [57.2,98.2] | 9 643 [35.1, 87.2]
12 80.0 [51.9,95.7] | 8 533 [26.6,78.7] | 5 333 [11.8, 61.6]
1 A TomT 73 [3.7,14.3] 36 [1.7,7.7] 2.6 [1.1,6.3]
6 15 1000 |[78.2,100.0] |15 1000 |[78.2,100.0] | 12 80.0 [51.9, 95.7]
13 10 66.7 [38.4,88.2] | 10 66.7 [38.4,88.2] | 7 467 [21.3, 73.4]
13 867 [59.5,98.3] | 9 60.0 [32.3,83.7] | 6 400 [16.3, 67.7]
N 15 1o R TomT 8.4 [4.5,15.7] 3.8 [2.0,7.3] 2.8 [1.2, 6.5]
15 1000 |[78.2,100.0] |15 1000 |[78.2,100.0] | 13 86.7 [59.5, 98.3]
12 80.0 [51.9,95.7] | 12 80.0 [51.9,95.7] | 7 467 [21.3, 73.4]
a) 2 1
EMA ]
6 1 B HI EMA
HA HI A B
J Infect Dis, 194: 1032-1039, 2006 Pediatr Infect Dis J, 29: 105-110, 2010
B A
J Infect Dis, 194: 1032-1039, 2006 Pediatrics, 115:
1039-1047, 2005 B HI 1 40
J Infect Dis, 194: 1032-1039, 2006 Am J Dis Child, 144: 595-600, 1990
B HI A

16




DNK-PEDFLU-2 6 1

B HI
GMT EMA 1 1.2 2
2.1 B
6 3 0.25mL 2 3 13
05mL 2
WHO 2
4 9 1
13 A B HI
1 EMA HI
WHO 2
6 1 WHO 2
A 2 HI EMA
HI
B EMA 9 3
HA 0.5mL B Lancet Infect
Dis, 11: 23-29, 2011 HA B
A HA

J Infect Dis, 197: 1448-1454,
2008 Pediatrics, 118: 579-585, 2006 Pediatrics, 118: 570-578, 2006 Vaccine, 25: 7656-7663, 2007

6 1
EMA B
A EMA B
2
WHO B
6 1 B
2 WHO
WHO
19
19 , 71-79, 2008 19
20
20 , 47-86, 2009 20 20
13
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107-108, 2009 13 HI
1 WHO
1 WHO
10 11 DNK-PEDFLU-2
WHO A HI 9
11 13
WHO WHO
6 13
10 WHO A HIN1 a 19
d e
b WHO ¢ b WHO c
1 37/64 57.8 44/61 72.1 24/64 375 37/61 60.7
50/65 76.9 56/72 77.8 38/65 58.5 56/72 77.8
59/64 92.2 57/69 82.6 57/64 89.1 64/69 92.8
54/66 81.8 57/65 87.7 56/66 84.8 64/65 98.5
a) A HIN1 H1N1 HI
b) 2005 2006 HA
c) 2006 2007 HA WHO
d 2 HI 4 19
e) 19
11 WHO A HIN1 ¢ 20
13 | 20
a WHO b
1 2/10 20.0 6/9 66.7
1 19/34 55.9 32/52 615 60/101 59.4
2 26/39 66.7 22/40 55.0
3 6 66/108 61.1 41/58 70.7
6 8 9/15 60.0 15/26 57.7 64/96 66.7
9 13 2/4 50.0 8/12 66.7
a) 1999 2005 HA
b) 2007 2008 HA WHO
c) HI 1 10 2 1 40
DNK-PEDFLU-1 DNK-PEDFLU-2
1 2
WHO
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HA

HI

2009

WHO

Lancet, 374: 1339-1350, 2009

DNK-PEDFLU-2

HI

10 11
WHO
WHO
1.
EMA WHO
79 1 WHO 2
EMA 4
A B 1 2
1
WHO
DNK-PEDFLU-2 DNK-PEDFLU-1
A HIN1
4/60
56/60 HI
DNK-PEDFLU-1 9/80
1
DNK-PEDFLU-2
DNK-PEDFLU-1
DNK-PEDFLU-2 WHO 2
WHO 6 3 3 13
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EMA

EMA
13

WHO

DNK-PEDFLU-2

2.5

DNK-PEDFLU-1
WHO

1 9 2

6 1 1/15
Grade 3
DNK-PEDFLU-1

13

Grade 3

12

2/80

WHO

20

HI
A HI
WHO
WHO
HA
WHO
6 1
8 2
6
1
1

DNK-PEDFLU-2

WHO

EMA



12

DNK-PEDFLU-2

51 85.0 44 73.3
60 39 65.0 39 65.0
43 71.7 30 50.0
2 33 2 33
10 66.7 6 40.0
2 13.3 2 13.3
6 ! 15 10 66.7 5 33.3
1 6.7 1 6.7
13 86.7 10 66.7
9 60.0 9 60.0
! 3 15 12 80.0 9 60.0
1 6.7 1 6.7
14 93.3 14 93.3
14 93.3 14 93.3
3 6 15 11 73.3 8 53.3
0 0.0 0 0.0
14 93.3 14 93.3
14 93.3 14 93.3
6 13 15 10 66.7 8 53.3
0 0.0 0 0.0
DNK-PEDFLU-2 DNK-PEDFLU-1 WHO
25
4
2
DNK-PEDFLU-2 DNK-PEDFLU-1
140 22
9 1 DNK-PEDFLU-2
0.25mL 1
8 2
DNK-PEDFLU-2 0.5mL 2
0.5mL 1 9
DNK-PEDFLU-2 10 025mL 3 05mL
7 025mL 33 1000  05mL
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Bl (71.4%) ., 2EMORILUSE, 0.25mL 78 1/3 il (33.3%., FHFKS - A0 - SIHTESR
HR0F : [B19E) . 0.5mL B2RE 3/7 il (42.9%. Sk, SMATHK - R, SETEK, )R 0 2 CH
) Thotz, Fio, BEREEEEFIGEY LA VERE (LT, IEZNF) Tk, 5%
OFEEG T, 025mL BEFET 1927 il (70.4%) . 0.5mL #EFET 16/23 5l (69.6%) . Ltk
ORIBUSIE, 0.25mL H2FE T 13/27 il (48.1%) . 0.5mL HfEC 13/23 ] (56.5%) Th v, ¥f
(RN H THEFR LK ORIFUCR SR N &< R HERNTRO o, [EL
DNK-PEDFLU-1 38R (ZAHA A4 & AU 7- SRS AR A 12 #i (0.25mL HEFE 6 {5, 0.5mL H2FE 6
Bl o9t REPERIGOEEERTEET 7/12 H1 (58.3% ; 0.25mL #:55E 2/6 (33.3%) .
0.5mL B8 5/6 (83.3%)). 2EMHORIISIEEWET 2/12 #il (16.7% ; 0.5mL £, HHIH,
B, IR BTHE) Thott, LN 68 Il ONTIE, REMERICOAT T
BIL R T 45/68 il (66.2%) . RHMEORISUSITEAET 14/68 il (20.6%) TH |
DNK-PEDFLU-2 R & RIRICHEFRE S EE A OZ Y OB E THEFR L CRIDUS BRI
RN ol

B, BEAOFAL THRL, NMEHERIEORE WEREOSEBEEEE LE D T
B E 70D K ) R AEFERKORIRICITES LT, B CHoi 7o R B o /3
[T & & % DAY DNK-PEDFLU-1 3888 & U8 DNK-PEDFLU-2 fRBR & # (ZWBR-A3RA R O 4,
EOICHEREEEEOWRRERIIMESNDL Z 0D, HEHKERHAO T CHEREFESE
SOFERHFIB HITZEVEFREIE L, EEICHER T2 EDPLETHLEEZXD

3) BUKRAENS WHO HREAB~OEEICH S etk EoREIz >\ T
MEEHIE, LLTo 3 53T WHO #REHEO R &I >V TR L,

) AANTENEASITHOK 40 FEROENEFHBDH Y, BFEEPINE - EFLLT —
B = 2 LR ARIOHRECE (0.5mLU/AKRE . LUFREEE (%32 Bl RS iR 48
FECE, FOE 10 4RRCRE Thh 72 2000 421500 T 6 0.0079% (R (D
A, 2009 EEOHM A (HIND 2009 7 7 F>¢it 0.0171% (i & (NS
<otz w10 0 HerkE (<. R ovEmE Ry IR
MO0 & o T2 AF ORI SOSE S 50X 1752 61 3132 7 GEEABE A 1752 17 847 $il)
DO IWMATEITHI 6214 BAE, o a v 7 & 1 EEEte) . 3 kbl 6 BRI 71
Bl (77 0 7 X —50E 2 18, RSt f/ MR PESRBER . S eI i
K, XTUNL—REEEE, v ay /7 & 1 HEET) KO 6l E 13 kL 62 51 90
(X7 o LR, v a v K I HEED) Tholod, FRRRREIKISE LTHE
A& LD ol ELD

i) 6 mEAT O /N~ OBERGRH B % O 2YERE# CERR 12 FEEA R s B &

COT L - IPBLKYYEM R R ) LR Icxt T o4 7o o s F o ORICET 5
WFgE BFFEHEE 0 1-40,2000, SERK 14 FREEAR AR e G - fBUEYYE

T ORICEEEES N LRSI ON D HRIRE A OIS, TR, KA. TTEAEBE O Of5 e E i HES
FHOPHAAE L RZ2MFRE SO CINE - LT,
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1-55, 2002 WHO 3 13

HA WHO 20

DNK-PEDFLU-2 DNK-PEDFLU-1

WHO

iii) WHO HA

WHO

MMWR

Recomm Rep, 58: 1-52, 2009 European Centre for Disease Prevention and Control, Technical

report of the scientific panel on vaccines and immunisation. Stockholm, 2007

HA WHO
HA WHO
WHO
HA WHO
HA WHO
DNK-PEDFLU-2 DNK-PEDFLU-1
WHO
WHO
WHO
WHO
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0.5mL 1 1 4 2
3 13 0.5mL 3 0.25mL
2
6 3 0.25mL
3 13 0.5mL 2 4 2
13 0.5mL 1 1 4
2
WHO 1
WHO

Vaccines 5th ed., p271, Saunders, Philadelphia, 2008 The Australian Immunisation Handbook
9thed., 189-190, 2008

Vaccines 5th ed., p271, Saunders, Philadelphia, 2008 EMA

Note for Guidance on Harmonaisation of Requirements for

Influenza Vaccines, CPMP/BWP/214/96 HA
HA
HA
13 2
DNK-PEDFLU-2 2 WHO 0.25mL 0.5mL
4 A 2 B
1 2
7 9
WHO 9
1 WKkly Epidemiol Rec, 80: 279-287, 2005 9 13
7 1 EMA
1 HI
GMT 1 2 A HIN1 2009
6.6 8.0 A H3N2 2.7 33 B 2.2 2.0
GMT A HIN1 2009 4.9 80 A H3N2 3.3
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44 B 1.6 1.8 2 9
13 2

HA WHO
6 9 1 2
2 9 13 1 1
WKkly Epidemiol Rec, 80: 279-287, 2005
2
1 Vaccines 5th ed., p271, Saunders, Philadelphia, 2008
HA
6 9
2 2
DNK-PEDFLU-2 6 3
1 A HIN1 2009 B HI EMA
2 3 EMA 1
7 EMA 1
2 2
3 1
6 9 2
9 13 DNK-PEDFLU-2 7
WHO
2
20
HA 05mL 3 13 96
9 13 12 2
11 3 3 WHO
HA 9
13 3 9 05mL 2

European 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 9 13 2
3 9
9 13
2
HA 9 13 0.5mL 2
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1 4
DNK-PEDFLU-1 21+7
14 18 16 19 23 33
1 4
WHO 1 2
WKkly Epidemiol Rec, 80: 279-287, 2005
1 4
2
WHO
2
1
2 4
5
DNK-PEDFLU-1 DNK-PEDFLU-2
WHO
30
1 3 3 6 6 13
75
4
95 1
13

26

DNK-PEDFLU-2
DNK-PEDFLU-2

24 28 10
1
4
217
300 6
4
1

300



1.25 2.5
75
DNK-PEDFLU-2
1
1
4
1
DNK-PEDFLU-2 6
1/15 1 1 3
Grade 2
6 13 282 3
HA
Grade 2
08% 2 6/128 4.7%
2 1/155 0.6%
4 2
2
05mL 2
1

WHO

4
5
DNK-PEDFLU-1
5
23 24
1
4
1 Gradel 37.5 38.0
Grade 1  1/15 1
127 3 13 155
WHO
6 3 1 1/1
13 1 3/157 1.9%
20
4
Grade 2
9

27

26
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2 GCP
5.3.5.1-1 DNK-PEDFLU-1
GCP

5.3.5.1-2 DNK-PEDFLU-2 GCP

GCP

WHO

WHO
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HI

HA

20 12

HI

0.25mL

23 7
HA
Flu-
HA
22 4 28
25 20 8
DNK-PEDFLU-2 0.25mL
0.5mL 3 13 2
3
EMA
2
4 1 3
2 1 HI EMA
1 B HI EMA
HA B HI
HI
1 2 2
1 6 1
6 1 15 B
6.7 1 GMT 2.1
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6.7 1

WHO
DNK-PEDFLU-1
HA

Grade 2 38.0 39.0
Grade 2

13

DNK-PEDFLU-2

WHO

30

300

6 1
21+7
6
06 4.7
5
6 13
WHO
3

95%

WHO
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1 95
1 300 1200
13 150
1 23
25 2
4
6 3 0.25mL 3 13
0.5mL 2 4
13 0.5mL 1
1 4 2
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