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N GEfTED |
"EZTE R AR AL DY (E Y T/ AdimFlu-S (QIS)
5 T
EEE (CRELZEREIUR)
2018/2019Z=4f
2. [#E]

ERLSY + F0.5 mLER & H TIIUEYR AR P IMEREEES TR (hemagglutinin : HA) » SERy :
A/Michigan/45/2015 (HIN1)pdm09-like virus

A/Singapore/GP1908/2015 (Reassortant IVR-180)........ccccvevvirivnivinren e 15pg/0.5mL
A/Singapore/INFIMH-16-0019/2016 (H3N2)-like virus

AJ/Singapore/INFIMH-16-0019/2016 (Reassortant IVR-186).........cccccccurueuennnes 15png/0.5mL
B/Colorado/06/2017-like virus

B/Maryland/15/2016 (Reassortant NYMC BX-69A).......cccccvurerrerinernnnenennns 15pg/0.5mL

B/Phuket/3073/2013-like virus

B/Phuket/3073/2013 (wild type) 15pg/0.5mL

pH6.8-8.0 > 2B (ETAFIAEEK) #91 -
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KIEH & A R F i (Formaldehyde) F1% | LI ZLEZEES0 (Polysorbate 80)%57F BdfE ih & {5 F 2 ARk 73
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"LETEAR " SRR P UE RS T B AR (SRR T 2% (0.5mL/syringe )
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WLAEST -
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B HA AT B R AT 50 3 AR B DB TEAWIIAN « & B MEBRUZIE) » SOB LG 1EESH EAT
TR 1 5 A B EE U TE -

4.4 [FRERE])

R TEEERT AR BT > iRk S (R - E2S) EERENHEE -

UNEI A G B B > FEAEGR I3 B 1 B TR il B B B AP AT 2 B 1 tE B ) B U & - BT
REFELERY IR o 5 TERT IR IR 1 6 38 AR AR PR- L FIJEE (7 B¥(Guillain-Barré - Syndrome)
> TEAE5 BEVBAEN 3 B s - PR E & S A -
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4.7 [ BB B ER 2]

AIZ AN g B B AR ERE I RE ST ©

4.8 [FE#E]

(1) "Z27E (R Z4fF AL DU B R 1 b i B PR EBa Hh 8 3 A R R JE

TRIRERPR B8 2 T B FE 38 AR pRAR A AT

JEFHERE10%) + HZE 1% <10%) : T 7> 0.1% < 1%)
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B B PEREIR B BT ATAEAR | FEH L - A REAR % B (malaise)

L TR REAL ~ VESTEAIRBE ~ TENSEINEE - 28
b ~ gk i

NG TR A L C kA o

WP AR ~ Ml B AR | TR b B3R - MK - R

L ¢ IR %% H (respiratory distress)
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HIEERER AL G~ e~ BER  BR
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BHIHERRERTAER | IR - RS ARER - 25 # (malaise)

5 AR B TS ER AE ~ FR05 - ol - Rk
WP AR ~ WA BRI | FRRE L - BhIE - IBCHK

L I (respiratory distress) ~ WEHE « S RE % ~ %

anlii
5SS AL ¢ RIS AL ~ A
JEYLRIZT /L BRI FEEE R ¢ _EIPGE Y
HRL O RIAZR - SPERER - R R AR
Fr
EUR ~ S EAER - B PRIAIB S
(BB RN (AR 1% S
SR R A WA RS

(Q)ZAEIRYE T itk SRRk L N RO B = N E R A R i AR

ISR SRR © IR ~ WRE At

BEEREIR ¢ B ~ A - AR

FIBRAEHER  BRTIR

BB PEREIR BB ALERR © #60) ~ BRRYER ~ VRS B AT A

JULPAS 8 S bR AR E © BREZS ~ 590 DU
HIFCRHER AR R (UIRRERFERRAEIR) - B - WEIR - 85 - #hiRH - PRemH -
JEELES ~ LSV~ BRATASRRE « 8 « RbA-LAAE BT (Guillain-Barre syndrome) ~ #i

B}~ SVETRE NSRRI A (Acute disseminated encephalomyelitis)
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5. [SEEEtE )

5.1 [t

TG + GiURYET 0 ATC Code ¢ JO7BB02

—IAEEGT 2 BB E VIS RE » G SRR B s B G R SR A A R R JE
o R BRI 7 B I B S WO RO B R AT & - $efdE4-o11 B (2 (FrE R AN AT RE T % -

[ERE
FABE PSR TA 5 = ARG AREABR T - 1/ \BR DA - 3 B T A i s B EERE  — (B
21H R » YR % SUTEAN T R o

T+ 18605
PUME T EYE B (QIS) BT (TIS)
S SUE AdimFlu-S (QIS) | TIS-1 (Yamagata)| TIS-2 (Victoria)
(N=206) (N=202) (N=198)
A/California/7/2009(HINI) 232.45 22473 226.27
A/Texas/50/2012 (H3N2) 184.60 186.40 173.42
B/Massachusetts/2/2012 (Yamagata,i\;2) 242.84 278.48
B/Brisbane/60/2008 (Victoria,'ij;5&) 145.86 173.72
PUME B BT (QIS) —{EURSE T (TIS)
I TEHAR(%) AdimFlu-S (QIS) | TIS-1 (Yamagata)| TIS-2 (Victoria)
(N=206) (N=202) (N=198)
A/California/7/2009(HIN1) 74.8 70.8 70.2
A/Texas/50/2012 (H3N2) 733 55.5 62.6
B/Massachusetts/2/2012 (Yamagataii; 32) 68.9 67.8
B/Brisbane/60/2008 (Victoriaij; ) 82.5 71.2
FEEVEE © KIY605%
PUEESE R (QIS) | —{EFEYZH (TIS)
BRSNS AdimFlu-S (QIS) TIS-1 (Yamagata)
(N=245) (N=253)
A/California/7/2009(HIN1) 74.01 61.00
A/Texas/50/2012 (H3N2) 160.68 149.00
B/Massachusetts/2/2012 (Yamagatai; %) 107.37 97.31
B/Brisbane/60/2008 (Victoria/ii52) 75.81
PUEGEYE R (QIS) | —(EFEEH (TIS)
[T (%) AdimFlu-S (QIS) TIS-1 (Yamagata)
(N=245) (N=253)
A/California/7/2009(HIN1) 478 43.1
A/Texas/50/2012 (H3N2) 425 37.6
B/Massachusetts/2/2012 (Yamagata/i; ) 433 36.4
B/Brisbane/60/2008 (Victoria/i52) 53.1
+ B A E T AE R 21 Bk > SIS PR B R T T RFr
18ZE6075% (N=206)
Tl S A [#"H | A/California/7 | A/Texas/50/201| B/Massachusetts/| B/Brisbane/
HE#E | 2009(HINT) 2 (H3N2) 22012 60/2008
S etk >70% 96.1% 94.2% 93.7% 94.2%
it e >40% 74.8% 73.3% 68.9% 82.5%
BTSRRI | > 2.5 14.8 9.0 7.4 10.0
KIR605% (N=245)
L EFEE [#"H | A/California/7 | A/Texas/50/201| B/Massachusetts/| B/Brisbane/
FI#E | 2009(HINT) 2 (H3N2) 2/2012 60/2008
IMiE REE > 60% 74.7% 92.7% 89.4% 81.2%
IME R >30% 47.8% 42.5% 43.3% 53.1%
RATPRE ] >2 53 3.9 3.6 4.4
FABI BT 28 = AR IR G BE D » =Bk LA RSB el T A 28 H % - SRS IR Z RIER
JEATT FFT ©
3ESHA T EGDETEYE H# (N=55)
TR 7 EFS A FHE | A/California/7 A/Hong Kong/ B/Brisbane/ | B/Phuket/
fEdE | /2009(HINT) | 4801/2014 (H3N2) | 60/2008 | 3073/2013
MR >70% 96.4% 98.2% 100% 100%
ISR >40% 90.9% 90.9% 83.6% 49.1%
S S ER INEE | > 2.5 10.6 20.9 10.1 33
3 i HHETUEYE TH & (N=56)
IMiE CRag >70% 98.2% 94.6% 94.6% 98.2%
IR ERS > 40% 53.6% 64.3% 71.4% 66.1%
BRI INGET | > 2.5 5.1% 5.9% 6.3% 4.9%
97 175 (N=63)
ME R >70% 100.0% 100.0% 98.4% 98.4%
B R > 40% 46.0% 57.1% 58.7% 42.9%
R TRUEIENGE  | > 2.5 2.9 4.3 3.8 3.0

ERHARE - B (EMA CHMP) Sf AU I AORFT A THE » —JARYE (R R & (E e —IH > AR

°

T A
A7 H R BRERN R BB A 2R (%) T RATVR

1826055% KIr605% 3B /NAS R REANNI7 9E 175
PN T ZHE | ROnghEgRy  TAE S E
(N=457) (N=253) (N=457) (N=253) (N=253)
(T ] R | (0] B e e (T B et [ (TS B SR TS B
A R
Pl | 46.6%[ 0.4% | 21.3%] 0.0% | 32.7% | 0.0% | 37.5%| 1.8% | 42.9%]| 1.6%
R 20.1%| 0.4% | 11.1%] 0.0% | 12.7% | 0.0% | 17.9%]| 0.0% | 19.0%| 0.0%
FhL 10.1%| 0.2% | 43% | 0.4% | 5.5% | 0.0% | 10.7%]| 0.0% | 4.8% | 0.0%
S 33% | 0.0% | 1.2% | 0.4% | 3.6% | 0.0% | 1.8% | 0.0% | 4.8% | 0.0%

[FERAZHET ) | 10.7% ] 0.2% | 6.7% | 0.0% | 3.6% | 0.0% | 5.4% | 0.0% | 15.9%| 0.0%

BT R
FEREE38C) | 1.3% | 0.2% | 2.0% | 0.0% | 3.6% | 0.0% | 8.9% | 0.0% | 0.0% | 0.0%

B 13.3%] 0.2% | 6.7% | 0.0% | 30.9% | 0.0% | 25.0%| 1.8% | 14.3%| 0.0%
IEZ K 11.6%]| 0.4% | 10.3%| 0.4% | 32.7% | 3.6% | 21.4%| 0.0% | 4.8% | 0.0%
RIS 10.7%| 0.0% | 9.1% | 0.4% | 10.9% | 0.0% | 7.1% | 0.0% | 1.6% | 0.0%
JilINSE3 21.7%| 0.2% | 14.6%| 0.4% | 14.5% | 0.0% | 10.7%| 0.0% | 23.8%| 0.0%
e 13.1%] 0.0% | 9.5% | 04% | 55% | 0.0% | 7.1% | 0.0% | 3.2% | 0.0%
WE L 3.9% | 0.0% | 3.2% | 0.0% | 0.0% | 0.0% | 7.1% | 0.0% | 1.6% | 0.0%
Mgkt 1.1% | 0.0% | 1.2% | 0.0% | 1.8% | 0.0% | 7.1% | 0.0% | 1.6% | 0.0%

B HAH 18.8% | 0.2% | 9.5% | 0.0% | 14.5% | 0.0% | 10.7%]| 0.0% | 9.5% | 1.6%
MG F AT 2.6% | 0.0% | 2.8% | 0.0% | 3.6% 0.0% | 5.4% | 0.0% | 0.0% | 0.0%
Jis]) 3.5% | 0.0% | 6.3% | 0.0% | 3.6% 0.0% | 3.6% | 0.0% | 0.0% | 0.0%
aecRs] 1.8% | 0.0% | 2.0% | 0.0% | 5.5% 0.0% | 0.0% | 0.0% | 1.6% | 0.0%
Ji R 2.2% | 0.0% | 0.4% | 0.0% | 0.0% 0.0% | 1.8% | 0.0% | 1.6% | 0.0%
5.2 (B )

5.3 (HRATZ A ]

HEMEEE RS -

6. (1]

6.1 (HRIZH)

AL (sodium chloride) ~ LT —# (Disodium hydrogen phosphate ) ~ B —&#F (Potassium dihydrogen
phosphate ) JZiEHFIK ©

6.2 [(THHZE]
il v A B PR A B IR SR e R 5 » DR B R A 7 B A R 2= T R L R BT ST SRR A -

6.3 (B ]
BRI ¢

6.4 [frfF7T]
AR TE2~8"C » ERBRAS o EHCRIE @R TR o FERIERING D - REGOLHRIRET -

65 (%]
Type DEIEESSHELE © 0.5mL/syringe (1 A7 » [T £158)
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