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AdimFlu-S (QIS)
BB T 5500013857

AZER B i FH
| GElED |
"EETE (R 2R AL DY (S i/ AdimFlu-S (QIS)
T R
TEEE (RELZFREUR)
2019/2020Z= £
2. [#HRk]

FRIY + F0.5 mLEH EH T YIRS MIREEETUR (hemagglutinin : HA) » &85 ¢
A/Brisbane/02/2018 (HIN1)pdm09-like virus

A/Brisbane/02/2018 (Reassortant TVR-190)..........ccccceueueuinnnnnnneiniririeiens 15ug/0.5mL
A/Kansas/14/2017 (H3N2)-like virus

A/Kansas/14/2017 (Reassortant X-327)......ccccevirerrreieieeriieneneiseeisseeenenenens 15pg/0.5mL
B/Colorado/06/2017-like virus

B/Maryland/15/2016 (Reassortant NYMC BX-09A).......cccccovvvrercnneirennenn 15pg/0.5mL
B/Phuket/3073/2013-like virus

B/Phuket/3073/2013 (Wild YD) c.vveveeiriiriirieiiisieeieieceteieet e 15pg/0.5mL

pH6.8-8.0 » BB (BHAEFIEEK) #91 -

APZEVE (RSB BRI A 5 B TP RO HE R PRBEE N - 1528 1% T &R S 2 TRAEREHE - fERENE
o B B TR SR T 0 B B R i 1 o DL BRI T 0 > I HAR B  LUEBMR
% FARSEEE AR (AR P & EHUE & 2R SIEHA -
SRR RS RIEWHO CCEE)EERMIRE - (£2019/2020F 5 EEEH (A -

P & A E i (Formaldehyde) 1 | LI ZLEEAES0 (Polysorbate 80)55 7F Bfe & {57 I H| A RK 73
o HABIRTEZ R 6.1

3. [AIE)

"R PRI RE DM A RO R T R > P R L S R 904 (0.5SmL/syringe)
s A

4. [EGRFRIE]

4.1 [HRERE])

TEPGTE o BH « AEENEA A3 DL L S E Rk A2 E B R B > FE LR MR AT RS
TR AT I R B U i RO BT 5 | 8 2 3 AR B -

AY% T PR R B Al 56 A

42 [ ikEE )

PLAIEST -

Befdi: 3R b S E Rk A —Fi0.5mL

KO L » FARTR GBS N & - HEf x> HEEELD4E -

43 [ZE2

A B (A ) S A R R E AN+ 2 S ERBUE) - SR E G TEESHERNT
JRZE B 1 5 A B AU E

4.4 [FREaR

R (E RN L H R BRI MR - MRRZE (R H2%) BEIEIHEE -
ANTRIFfr A RS B i - A ) S AR 6 B S 5 DA BT 28 i et TR RS E - sT
REFEAE AR (S () © 35 1E AT MR R B 98 AL AS BR- LU FIE (% (Guillain-Barr¢ - Syndrome)
» JEFES BIBTER At SRR % - FRRE R G AE R -

R EEER EIER -

4.5 [BHAFH]

552 R BRI - T RERR (R i SRR (e r) S P S o S SR R LA A L ~ AR =
LY IR RS

4.6 [N 7]

E A EE2000(37 720 2 As E A Z= A P R i TR e i s B S S BB P R - (2
A N S B A TR T - IR SRR A 2RI R T (5 E I e R B TR RS
R IR R P SRR i fE R e B AT (E B B R PR IR FL A8 ) - PRI A (S8 H
) B RO BEE I - R R AR RE AR T 50 1k R e T A o

1820 R A LSRRI AT p S BRI 2 T MR A e -

4.7 (BRI 8 ]

PP G B R M B AT RE

4.8 [REEHEMA)

(1) " 22 7€ PR SR AU Y (7 R vl b mi e PR B e 8 3 R R R
IRIEER PR BS 2 A R B3 AL SEAR T

JEFHERE10%) : FRE 1% <10%) : TF H(>0.1% < 1%)
18R LL RN > FE S R L SR e % B A R AR T ¢

2 THE AR
MREAMAEIR JEHH L«
T ¢ TR
EIEETEIN HR G W
T R

P AR R AR | JERHE R © DA

THEE P

BB ERER R SHRAAER | FEHH L SRR RMER - 25N E (malaise)

HRL  TESARATEEAL  FERTEPAEE  FETEEIAN S - R
HgRe ~ ok

TH L © e ~ SRR

WA ~ MRS R AR s | FERE R B ¢+ FR T ~ IR ~ IR

L NI 55 (respiratory distress)

TH R 8RR

AR R RIS ZERL
S R THR @ RIAZ ~ EIPIRGERG
3RUALERE - RS R 2 R & S S REARAERNT
2 THE AR
RS RHAEIR B HEE
=113 ERNSHN HR g iE ~ ER  BR

WP B i RSt | JRTH R - LA

HR R

EE AR SRR | FRE R - CERERIER - 2515 (malaise)

HERL ¢ TEEA SERLAREE T RGBS - FE6E - B - IRKIE
VPR ~ AR ARIRYOR | FREH R - BAIE - Ik

H5L © I E (respiratory distress) ~ RIGEF « STRE AR ~ Mfize -

aauliil
[ETS AL R FERL ~ A
G A Eh R M H L IR E R
WA RIAZ ~ STEETER - R ~ RS - RS -
TRIVF ~ S PEER ~ fB PR
(R (BT S
T AR HR RS

Q)M FURE B it EhE L N R OR B = EANE R R i A
MR SRS SRATEAR © L/ ~ WRES A ik
HIEHERER ¢ MR ~ TR - IR
HRAHEHER © AR
A B PEREAR RSB OLER © M) ~ SRR ~ B R e AL
WL B R AR RS © BREZE - 59~ DURA
SRR + FRCRAT I (AIRRERERREIR) ~ Wi ~ WEIR ~ Ehi - HhASR ~ TBELHS -
ARG ~ AR B - BHIATASIRET ~ R AAR-LUFE IR AT (Guillain-Barre syndrome) ~ i
BF o ZVERE ISR (Acute disseminated encephalomyelitis)
MR © B~ WL ~ MR - IR ()
RIS RTE ~ Sl ~ SRR SR IG-SRARE MR - FEMER LA RE ~ RS
(3)2018/20194F EEVRE Z=Afi 2 b7 2 9%
Eil2017/201 8T FERERERA 2 iR S VEM FC 0B LLEE » TERT{E AT LB A el
(18~65% 1= 655%) » VU{HEI R i e B S 2 AT -

5. [BEFREREE )

5.1 [SEsite ]

WG - GURET 0 ATC Code ¢ JO7BB02

— AT G2 E IR LT FURE R » R GT12 STAE DU B AR SRR 2 v o B A o A S L
o R R BRI S B R S A (R SO RG> Befdia-ofF B 14 (R BN AT HE T 1% -

[ERRERH]
PABE P TA 5 — IR AR BE T - 1/ B b 23t i T A i e L SR 2 — (U
21 H R B URUZ B FTEAN T 27 o

I 185605
YR (QIS) —{EFEYET (TIS)
Al I UE AdimFlu-S (QIS) | TIS-1 (Yamagata)| TIS-2 (Victoria)
(N=206) (N=202) (N=198)
A/California/7/2009(HIN1) 23245 224.73 22627
A/Texas/50/2012 (H3N2) 184.60 186.40 173.42
B/Massachusetts/2/2012 (Yamagata/i ) 242.84 278.48
B/Brisbane/60/2008 (Victoria,ij; ;&) 145.86 173.72
VY B B2 P (QIS) —{EVBYE ] (TIS)
I T (%) 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 (Yamagata'; ) 68.9 67.8
B/Brisbane/60/2008 (Victoria/i; %) 82.5 71.2
FmHE 2 Ki60%
POEARZE R (QIS) | —(EIfTEYZ T (TIS)
RS 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 (Yamagataii; 52) 107.37 97.31
B/Brisbane/60/2008 (Victoria/ii %) 75.81
PUEURSZ R (QIS) | —(ETEYZE (TIS)
TSR (%) AdimFlu-S (QIS) TIS-1 (Yamagata)
(N=245) (N=253)
A/California/7/2009(HIN1) 47.8 43.1
A/Texas/50/2012 (H3N2) 425 37.6
B/Massachusetts/2/2012 (Yamagataii; 52) 43.3 36.4
B/Brisbane/60/2008 (Victoria/i; %) 53.1
B SR E T AE R 21 Hik > SIS PR R R BN T RFTR
18ZE607% (N=206)
T I A [#HH | A/California/7 | A/Texas/50/201| B/Massachusetts/| B/Brisbane/
FEHE | /2009(HINI) 2 (H3N2) 2/2012 60/2008
M5 etk >70% 96.1% 94.2% 93.7% 94.2%
M55 sk > 40% 74.8% 73.3% 68.9% 82.5%
PP ENE % >2.5 14.8 9.0 7.4 10.0
K60 (N=245)
I [#E | A/California/7 | A/Texas/50/201 | B/Massachusetts/| B/Brisbane/
FE#E | 2009(HINI) 2 (H3N2) 2/2012 60/2008
IR 2 > 60% 74.7% 92.7% 89.4% 81.2%
IME R >30% 47.8% 42.5% 43.3% 53.1%
BATREEE A >2 5.3 3.9 3.6 4.4
B PN T Y 85 = AR PR AABE D » =Bk LA F B el T A 28 H ik » SN HURZ BB R
JEATT FFR ©
3FESRA T GBS B (N=55)
RIS R [#H | A/California/7| A/Hong Kong/ | B/Brisbane/ | B/Phuket/
vk | /2009(HINT) | 4801/2014 (H3N2) | 60/2008 | 3073/2013
ME R >70% 96.4% 98.2% 100% 100%
L R > 40% 90.9% 90.9% 83.6% 49.1%
S R ERINEE | > 2.5 10.6 20.9 10.1 33
3 8 T BRI EYE 1 (N=56)
MG Rtk >70% 98.2% 94.6% 94.6% 98.2%
MF R > 40% 53.6% 64.3% 71.4% 66.1%
SR EE S | > 2.5 5.1% 5.9% 6.3% 4.9%
9Z 17/ (N=63)
MG R >70% 100.0% 100.0% 98.4% 98.4%
MG ek > 40% 46.0% 57.1% 58.7% 42.9%
ST NS % | > 2.5 2.9 43 3.8 3.0

BB ARYE - BXEH (EMA CHMP) $fZFATfUSE B ART (G 154E » SRR S M —HE - HIR
TERARL
SR AE 7 B BE RN RB IR AR () T RATR ©

187E6075% KIA605% 3% /NS EEINN T 9E175%
PN A TR | Rensaeag  ZeE A HE
(N=457) (N=253) (N=55) (N=56) (N=63)
AR B ] (L] B o] ] S| PR o | oA B e L ] B e
IorIENEEH (S
FRERE | 46.6%] 0.4% | 213%] 0.0% | 32.7% | 0.0% | 37.5%| 1.8% | 42.9%] 1.6%
[ 20.1%] 0.4% [ 11.1%] 0.0% | 12.7% | 0.0% | 17.9%| 0.0% | 19.0%]| 0.0%
FEHL 10.1%] 0.2% | 4.3% | 04% | 5.5% | 0.0% | 10.7%] 0.0% | 4.8% | 0.0%
T 33% | 0.0% | 12% | 0.4% | 3.6% | 0.0% | 1.8% | 0.0% | 4.8% | 0.0%

FERAZSET ) | 10.7% ) 0.2% | 6.7% | 0.0% | 3.6% | 0.0% | 5.4% | 0.0% | 15.9%| 0.0%
U EE
FREE38C) | 1.3% | 02% | 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%
IBZ I 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%
JilINESEE 3 21.7%| 0.2% | 14.6%| 0.4% | 14.5% | 0.0% | 10.7%]| 0.0% | 23.8%)| 0.0%
BIEdT 13.1%] 0.0% | 9.5% | 0.4% | 5.5% | 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%
RIS 1.1% | 0.0% | 1.2% | 0.0% | 1.8% | 0.0% | 7.1% | 0.0% | 1.6% | 0.0%

EHAE 18.8% | 0.2% | 9.5% | 0.0% | 14.5% | 0.0% | 10.7%]| 0.0% | 9.5% | 1.6%
HRHE AL 2.6% | 0.0% | 2.8% | 0.0% | 3.6% | 0.0% | 5.4% | 0.0% | 0.0% | 0.0%
i3] 3.5% | 0.0% | 6.3% | 0.0% | 3.6% | 0.0% | 3.6% | 0.0% | 0.0% | 0.0%
LR ecPEl 1.8% | 0.0% | 2.0% | 0.0% | 5.5% | 0.0% | 0.0% | 0.0% | 1.6% | 0.0%
Ji i I 22% | 0.0% | 04% | 0.0% | 0.0% | 0.0% | 1.8% | 0.0% | 1.6% | 0.0%

5.2 [ZE@Hst]

5.3 [ERRRTZ Ak ]

6. [ZEEGE ]

6.1 (A ,

Z{L#A (sodium chloride) ~ LT —8A (Disodium hydrogen phosphate ) ~ B —&#f (Potassium dihydrogen
phosphate ) JFiESFFIK ©

62 [FHHATE] . ,
0 A P M ST 240 R 5 2202 B R R R B SRV E SR =

6.3 LRI
FHAINRIER

64 [ iat] - )
AR TR IEL-8°C WS IS - SRS B R TR o BRI NATR - BEORIRS -

6.5 [f#] B
Type DI ESSHESE ¢+ 0.5mL/syringe (1 A7 » T #158)

6.6 [HEATEEY ‘ n o .

P2 O FH AT 2 (B 2 280 » (A ATAs e ) o BEfEATRE JE LA B RIS E RN n0iRE - 26 - BY)
TS R -

RABE A2 g BE R PR R B St iR R -

7. [B45EH]

BRI RN F]

WAL + 42743 45 H e G VB B P — B3R
FEAG ¢ 04-25381220 fHFL : 04-25382105

8. (B s H A
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