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Fluvirin® Suspension for injection
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ERA ¢ B0 5SmIEHE FYITR YN Sk FifPUE (haemagglutinin &zneuramini-
dase)* -

A/California/7/2009 (HIN1) pdm09 — like virus used (NIB-74) derived from A/Christ-
church/16/2010: 15 micrograms HA**

A/Victoria/361/2011 (H3N2) — derived virus used (IVR-165):15 micrograms HA**
B/Wisconsin/1/2010 — like virus used (NYMC BX-39) derived from B/Hubei Wujia-
gang/158/2009: 15 micrograms HA**
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Fluvirin 7] §E &7 il f2 (traces) I FEET B3 » B4 ¢ FEDF 3K H (ovalbumin) BEHESN
#E Fi(chicken proteins) » EHilbetapropiolactone, nonoxynol 9, polymixin, thiomersalfll

formaldehydeZ5& £ SR & (8 I EIRI > GE R4.3) ©
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PUBELL BG5S R A ¢ 0.5ml
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S T AR P A B TR R SR R Y (BIANEETN 8 1 ~ HEYREE
) RS e T o Fluvirin® &8 25T 2 Hovalbumin R 1257 « &7
HHTTREEH AR TYIWE - 4140 B - IS (betapropiolactone) ~ T2 REHK-9
(nonoxynol 9) ~ Hif#Z& (neomycin) ~ Zf#(Z (polymixin) ~ F[i%(formaldehyde) -
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Ji9 A K P AR B S L2 B IR 2R TS ETREANE -

SRR A E Thiomersal (—REAHRILEGY)) » EALETRE HTHRREEE
0.002mg (0.0004% w/v) » LA BIZFIZERE0.0012% wiv) ° BUEUSHE (sensitisation
reaction ) L AJHEREE -
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18-60 YOA (N=63)

kR [ aHIND | A#E3N2) | B |
PR
n/N' % n/N % n/N %

GMT’ 42 91 9.57
95% CT’ 28-62 65-128 7.93-12
Mgk’ 38/63 | 60% | 50/63 | 79% | 5/63 | 8%
95% CI 47-72 67-89 3-18
R

CHMP® | w/N % /N % n/N %
I AR 13/14 | 93% 12 | 50% | 13/28 | 46%
sk R 39/49 | 80% | 43/61 | 70% | 18/35 | 51%
ISR EE N | >40% | 52/63 | 83% | 44/63 | 70% | 31/63 | 49%
95% CI 71-91 57-81 36-62
GMT 962 619 42
95% CI 718-1287 461-832 33-53
GM I’ >2.5 23 6.78 4.37
95% CI 15-34 5.02-9.16 3.38-5.64
I R >70% | 62/63 | 98% | 62/63 | 98% | 41/63 | 65%
95% CI 91%-100% 91%-100% 52%-71%

®2 : EFANMERBETEAANE - DHISERMEEE SRR

95% CI 36%-62% 75%-93% 19%-13%
PR

CHMP* | n/N % n/N % n/N %
L3 1116 | 69% | 1/1 | 100% | 224 | 8%
Pl e R’ 27/47 | 57% | 29/62 | 47% | 4/39 | 10%
MR | >30% | 38/63 | 60% | 30/63 | 48% | 6/63 | 10%
95% CI 47-72 35-61 4-20
GMT 186 388 15
95% CI 133-258 304-494 12-19
GME I’ >2.0 6.15 3.81 1.61
95% CI 4.36-8.66 2.9-4.99 1.38-1.89
L5 PR >60% | 5863 | 92% | 63/63 [ 100% | 12/63 | 19%
95% CI 82-97 94-100 10-31

YOA =fFf# 1 'n/N ¢ {E(F)RRESZAE A P RUEE (1) § *GMT @ P
95% CI * 95%{FHEIERT - “IMLi% {RFE= (Seroprotection rate) * BTG 3 CUEA I LERS
40) & MR Seroconversion rate) * HLBSAEBRREZITH/ VIS 10 I BERRRE T 2 KA SE 40
SEEAELL  CFEERN ¢ RIS PR AR 10 LB R A BN D 465952
AHLLH]  'GMBINN ¢ BTN  "CHMPRHE

FIZRMAE BT ZAE TR IIHISNE - R EFIRIFRIT IR B RS - WA
CHMPHYfEEAE « B4 DAAEREEH - BERITIHEE ATEZ - TS E B
GIRF R S H IR BRI A AR AR IR SO - [RIEBYR RERR BRI MRS R - g DL
SRHIGEEEITIIHT © FISRHARESISRIRVEGEREMERTR » G TS -
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18-60 YOA (N=63) 61 YOA (N=63)
Rtk | B | B
PRI
oN | % oNL | %

GMA’ 16 6.21
95% CI’ 1221 5.27-7.32
I R 2863 | 44% 363 | 5%
95% CI 32-58 1-13
R

CHMP’ | w/N1 % |CHMP7| N1 %
I 13/17 | 76% 1936 | 53%
PR R 36/46 | 78% 22127 | 81%
ML R B I >40% | 49/63 | 8% | >30% | 41/63 | 65%
95% CTI’ 66-87 52-77
GMA®* 57 22
95% CT’ 49-66 17-27
GM I’ >2.5 3.58 >2.0 347
95% CT’ 2.82-4.54 2.79-4.32
I R >70% | 59/63 | 94% | >60% | 40/63 | 63%
95% CT’ 85-98 50-75

61 YOA (N=63)

Rk [ aHIND | A#H3N2) | B
B R

oN' [ % [ oN] % [ oN] %
GMT’ 30 102 9.31
95% CI’ 21-44 74-141 7.83-11
I PR 31/63 | 49% | 54/63 | 86% | 3/63 | 5%

YOA =4 5 'n/N © fE(T)EREZ IS ABN) P FEES (n) 3 *"GMA © $&{ P Eg i
(geometric mean area) ; “95% CI : 95%{SHAWEE] - I {#7#R (Seroprotection rate) : BERESETHATER
AR5 mm2 ; ML R (Seroconversion rate) * RS RITREIE I M R BRI A B L34
REOANA25 mm2 5 HEEHINN © BRSNS TR R II50% M Hu B+ "CHMPHE 5 "GMEII -
SR
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6.1 [ AREYZITESE |
Potassium dihydrogenphosphate, Disodium hydrogenphosphate, Sodium chloride, Water
for injection °
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65 [BEEE
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7. [ 84ER ]

Bulk & batch release: Novartis Vaccines And Diagnostics Limited

JMhE @ Gaskill Road, Speke, Liverpool, L24 9GR, United Kingdom

Bulk, Filling & packaging: Novartis Vaccines and Diagnostics S.r.1. (Rosia site)
JWhl ¢ Bellaria Rosia 53018 Sovicille (Siena), Italy
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WFRIFTERIZES R - IRSE R A th T REARITEM - ARG BAAERFEARY
&b - RERREERIIM G el FHIRIER > SRR R R FIEFT1004
GHIEN0H4%E: -
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o [LPAE - BRI
o HBE -~ BHUMERE  RU 5
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o MEFHAFREEEIIEHRE (MER) - M R E A BRI R g
ESK
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ORI REIERE )~ B ~ i B RRE T S A~ RRRR
AL~ A ~ PORAIPURES) ~ SOOI B TR ~ B e B IR
CHSFPBEZE ~ MiER ~ BEpH-TAR IRERERE )  ~ BRIIMIH RS -
o FIEIA/ VIR E KA - DRI RE S B ARSI ¢ SRR~ I R
W R CEERREAE) -
nh i HPERMIZR (thiomerosal ) - [RIFE AT REME RS EUART/ LR RIS
JAE -
L EIERY NE G B B TR - 35S AR ERI R -
HEETRIVE IR - B B R TIRN AT BRI (RN - 30 RISy eg
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o HIBAEAYATAENE R ST ARG - SR r] AR EOREIE MO - i
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10. HA&EER
(1) PRt da p R A SR I
o FHM T HOSmIEH NIRRT Z KT (haemagglutininfz

neuraminidase)* :
A/California/7/2009 (HIN1) pdm09 — like virus used (NIB-74) derived
from
A/Christchurch/16/201015 micrograms HA**
A/Victoria/361/2011 (H3N2) — derived virus used (IVR-165) 15
micrograms HA**
B/Wisconsin/1/2010 — like virus used (NYMC BX-39) derived from
B/Hubei
‘Wujiagang/158/200915 micrograms HA**
AE R RO HE R G B

e EREEEH
Berg PR R R IRIE WHOIE - BR) )k BUBERR T R GE - £#£2012/2013
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o ANEMEEMENMIZK (thimerosal ) TERFTEH
o HKJEHI : Potassium dihydrogenphosphate, Disodium hydrogenphos-
phate, Sodium chloride, Water for injection °
(2) MREEHE TR R R 5 R i
ARZEZE B AR 3 B
VA LS5 R A+ 0.5ml
B BIARIR GRSl B/ THRRP A DL E R ST
iy
JELAL AT S B A BB T = -
(3) MRESHE IR RTER )

N e s JRERR | SRR W EAERB
Pl | REROT | B AHIND*|AH3N2)* | HISHT | SRHZMT
18-60%% | MIGHER | >40% 83% 70% 49% 78%
>605% | MIEEHRE | >30% 60% 48% 10% 65%

*AHIND S AH3N2)JREERAG M AL EHAR DIHGET T/34T -

R AT R B B BRI, - W TR A B R L SR E PR
(www.fda.gov.tw ) ZHEfSEH HE " SV AR AR ) 255 -
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Bulk & batch release: Novartis Vaccines And Diagnostics Limited
J#k ¢ Gaskill Road, Speke, Liverpool, L24 9GR, United Kingdom
Bulk, Filling & packaging: Novartis Vaccines and Diagnostics S.r.1. (Rosia site)
Jhk : Bellaria Rosia 53018 Sovicille (Siena), Italy
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