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¢ A/Guangdong-Maonan/SWL1536/2019 (HIN1)pdm09 - like strain (A/Guangdong-Maonan/SWL1536/2019, CNIC-1909)
15 micrograms HA**

o A/Hong Kong/2671/2019 (H3N2) - like strain (A/Hong Kong/2671/2019, IVR-208).........ccovivieeiiiiiieiiiiieeenne, 15 micrograms HA**
o B/Washington/02/2019 - like strain (B/Washington/02/2019, wild type)...........coeevviiniiniiinninn.n, 15 micrograms HA**
o B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013, wild type)........oevuvvvvvirniineiiineieiennn, 15 micrograms HA**
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HEMASD - EE6.1IFAMNETRAER - SEMERFAME XS M EE(neomycin) - FEE
(formaldehyde) M= X R E29 (octoxynol-9) B EREBHRES (FlUN : EBUBHRE ) - EFA4
FVaxigripTetra -
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ERAAPEREEREISMUHE - AIEHEBLEREE -

MY TE, 2EREAREBHE - OEF/EZHABEEBRER ZEBEASRMHERE - Wtk
EREE3I09E  BELEERBREE -

RALRFEEREEENAHBAEBES (SRR AMNEELRUERENARSEN ) TETR
REE -

MEREEMARE & - BRESGEZESVEYTMER - LB ESEEEETAELIRNBEIER
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VaxigripTetraEEAER T - BEACIEERMELRLE -
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WENREAH - LIFFIARIIR2SEREGEEMEEMERUTER - #HMoskESEFRE (R5.1) -
HRAAARMHBIREREIIEZIER - JaEBEZEEEHMNNERE -

MBE&EERAZ T8 (R45) -

VaxigripTetra & £f K il
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BERREEE  ERABRELSRBRM S TEELISA)EBAIMEABRBRZREHIV-1) - CEUAFX
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Blot) MR B REERERMOIMNENERESTEMNRABEY - BESIEMNIgMRETIAEERE
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MEIERE - FECHRREHEHBERSRIRTIOARHE -

M {E R R 3E 58 — 2 M R S =2 VR 2 E L EE =B ARG bR EE Vaxigrip ( #21850001E &2 4
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- 35EBMRE : BEE(11.9%)KALE(11.6%)
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WZER (<1/10,000) -

KA (BEWIRBAENTEM ) : VaxigripTetra L HE X #EBEHEN IR RE -
AREERBEEREARMEEAX/NREENBE R  BEEEEEHEHELER -

EE—EREERAND  FRREKEREMBHSERIIL -

ENAREFN

UTHZZ2HERKRBER

- 3,040218-60m IR EFE A KL, 392BFARIR60EMEEA -

- EhEREERY
FRRE BRAsAR
1% R D2
HELEAY LER
ERRTE
BEUIE (Hypersensitivity) ¥ -~ BERE - flinmeEtkiEY - BEtEEXY - | #R
2EEEY - ZmpY - BEY - 4K

B84 R E(Anaphylatic reactions) AR HI*
FEE BER
=LA rER




RBEE - 5 F8

MEZRH

= IEARY AER

IEIR ~ IR A A

ISP R, Y ¢ ) FR

BBEER

B - IEBAC ArER

BRI FAEBER

ZTIE FR

LR 58 R AT AT AT A Ay

18 BmER

RAENE" FR

B ML B REREMANT

258710 - HENMER BmER

BER - BB . EIESDISAL - IEIEIMIAEAR | IREIUELS BR

e - EEARMIMBL - SRR - 1RRESPADREE ArER

E5 - EREER - EEBUAEY (Discomfort) FR
VEEREA PRERREEA OFZEREA YB4EREEA OFZEREEA OREREEA
ZE

UTHZEMHERRBER
- 42989-17m A R E & VaxigripTetra—l - %884 % 3-85xAY 52 E & VaxigripTetra— Bl Fi El
( BEBENKERRESEEERRIRE )-

- EheREER"

FRKRE ELE RS
MR BN ER AT

/MR E Y AER
BRANENT

BYRIE - SEBHMERE ARAI*
TR

5@ - x2@ AER
PEACR AN

LR HmER
i@ AER
BB EER

IR - Bit? - g AER




Ve T

IR e R
RAENE AER
EEHALERERE AT

2587 BRO - ]
BRI  IETEIMIAEAR - EES MR O - EEBaELE® a
220~ EIERRAIMBE w5
EEQ - BEBMRARC - HEpaREY AER

W mexapn—23msaE @ ZR4an3-8mRE O ¥EER9-17TERRE @) e 19-17 %528
UTHZEHENREN
- & VaxigripTetramElav1,614%6-35E AR E -

- theREER

FRRFE BAER
ERATESN

BBUE (Hypersensitivity) rER
BYRE flNME5EE £ FE
BE 4 E(Anaphylatic reactions) RE*
FPORER RN

gErEY BER
SEEER

&0t @ BER
IR rER
Bl 558 RAS AR AE W P 1

AyE® BER
FEMABERIEEESAIT

EEARY - mag? ZEREC - 25810 - 8% - BEC - FEHMER/ -
B2y - 1ETEBRMUSRAT

BRI - @ EAIEA - IEEEURERR - IEE AR B =]
BINEER - EESMUNED - HESMUERE ER

O azti24ERRE QO FERNUERRE O ERR<24EARRE Y ERNUERRE

O @t R<24BARE

6{& A -85 52 E VaxigripTetraiZiEE —RBI R E _BIEMNZEZHBEB6-35EAMREREESE BB
FRREEERIEE—BIFEBINBERER -

AREH

VaxigripE L EEREMA TR RERS - HEVaxigripTetrafIEatk i REIL -

(2}



o MBRRME LI

WS /R AMEY © HEBAEEAY

o BESEZMHNT

RBEFED . EMHEREREEF (Guillain Barré syndrome) ~ #1483 ( EIIEEEE SR ) &% (8
ENRREEEZRE) - B8 - Mg - [aHRER

o MEAER

ME3 - BB LM (Henoch-Schonlein purpura) - FLEEZEE LIS HERE -
VERSARPELEAREGRAEDMNEFERERTRE ( RFRREFIR) -

HAth 4R iERE

AREED - VEERSEAEMERNRAERE VaxigripTetra® - HLZ 2 ERIRRHER - IE5
EBRBERARRIMEAAEEVaxigripZEHTRKRBEZEER -
EEERSNET=BEREREEEVaxigripHiRZ2ELRAMRD ( R4.6K5.1) - BEEERT
ANBRFBEHMNES M RESEE - MVaxigrip¥ X ABRARREBRE— - BEIEMNHED - EiE
EHIVIZHEEHIVEG Y - VaxigripBtEZ BT R LRSS AR FE - Vaxigrip M B E A EEhiE
#i 2 (solicited reactions)) R B HMBEEZR -

SMUARARREZER
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VaxigripTetra™ #& -3 # 4. & K3 A& v 9Tid E o Ui g p+ (8 BAZRE 4 L3125 B3
R R ) e

VaxigripTetra™ #2-33% P 3 4 A% #b v ot SR B £ o L Fub ™ 00 {oli g A o

FAEF F IR S (80w 3R B #rd](hemagglutination-inhibition; HAT) #udf i 3|45 2 c i & i g o5
A 2 B S AE 2 o e n R IR (HADFRE ol 7 % RGPl R A u Bt o 1395 5 1 A sgt
# |2#7 7 (human challenge studies) &8 77 » % x IRt & Pr4|(HADFAE i < 0 220 11400 > 5 8 E£50%
B E VORI S -
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o0 AZHE5400 - E #3635 0 cn2d > A uldRfES A (2 0.5% ) VaxigripTetra (2722 %) &
A (2717 %) & FEE28% > '1’-"—r‘VaXlgrlpTetraq+ NI EF R I RPN ZRATLZ /ABA
)?;, FHRE BT iu}?:,-qs%% (d T /A7) #Tilde2 R .f‘.«}}i‘,m.x% °
TR E R R R B }ﬁam{a B E238°C(L P H24 L PR PR 0T I - R
BE TR SFI RN SR AR F R AERD %}?E’ & ﬁﬁfﬁ:‘ﬁg-ﬁ‘«rﬁ‘*iﬁﬁﬁ J&(RT-PCR) % /&
:Ifiifr b2y @ E e

R F 2 F{rVaxigripTetrai%£6-35% 7 523 HHuR &% AR IR A Rk

VaxigripTetra & A P %
(N=2,584) (N=2,591)
N [BR#2F| n | mp#HF2LF % (B & 95% CI)
(%) (%)
F e E i\:;\.}\ s ),i) P }]%Er]‘“ :
- Zw AJI& BARRE RS BR | 122 4.72 255 9.84 52.03 (40.24; 61.66)
- KEE N 72 R PR 26 1.01 85 3.28 69.33 (51.93; 81.03)

N: L A4raad A (2 4)
Nt RN R R A
Cl: EH %
Bk JURE Rk A A 45 % B - VaxigripTetra il 3F 1 56.6% (95%CL: 37.0; 70.5) F] = 7 5 4
ﬁT“imﬁﬁimwéﬁéﬁ@ﬁ%’Uﬂﬁﬁﬂﬁﬂ%%a%&%%%ﬂ&?ﬁw%iﬁ%ﬂt
R B AR LR B i £ '*ﬁ » 4% 48 VaxigripTetrasfi ;é'ﬁ MG IR 2 i vt Gl R e %
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F % E AR B IR AR O R AR R B AR MR AR(LD 0 ¢ g 5 R RS pa g
F Je(RT-PCR)Z /& 54 33 8 TR S F A58 2 3 % (0T - R
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J OB BTG B GRE AR DN B A e o AR A A ISR E R #
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SRR R SR e
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Vaxigrip (= 7 # iR g & v ) 2 550000 % = 2 & 5 = 25 b A S HRAT (2 i
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modL A 0l ) T BRI E 5 AR IR R w hnk o

FRORFOpA RS § A RBBORT Y 0 N FRRBEOR TR H DR
VaxigripTetrachd & 4 = ¢

AACEHIS-60/& F 4~ EdL L tO0Kk £ £ 4 2 38K 6351 1 D E HHNTRR BH Y 0 IR E21 X (F
AR §28% (324 )HALS e T &wdﬁm% (GMT) s HAI = /ﬁ‘ﬁ#‘; % (SC) (’9:1% FlEcE 243 BN
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fa# s ip ) k3 VaxigripTetrasnf £ F i o

f— I8 4 4F18-60/& = A 2 9-174 2

=

3 iRk R Y 0 R %21 % SHAFRGMT 2 § it VaxigripTetrash

FEF o ¥ - FEAHI-17k 523 ik 2% > Pl i VaxigripTetrasnd, # & J o

VaxigripTetra € 5 & P #7i& F 4RI R

s« 2 EF AL

BEBERFTOLAF s o

$317 832 £18-60fk = & % 831 & < *60#%k & £ & 3 infd VaxigripTetra— #1518 (7 LB F 3T ie o
B A A R doT £ o o
£2:18-60/& 3 4 2 A 60K EE A chi B2 S EE
. 18-60 & 60k
R N=832 N=831
GMT (95%CI)
A (HINT) @® 608 (563; 657) 219 (199; 241)
A (H3N2) 498 (459; 541) 359 (329; 391)

B (Victoria)

708 (661; 760)

287 (265; 311)

B (Yamagata)

1715(1607;1830)

655 (611; 701)

SC% (95% CI)©

A (HIN1) @®

64.1 (60.7; 67.4)

45.6 (42.1; 49.0)

A (H3N2)

66.2 (62.9; 69.4)

47.5 (44.1; 51.0)

B (Victoria)

70.9 (67.7; 74.0)

452 (41.8; 48.7)

B (Yamagata)

63.7 (60.3; 67.0)

42.7(39.3; 46.2)

GMTR (95%CI) @

A (HIND) @®

9.77 (8.69; 11.0)

4.94 (4.46; 5.47)

A (H3N2)

10.3 (9.15; 11.5)

5.60 (5.02; 6.24)

B (Victoria)

11.6 (10.4; 12.9)

4.61 (4.18; 5.09)

B (Yamagata)

7.35 (6.66; 8.12)

4.11 (3.73; 4.52)

N=7 P18 = fffcdy X 24 4 8 GMT ¢
SC @ s i 4 24 B B 4c©

(a) 18-60 /& ‘.3 833 4
(b)+ *+ 60 .+ 832 4

(c)SC: s I FR 4 R
PUE OB R RAET AR A E 010 (I/dil) 2 s

TR H ]

(d) GMTR : B 488 ip T 3aonif b @ (B8 /B i)

75 3 ¥E

©0-17 e 24

429 % 9-17 fh v2 3 #4d VaxigripTetra — > H g v ) id E 4 RO R
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e 6 ¥ 8}%‘&"“

863 ¢ 3-8 fk ¥2 i 48 VaxigripTetra — &2 & & > L 7 i 8 L3 i g A&
R 2 E 0 RS -

44 VaxigripTetra — | &

23:6B'8KRRTINLELIELES

A0 T apmcl s GMTR @ & e T 3ol »a il 1t i

L10 (Vdil) 2 324805
PR BB b S X E AR s L b o

;')?'Jlﬁv 28:’\ J;Ipm =

Peif % 3t %040 (Udil) st 3 B

[fiv«% G % Sl 3

FRBY ki

A i A R R AR 0
“ﬁ% 7 VaxigripTetra si3c % #b > 3548 VaxigripTetra 0.5 £ = & &/ (S chf £ 2 2472 ;ﬁ d HAI = j#
7 6-35 1 * v24 #&44 VaxigripTetra & {5 -
BB A AL R T Lo

. 6-3513 7 3-8k
ek N=341 N=863
GMT (95%CI)
A (HIND) 641 (547; 752) 971 (896; 1052)
A (H3N2) 1071 (925; 1,241) 1568 (1451; 1695)

B (Victoria)

623 (550; 706)

1050 (956; 1154)

B (Yamagata)

1010 (885; 1,153)

1173 (1078;1276)

PCL: 29

EF ¥ 18-60




SC% (95% CDH®

A (HIND)

90.3 (86.7; 93.2)

65.7 (62.4; 68.9)

A (H3N2)

90.3 (86.7; 93.2)

64.8 (61.5; 68.0)

B (Victoria)

98.8 (97.0; 99.7)

84.8 (82.3; 87.2)

B (Yamagata)

96.8 (94.3; 98.4)

88.5 (86.2; 90.6)

GMTR (95% CI)©

A (HIND)

36.6 (30.8; 43.6)

6.86 (6.24; 7.53)

A (H3N2)

42.6 (35.1; 51.7)

7.49 (6.72; 8.35)

B (Victoria)

100 (88.9; 114)

17.1 (15.5; 18.8)

B (Yamagata) @

93.9 (79.5; 111)

25.3(22.8;28.2)

N=7 58 % Bl oD G 43 GMT 2 8 i 2o oci) 3 GMTR & B e X 5op et 63 CL: GIE R
SC: i jfih4h & & AE F 4 4 ©

(a) 3-8 ‘%] 8624

(b) SC © s F# 4 F & &Efgi% do ol ERAE ol ] 2010 (Vdil) T R4 1S v i % 2 2 2040 (Vdil) e ;é-_%z R
E J;Eﬁ&ﬁ oAl & 3 E 10 (Vdil) 2 F At sa i vt d2fdm b A A B4 R Fihif W e

(C) GMTR : B8 H L i‘! rip vt B (RS ARE N )
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BET AR THAMS BERE S -
6. FH F it

6.1 B3
i b it

e Sodium chloride

e Potassium chloride

e Disodium phosphate dihydrate

e Potassium dihydrogen phosphate
e  Water for injections

6.2 # 4% 1L
AEAFHAL AR EEECELFRERY o
6.3 Ei

& I‘ﬁﬂ'—-—r o

6.4 lpEl 13- (i_ i‘ 1 Ié-
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S EAFazi
0.5% = R FEH 5 24842 1% (elastomer chlorobutyl 2 bromobutyl i1 ) s /4~ F (% st
BN FELE 104 X204 % o
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