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VaxigripTetra

HElEZE > 55 001036 5%
AHRERNET EH
he A H HA 2024-08-29

1 HER
11 BRAHREE
FERENERRE (STECNRRRS )
S05EH 2 HESBUFROREBEH (FFE  BR) -

- A/Victoria/4897/2022 (H1N1)pdmO9 - like strain (A/Victoria/4897/2022, IVR-238)......15
micrograms HA**

- A/Thailand/8/2022 (H3N2)-like strain (A/California/122/2022, SAN-022)..................... 15
micrograms HA**

- B/Austria/1359417/2021 - like strain (B/Michigan/01/2021, wild type,).....c.cccceerenennne. 15
micrograms HA**

- B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013, wild type).....ccccoevrrrrnunee 15

micrograms HA**
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FE A RNEEEAOEEEEL MNER -
ERELAUEEEETOEHE AN 2 BEE  EEHHEISNAEEN—EOERIE ;| #E
BB AEEETEN S RN EIRIG M N IgHE -

VaxigripTetra IR ANEEFTHAE 2 REAB K EZE R E N KTERS -

MEEETMEE 1 - VaxigripTetraB D SE A IR A B E TRNIRE S -
WEIREAHE @ WIFFIERRIEEEEE  HERBEENNREALFMEBMUTER - (R
10.2) -

ERAEBRNEUCEEER A ERERENGIAEZIENR - asfAEERHANNIERIE -
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BEENERRD - #EXREAABEREZEE ( BFEVaxigripTetrak = TEK/ETE/MLEKEE@
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IE815E — B2 HASY 55 = P EAIR 22 IR @ VaxigripTetra & Vaxigrip (VaxigripTetra# i@ 523022
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EHARREREEREAZ(B2.3%) °

24-35[RZ RGHRENEERARREREZBEN(26.8%) °

HithZEB e eERKBENARKRENOT

- A GBRE(27.8%) ~ AL (23%) RESHS(19.2%)

- BFEAN : 8B5%(15.6%) & ANE(13.9%)

- 9-17TRRE : ALE(R9.1%) ~ 8878 (24.7%) ~ =B #11(20.3%) B F BRI AEAR(10.7%)

- 3-8FERE  £BHEN(30.7%) ~ AE(28.5%) - BERE(25.7%) ~ ST HIEBAIEAR(20.5%) ~ S HERAL
B241(20.4%) ~ A HIEBNITEAE(16.4%) ~ BRRH(11.2%) -
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- 2ZMERL TR E | ERER(28.9%) - EFRFE(27.1%) ~ &t (16.1%) & EE(13.9%)

- 35ERMEE : 58E(11.9%) KANE(11.6%)

BENS  EEANARRBREXRBEERAARRTE -
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R B ERE R 23K thEZ 2 BRI EVaxigripTetraBE AN AR R EEIBUT -

AREH ZBERMKTHIRESRREE

WER (21/10) ;

B8 (>1/100 ~ <1/10) ;

A&ER (=1/1,000 ~<1/100) ;

Z=R (>1/10,000 ~ <1/1,000) ;

MmZER (<1/10,000) -
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ARl REERERMGEHEA/NAEEBERY  BERECEHEBEEEE -
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ARRIE AR
1B BUE(Hypersensitivity) ArER
BYRE  AINESEE &2 &
#8814 2 FE(Anaphylatic reactions) A
eSS

A WmER
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&Nt WmER
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IREASY WmER
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MR - BEEMUKL S - FEARE ER

() ZatER>24ERRE @ FERICUERRE G EBR<24BBRE WERBR>4EHRR
B O BBER<2UERRE

618 3-8 2 EVaxigripTetrai# @ E —HIRE _HENZEMEEH6-3EBMNTEEHESE M
BHUABRREREREE —HEERNRERER -

LEEH

VaxigripTE L FERKRE NMIIAR KBRS - HEVaxigripTetrabIBd & R EIL -

- MAEARMEZRFER

B/ EOR D EE() ~ kR AEREA(T)

- FRER B R

gERHE()  BHREFEIZE(Guillain Barré syndrome) ~ B4 ( BIEEBQERME ) - K
B (nEMKRECEEZRR)  KE - ByKE . JHEREX

- MEER

MmeE% - BlanBeHE LB (Henoch-Schonlein purpura) - FLeER S HEE RS REEE -
MEREBRTELEFAEBEHRAEBHEREEPRE ( RFAERREIE) -

H A4Sk RS

AR EED - VRERESEEMERIREAEEVaxigripTetra® - HEe 2 WEARBHEHESE - It
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RPEY

ERIEABHET BREEREERVaxigripI B2 FELEAMRS (R6.1K102) - BEE
BRIANBREHNEES MR ERIER - FVaxigrip¥ A BRARM RN ERE— - EIENHE
o EmEHIVEEMEIHIVESYE - Vaxigrip/Atb 2 R BIA RSN EEIRE - VaxigripdA ML &
48 A9 = B 3@ ¥R 2 FE (solicited reactions)) S B EMAEAZEEE -
—EEBRETUEZE L RE 2 VaxigripTetrali AT ( R6.1K

10.2) - VaxigripTetra##i@B7 KA EBER B EFBNESUREBHIEER - MFFRZHAERE
fEVaxigripTetralfs AT PRBRE— - BEARKIE (EHIMIERE - 258 - B8 - B8
BB ) IREBEERS -

SELIR B S e 2 5@k

EoEmE  SRROUNARKREBETERESREEN - SR EEBENZ RN S/ R ERFE
Bk - BEEEABSVNEHTARMUNARREETER -

9 BE

ZHExEEEVaxigripTetralBBZEENSE (B2 ) ZWE - HBBMW AR REHESH
VaxigripTetraB ML 2 &R — -

10 ZEESM
10.1 fEREE

BEIRE N MRS - ATCHAS : JO7BBO2 -

VaxigripTetrat] 2t X G REH AR EFMRENUARREHS ( MEARRRESZRAEK

MTEBERERSE ) -

VaxigripTetrat] 7£2-3BAFE BB A MEMBNMIKEER - BLENMBODIPMRRRS -

BREAECREEZEEE - MEEEAF(hemagglutination-inhibition; HAI) F132ZE 245 ENE

BRI RE N 2 B EAA MR 2T - (BMBKREISI(HANMAEM Y E O ARG £ R EmNY

7 - REBE—EEEEEOKEMIZE(human challenge studies)# 7~ - B MIKEEHNHI(HAD T

RBIMNEBARERTA0F - B ES0%NEEE I ESRRNFRED -

R RERE AR - Bt REEAB(WHO) SEE N BRI EIZL E PR ERNR

=27

B R MEBVaxigripTetraBF#E—R AR - AWM - KIB=B(RK)EE ZRKREES - AEE

EEEEEEE—X  AEERERHE—RBENEENEEERTHRRRSZKRAEZAEE -
10.2 ZERZEIBRE 4

VaxigripTetrafy % & 4 altE

FEEH#118-605F A A ~ FEBANR60EEEA K-8 H6-35E B REKRBEWIGERART - BIESH
21TR(FA) 28X (R E)WHAIL AT ENE(GMT) « HAIMB#ERZR(SC) ( NEREE
AT SIEEAERE R0 EMERBEARNERA02EE ) RHAILE IR IENE
EEE(GMTR) ( BiE%/HEERIE ) RFFEVaxigripTetral 2B R FE -

FE—IEE #118-60m A K-17m REMERARER T - AEFE21RAHAITIIZGMT LUt
VaxigripTetralW & R IE - 5—IEETH9-17m 2 ENRE RIS - BlIEVaxigripTetral & &
E—IEHHRPELMETHRARRRD  FURE_Z2HNFE-2HEE—HEEE A=
F21RMHAI GMT ~ HAIMBEREP KHAI GMTR - DU VaxigripTetral =& 2 fE - 38
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BB P T E AR MAERESMAWHAL GMT - DUR S GRS /858 MEKHAI GMTELE
BRI BB E TR -
VaxigripTetra@ ¥ A PMRENMRR R SH LBENRERE -

A REFAN
BETE832718-60m A K831RZKIR605E F AR EREVaxigripTetra— B R #ET R & K FERY
1l e

R ERMRAERN MR
&1 :18-605 A RKIR605EEF ANREEMMELR

GMT (95%Cl)
A (H1N1) @)b) 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% Cl) (©)

A (H1N1) @(b)

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)

45.2 (41.8;48.7)

B (Yamagata)

63.7 (60.3; 67.0)

42.7 (39.3; 46.2)

GMTR (95%Cl) ()

A (H1N1) @(b)

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=TEUEREEENTHE AL ; GMT | LA TFI9MEENE ; GMTR : LA HENELE
(Cl: EBER ; SC: MisEmay gz m©

(a) 18-60m% 4833 A

(b) KR 605E 48832 A

() SC: MBEMRGFEEILNN : BEEBFEAENE/NRI0  (I/di) B EEBENEARER40
(/diNSZE B A - U RBEEBAIMEARER10 (I/di)BEERNELEEN LA RS
RABEH S E LA -

(d) GMTR : {BE2RI LA I BILE ( BER/IERBINE )

RPEURAAIRBER
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MEB20RRZELESE _Z2HNE -2 HA(IRE520-328)E & VaxigripTetra - LIHAIT X
A2 E LR VaxigripTetralZE BB 21 RN R EM AR -
PIHAITS R £ 75t s 80 B3 58 M A % 58 (BLO3 M) & BB 75 [M 4% 52 (BLO3B) U R AR R BR 8 7%
(BLO3B/BLO3M)RIHAIFAELLE - ¥R A M I T M A -
SRS B MgRARNERMAGREERSWINENE - HHEE_2BNE=2MHELRN
VaxigripTetra##1&#& - MEELHBBRUERERENERNER—H -.
SLEHBEHATEEN  BEREKEIFFETHAR  SEBE_Z2HE-2RELER
Vaxigrip#® - It HEZK6E R EREESHB R ERENER (R VaxigripTetralI R

n==z /i~

580) -

SREkEE

-9-17Tm®5RE

4298 9-17m R E#HEVaxigripTetra—El - HEMIEERNHSIR TR REMFH RN RE R EHA
18-60 X A PR SEM R B R EHEE -

6B B-8RFE :

863%3-85% e EHETE VaxigripTetra—EISL M Al - b/ KESCRIR R EHEEEHORE -
EEVaxigripTetra— Bl MEIN R E - TEFESE—DEMMFENREREMRL -

BR 1 VaxigripTetrafO RN - HEfEVaxigripTetra O0.52EAMEIENRELE KM HFERHAIGE
1£34186-35A 8 R EHEEVaxigripTetragg & —H £ 28 XM 1S -

FREMMIAERN NERR :

*=2: 6[ER-8EREMRBEERMEER

GMT (95%Cl)
A (HTNT) 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)
SC% (95% Cl) ()
A (H1N1) 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% Cl) (©
A (HTN1) 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)
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12

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=TJEESEEIENSHE AL ; GMT | LA TI9MENE ; GMTR ; L@ F9H ENEHE
CCl: (E8BER ; SC: msE kg gazb)

(a) 3-85E#ARIB862A

(b) SC: MEwEmRyEAZEN « BEEREAEMENRI0  (/di) B BEEEMEARSRR40
(/diN S Z A - M RBEEEAINEANRSNI0 (I/di)BEERNELEEN A ARS
RAEHZ 3 E LA -

() GMTR : {EBEH 4O 9 BLLE ( BiE%/HERNE )

B RGN B IR M T IR R E N REELIMIZEHER ( RVaxigripTetrafI R

~—
o

10.3 ERARRIZZMHER

KEEBRSEERBN S SHENERMME  UREENZESMEL 2 MEIBINFTRE - 3F
BRARBIBE NN EEH AR RERERE -

ZNENBRM
A -
B Rl B

VaxigripTetraf924E

RBE

-6-35EBRMRE (XEREEE)

—IRTEAEME (FEM ~ SEM - BT SENREGH ) 1T - BRAERSERIMER - L RIEIE R R
oh . HUAR T RBIB5400 R FH T R6-35EBMRE - DRlEEME ( Z0.58H

) VaxigripTetra ( 2722% ) SvLRHE (27178 ) - mEIER28K - IFHhVaxigripTetraFR Fal;
RER=AER ZEUAR K/IBERFRBMRAEEBLURSE® (AERATE ) IS ZREERN
R -

ERZEWAIBRIZARERNERHRE>38C ( 2VFE24/ME ) ARHBEUTED—EER | %
B BE - REK K~ B3k - RIHESIEE @ EREERDEANERIE-BSEEHENERT-
PCR) K/ RBEEMS -

=3 MEEERNVaxigripTetraffi#6-35EH REH N B ERER 2 MR ERUR

VaxigripTetra ZRIE MR
(N=2,584) (N=2,591)

N | FEREER | n | FRBER| % (BEIS5%CC)
(%) (%)

BEREWR ZRRERERAR :

- tEf AZY ) BEL R RUR S AK 122 4.72 255 9.84 52.03 (40.24; 61.66)

- EEENE RSN 26 | 1.0 85 328 | 69.33(51.93;81.03)
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N ZEOMTHREAR(ZR)

n T wmEZIBERNREE AR

Cl: E8E&ERE

B4 - IRBERIE RN B RO AERER - VaxigripTetrafeFaF556.6% (95%Cl: 37.0; 70.5) EEHAT 7%
BIRFISIEEABRETER 2 BEBMBER - LIKIRENT71.7% (95%Cl: 43.7; 86.9) K& B iR LIRS ARPI
SHENEREER ZBERKER - BE - #R&VaxigripTetrali =il & IR FEE 2R BAIELAIER
BB L REZEE 159.2% (95%Cl: 44.4,70.4) -
EREERZEENRNERNERNEDERERR ZERRER(L) - EEEANREERE-RSiE
HERT-PCR)K/SREHRETERERR - HEDHBEUT—EER !

- i <24E BRI & 85> 39.5°CR F =24 B R il & 85 5>39.0°C -

- B/ 2V BIR— B E R B EENIRE R (L) (128 - 828 - REK -~ /% - BX - Bt
CBER )

- B/ RN @54« 2 ER - M NFRERR (HhX - AiXRER - XREX - B

) PR -

-3-8mMRE (TBREERE)

WHE3-8FA T ENREREER - VaxigripTetra¥ S 2 R ENFRMRE D E6-35E B REHN
KAWL (FRAR6-35ERBNEE" 2SR EHEIR"VaxigripTetrafy @ £ 4" 2 fmat ) -
- BPELEEEEMEE/NROERNER (KERE ) :
NROERANERERSHNERBRERMERSERE - KRR ERABRREEFHRERNE
B axE -

RS _ZPHASE = 2R L #EE—EI0.5Z A VaxigripTetralM B AR B R EIITER - A - 5
M E =2 MELEE-HOSEA =BAEERREE(Vaxigrip) M H L E RRFEU S E R K
ARPEE -

SELEmMAMBRIDEES — 2R EE=_BASEREZER (Vaxigrip) M £ ZHEN - MRE
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Sanofi Pasteur (J&R 13} %2 & SY7))

Sanofi Winthrop Industrie (5%
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Parc Industriel d'Incarville, 27100, Val De Reuil Cedex, France
1051 boulevard Industriel, 76580 Le Trait, France.
1541 Avenue Marcel Merieux, 69280 Marcy L' Etoile, France.
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