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[34% 1
50 mg (0.5mD /32 (F7e 4 48)
100 mg (1.0 mD) /32 (FiFE=RyEatss)
[(RZEAE]
R

S TR NS A 7R 5 — A RSV RSB HT A4 ) LR )L, fRE< S kg (1)
W) LHERE BN B UL AT S 50 mg, AAEE> 5 kg 2R ) LHESF 7 E N B UL
% 100 mg.

7E RSV RPN E L, HAESGEI RIS A . 78 RSV BRI G 1T
AR 2L, NAERAETF I AR RIS A b

1.0 kg %<1.6 kg R B LINL 2551 B2 T AMEIR I, Mol PREHE .
PR B <1 kg B2 L2 F B m TR R BB )L NAT4R5 EAER <] kg
R )L R A Y e 28 5 BB AN R 2 AT XU

i< 8 RN R F )L (IRER[GAI<29 i) AR . 7EHrIEH i
CHZERS BRE INSEBRAERS ) /N 32 A ER LA vl F I R 258 -

T RZAEIMER O IET AR EIL, EWERERE R R RS T AN &,
PLORIIEJE 2645 AP TAT L 06 I LR /Ko WERAEBSZA ML B UIEST G 90 RN, M
MRYEAAE, fE55 A RSV KYLZ A 45T 50 mg B 100 mg SR . d12RER
B E YRS Sl 90 K, MITRAAEZ D, 25— RSV AL #4715
NELYGRIE 50 mg, VAZERFTE RSV R YZE T R i (] 3 I ORI E T o

T

AU T UVAES,  SarAERBRAT M & MUASRLAE D H RS A,
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PO WA AR B R B NR Y, B 1S A b
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R FE AT E S 2SR B IR . 4RAE ) 22 A AR B I A SO
(EXP) , EZMEH.

A B AE WA E M : 50 mg A1 100 mg. #6725 & AT 78 RE S 2% _EAOkR
%, DA IR RE T BT T B IE A AR

50 mg (0.5 ml) NG 100 mg (1mD) ¥R Eub: ZEF
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I . 1520 B e A kIR sk L S S &
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5858 WA SOt — AT . TR VRS 8% S8 RN E SR R
B g AE B g T BAL IE  EOR AL B

R TG BRSSPI, NE A A R A ERD IR 1~5,
[(AR&RM]
ZEMNIEE S

7E T I7 22 R 7506k R I PR R 56 (D5290C00003 #F 5T 1 MELODY #F57) 1,
3L 4,441 BB ) L% T REF RPIELRE NG (2966 L1 1475 245 L5 H:
Z R RPN EANEZ) , BFE 1,447 ZIRH(GA)>29 £<35 JHH = )L3 N
7 D5290C00003 iff 5t (HH 968 4% T JE ZEFHHPLLA 2, 479 Bz T
F2525) , LK 2,994 4 & H LA GA>35 Bl 5.= )LZ I T MELODY #f 4t
(F 1,998 2452 TR EF RPIL 2, 996 L2 T ZEAEGZ) .

R WA RN AKSE (GHE 14 RN, RAEFEN 0.7%. KZEH
Bl = AR O R B . A, R (R25)a T RN ANESS AL (%5
ZiJa 7T RN BIRAEIRZE 3109 0.5%H 0.3%. TE5EAL RN 24 TR HE 1 .

ARRBLFIFR

D5290C00003 50 F1 MELODY #ff 5% (BT 52k E ) ILE A R
N, PR BT AN RN ILER 1,

178 MedDRA REi25E 7028 (SOC) X il AR IR LS H 4 15 A B B iR 4T
K. FEREAS SOC W, EIETEIMZEETHI, Nt BEEETFHY. AR
RN B RAERE R HaE I (> 1100 5 FH (> 1/100 £< 1/10) ; 1B
(>1/1000 £< 1/100) ; FI, (>1/10000 £< 1/1000) ; +45F 0, (< 1/10000)
FARFEN VBRI A BT
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xK1: ARRM

MedDRA SOC MedDRA BEEE | RAEMRER RBEFHEH | ZEH
JZ IR S Bz A 2R 25 K% (=P 0.7% 0.5%
G B PR R AR PR B A | R P 8 0.5% 0.7%
[ R B3 © 5 0, 0.3% 0.0%
B RGTR BB N 9 PNl / /

¢ REESCN MR HEILTE: GHE 14 RNKRERERE. REZ. BOIREE .

b mYE T RNAERIK K.

¢ VESEALSRNE SO IR B 5250 T RNRAE RS AR BN« VS ER LA
S TESTARALAEAS « VRS ERALAC L VS ALK o

¢ SRIET BT RS R BRI AN RN . T IR AN RSB R AE AR R A
e B AR 1, PRI TGk AT S v il H A AR AR

HE RSV ERERBEEIL

&7 MEDLEY BFFLVEMT 78252 e ZEH 59t (614) B palivizumab (304) [
918 A HFE RSV i XU B im0 22 )L CEFFHENGE — RSV YL 196 41K
FHR L (GA<29 JHD 1306 & BA MM (CLD) BIiis) /12#MiGse R
PRI (CHDD B 22 ) DI 22 21« JE 28 St ) 22 2 PERFIE 550 JE 24 palivizumab
L, HE AR GA =29 FF =)L E—E (D5290C00003 51 A1
MELODY #f7%)

B RSV BEFEREA LR )L

fE HARMONIE # 70 HRPEY T e ZEF i ate, it st —DipaEL.
TFARZE . AR L SEtH G F I 2 poO RS, RN THENEE — 4 RSV ERYZ:
(RFF4 palivizumab 25 2j2644) 1) 8034 44 & H JLAIE= )L (GA>29 &) , #%
Z R FEF L (n=4016) BT HiEE (n=4018) , LATHEGX RSV LRTI 3B .
JREFHREPIH TH—A RSV BYLZE (1 22 2 PR AE 5 LA 22 B 0 B 56
(D5290C00003 A1 MELODY) i 24 MERFAE— 5

SRy HEA R, R EA R AR IER T REE . JTeaPiiR i
DR R R R R T AGr I 7 2 B0 R B A AR S o e Ah, e S0 oL 82 5 4t
i CERAEPTZ R AGTA) BAVER) A A AT RESZ 2 2 B DA AU REMT CRLEA I T
P PEARNALEE, PEACREERI R SIFHZ UL LRIE A NS - BT 1
WIE, ARV JE 28 PUTIZ PUAR I A A R B o i AT LR A

BSTU/F1TT



D5290C00003 W 7L A1 MELODY WFH (FEERAF]D B, 7852 ki
RN B L APA T RIG I 361 KA, 84/1498 4 (5.6%) 22L&
F|PLgihifk, 68/1423 % (4.8%) %)L YTE S5 tssbi g hista i 2 5 2
P£. fE MELODY #FFCH, 14/896 % (1.6%) B2 )LAIHLZE FH FPUARIS I 45 51 A
fHM:. MEDLEY W7 HF T 25—~ RSV ERYeZiz 2 e EF Ahi sz ik, Bx
R 361 RIAM, 7F 32/587 (5.5%) 2Lk B HiZihifk. 1F 2/564 %
(0.4%) B2k Hi 2 b AFuER, 31/564 4 (5.5%) )L YTE 45H15
PLAFPUARRTIN 25 F O FHE

PUADUANS JE EFHRPUITHIRE (K 5 DH)  ARIEEL e EAR I
PRARI L o

€359
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[EEHEN]
BN (BAERR ™ ES 8RN

A5 fi 4 29 Al ™ USROS, BAESRRE L REIRR L R A A/ ELEK A
RS . SRR S5 AR EREE Gl (IgG1) B 5w BE A AR G 1 18 & ™ B 1
o SR BT 5 7 S A B Al A W PR T SRR RS N R AR IR ATE IR
oz 7 R LA 945 1 3 4 250N B FF R T

7 I PR R SUH H A 5005 B B8 PR 2
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(@S SYSTERIR G SR kD
AEH .
[LERZ]
HARLE 2 % LB JLE T W I, ToB i 52 Je 28 5 B Pz R i BONAE Y
A VEFIA R
[(ZHERZ]
AEH .
€Tk LR (D

A it AR TT e 250 ELAE T AORIE 7E o B e B LA & AN LA 825 A 25 AT B
YERIATRENE, PUONEATA BRI 2 P450 B, tHARAFEE Hiz A M
J&A o

Nirsevimab 788 fi2 FMJE L BE, PR DA 28 BEAE P AL 1) b AN KT R & 2R
nirsevimab 43 {25 EAFH -

A AT R R G M R (RT-PCR) B RSV Hit Je gt 2 W
G, XK L RO RSV Rl (F) A EPURM A T BTV T
EAN
S5EEaHFHE

H1T nirsevimab /& — MR EREEGIAR, 2 —Ff RSV FprtEgish furk, FbH
WA TP AR B 1 B e BN

SEEREHEANARANR. EilnRuG, a5 LE R H F L

FARF, 22 4 AN SO SRR RFAE 5 ) L B8 02 17 S R ARAL . A S ] 5 ) LB 9% 1 [
INECYEE

A b AN S AR TR B AE [F]—ES a MR & (S DEE ST Bofhigt
) o BRSO RN AT, SN AR RS A, AR ARSI

(i E]
A bty 1 A P AR AT R

LA I B R e 16T IR AR A, N D R AN R
B RRANGOL, ISR S RETR T .
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[ PR 253 ]

YER B

Nirsevimab /& —Ff B A A A YR [gGlic KB TEEdiAk, 458 RSV F &
FRA RIS, B Fe KM =82 ARESR (YTE) #4740, Uk
135 3 W . Nirsevimab 5 @& A8 A s BEAR ST IPLUEAL S © AL S, RSV
A F1 B PR3 Rk AR 25 % 50 Ko 435914 0.12 nM Al 1.22 nM. Nirsevimab f1%i]55
BN b S IR R SR IR, AR R A A RS . (S0 L
HEH] ZEAERD
LR

175 Nirsevimab ] AUC (F:T34ERZE) & T 12.8 mg* K/mL 5EAKM
Hti2 RSV FIEIRGER Y (MA RSV LRTD KAR 2 IFH X,

1 A 1 TR\ ASE P A it P 2 A T A 2
GRS

A b 2B 77 F R R B T MR S AR 25 R3] 70 o i B « 7L
RIS 2383, 75 25 mg 42 300 mg (14771 52 70 1Bl A L P9 45 T I AR AH DG |
A b I ZREN 71 5 70 = A
The

WUNVES 5, HRIEEER PK 204, Zaxt AR AR THE N 84%. i (B
ME, FRED KRR 6 (1, 28) K.
paxitl

BT PK 00T, X TR EH Skg 19221, nirsevimab e Je = FIA8 ) =
AR THE 258 216 mL A1 261 mL. 347 25 A5 B A4 2538 in vy 38 o
A Ao AR
Nirsevimab #&—Fh A\ IgGlw 55 BT, WA 72 70 A0 6 2R K g
171 AN JH- A S

ﬁﬁ

MELZS

=

VBN — R ML R BT BE B, nirsevimab 3@ 40 Py 0 AR R, 7RI R
IR A S RIS R AR .
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BT HHAA PK 20, W T AR E Dy 5 kg RIEHE N 11.1 NMHKEIL,
nirsevimab F{EFRFALTHE Y 3.42 mL/ K. ZILIITIITYY (BRifE2) AR B
FEHATIA (114 K.

R N
NP

BT RER PK 4041, AP nirsevimab [¥) PK TG PRAH G EEM o
BLger#

A1 AR BEAT I R 5T LLPEA 5 T REAN 4% nirsevimab PK (520 . 1F
B 1gG By PR, nirsevimab HTH o FEERMAEL B IEER, BIheds
TR AN 22 B4 nirsevimab 37 5 -

HZIGEA

AT 0 A AT I R 58 LAPPAN D BEAS 42X nirsevimab PK 20 . (1 T IgG
B AR T AN I AR TS R, H DD R AL T AN 22 5 nirsevimab FRITH
B

RSV S &g 22 LAl #
FRAEEEAR PK 43 #7, CLD 8¢ CHD % nirsevimab [ PK %4 & 2 #2211 . MEDLEY
HhEE 151 R ILIE W E 5 MELODY A4,

TEFENEE — RSV BRI AR =)L (GA <29 &) At N3 —/ R
— /> RSV EYLZE() CLD 58{ CHD JL# (MEDLEY) ', #lEfE FjERHEE
FFE RS E HIAME AT 22 FRUE s >80% B2 )L/ ) L B 78 BA YR 5 fm ik BT RSV

') nirsevimab % iz & o

BRI T (MUSIC) JLE M ME %% = 5 MELODY A {g# 2% ) LIfiE &
FemE L. 7E MUSIC H, >80%iE NS — N EEE A RSV JBRYLZR 1) 4% D REA
NEE)L/)LEIES] T Wi RSV B nirsevimab & 5% & o

HAE 2
I JC M 25 W)U S A BRI ik B A S (R Hcdfe A R

O R ]

1E 2 TiFENL. E . AR, 2900385 (D5290C00003 fiff 71 Al
MELODY #%%) " A 14 H Je 234 B hr iips 2t N 26—~ RSV BHLZE1) & H
JLRTE 2 )L (GA>29 JE) &4 MA RSV LRTI (K4 &2z 44k .
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£ GA<35 AR HEEE RSV i B m e 22 )L CEAGIE N —A RSV BEGLRN
WA )L (GA<29 &) ) F1 CLD skIiiish 7724 kaks CHD 22 )Lkt 7 —
TiREAL. XE palivizumab X B2 F1.0405: (MEDLEY #F90) , PP e %S
RPN A2 11 (PKD .

EAEHE NS AETE SR — A RSV IR CRFF A palivizumab 45 25461F) 12
HIUFIE2)L (GA= 29 D St A7 T —IIENL. FFBohe2s Dl B st s
12 ik (HARMONIE, 1Ib ) , VL 7 5 Fiss kA tl, Je st
B RSV LRTI Bt A 5 e 4k CF U kSR 2 4, FdiE#il H I 2024
%3 A 27 HRGRIREAR & 5 T 58 —FE o i S A St R g5 5 .

£ 2 B JLRERE LB &4 MA RSV LRTI. B MA RSV LRTI 4: [ f1% & &
MA RSV LRTI &% (D5290C00003 #5581 MELODY BF4%)

D5290C00003 fiff 7E %5 it 1,453 it NZE— RSV JBGL =11 FL A AL A i H
72)L (GA>29 <35 i) ML, HEESZ B IULRTES 50 mg JE ZE 35 5400
B (2:1) o BENLA I, 20.3%%2 )L GA>29 <32 i; 79.7% N GA>32
<35 i 52.4% KRB 722%NAN; 17.6%~NFEME; 1.0% AL ; 59.5%
IAHE<5 kg AR 2.80 MH Gul: 0.1~11.9 M) 5 53.2%<3.0 ™MH;
32.6%>3.0 £<6.0 ™MH, 14.2%>6.0 NH.

MELODY #F5¢ (FEFAF) 3t 1,490 ZHE NG — RSV ERZN 2 A L
AR )L (GA>35 J&) BENLr 4, i 452 UL R S B 28 F bt (Can i
ESTRARE< 5 kg, W% T 50 mg e EHHHL, WHRAEFE>S kg, WL T 100 mg
JEZEF R L EA (2:1) o YA, 14.0% K8 GA>35 <37 Ji; 86.0%
N GA>37 JH; 51.6% N5 53.5%NEN; 28.4%NAEME; 3.6% NI A ;
40.0% A E<5kg, HALFRA 2.60 MH Gall: 0.03~11.10 M) 5 57.9%<3.0
MH: 32.1%>3.0 £<6.0 ™M H, 10.0%>6.0 ™ . MELODY #f 707E B 507 Ji5 4k
SENHEE)L, 3,012 2L (FrEs2lFE) BEVIEZ B T HBPr (2,009) BL%
B (1,003) o BEHLHRT, 12.0%4 GA>35 £< 37 JH; 88.0% 4 GA>37 JH;
52.3% K 531 52.9% N E N 14.5% 9% s 5.3% NN 39.6% K E< 5 ke,
RALAERY N 2.53 N H (JEE: 0.00~14.00 N H) 5 59.0%<3.0 ™ H: 31.8%>3.0
£<6.01MH, 9.1%>6.0 ™A

PIEG: e 2 BT AN 22 BREGR A I N 1 GE v 22 A 2 R AR {BL

D5290C00003 ff 75 F1 MELODY 58 (EERAFD ) E B S 2N JE 150
KW, £ RT-PCR #ii2 I RSV 51712 T IPE Y (MA RSV LRTD
CFEERD  (FEERIAMCE RBURBMEF 2 kA2 . LRTI PIRLE
TE SUNTERAS R B A I CL R A 2 —, R NIPIRGESZ 2R (B0, T8, 18
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WO, BAEEEENS ) o DLREDE —MEIGRAAEAE (PRSI, (K4
MAE . SR EOE S R SRS =VIE R R E IR
FHiEsEMBAD o IR RI T 8 ZEFBPEHENE —4 RSV BleZE
(1) GA>29 JH B2 7 LAE = L a2k, DLk 2.

£ 2:  D5290C00003 FF5 A1 MELODY A5 (FER\FD FERH JLMEZ)JL
HESHE 150 RN TBF MA RSV LRTI 4 it

RAERY% AR »

Bt 4 N
(n) (95% CI)

FHAIR RS ), GA>29 F<35 | JBEFRGL| 969 | 2.6(25) | 70.1% (52.3, 81.2)
J&; D5290C00003 #iff 7% el 484 9.5 (46) p<0.0001

e H LR BIEL RS L GA>3S JEZET YL | 994 1.2(12) | 74.5% (49.6, 87.1)
MELODY #t7t (FZZBAFI) sl 496 | 5.0(25) p<0.0001

C RTINS T BRI A KU AR . PG HIE 1 2 B AR IR P

FEHRES MR AP X HEAT B 3 B SO & S WA AT 45 R B oR 5 8
PRNFE—E0 o
PR T 2L MA RSV LRTI fERE A EE MA RSV LRTI i)k 2B,

RSV F Bt € SN LRTI A B H RSV M FHAE, 8% B 38 I ROR S %Ak
H RSV F: BH % o 4% B B MA RSV LRTI & XCNAT: B I 7 B4 B R SR B F ik (V)
FMA MA RSV LRTI. D5290C00003 #f 50 F1 MELODY W%t (rfs %2k
JEZEFRPUETPTHENZE — RSV BgeZE. GA>29 &1 & H LA R LK A ]
MA RSV LRTI 1 e Fl& 4= 8% 5 BF MA RSV LRTI J5 1 (K4 %ot W 3.
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£ 3: D5290C00003 FF 5 A1 MELODY W& (FrEZiRE) FESHE 150 RN
ZEWBE 2 B JLAE JLRAERF MA RSV LRTI (R FREE MA RSV
LRTI FJA %

5 34 N ﬁg(if% B 2 (95% CI)

HESE 150 R, FEWPIRILRAE MA RSV LRTI BRI ik

R LRI R )L GA>29 | R R 969 0.8 (8)
£ <35 J&; D5290C00003 7T R 484 | 4120

78.4% (51.9, 90.3)°

AL )L GA=35 Ji; | JEEETERAT| 2009 | 04(9)
MELODY Bt (i 524 R 1003 | 2.0 (20)

HEHE 150 K, FEWBFZ)LRERERE MA RSV LRTI K75 it

UL LRI R )L GA>29 | JEETB RS 969 0.4 (4)
<35 Ji; D5290C00003 7% R 484 | 33(16)

76.8% (49.4, 89.4)°

87.5% (62.9, 95.8)¢

A URIE IR )L, GAS35 J; | JEEEFEST| 2009 | 03(7)
MELODY 5t (i k&) LR 1003 1.7 (17)

© BRI R A KU BRI

b HUEHLE I 2 BRI p {H<0.001

¢ WS EEISIGRETEME, 2 BRI
¢ EERR .

78.6% (48.8, 91.0)°

£ D5290C00003 Hff 7o H 42 52 et m (Can Ry S i AR B <5 kg, W4%E3Z 50
mg) HEJLH, JeZEFREPETP F AR )L (GA>29 £<35 i) K4
MA RSV LRTI. MA RSV LRTI 1Bt Itk # & MA RSV LRTI (14 3% (AR} 2
RS R RE % RO FRAEG D) 23 391 86.2% (95% CI 68.0, 94.0) + 86.5% (95% CI
53.5, 96.1) F1100% (95% CI79.7, APFE)

TEH#E D5290C00003 HF 7o 504 5 Hl g T D5290C00003 78 CHEF )
AT MELODY 70 (FEZAF]D FEESHT. £ 150 K, A5
MA RSV LRTI. MA RSV LRTI {5 Fi fIH 5 B MA RSV LRTI FA 24t CHEXY %2
BRI AR XU B 20518 79.5% (95% CL65.9,  87.7)  77.3% (95% CI
50.3, 89.7) F186.0% (95% CI 62.5, 94.8) .

PPl 7 R MA RSV LRTI A B i 1 "™ B R . Je 28 43 B 2H 5 e BRI 4H 75 22
WS 2R T L N 44.4% (4/9) FiT81.0% (17/21) , FHEFFEESEIEE
IS [CPAPY/ i & 3 [HFNCIH 32 303 | 2t 5o 11.1% (1/9) #123.8%

(5/21) , NFEEIERPEM 5285 T2 o708 0% (0/9) F128.6% (6/21) .
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EEE RSV EREHEE)LF BT MA RSV LRTI A X E(MEDLEY B 5)

MEDLEY #ff 5 3%} 925 42 # i RSV %5 o i e 22 )Lk AT TBENL Y4, &
FEHENEE —A RSV EYZE(f) CLD 8% CHD %2 JLLA K GA<35 &R L. 221
FESZ B UPESS e ZE T B HT (SR MR E <5 kg, M52 50 mg Je ZE5 4
Pr; WERARE>S kg, WHEZ 100 mg JBEFH R SEFEH—K L5750 A
T 15 mg/kg palivizumab (2:1) o BENLZFAE, 21.6%K9 GA<29 JH; 21.5%K
GA>29 £<32 Ji; 41.9% KN GA>32 £<35 JH; 14.9% KN GA>35 Ji. {EiX¥E%)|
i, 23.6%EH CLD; 11.2%E4A CHD; 53.5% N5 M 792%NEN; 9.5%N
EME: 5.4%RNTMN; 56.5% K FE<S kg (9.7%E<2.5kg) 5 11.4%H122 )L
<1.0MH, 33.8%A~>1.0 £<3.0 MH, 33.6%7>3.0 £<6.0 ™H, 21.2%HK>6.0
MH.

ASAEEE RSV W & a2 )L A R £ T PK & # = i
D5290C00003 #F 72 A1 MELODY #f 5 H (H Rt AMERE LI . £ MEDLEY #F 5t
t, EVESHE 150 K, JEZEFHEHA MA RSV LRTI IR AEFE N 0.6% (4/616) ,
palivizumab 2414 1.0% (3/309) .

£ R B LR ) LP TR E RSV LRTI R KA ¥ (HARMONIE BF5t)

HARMONIE fff 7t 3%} 8058 443k NBUHAEFESS 1 A~ RSV B HZ=(1) /2 H LA
2 )L (GA> 29 &) HEAT TEENL 2. B2 L2 By UL AT S JE ZE 35 5t (T
VST AR <Skg, WIS 50 mg JEZEF HH0; WRAE>S ke, WHESZ 100 mg
REFRFD LT . BEHL N, TAER N 4 HES GEREl: 0~12 4
) o 48.6% M2 LR /N T56T 3 Ails 23.7% M2 LW KT 3 /N T8 T
6 Hi: 27.7%H ) LER KT 6 b, 7EXEE )L, 52.1% KB, 47.9%N
7. PECE L AETE RSV LA, K2 H2RAE AL, ARG
>37 J& (85.2%) .

HARMONIE ] 32 B4 5 R AR5 RSV G0, HHRIZI RSV EKYL5]
R EH JLAE LK RSV LRTI AR F S R AEER . 5o FTss it t, JeZES
FHUTT K RSV LRTI A e A Rt oAk =% 58 1 BE U7 I R],  DARSEEL S st 5 b iy
GO . Je 265 B4 32 (W R AL BE VT I TE) DR 2.3 A H GIEFL: 0~7.0 AN HD,
MEGTmdN 2.0 MH Gul: 0~6.8 MH)

TEREAS RSV BYLZREI], JEZEFH P 11/4037 22 )L CRAEZ=0.001)
AT TR 60/4021 232 )L CkRA%=0.006) &4 T K RSV LRTI f{ERE, JE
FEF PP RSV LRTI AE e A A 83.2% (95% CI167.8, 92.0) . fE
VEST/FENL 25 1 150 RN A U N 82.4% (95% C167.3, 91.4) , {EVEH/IE
BLA 40 )5 19 180 K P A 2 82.7% (95% C167.8, 91.5)
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PRI
MRYEIE AR AT PK Hede, A i B O0E S SR I IR I R = b 5 28 6 4> H
[ZjEEH]
ZEEA

YRR B

JREEF P EANIE [gGIK FTEFEfTiAR, I p I s & f s 55
(RSV) F EAMRBE AT S ah s . A BAE ML vIEE X Fe X
B =HRERESR (YTE), 584 )L Fc 2RS4 A58, MMEK T i
EYEN. BELRRISMAERNED LNPURA S 0 #4546, RSVA R BT
RIFE R IO AR B H 20 KD 43508 0.12 nM Al 1.22 nM. JB €6 Bpridnt fis a5
21 o B ik DL S B E N A M T 06 5 1 F B 1 A SR A Sk H ORI RSV

PUREE

S FHRE IR 10 Hep-2 4, SR FH MR BE -4 R A AN 5 J& 26 5 it RSV 4 fiu s
TV RIEE . JRZEF PR RSVA 1 RSV B 730 Bifk (2003 44 2017 4E
[ N A ERA5 HRAE (I PR RSV 23 B RO HH AL EC50 1B 43 3124 21 pM(3.2 ng/mL)

(n=70; JoH: 3 pM [0.48 ng/mL]~100 pM [15 ng/mL]) F1 19 pM (2.9 ng/mL)
(n=49; JE[: 2 pM [0.3 ng/mL]~398 pM [59.7 ng/mL]).

Tirf 25

FEAH S 57

fE RSV A2 il B9320 EEFRMANMEFYI H NN B ZEH b 3 ik H
WAL bk . N8 ZE T B PUAUR M (R E 4 RSV A B Rk FE T KA
N67I+N208Y B ¥ (BFMK 103 £5) A8 bk o X JE 28 3 B pr U Mk PR (R B 4 RSV
B AR HRAF K4 N208D (>90000 f5454L). N208S (>24000 5454k ).
K68N+N201S (>13000 f54584k) B K68N+N208S (>90000 {5454k B #ifr)As H
P o 75 HR A 3R 7% Sk R I T A T 25 A D7 il B3 T Je E T B G AL

(Z IR 62-69 A1 196-212), FFHE/RE RSV F &AM AR IR,

7E I P B 72

1E 1956 & 2014 E[AEREM /7 EJkT, RWEERE RSV A X 23 pril
T RIE B ) 2 45, 78 RSV B H il (<1% )M 2 21, A4 &k A2 K65Q+K 68N
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(1239 £54846 )+ K65Q+S211N (36 15484k ) F1 L2031 (3005 f5454L) & #f¥) RSV
B.

TERTHEME . WM. 2BR TIATH W 7. (OUTSMART-RSV il INFORM-
RSV) #1, RSV F EHFHIHEFE ZFEERFFE(RKE (RSV A FI RSV B H111)
RZFAFLRR IR YE>99%) , #5717 ) ZEF5 B30 O AN 24 AH S AT o B 48 (1) 7% S/ AR L
RNEM (<1%), HHEKE N201T (>406 f54546) Al N201T+1206M+Q209R (>418
584D B RSV Be FEURME FFK AR Rk 45 K E K68E (13 f57284k)
A S275F (6 154 4k) B RSV A, LI KA K68N (30 fF454L) .
K68Q+1206M+Q209R (46 f54354k) A1 N201S (127 f5484k) Bl RSV B, iX
b R ARG R I PR 7 U NI 28 o 7 2015 4R 2 2021 fEIR:SREERI Bk, 8
FEF PLEs A0 A LR 2 R AL R R FETE RSV A [T A AL B AT RSV B 1] 22/25
ML B R RS (399%). H 2017 FLRREM /- Eikd, 78 RSV B i
I ZE = BAHL A5 S A A 1206M+Q209R F: B i A PR N JE £ 75 BRI UK
PE (<S5 M. S21IN BE#PJRATA TR, (EIC0 2 o B ol 2 3t 5 #e

(1206M+Q209R) YILREH 1% J& Z& 5 B 4T i R

A Ik AR 56

R 04 FREE 05, LEARAASRAE SR R I ZR>25% 1) C %0 R i 24 4H 2%
B T E W) R A I AR AT

TEREE 03 (352 50 mg A IR AR E ) F, 40 4 RSV G (FfF &
TR 8 O ZRE A 2 45 Je ZE T U 25 A0 QB e (A8 Je bk . TE8E2
I T HEFF 7B JE 2835 Hpi HA% 5 164T+K68E+I206M+Q209R JL & #: 5k N208S &
(% 4 32 T B RSV B 48 bk, 164T. K68E A1 N208S B B #i [ (L T
XT )6 ZE T BT BUBTE (EEUR S0 >496 £, >283 f5HI1>387 i)

RIS 04 H1, 75— 32 A 150 K Ja B 5238 ARl 2 455 15 45 A 47 &0 L2048
B (ERBBEE) 1 1206M+Q209R+S211N H #r (<5 f%4354k) ) RSV B A8 5+
PRI R AE (IE>25%) . £ — &2 AR m 150 R 32X # ool 8¢ 21465 47
164T+K68E B (>280 fi5484L) 1) RSV B B RRMIR A HE<25%).

22 X s

A BREHE 2R BT, 0} e 2 75 BT 24 (1948 S5 0K T BEXT AR 2k B 4T (Palivizumab)
BAAE X 24 . 5056 03 AiaEe: 04 A U e AR BRELHTOR B 17 R 24 48 ¢ B e fir
I 5E AR R o T8 53T AT I8 0T 78 R E ) Bk B0 P w0 e 36 A0 S ek o R B0
JEZE T EPUIR B T N5 7 0 R BR BT 25 AH DG m BRI A RSV E 1%
S275F B T HUBEFRAIL 6 £ o



BIEHFR
JE FEF BRI I TR . /R R PERIEOR PR
(e )
W, 2~ SeCIRAPAIEH. RITER A TR, A, JRITR R

ERCTE
(&3]

1 30/, SN B KU 2 DRSS 5k B stk
T — A

[HzA]
48 M H s

A A LE 20°C-25°C MRF R Z 8 /Mo MUKFEFELH J5, WAZ0LE 8 /INF N
fF L E 5,

[HuATIR#E]
JS20260050
[t S ]
50mg (0.5mD) /37 (FizeEatas) - EZ5UET S120230021
100 mg (1.0 mD /3¢ (FizAyFg#4s) « EZ#ES S120230022
[ EHHFATRFAEA]
% #%: Sanofi Winthrop Industrie
VEMHibE: 82 avenue Raspail, 94250 Gentilly, France
(474l ]
k4 #5: Patheon Manufacturing Services LLC
A FEHibE: 5900 Martin Luther King Jr. Highway, Greenville, NC 27834, USA
(B3]
EEI A
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% FR: Packaging Coordinators, LLC

25 HhE: 3001 Red Lion Road, Philadelphia, PA 19114, USA

(EEI )

% FK: Sharp Packaging Services, LLC

fAEH L. 7451 Keebler Way, Allentown, PA 18106, USA

w3

% FK: Sanofi Vaccines Canada Ltd.

fuEHhhk: 1755 Steeles Avenue West, Toronto, Ontario, M2R 3T4, Canada
[FEATEAN]

AR RYNFEE IR AT IR 2 7]

VML PROINTEE L X URHTIE S vb it X AR SS R #% 25 5 38R IR AL Al o el IX

El

MEEZmfid: 518122
BEAR 75 800810 7100 (FREEHLELFT), 400 650 9932

P HE:  https://www.sanofi.cn/

E17TU/417T1


https://protect-de.mimecast.com/s/MqW3C83GLKHWX7Q7KTnxjCT?domain=sanofi.cn/
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