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Ve JEZETF TR — s 2 DNA BORFE [ -6 B IR S 40 i
AP N EREE 1 Gl (IgGli) FAFLREPIA.

Gk HER. HRRHZRIR . R R JALEE 80, HES K.
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(& RoE ]

A bt 3 T RIS RE N B 2R AR S — M IPIRGE S IR # (RSV) IS (1384
JULANEE LT RSV 12 [ WP IR T8 ke o
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50 mg (0.5mD /32 (F7E 3 448)

100 mg (1.0 mD /3¢ (Fire=Eat4s)

F1TVHIST



[HZRE]
HENE

X TR N B AR TR S — > RSV IR Az ) LRI R )L, RE< 5 kg 1)
) LHEE B BRI VE ST 50 mg, > 5 kg M2 LHERER &8 S LA
%} 100 mg.

7E RSV B H A (B )L, HAR GRS A . 78 RSV YL 44 /1
HAERSE )L, NAEEGZ T IR S A

1.0 kg <1.6 kg PR LAY 23 2570 R A2 3 TAMESE A, 1 T I PR -
TR E <1 kg 2L B B TR E TR L. NAFHH EAEAE<] kg
(RO LA A5 P e 28 5 BT 0 3R 2 AT XU o

< 8 MR R IA R )L (JRR[GAT<29 D AR, EHIEH#
CH AR IRRINSEBRFERS) /N T 32 R )L o] 1 B AR -

X FESZARAIMER ODAEF ARG Z)L, @ITERERE FRRE TR R,
PURAIE JE 25 B HT A BB I IE /KT . RIS A E S & 90 R, R
YRR E, 7E55—A RSV YL HIH] 45 T 50 mg 5% 100 mg [ASF IS . SR E
BE GRS ORI 90 K, MITCigfRE 20, 7R —/N RSV Jsk ez i [m] A /1 51 &
BRI 50 mg, VAYERFLE RSV BEYLZ=T) 45 18] P (A4 VE F

fE T

A T UVAES, Sl AERBRAT M FENUASRLAE A H RS AL,
PRONAAAE S D AR AR 22 (R XS o U SR TR RS IR, MRS E A [F B

AR AEMAEERB], VLB
i JH 15t
B FE SRS A O — IR

TESS T H AU B AR E R AR th . AR e — TR 23000, LORER
PO R RS BB NE ), BN A

W R T 2O E S B VR BN . ARAR B 22 A i kR A RO
(EXP) , EZIfH.

A B AE WA E M : 50 mg A1 100 mg. #7525 & AT 78 R E S 2% _EAOkR
2, DAWAORIRIETE T BT R B IR AR Y RA
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50 mg (0.5 ml) MK EA:EM 100 mg (1mD) AR HE AEZEAT

Tl e AL de A E S WA 1
B 1. B/RBUES AT
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C!—& )
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F12: - HAFRES/RBED GlLREAET SN SR , —
NP TR 431

58 2 35 B ERBUR DA SR S R A T e SR A 2 b, R
(1S 78 P2 1 DAl R 7 WA B

835 - HPRMEESSEER, 55— A F/NOoR kigEER T . /£
BOR BRI RHE 208 (AL ZEAT, 5 WIAEZE W RERZ Bl . 15 2045 BT Sk Al Ho4% A
R . 5 20 BB o LB SR E BOR L B % &

5B 4 35 HUFAERBRATSMM LA 5 7070 30 B 2 1 A N ) . AN
VR RS AL, DRUONAF AR 0 A8 B A 22 IR U

5555 PR GRS S Ut — A o T O A % S o Sk BT B E 5
Bl A A B g o B AL I I EOR AL B

USR TG ELE S PR, ROE S AE A A A R DR 1~5,



[T R&RM]
BEMRMES S

7E T I 22 R B I R S8 (D5290C00003 #F 58 A1 MELODY #E%t) o,
3L 4,441 2B ) L2 T e BH RPN FIG Y (2966 2 1475 45 ) L5 5l
Z R FEF PR FNAZ) , 4 1,447 ZIEE(GA)>29 <35 77 LB
7 D5290C00003 fiff 7t (i 968 44552 1 Je FEHHPuL 2y, 479 APz 17
REZ5) 5 LA 2,994 2 /2 H LA GA>35 g 72 )L 2 T MELODY 5t
(HH 1,998 2852 TR EFRPIL 2, 996 L2 T ZEFGZ) .

B LA R RS (L5514 RN, KRAEFIEN0.7%. KZHH
B EREEANREERE., WA, KR (BZ)E 7 KN AN RN (4
%G 7T RN HIRESEDHIN 0.5%F 0.3%. JEHEBA S M 32y AE ™ FE .

A RRMFIR

D5290C00003 Hf 53 A1 MELODY #F5 (Arfa k&) LA R &
N, DA BT R RIA BB LR 1.

78 MedDRA REia8E 72K (SOC) X Il ARG HH R 5 A B N AT
7K. FEREAS SOC W, EIETEIMEFETH, Rt BmEEFH. AR
SR AR E SN oI (1100 5 # R (> 1/100 < 1/10) 5 B
(> 1/1000 £< 1/100) ; FW, (> 1/10000 £< 1/1000) ; +F W (< 1/10000)
AR CRFEARE A IR .

x£1: ARRM

MedDRA SOC MedDRA Hi%1E | RAEME | EEFHEH | =EHN
S N AT SR B e 18 1, 0.7% 0.5%
A SRR B PRI T | R P 15 0.5% 0.7%
SR VESHIRAL RS © {0 0.3% 0.0%
TS5 R G RS N 4 ARHN / /

@ EBE N MR EIRTE: S5 14 RAKERKE. s, BRRKE.

b A T RNRAERE I

¢ VESEALRNE SO TR A E 1 SRS T R RAERE S AL SN L VRS ALK
S VEST ARG « VESSERALACH L VR ALK .

¢ SRIET BT A R BRI A RN . H TR AN RSN A AE AR R A
FECR AR B, R TCVE AT SE - PAS LA R
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HE RSV EREREBEIL

ILAE MEDLEY BV 7252 e ZEF HPt (614) B palivizumab (304) [
918 ZHFE RSV s KUK T B 22 )L CEFEHENG—A RSV LN 196 4%
IR )L (GA<29 Ji) 1306 4 EA1EMMK (CLD) B3N /17 FEAFSE R
PR E (CCHDD 2L 22 4 - JB 2E 55 B b 1) 22 A PERFIE 5 % BE 24 palivizumab
AL, HEREAM GA =29 BRI ZAMERHE—E (D5290C00003 5T A
MELODY %)

SRR ik

SPrART EA R, REE KA REETER TTRENE . ST PiiR
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 CRAEPT R AGTA) BAVER) A LA AT RESZ 2 22 R DA 2 AU B2 CRLAEAS I g
P PEARNALHEE, PEACREERI R SIFHZ UL LRI NS - BT 1
A, ANEEBCRE JE 2835 PP E DUIR I R L R B HAl ™ AT EU

D5290C00003 W72l MELODY W5t (EEPAF]) BFFiH, FEHs2 ik
TR e B AL T RIG I 361 KEIA], 84/1498 44 (5.6%) %)L&
BIHTZiPuiR, 68/1423 £ (4.8%) %)L YTE g5 aiskp 24 HriAa il & - 2 BH
M. £ MELODY #F5CH, 14/896 % (1.6%) Z&)LIHT 24 Fh Afi A+ i 45 5 o
fH%:. MEDLEY W50 T2 — A RSV UL EEZ R EF Bz, ik
TG 361 KIAMR, TF 32/587 (5.5%) %)L BIBLZPiik. 75 2/564 4
(0.4%) Z2)LA KB FL 2 APLiER, 31/564 4 (5.5%) Z2)LH YTE &5 #4)35
EIWATE RN SRl 2 ]l

PUEPUART e ZEHHPUAHRRR (R 5 M) - AREsE VAR D
PRAAIEZ L o

[(#3]

X PR AR B Lty 1 P B RO AR il R A A PR A B 7 S (R i e 7™
U B

[EEFEHR]
RN (EFEER™ET R

A bt gn 2y Ja H o B U, CAETRRS « RRIRARIAE L R AR/ EULIK 7
RS . COWERR 5 N eZIREH Gl (gGl) By BT G 118K 7™ Hd
S o T SR BT e 7 e A g BBl LA W PR T SRR S L R AR AR ATE IR
77 RV 1A I O 45 1 38 4 20 AN/ B FF R R T
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A PR SCHY H M A 50 ) S R

5 HAWUTES—FF, B MMRIEAE Bt ) e RS B AT DTER T
IVACYEER NP

I ERY s
MRV S AT IEIVE, NS RIC G T AR AR AL .
Xt B AR ENL A BE ST IR
AEH] .
RAEEs
KA M AN, AMEESHARZ RS, (B0 (EYMEEH]T )
[ Zd R AL E 2]
AEH] .
[JLEMAZ]

HARAE 2 % LB JLEE AT W I, ToR i 52 Je 28 5 B PiAE i SR i BONAE Y
EVERIAT R

[ZFERZ]
AEH
(25 EAEH ]

A G ARTT 25 BLAE I 9T S se BE DR W A BA B2 20 Y |
YEFTTRENE, DBUNEATA BN ER PASO B, A RHEUE iz Eam
JEEW) o

Nirsevimab )L fE SRR EE, P AN 245 BRAE I BIL A1) AN K AT R kA2
nirsevimab /3 K25 WA ELAEH] .

A AN TP Sl SR A B RE [ S (RT-PCR) B¢ RSV it JE A I 12 Wy
A, XIS IFE 0N RSV RS (F) SH EFUREN AL LIV T8
E/IREN
5EEaFRAY



H T nirsevimab s& —F B PR, & —FF RSV S Edish %, Kt
A ST IIE B ) B I N2

5B HARAMARAIR . EIRKRRIEH, A5 5 5L EEE w [F R
FHES, 22 AN s W IR PR AE 5 ) L 28 9% T s s AR L. A A ] 5 ) LEE 9% T )
I

A AN SAEAT R AL A R A BN R S (S H DERFH I Adfhzt
2 o AETESREE RN, SR R RE S s, A F KA

[(ZYdE]
A bt i A A AT R
R B R VR YT . WA A, RO D) IN B E A R
PR, BRSSPI IT
[R5 ]

YE R

Nirsevimab & — P E A N [gGlx KR FEPLiR, #EA8 RSV F &
AR A RTIS, B E Fo KM =E2ARESR (YTE) #4711, Lk
3% - £ 8 . Nirsevimab 54w 8 (s FEORSF PR AL & @ KA S, RSV
A F1 B B EE AR AR B H 20 Ko 43711048 0.12 nM AT 1.22 nM. Nirsevimab I}
TR I R P b B R A D IR, PR R BE T A R RS . (S L
HEH] ABERD
R

IfL7% Nirsevimab ] AUC (E:TH&IERZE) &1 12.8 mg* RK/mL 5EAKH
H2 RSV FIPIRGEKY (MA RSV LRTD RAXK R IEHK.

A S A FH A 1) 22 A VRO 2
2R3 15

A i R AR 1 R e T AR SRR 25X 3) 70 27 4 A IO 080 < 7L
BRI SZAR & 1, 7E 25 mg % 300 mg (197755 B 3L 45 I R AH G &= )
A I ZRE) )15 5 7 & R o



M

LRSS, ARPEEER PK 0T, 2%t A 40F B A THE A 84%. Hhr (B
ME, BRAED IEEREIN 6 (1, 28) K.
paiii]

BT HEAAR PK 04T, X TAREH Skg 1922, nirsevimab ¥ Je = FIAME =
MR B RUEHHE 23 309 216 mL A1 261 mL. 4347 25 AR G A4 58 0 i H
A A AR

Nirsevimab J&—# A IgGlx H50 RS, AT REAAR A 72 20 1R 8 1 7K e g e
f, T AN RREAR A

1 Fy—Ff TR f) B ST B UK, nirsevimab 8 120 Y 0 A I, TR IR
BRI N B ¥ S A S BRIAEHE .

BT R PK 0 #, T AR E S 5 kg RIEA #4111 S MEL,
nirsevimab [FiEBRZEATTHE N 3.42 mL/K. BILITNFY) R 2) AR MR
FEEWIN 714 (11.4) K.

Rrik N
N

B THER PK 4081, AP nirsevimab 1) PK GG PRAH CREM .
FXIFEA £

H AT B AR BEAT I PRAE 78 LLVPA B D g A 42X nirsevimab PKHI5EMR . /FE it
B 1gG L EHIR, nirsevimab T H o FEECRM A B IFER, B
ATTHAS 225200 nirsevimab 175 5 .
ViRl i o

H AT B AR BEAT I PRAE 78 LLVPAT I 2l A8 AN 4 %) nirsevimab PKRIEER . 1T IgG
BT R BT T EAE S TR AR TS B, D) RE A TTH AN 520 nirsevimab H i
F 38

RSV S & e 52 LAl #
FRAEEEAR PK 437, CLD 8¢ CHD %} nirsevimab [ PK %4 . 2 8201 . MEDLEY
HHEE 151 RIS E S5 MELODY AHEL.



TEHENEE— RSV BRZEIAR F IR~ )L (GA <29 F) FHENSE— N alE
Z/N RSV EYLZER) CLD 8{ CHD JL#E (MEDLEY) 1, #UEFIE M5 #E s
T TSI 8 AN T B2 52 FR v . >80% K52 )L/ ) L3 AE BRI IE ST 5 1k BT RSV

f] nirsevimab %% 5% & .

FEIIEEAILT (MUSIC) JLE M5 # % &5 MELODY H{# 4% )L M5 %
FE Ml £ MUSIC H, >80%iE NS — AN EEE A RSV BEYLZE1) 4 9% DI RE ik
NEE)L/)LEIER] T i RSV I nirsevimab & 5% & o

AR
I JC M 25 W)U S A BRI ik PR A S (R Hdie A R

[l R ]

7E 2 WFEHL. XE @A IE . Z290ikis (D5290C00003 i 7 Al
MELODY #50) HiF 148 H Je 2365 pr Hik i N 58— RSV RYLZE) 2 H
JLRTE 2 )L (GA>29 B &4 MA RSV LRTI [RG &2z 44k .

IBAE GA<35 AR HEE RSV IR a2 )L (BAEENG 4> RSV EHZ
IR A2 ), (GA<29 JA) ) Ml CLD sRIMiR 5 /) 2#FEhsS CHD 22 )L 4T T
—IREHL. XWE .« palivizumab % )2 ks (MEDLEY #70) , 1P e %€
FH P e sh 112% (PR

£ 2B JLMER LT &4 MA RSV LRTI. [ MA RSV LRTI R RIRE
B MA RSV LRTI FIA 3 (D5290C00003 B 521 MELODY %)

D5290C00003 Hff 5L b1t 1,453 A REANZE— RSV YL 5L HA R ]
F2)L (GA>29 <35 i) AL, i HES2 R WLRIES 50 mg Jé 2835 51
B (2:1) o BEALZHI, 20.3%%2 )L GA>29 <32 [i; 79.7% N GA>32
<35 H; 52.4% M5 722%RNEAN; 17.6%NEME; 1.0%NEMAN; 59.5%
PRE <5 kgo FOFR N 2.80 M H (GERL: 0.1~11.91MH) 5 53.2%<3.0 ™ H;
32.6% >3.0 £<6.0 M H, 14.2%>6.0 ™H.

MELODY #F 5% (EEA\F]) tht 1,490 &ZHENEE— RSV BAZFH L H L
IR )L (GA=35 JHD BEMLA 4, A8 -2 LA E S e 2E T 54T (R
S ARE< 5 kg, W4T 50 mg JEZEF YT, WIRMARE>S kg, W5 T 100 mg
JREEFHPD s EF (2:1) o BENL AR, 14.0%M GA>35 £<37 f; 86.0%
N GA>37 J; 51.6% KN FME; 53.5%NAN; 28.4%NAEINE; 3.6% NIEHA;
40.0%kFE<5kg, HAFEN 2.60 NH GEf: 0.03~11.10 MH) ;5 57.9%<3.0
MNH 32.1%>3.0 £<6.0 M, 10.0%>6.0 ™ . MELODY W70 7E 3= 570 #7 J5 4%
BENARIL, 353,012 28581 (I szl BENLEZ R ZE 5T (2,009) 8%
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R (1,003) o FENLARS, 12.0%K GA>35 £< 37 Ji; 88.0% K GA>37 JH;
52.3% R 551 52.9% N E N 14.5%9EME ;s 5.3% AN 39.6% K HE<5 kg,
AT AERS N 2.53 M H (JEH: 0.00~14.00 M) 5 59.0%<3.0 M 31.8%>3.0
£<6.0™MH, 9.1%>6.0 MH.

I EG: 2 25 BT AN 22 REGR A I N 1 GE i 22 A 2 s AR L

D5290C00003 75 F1 MELODY # 5t (ZEERAFD {1 B SR ENE 150
KW, %4 RT-PCR #iZHIHH RSV 5 TF 12 T IFIRGE G (MA RSV LRTD
CFEERD  (FEERIAMCVE REBURBMEIF 5 kA2 LRTI RLE
T SUNTERMS R B I DL Rz —, REINIPRGESZ R (B, T8, 2
WoE ., AT ) o DL — M E IR ARAEAE (RPN, G5
MAE . SRS EOE S R BB S =VE, W R E R
FHiEGRABAD o HIERLE IR B RPEHE NS — RSV BYZE
1] GA>29 JA 12 H JLAR ) L A 2, ILER 2.

£ 2:  D5290C00003 FF5F MELODY B9t (EER\F)) £ EH JLRERE)L
S 150 XA TP MA RSV LRTI H5 i

REEY% AR
(n) (95% CI)

o ag) N

RUAAIR LR ) GA>29 <35 [JBEETHRHL| 969 | 2.6(25) | 70.19% (523, 81.2)
J&; D5290C00003 Fiff 7% 2R 484 9.5 (46) p<0.0001

A URIBEII R )L GA>3S i [JBERFRGL| 994 | 12(12) | 74.5% (49.6,87.1)
MELODY 7% (EZRAFID L7 kil 496 5.0 (25) p<0.0001

@ TR TR RGRAR R URS: AR . TSEHLE 1 22 SR A I

FRRwe . MR AFRAIHLIX AT 10 2 B A& S A g5 R R 5
RNHE—EL

VR 7 2L MA RSV LRTI {EFt FIR B MA RSV LRTI R AEZ,
RSV FBt € N LRTI AR H RSV frill FHAE, 81 B B3 P ROIR S % Ak
H RSV AU BH 1 - A% 25 £ MA RSV LRTI 58 XCAAF: B I 75 B4 B A B E R ik (TV)
AN MA RSV LRTI. D5290C00003 #ff 501 MELODY %0 (g %2k &)
JEZEF BPIETIPT#EASE — A RSV RS2, GA>29 A & H )L™ Lk A
MA RSV LRTI 1E [ A1 % A4 5 BF MA RSV LRTI J5 1 A 20t W& 3.
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£ 3: D5290C00003 B2 A1 MELODY B & (i ZiRE) FiESHE 150 RN
FEWBE B A LR )LRAER MA RSV LRTI £ ERE MA RSV
LRTI K75 %t

SR 4 N ﬁ%f% B * (95% CI)

HEHE 150 X, EWBZ)LRAER MA RSV LRTI AEBE %

R LRI R )L GA>29 | JBEETEST | 969 0.8 (8)
Z<35 Ji; D5290C00003 i 7 A 484 | 4.1(20)

78.4% (51.9, 90.3)°

LRI )L GA>35 H, | JBEHEHTL| 2009 | 0.4(9)
MELODY 7t (Frf 32k #E) 2R 1003 | 2.0 (20)
R 150 K, 7EWRF2)LRERER MA RSV LRTI KA

R R LRI R =)L GA>29 | R ZEFH AT 969 0.4 (4)
Z<35 Ji; D5290C00003 Hf 7% IR 484 | 33(16)

76.8% (49.4, 89.4)°

87.5% (62.9, 95.8)¢

AU RS L GA>35 A, |JeZEFHRRT| 2009 | 0.3(7)
MELODY BI5e (FIiseit) | gkt 1003 | 1.7(17)

@ BT T T R AT AU A1

b FYRHUE 2 SRR IR p {5<0.001

© R EEASISIRE I ME, A2 BRI
¢ AR EERIR TR

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) HE )L, JEZEF HRPiE P F MR )L (GA>29 <35 i) K4
MA RSV LRTI. MA RSV LRTI B #Il # EE MA RSV LRTI [ 2tE CHEXT %
70 B RF R XU ARG 205104 86.2% (95% CI68.0, 94.0) .+ 86.5% (95% CI
53.5, 96.1) F1100% (95% CI179.7, A¥Ffl) .

TEHFE D5290C00003 it i 5045 5 Fil e 1 D5290C00003 7t (HEFF &)
AT MELODY 70 (EZAF]D FEESHT. EIEHJE 150 K, AT
MA RSV LRTI. MA RSV LRTI ¥t fitk # £ MA RSV LRTI (A %M X %
RS AR U FEARD 2058 79.5% (95% C165.9,  87.7) + 77.3% (95% CI
50.3, 89.7) F186.0% (95% CI62.5, 94.8) .

PRl 7 R MA RSV LRTI A Be w5 (9 M= B R . Je 28 43 B 2H 5 e BRI 41 75 22
WA SR E T L 44.4% (4/9) 1 81.0% (17/21) , T R4S E E)E
IS [CPAPY/ i & 3 & [HFNCIHI 3230 H | 2 b 5o 11.1% (1/9) #123.8%
(521D , NMEEIERIERZRE A 7278 0% (0/9) F128.6% (6/21) .
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EEE RSV EREEGEER)LF BT MA RSV LRTI KA 2% (MEDLEY B %)

MEDLEY #ff 535} 925 44 8 & RSV e &8y fa 22 Lt A7 T BENL >4,
RN —A RSV K YLZ() CLD 8 CHD %)LV K GA<35 AR L. 2L
Pz R WLRIVESS JE ZEH T (U RyE SR <5 kg, W5 50 mg JE ZE 5 5
Pr; WERARE>S kg, WHEZ 100 mg JBEFH R SEFEH—X L5750 A
T 15 mg/kg palivizumab (2:1) o BENLZFAES, 21.6%9 GA<29 JH; 21.5%N
GA>29 £<32 JH; 41.9% KN GA>32 £<35 JH; 14.9% KN GA>35 Ji. {EiX¥EB)L
1, 23.6%EH CLD; 11.2%EH CHD; 53.5% A5 M; 792%NHEN; 9.5%K
AT 5.4%RNTEMAN; 56.5%KE<S kg (9.7%KFE<2.5kg) ; 11.4%MH1Z2)L
<1.0™MH, 33.8%M8>1.02<3.0 ™MH, 33.6%7>3.0 £<6.0 ™H, 21.2%7>6.0
MH.

ASAEEE RSV LW E & a2 )L ma R &5 T PK 2% 2 H
D5290C00003 # 7t A1 MELODY #f 5 H (H R AMERE S . £ MEDLEY #f 5t
t, EVESHE 150 K, JEZEFHHILA MARSVLRTI RAEFN 0.6% (4/616) ,
palivizumab 414 1.0% (3/309)

TR
AR PR AN PR Ede, A bl B S SR I ORI 20 = A0 5 A H .
[ZEEH]
ZEERA
AR RIBL

JREEF B — P EANIE [gGIK FRrgREfiik, i p I s & f 55
(RSV) F EAMRELG AT RIL sl et . K BAERMLH vIEE X Fe X
B =HRERESR (YTE), 584 )L Fe ZRMISE A58, MMEK T i
EXEW. BEFRISMANED LNPURN S 0 #4546, RSVARIB T
RIBEAR R B B KD 20508 0.12 nM Al 1.22 nM. JE 2 Bpudd #i e 5
YU AL A DL AR BRI NGB FT L R F B A A R AR LR P T RSV,

PUREIE

S FHES 77 1K) Hep-2 00, >R FH MR -2 MRS RN € JE 26 5 S hikt RSV 4 s
TV RIEE . JRZEF PR RSVA 1 RSV B 730 BiFk (2003 44 2017 4E
[ N A ER A5 R AE (IR PR RSV 23 B RO HR AL EC50 540 3124 21 pM (3.2 ng/mL)

(n=70; Ju[: 3 pM [0.48 ng/mL]~100 pM [15 ng/mL]) F1 19 pM (2.9 ng/mL)
(n=49; YEF: 2 pM [0.3 ng/mL]~398 pM [59.7 ng/mL])-
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Tirf 25 14

FEAH S 57

7E RSV A2 H11 B9320 kAL 7= Je 28 45 R PuAeAX 3 I a ik
WEIRAR R . X e ZE R PTBUR R E 4 RSV A & bk 46 o kB
N67I+N208Y B #t (FFAIK 103 £5) AL Rk o X JE ZE T3 B PT U PR L 4 RSV
B AR HRAHE KA N208D (>90000 f5454L). N208S (>24000 f57454k) .
K68N+N201S (>13000 {5454k B K6SN+N208S (>90000 {5454k ) B H#ftAs
PR o 75 HORH 36 35 7% S ke R TR A T 244 DA i B 338 A T e ZE T b s A A i
(ZIEIR 62-69 Al 196-212), FFHIE/RE RSV F &AWL A6/ 1K,

£ I B 7T

1E 1956 & 2014 E[AEREM /7 BJkT, RWEERE RSV A X e 25 pri

JEE KR B ) 22 2514, 7E RSV B H /b (<19%) W2 31|, A4 & AE K65Q+K68N

(1239 15724k K65Q+S211N (36 £5484k) F1 L2031 (3005 f57324L) B[] RSV
B.

TERTHEE . WM . 2Bk FIRATHR 2 50 (OUTSMART-RSV Al INFORM-
RSV) w1, RSV F EHFAIRE L Z R KK (RSV A FIRSV B H1ff]
RZHAIIR IR PE>99%) , #5717 JE ZE 5 551 AN 24 AH SG A7 i B ¥ () 3% e AR
HNFNW (<1%), GFERE N201T (>406 £5454L) F1 N201T+I206M+Q209R (>418
A B RSV Be FEUBURME: R IR R B 46 K 2 K68E (13 5745 4k)
M S275F (6 f5454k) E ) RSV A, DL KZE K68N (30 f%5484k) .
K68Q+1206M+Q209R (46 f57384k) A1 N201S (127 f%57384k) B Hef) RSV B, X
b R PR R I PR 7 S NS 28 . 76 2015 4E % 2021 £E RN 2> Bk,
FER PGS A LR 2 R LR EAE RSV A T A AL E AT RSV B [ 22/25
MBI ELRST (399%). H 2017 FFLISRRER 73 Bk, 1 RSV B H ik
LR JE 2 35 B4 A A 5 T 1206M+Q209R B 4 A P T JE 2E =5 B bt 1 UK
PE (<5 522D . S21IN BHHmAT A G, (HIG0 2 5ph B Hid 2 4L B e

(1206M+Q209R) LR EH 1 % J& & B i e

£E Ik AR

I 04 FHALE 05 o, TEATAT RAFE s 352K R IR >25% 1) 50 1T 24 4H 9%
B, A e ) R ARSI AT .

RIS 03 (F252 50 mg A S IRA 20 #E ) 1, 40 4 RSV Y (55
AT 5E SO ZRE A 2 %56 Je & BPuit 250 0 B e i A8 ik . 7R

G THERF 7R JE 22 35 Bt H g5 [64T+K68E+206M+Q209R 3 & #:5 N208S &
E13T1/H15T



el & 5238 I RSV B A8 7 #k. 164T. K6SE F1 N208S Fajh B e f&MK T
X ZE T BT BUEE (5 EURI 1A >496 5. >283 £5A1>387 %),

B 04 H, 7E— RS2 A 150 K5 52303 o I 20485 417 456 47 71 L204S
B (CRBEHE) 1 1206M+Q209R+S211N B #: (<5 f5454L) ) RSV B A& 7
PRI R OIEE>25% )« (E— B4 A 150 K Ja 132638 F W 42 21 45 77
164T+K68E B #: (>280 f5484L) ) RSV B Rk R A FiF<25%).

22 X i 4

A BRI R B, 0T 6 ZE 5 BP0 24 (1) 78 7 bk 1T B IR R 2k 5470 (Palivizumab)
BARE X o 5% 03 FHREE 04 A O MR BRERPUORBR 1 RHT 24 A0 OC B 4 fr
KU SE A TR AT RN o T8 53 T-IRAT I S0 S0 R WA 2R BT 117 A Rk i A8 S ik vh R B
JEZEFRPUOR BT T N5 7 0 R BR S HUM 25AH DG A7 s B R RSV &1
S275F B ¥ RRURB A FRAR 6 1% o

HEPIA
JEFEFPHURMAT AL T AT R M BUE 5 .
|

WG, 2~8ClRAFME . EHRTER AR TR . AR, IRIEERTE

ERCHE
(B3]

1 30/, SN B KU 2 DR S 5 k. B stk 76
PR

(B3]
36 M H .

A AT AE 20°C-25°C MRAF IR % 8 /Mo MUKARTPECHI G, A Z0AE 8 /NIEF A
B E 5+ .

[SAThRHE]
1S20240058
€jidi:3'a=)
50mg (0.5mD) /3¢ (Fiae=EHas) « E 2T S120230021

FE14TUHI5TT



100 mg (1.0mD /372 (FAAGEHES) « EZ5#ET S120230022
[ EH#TRA A
% FK: Sanofi Winthrop Industrie
VEMHHHE: 82 avenue Raspail, 94250 Gentilly, France
(A4 ]
M4 FK: Patheon Manufacturing Services LLC
A=A 5900 Martin Luther King Jr. Highway, Greenville, NC 27834, USA
(R3]
(EE- I
% FK: Packaging Coordinators, LLC
f3E . 3001 Red Lion Road, Philadelphia, PA 19114, USA
(eI )
% ®k: Sharp Packaging Services, LLC
fBEH L. 7451 Keebler Way, Allentown, PA 18106, USA
[HATEA]
AR RYNFEHFE IR A=Y AT R 2w
FENE M BRYITE PR LLEr X SR S5 2R 2% 25 5 283 HE T A dp B (el X
BB i : 518122
WA J73: 800 810 7100 (FREEHLILIT), 400 650 9932

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