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FERS0mg FiEH100mg
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2. B2 (ROBEICFIBES LBV &)
2.1 AFIORSIC U CGRBIREOBERE O » 5 BH[8.1.11.1.1
207

3. fHRY - R
3.1 $8RE
B4 | Y ABESOMg | 9 Y AREW100mg
BRI NYERX2 T GRIZFHEEZ)
P 50mg 100mg
(134 7)L0.5mLHr) (134 7 )L1.0mLH)
L-tXAFT > 1.95mg L-t 257> 3.9mg
TRA0Al 7> 0.06mg 7y 0.12mg
pH R Al pHR Al

KNIV 23T —vfifd 2R L TRIBEENA TV S BUETE
2B BRSO —ERICY Y IMRERES (P 2729 Y
RFOATA LV TIUT I V) BLOEEHRRS (BEY Ey F) 2 f#

HALTWw3,
3.2 WEIOMR
WA | Y UABERSOmg | )Y ABER00mg
A TEHH (31 7 L)
R |BEBRUEDT I AEEREOLAERT S
pH 5.0~7.0
BB EL 0.1~0.2 (LT A AT 5 1)
4, ‘%“‘2!;“71%
TEOHER . ARBIUHRICHIFBRSD A LR (Respiratory

Syncytial V|rus) BRIC K BER L TERROFIEH

RSY A L ABRFRITHHAICH N T

OERHARI28 AU TORET. 120 ARUTOHERS LU
U]

OTEREEARG29:B~ 35BN RET. 6 H BEHUTOHERS LU
=]

Oi8%E6 n AUAICKREXMERRAE (BPD) DiAE=ER
BEUTOHMER RS ITER

024 Hﬁ“L)l"FOJIIIlﬁEJ,ﬁE(:E"%"G)EéﬁE?E'IEIE\?E% (CHD) ®»
HER RS IULR

0245H mL,{'FGJ%F Tz ESHER LRBIULR

O24» AEUTOST D VERBEOHER RS LUHRE

5. FEEXIFIRICEHET B:FR

51 AROBEGICEL TR ZRXEPSRBINTVEHA FIA
VERBELE L EXOEFNSEICARIOBEHEERT S L,

5.2 BEIZHAE L 72RS™Y AL ZBEHE 120 9 2 ARH DI RER) R I3 T
MENTWVAEV,

6. iENUREZ
RYE R T (GBETHRZ) & LTHEkgh 7D 15mgERS™
VAT A LT ALEHRNICRET 5. 48 L5 B
ImLE#X 5BEICIENE L TRET 5.

171241

7. BiERUREICEEY 535

7.1 RRlOBEHRBIILITICES,

1 [ 5. & (mL) = {45 (kg) X 15mg/kg+100mg/mL

7.2 ARG HICBEDIRST AL AR LZBEICBLTH.H
BRICLZ2EEL TREEBORELMNEIT 572 DICRST AL
ADOTATHAR I AR 2 5 59 5 Z RSN 5,

7.3 DN A S AMETIC K O AR O MAPEESE T T 50 Tl
NANRNZFEATRIRIERE» S 1 » HZEB L TR THHP
PICKR OB G EITS T ENLEE L,

D . 2oHRE52E[ELBEEBVOMBTRET 22 &,
[16.1%:08]

8. EEREARNEER

8.1 AFFHEIC KD EELBBELRHATI2BENIH 5D T Bl
2TV BEIRD SN BAICRRS 201 L #ET %
WBZITH T E.[2.1.11.1.181]

8.2 BEICHAMEZOHWMNESIC L0 HMES R Lz &
DEFP|ESNTVLOTBEICEL T EA LOFREESF
O VBRICHRE R IO T A EIC R OER LR S EEICKRS
T5ZE.[14.2.1-14.2.451]

9. BEDEREZEIIEEICHI IR

9.1 SHIE - BIEFREEDH B EE

9.1.1 MIMRIRIAMES B WL I ZDttDREFEEEIC KV HIERD
H2EE
IEMZ2HRTEL T TRERMNZMS I 5 H CHEBEICRET S
L HMIC KV EELREERLS BENNFH S,

9.1.2 SMRPER SRHAMKREDH D ES

R 5 BE O 2HRYYE IR ER Y H 515813 K H
DB & 2EREDERMEZ RS & EAAHN LZ5E 2k
EABOBREZERT 5 2 & —RICBE FXERIYES DR
B RAMREBIIAROREGEHOIERE 134 540,

11. EIfEA

K@mﬂﬁfﬂﬂb‘@'aibhé ENDHBOT BEZTIITVEE
ROLNIHZRICRKRELTIET 22 EHEYZLEZITS

<‘:o

11.1 EXZEIER

1111 23vI.7FT145F—(WThbHEERH)
BEZ2TOF T — B ST MR IR TS SRR
EFHobhiFaicidksehitL. €% 7Y >~ (1:1000)
DEEIZ L B REFNGRFOBN L LE 21T 2 £ [2.1.8.1F
]

11.1.2 M/ VRiEIA (BEREAEA)

11.2 Z0fthDEIER
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12. [RFRRERBRICRIFTHE
AENIRST A NABEED S BT A INVATEBEEB LT AL X
BEL2HEREETI2MEBICTH L BREEICZ2BZANH S
(RT-PCRIEICIEFH L2 W) AR GHICINSDRST A LA
A % SEHE U 72 35 A ORI KT RS 2 & 0 TRA IS HI
THEIBICERET AL,

14. ERA_LOFE

14.1 FHANFOFR

14.1.1 BEMRBOMEELET 5 -0 BTV TOEHEB &
U 2ERA L E2EFERALZN &

1412 KR EFRLEWT &,

1413 KR ZF/H- 720 UL AERILZD LW &,

14N ANATLOF vy TEROED  TLEELY ) —LIBET
BRI 2L,

14.1.5 BRNIRER 2 EE L TR WD NA T I 5 OFREE
WEPPICRET B &,

141.6 XA T D56 OFBII—EDOAE L RKITERT HZ &,
NA TIVCESS 2 EEREL W &,

14.1.7 thOFER & OREESFEZ LW &,

14.2 FRRESEFOER

14.2.1 HANVFE L < IERBERTIMIE IS T 5 BHAN0O# S
IR ERRE 2 BIET A EREN D 5720 38T 5 2 &, [8.2517]

14.2.2 HIRETHMZ BTS2 LHOFERLTEHNT A2 L. [8.28
]

14.2.3 F—EAD REESIITHh RN & [8.25 1]

14.2.4 5B EFIA LI E EBBER AV MROBR % A7z
BEEESICHZRE M E D A TEHT 52 &.[8.280E]

15. ZDO/DFER

15.1 ERARERICED &R

15.1.1 KH|DO5EZ#B % 51251 2 IRZIRE TIZ.RS™
A I AFRTHEANTO6EE LLIZFh 2 B2 5B OHR5%IC
B 2EEERORMEIZ.OSEIE TORERICASNS O LR
ThiHERBINT VD,

15.1.2 M BT D ERRE CIEARIREICE D  —EBOFHER,
HARBLUOYRTHA T 1 27 A THASHRHEShTLW S B
EETIC ZOFURIC K 2 BIERANEBBENOEEBIRE SN T
Wy,

15.1.3 ot MEFUE & - v 2 F X SHAK, 77 AFUEOH
52EBUFERARBICHRICN L TARZERE L5
BOREWIIFILEN TRV, IO LD RHERFLEBX U
Bzt U TR 2% 59 358 I ILBBIES I DWW T HoERET
ATk,

15.2 JEERAREERICE D <158
AR BEEERER. EEEEHBRIIERES LTV,

16. ZEY)ENRE

16.1 MNRE

16.1.1 RiEKRS

(RE (EhaEAR 358K, 6 h B KiE) X R EXMER BIE

(BPD) DR ALIRB L UEIE (24 » BERFKIE) )
ERICB T 2 2E (ERBR3SERT. 6 » AR XITREX
ffi BEEREE (BPD) O#i4: V2 FLIR B KOS (24 » AR T) % 5t
KU U7 REER (A 18] 15mg/kgfNN 20 KB 5 SR
HEETEIF]) Tl #E B X O2E B 5%30H B OARF O FHIM1E
FREIILTOEBD TH -7,

£1 RIEMHANZSZOFEIMNE+HEE (ug/mL)

W 5%30HH (n=31) 50.5+17.5

2| H#%54%30HH (n=31) 76.8+17.6

(B fE I3 PHME+SD)

(FERMDVEE (CHD) 2B 9 2HER ARS K U'E (245 B

B
EWNICBI 2K NER (CHD) 287 28R LIRS XU
R (24 % ARLUT) &3t U7z B 1IAHER REEE (A 1|, 15mg/
kgfiAM 47\ USEIRER S BT RESBA]) Tl AlEls &
G4 H#5%30H H OARF OFHAMBEFREILTOEBD T
Hoizo

£2 RIEFHANESHOFHIMNE+HEE (ug/mL)

W 5%30HH (n=67) 57.2x11.7

4R H#%5%30H H (n=67) 90.2+23.7

(B fE I3 PHME +SD)

(REFEZHSHER . AESLUHR (241 BT XIFTD

VIEREBOHER RS LUEHIR (24 5 BEIUT))
ERNICBI 20BN HERARBLOCYR (245 Ak
DRy NEBREOHER AR L CHRE (245 AL
) xR U7 S IIEEEREEE (F 1E, 15mg/kgfHNMN4 7% »
L 70 RER S BAGFEIRESBA]) Tl 0B &K 04E B 5%
30HHOARAOFHMBEFRERILUTOEBD TH -7,

£3 RIEFHANESHOFEIMNEHEE (ug/mL)

% E5430H H (n=28) 59.0+12.9

4ARBIH#%54#30HH (n=26) 91.8+40.6

(BUfEIZP9fE+SD)
(BRE (67 RELT) XIETEZMERMIE (BPD) DR ALIRS
FUHR (247 BEIUT))
BIHCB T 5 B (61 AT A KE Z i ZEIE (BPD) ©
HAERARBLUHRE (247 ARLUT) 20K & U7 HRKER
(&AI5.10.15mg/kg* % 30 H KR T2RIFH AN S TR
SEF]) TR AFOFHMEFREHESE S LORE£30HED
FHMEFRERMTOLEBED TH -7,
250 -
—e— Smg/kg CFHE =SE)
200 -- - - 10mg/kg (P39l = SE)
—a— 15mg/kg (P = SE)
150 -

100 +

0 7 14 21 35 42 49 56

M) E X 7R (g g/mL)
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EFH (H)

M1 RAEH AP 5% 0 T I IE iR RS



F4 REFHANBEGHOFHMIMEFRE (ug/mL)

5mg/kg 10mg/kg 15mg/kg
MEF 5% 12.5+24 48.5+54 49.2+3.6
30HH (n=9) (n=6) (n=39)
2 5% 20.2%+3.5 65.9+12.7 69.4+4.3
30HH (n=10) (n=4) (n=37)
(BfiE 3-8 £ SE)

AANIHEGZRTHE TITRKISE L DBERS IR, 5IHE L
72 MEH 530 H &R O FHIMEHIREES5mg/ kg 5 T12.5ug/
mL(4.2~26.2ug/mL).10mg/kg# 5 T48.5ug/mL(28.7 ~
65.7ug/mL) . 15mg/kgt49.2ug/mL(13.5~132.0pug/mL) T
»10.10~15mg/kgTEIZEE TH 530ug/mL%E k65 72 JH%k
FRHHIE18.1~43.8HTH - 7z,
AR EZIABERUHE AR kgd 72 D 15mgEHAMNIC
BE5TH%.

(241 BB T OEXRMEDER (CHD) 289 2 HMERALES LU

R
24%}%@%LJ\T®5E9€EAL\J’£$(CHD) EETHHERARB &

Raengs Lt?ﬁﬂﬁarﬂﬁﬁ(wmg/kg’éwﬁFEJI%’C;:TSIEI

ﬁﬁl’/ﬁl’\]?ﬁ’%&‘(ﬁ%ﬁ’iﬁé&%ﬁ%ﬂ) TOFHMERRE (T 71#E) &
2[a B %551 (1 B#%54%) #555.5+ 19ug/mL. 5[E B #% 511 (4[]
1 54%) 90.8+35ug/mMLTH - 7= (n1=639) . F /2. 2D > B
ESHARAIIDE N A 28 2 & £ S BLDT % T o 72 5EH] (n=139) ©
SEHIIE R 1L N A 7S ZR198.0 % 52ug/mLA 531 7S A 4%
41.4%33pg/mL&58%EA L7z, [7.3%8]

(REERREA)
TERRRRA &2 PR & U 7= SEATHE R ML 3l B © D BAS HE IR T A &
ESREH (2 2h ) ¥ X< 73mg/kg % 30 HEICEH2EA A
MB & U'15mg/kg % BEIEIRNES) OIMEH/ ) € X~ T#EE
WRIIRKTH > 72 (Bn=125BAT—%).
AR EZIABEROHEIIAELkgd 72 0 15mgE HAMNIC
BETHD,

(61 ABMUTORER
67x ABUTORER (n=153) 2 0fH & Lz 7 a2+ —N—# 5k
(%) B X~ 715mg/kgfHi NS T3 BASEZ IR S A & 1%
FHEBAIO b7 7EIEFEETH - 72,

16.7 EYMEEER

16.7.1 EWMEEIERICET 2 BRRBRIIERE S h TV,
W B T A EINMEERABRICBVW . 7S REEHBLUA
R EHOBEIVT NS RAKOEETEREO/NEFHEEY 7
FIUAYTNVIYYT I F 2 STERALBIBEREA T 01
RFOHEEZFTOLF BERARREO ERZED S hiahr -
oo BB HEARRTVANZAT I F L BLUBCGT 7 F >~ &0t
ARSICET 2HRIIBSN TR,

16.7.2 KENIRS T A VRICRBENITHERT 57207 7 F 5
KX BRBISERZHTEVEEZ SN S,

17. BRRAE

17.1 B3MERUTREMICET 255

(TERAEAR35EIU T T6 7 Bl TOMER . ARB S5 TIC241 8
BT OTESMERRIE (BPD) OFHER. ARB L UER

17.1.1 ;BHENEFER
WIVEIIE B SR HLEERERIC BV CERREIRI35EL T 6 s B
B TR AR Z 5 NC24 5 AL T O KE MBI
(BPD) O#iER ILIEB K OCH R ZFRIT RS A IV AERGIC &
BABERIEEE L TARIOBEREIC D W THET L7z (H1E15mg
/kg B ETSEIF AN S AL IR 4T 84H]) o
AHNIRS T A I ARG & B AR Z TS ARBICHRTER
[ Ak A

LI %
Jh

1 RS A I ARG X 5 A2 HEE Ul RB OB GBS
I ER)

- EN=IErdSS s TS5 REEH
L (n=1,002) (n=500)
L ARG
is&;:;%z;) HEEB 48(4.8%) 53(10.6%)
BPDREEIED | 39/496(7.9%) | 34/266(12.8%
LEBERR f (7.9%) (12.8%)
EjgIRa) 9/506(1.8%) | 19/234(8.1%)

a)p<0.001 b)p<0.05
AHERE(1,00261) D> 5., 10941 (10.9%) ICBIEH A I L
T2 ELBIERIZFE28H (2.8%)  ESHRAL IS #8502 5651
(2.5%) % TH > 7z,

(24 7 BB T OEXRMIVEE (CHD) 28T 254 R ARB LT

L)

17.1.2 /B SEIIMBEHER
WAVEIIE —EEREERBICB LT 24y AR TOERED
B (CHD) 2B 3 2L R ALRB X THREZMRIC.RST AL
AP B AR ZIEEE LTAROBEMEIC D W THRE L
(A1E115mg/kg. A EHSEIF AN S FASTZEESBA) ARHIX
RS A NARBYIZ & B AR E ST RBICHNTERICED
SHD,
AFNGEE (63941) D5 5. 464 (7.2%) ICBIERAHRB L. E
ZBEIER SRS 176 (2.7%) % T > 120

2 RSTA IV ABPIC K B AR ZIBE L L AR OGN (B

CHD#ER)

ARG 75 R 5T
FrHE (n=639) (n=648)
RS™ A L 2R I- & ] O
» AbzmE T 34(5.3%) 63(9.7%)
F 1 p=0.003

17.1.3 EARSIIEEEER
EWNICBI 2K NER (CHD) 289 2#E R ALRB XU
R(24 % ARLIT) Zxt5Ric U7-SS1IAEER R EEE (A 1|, 15mg/
kg 472\ LS R ER 5 BSR4 8A]) T ARFIORS
7 A ARG K B ABEERIE4.5% (B 201 5t 5 67151 Hh 34)
ThH-oT,
REMETHENRT 1B S 5, 1341(18.3%) ICBITERAPFEB L 72,
FE 2 BWERNZESHRALRIGOH (8.5%) | EZHK. FE K441 (5.6%) &
TH-o7z,
(REFEZHESHERARSLUHR
VIEREBOMER ARBLULR
17.1.4 BARSEIIERER
.Ij\]k:bh‘éﬁrfﬁ’i*f#ﬁﬁﬁilm RBLUHR (24 Al
TRy VEREO#HE R 7L ioJ:UXfJ 2 (247 AL
) 2RI U7 B IEEE R (H 1@\ 15mg/kgfiPRA47% \»
L7 RAEH S BAGE RS BA]) T AR IEEHE R R 28411
BULTRST A IVRERIC K B ABRIZERD 5 Mg > 7= i BRICH
HAANS N7z BRONFIZLL T OB D E A RIEARE . FUREE
AREB L2 OO FLEALSE (n=4) ., ¥ 7 Ve (n=5) . &
MR (n=8) B BEAE (n=4) \ B HI L BB HE (T
(n=5) . EHERIBREEATuA FEERKETH (n=6) . ik
EHEfTH (n=11),
RRMEFHERR 28610 5 5. 741(25.0%) ICBHWEFRPSHHE L. E
REIER G BIRSER 26 (7.1%) FETH > 7z,

(24n REHUT)XIEST'D
(247 BA&ET))



18. EPEIR

18.1 {EFRER
ARHFNIRST A IV ADFz ABE EOFREEHAATEB I T 2458
B MEE 70 —F UK TH 5 AHNERST 1 L ZAHEEM
Rl - BATARICEE KB 2RI IFZABRBIKEAL
TIANADRBGMER PR U7 A )L ZAOESLE X O % 1H
T 5,

18.2 BRSBTS B1EFA
KETHENZRSTANADY TH A4 TABLUBZ2ETEKRS
BERRDSTHE (V7% A TA : 348.B 1 238k) XTIzt L TARHA]
EARAESE 2R LY,

EHICKE. I —a vy XBIURET A Y A L DE491¥DORSY
AV AR BRI T DAt 2 RET LR &kic LT
AENIFEE Lz,

BN T/ S5 NRST A IV ABKRZERO 23 (T 71 TA 13
BB D OBK B - IHR) I RTICR L TABIIREA L7z (in
Vitro ).

18.3 RS A JL A RERTBhHEER
Iy b5y bEBWERSY AL ARETHRBICBWNT. T A
U A BRI ARF2.5mg/kg 2 ERNIE S LI 5E AR 25
L7255y MZBT iRk ORSY 4 L AR AH 25 Lk
o725y FOLI00FDLILTICHEAD Lz E72. 20 & ZDOAH
O MIEHEEI3H30ug/mLTdH > 723,

19. BIHS(CRIT IB{L2HAR

—RRBBF
N ER7 T GRETFHEEL)
(Palivizumab (Genetical Recombination)) [JAN]

2FX
#2854 (C1026H1580N2690320S8)
EH#H(C2209H3439N5810675517)

NFE
#9148,000

Py ]
X7 AHIRST A VAT J 70 —FILHHERD DM R EERAL 7%
5k MgGLEEIRB KO 7 L — LEFHDO0Dp 5725
FIRST AN A MEE) 7u—F A TH D7 3 ) 213
DOEPFE2HTET I BASOBEDEF 2T 64 - AHET
H5

20. IRV EDER
BERIINA TVICEB K UOEaYP W & » BHETHERT %
ZEEMBIOBEPHZHGEIMERH L2V &,

22. @

(¥ FIRBERERS0ME)
0.5mL[1XA1 7]

(U FIRAEHERI100ME)
1.0mL[134 7]

23. EENR
1)Feltes TF, et al. J Pediatr. 2003;143:532-540.
2)The IMpact RSV Study Group. Pediatrics 1998;102:
531-537.
3)Johnson S, et al. J Infect Dis. 1997;176:1215-1224.
4)Beeler JA, et al. J Virology. 1989;63:2941-2950.
5)Press E, et al. Biochem J. 1970;117:641-660.
6)Takahashi N, et al. Proc Nat Acad Sci. USA. 1984;
81:5194-5198.
7)Bentley D, et al. Nature. 1980;288:730-733.
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