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SonoVue Powder and solvent for dispersion for injection
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1. ZEFESE

W e = )4

SonoVue i A UEHE S i R E(FIEE A LARATAY segments FEAHEVRA RS » AIFEALERERER  KIEEL
= LAIRE SR -

[

SonoVue HRR A BE B EERE - DIER ST igRt(focal liver leisions) °

2. BIBR4EEE
2.1 EEGEERR
R ELE EHERARA L SS4E T SonoVue[ RERE FUEREIA(S.3)] -
BEIG (R R AR S A DI BB R BRI IR - 72 AT R AGEE AT 30 4  BIBEFARA -

22 ERMEAEE

2N B[R g i F i
W R =) |
BUFESZRLEY SonoVue {3 F Y OB T I AVEE SR B 2 RoARARIEIE (bolus injection) 2 mL - fEEERHVIREBIZF » HACERYE ‘
ELIgRAVESRE » ATLAEZCEES 2 mL - EIOEH 2R TERE 2 ARAEST 0.9%E(LEA/KAR S mL - 1
i) fch=esd |
Py f
BUESE Y SonoVue {5 F A BY A FFEHE S AT & RARIR P EST 2.4 mL - EERAVREIBET - HAERETHRE |
B 2.4 mL « E5 SonoVue 2 HERE BENREE 0.9%FLARAKANE 5 mL - |

2.3 BEITE

TEEIRET » (EAMUTERSER SmL 0.9%E(LsERIEA SonoVue /N H:

1. RBE M B EE R A 4 (Mini-Spike) 4k AIEE » MRPESEE(NE SmL 0.9% &b R) DU ieis 7 = - i
Mini-Spike (R E 1) -




e BA”BOR %24t (Mini-Spike) 1

(FrE B2 T5 023895 57)

2.8k N L2 BiEEE » BR Mini-Spike (RFENEE » 1§ spike BH/INEZBEN L LT - HAET » EZE spike 582
BAGBZE(RE2) -
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5. FEEFANEEN 1 mL (IR - FEEEEAEEISH E SRRV RN R 8 (RE 5) - HERE/N
1 mL AYFIE > SFHEN 2 mL SEFHVRIPRE S mL TS 8 3620 1 mL Al 2 mL 2027 FEEY 0.2 mL ZIEESREEL SonoVue
HYE SRR -




5
6. % Mini-Spike }iE FiE4T83(2 RIE 6) - BINERARII4EEE - AN BB R A BEERR(20 G) » MRIRDA T 4GEETA%G

e
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®  HIFI4HY SonoVue 27 1.5 x 108~5.6 x 10 $50/mL K 45 mcg/mL & LHi(sulfur hexafluoride)

o BUEILTETEIEF - ZRFHBRIIENER - EHEUVERBZIHEAT  EUTRRBOERIBERRT - IVRAR
AR RREITE N BUE TR 3 /NFRER - MERIVREREIEEN = -

2.4 4EEETTA

3

(EERTTELL ARG B A NS E - ETRARERRAAOE - EFSENY - SRERERERALER - &

MERNZAAN -

BRIk EET4REE
% SonoVue MAEEARHEE(bolus injection)45EE -

2.5 eS|

R

SERRER IR R AT R EINY DR R B SRR I B VI M5 Bl (mechanical index)ZE 0.8 B(E (K- jY/E4T SonoVue
BUBESITHREERE -

P Bt O

T T B BB S e B S B E R - EE (£ HRE (transducer) i &7 % (scanner ) B KA S R
(mechanical index) (= 0.4)FEE/45F B & (contrast-specific imaging) * H#JE5T SonoVue BRMBEN TR E HIRE -

3. BREINEE
£5— SonoVue EHH/NEF&F 25 mg FEE O EURERER » TEMZERFEE 60.7 mg ANEILHRA °
BU{# 1% SonoVue BI9E ~ ALEEREE » 278 1.5 x 105~5.6 x 10*#/mL K 45 meg/mL NEAEHT -




4. ZEBE
SonoVue ZZFEARLITRHA ¢
BAEICHIEERIEEL SonoVue RS KT BEEEARA -

5. BHERIEEH

51 ERELFIRIE

TEEETEE KB EI(EFE SonoVue)WHARIBUEH G A A » ERMEEBEA IR IE(EEET) - EERIERETGEE
%Y 30 3EEAELE - EARBEOIRRGEELOIEE - ST REIREREE - B LA RENEBMME OIS » SUEE
DEEMERERIHE A4 B L BERENRRRTTEETS - 44T SonoVue AT AETRIREA LITERES A B R &R/
- MEEHFAR AR SR ETMRIE -

EAHRENEE EEE R AR EERE | BtV OREEPRAZ I - (K5 - FIK - BIEINOERE(LFEHE) » WS -
OFES ~ LE BOEIER - LEEBMOEROEBR) - SmEE - EME - PR - 18 - R - PIREE - WS
(stridor) ~ EEIS ~ FEEREESCAIHHTE -

HEEARRBELHRRAIE AR SonoVue BF » FERF I/ « ATEE ORI EWHEA RAE/IVOEHE R R B a1 > 48]
F&EL SonoVue © 45T SonoVue B K44 T1&/AB VBN 4 a2 /) 30 4748 -

5.2 BENIE

7E5f SonoVue RBFBHEIIENZELLE - K2 ~ ERZ - FI4L - BHE  IPRASSGESIERTRE - ELERIETRE
B PERBET N E LI (sulfur hexafluoride) lEE HRUEHTRH A S L - 45T SonoVue RIS LERHEGH LIEEA B K&
Reeselfs o WEEHIFTAIR AR EBRRIE -

53 ZduttesE
T SonoVue WA LA (huntHIFA » HOEAESSEBRTHATBETTIE ABIEE - SEH LR RIRAES T
SonoVue &2 B A IRZEI S - SonoVue (EREDIEFIOT H4A5E 5577 LIBIARIAIES J7 345 T SonoVue [F5 REIE F4GEE(2.1)] -

5.4 BAOVE OB EEAHBRRY SRS B(mechanical index)

= B R R R B T AR S U EE AR 2 SRR M B EL L = VBN EE - (R4 - SRVISIRIE B e R S R S
BLEVERE -

SonoVue R EEH{E AL 0.8 RAVHEMRISE -

6. FRKIE

DT EER RREEHEME R -

® S IE[FREERIEEEHS.1)]
® BENIE[FREERIEEFHGD]

61 EEIRSABRECER

SERABRIEST LIRS - UL AR Bl B RS AR B E RS A B RS RS BRI B TE SR 4
AT o AR AR TR R - B RS B AR

43t 6984 { AR 2 (128 L RS2 38 T 6856 rss A) SRS EREAER  tLFTH82:% SonoVue #) BRI A5 0.2~161 mL
(744 9.8 mL) - SonoVue ETLIBE—REMIBIESH JToIAHE ; AT » ALTHELHETROHE - ASBZHE (5%
2 SonoVue I BRHIE % 10 mL RED  SEREIZR 64%HIBIER 36%ET2CH: » TIIEEEE 5O BRUFILTIE 17-99 3%) -
TOUEIEIIZN » A%EIEA » 16%ETESHIA » <I%EFEHET » <1%EA RS AE kAT -




EERRSRT 0 2 AZHEEERER RRIE  —EABGIAERER 55— (74T SonoVue {RIIZIZ 4 BEIE
R -
B AR R IEEEERED 0.2%89F M TSI 1) - KEASF RRENBREREREETEHFHENK -

& L RAEENAT BRE
N = 6856

B4R B EHHR ABU(%) 340 (5%)
bR 65 (1%)

LY 37 (0.5%)
R TE 29 (0.4%)
SEEFEML R 23 (0.3%)
BN EAEL 18 (0.2%)
FERA 17 (0.2%)
FaRE 12 (0.2%)
HHE 11 (0.2%)
TEETEL S EL 11 (0.2%)

*EERED 0.2%HRA

6.2 EmiR&ER

TE&E iSRS ER R B RERER T » 46T SonoVue BFEAMELR RKIE - INELRIERE EIHER @ AR
BRI - E TR AR (SR T P S 4 R L EE Y R BRI - REF RRERFELT - LREERY
RERHLSEBHFIE - Lt BEREABOERE RS MBYEEE - BEREETEFE4ET SonoVue £ 30 775
W °

7. FERRREGRE

7.1 Zf

EIBS4A SonoVue A ZFHTERI ST BLEESLAHRRRY B - B TER BRI N IRZA BRI R TV B A I -
REBERE S RIETASEHICEZED 10 7120 BB AERERANE 4.8 mL > WIARREMMINEEESE
FRZEGREE) -

TEEBIH —fRIFEE » A 4B (major birth defect) B R EERVE SR (background risk)ffiat s ARy 2~4%5 15~20% <

Bz

B RE

SonoVue B4 0.2 ~ 1 #15 mL/kg (fRAEFREN » RIS FIR N BERAERE KR 4.8 mL 9 0.4 ~ 2 /1 10 ERFARER TR
B ; JEGTEST SonoVue 30 K > FR—R XA AIMEZE B ETRSEE - SonoVue BL 0.2 ~ 1 71 5 mL/kg (KGR © KX
#I53 RlEs NE R AR EFAEIEAY 0.8+4 71 20 fOFIRES N BT NESEIRIHIE 6 XZE5 19 X §K/E4T SonoVue
—R - REBHaRIEREERE -

7.2 TEH
KT SonoVue W ABSILTHHIRBIRE « HHILERNPE - AT IBEENEE - ERNSRHANBREE
R ARREN250R - [ SonoVue HYBEFREEE - (R HIEFLHVE 5 RTAE SonoVue SRR SRR A L HVEIMEH -

73 ERRARE




F/NERHEABER SonoVue Y222 MEAIA R MM ARIETL -

7.4 ERREEAN
TE/ESE 6856 (L2 SonoVue BREPRIABRHIMAERAE T » 39% 65 BBl L - 11%% 75 BRLL | - BLEFEEIREEAALE - 5% %
RN LR ER - HAE R R SR E A AR R AR ERARIE FRNER » BT — g
WANFBERETIAMN -

8. ik

SonoVue JTHFH » RERIREEERE A E VB F I -

10 mL ZER/MEER 25 mg HEERSHR ~ 60.7 mg AEMRBLUECMESDE -

B/ 25 mg FRE ~ BRSREMARZARK - B& 24.56 mg EZEF 4000 (polyethylene glycol 4000) ~ —FEREHAEERENE
liz(distearoylphosphatidyl-choline, DSPC) ~ i rFsE H S #i(dipalmitoylphosphatidylglycerol sodium, DPPG-Na) 0.04
mg FEHEEE (palmitic acid) © &/MEAITREIZREH 6.07 mg/mL (+ 2%)AEALHT  HEREHE 60.7 mg AHEALH -
BL0.9%EALsh/KAR 5 mL fIA 25mg HEREH R » SonoVue HALHE BN EH AE(LHEERUEAVRESE - 1
R AEREK 0 BHE pH{ER 4.5~75 -

ANEALHREE U &7 R ESEEIZ R (DSPC) & — AR Bl Hi$h(DPPG-Na)# BE B BEAE B /M - B 0 SF6
SRHASFTRERK > TEERL (palmitic acid) F{E 22 -
NEARRIS FE R 145.9 M EB AT

R RSt BeRRAE R (1,2-Distearoyl-sn-glycero-3-phosphocholine, DSPC) » BEEGT By CisHgsNOsP » 43 F & 5 790.6 » M EHFLL
TEEELERE ¢

AR EERE H M ER(1,2-Dipalmitoyl-sn-glycero-3-phospho-rac-glycerol sodium, DPPG-Na) » EEG= B CisH.,NaO P » 53F
8% 745 » BEHL TG :

BUE14H) SonoVue SEAAEIHE mL &7 1.5 x 10°-5.6 x 10° 483 ~ 68 meg ELHR(12 meL) ~ 0.038 mg —FEASHEESAGIEHR
(DSPC) ~ 0.038 mg —tEiEmiEsRE H HER(DPPG-Na) ~ 4.91 mg B2 Z. —F 4000 (polyethylene glycol 4000)J 0.008 mg f5E s
(palmitic acid) « NESLFRIEHUEEREIFAVRER 45 meg/mL » SERSBEEHCE BB RATERE B 15~23% -




NEHIEEREEEL TR 2 Al

=R 2. oENMHE
WEEER 1.5~2.5 um
fOE< 10 pm EYLER] >99%
WO EIR 100.0% < 20pm

9. EEREEHIER

9.1 fERIKE

FEMR S » SonoVue HUEAIF R FEHIEL EEIEKIHABE - RIL > BE R RE S B W0E K& EHSE N H - RS
T NG AL SR HH A P I AH A LR 248 -

9.2 e

SonoVue MEFARESHARAERR{E 2 M EARCRREHY LI TR ARGE - EWRIRISE0E INCERER 0.8 BCE(K) » SonoVue
WBIR TR ET ©

FERFRSE IR E » SonoVue TERUM E Z4RERSTOREE SRAVBINR ~ FIRRARHEA A B%30i (late phase) Rt R ELFT AR B AT 8
B E (liver parenchyma) [EfaRE% 2 SR SRAVBI B -

Vi 74

FETEHIE DB B AR 36 DR ARIRTIEMIES BT - Bi%T SonoVue $IAEN MBI IERIRIE » H 18 i
HIRHEIREE(MPAP) > 25 mmHg » 18 {i EHRREIAREES 25 ZoRoRAT < )R AR EMER R AR MR B &b - A5
BRETAE SonoVue ¥ O ERATlRESTE FIAERVRE -

9.3 YT |
A 12 RrfERER A 2 & EETH SonoVue FRANEILET RASHVEEY B 122 - ARARMEIERIE 0.03 mL/kg 71 0.3 mL/kg HY
SonoVue » FHER 1 71 10 {SHVEREREIE - WEBENASLTUEE SR 1-2 SENEIRESRMTERE > 0.3 mLkg
BB SR 4R 2 228 (terminal half-life) X495 10 5348 o NE(LFRAYEIL T EAETEFTA S B S E s m 2
FXEEH -

AR

TE—TERREZ A EHIRER T » SonoVue Ff &N FLHFREIRAEIHHLIS TARREERBIRAS T A 0.03 mL/kg A1 03 mL/kg
fy SonoVue #4331 # 341 mcL K 710 meL - EEAIERRIVEE FIAERR K SonoVue St 7H ZEAif -

BEBR

BFAR4EEET > SonoVue FT & ABALHRIERETHERR - —THERREAERIRIRIE S SonoVue 1& 20 73887 #LARAIFEERARDL - 1£ 0.03
mL/kg BIBIE T » IEHATRELH BREEICEES B 82 + 20% (SD) » MifEHI& 0.3 mL/kg T » MEHAYRASHY B R E R
555 88 +£26% (SD) -

ANEALT G EREERIETT B E (first-pass)HERR 5 K& 40%~50%HY75 BALAR G EESS SonoVue 1RHVEE 1 8B FRIFHATRAS
HERR -

A ]

ANEARAEAIR ST R D SO (T Y (biotransformation) ; 88%44 THIT & DAURAY FIF-LHAYRAZIEIL -
e RV EEY 8 /) 2

HEIFET £

TE—TERTHEER 29 NHIERER T » ABULHREVI FOREERFARIEST SonoVue 44 1~4 EEEFIE S o 7SHALHERFH
FAEH RREEUR B 102 + 18% (P = BRERE) » ANBULHAE M HASK EREfERZEE ML -




10. FEEGIREEEER

10.1 Bt ~ 228 M: - EHRE 148

RETRIBYHERZRETE SonoVue EZAIEIAEME -

AT sABe4 A 4581 SonoVue HRNFHEATEE 1) 4IEEE (Ames) IR - 2) fEINIEHEYIATACRBBENR  3) 2
A/INEBSIZ I -

TE##32 SonoVue By REH - IRIBRERERELE T ARH 8 BHIE S AERIEFAEIZIE -

11. EEREER

111 LSS

#3191 A EEUBA OB FRIR IR B BT LB MG R ERA » EEES PO R RSERGES A
H16fr HEEB: A 62> EEC:H 53 {H)EPE-E% SonoVue » HA B A 127 fif » Z0MEF 64 fir - SFIIEH 59 (&
B Ry 22 2 96 %) - TEIREREFETE : T9% 5 HTEA » 16% KB @ 4% KPR » < 1%REEE @ < 1%RAEMEE - ¥y
BEE R 204 BE(ERE R 92 & 405 BF) 49 20%H9H A R MERTERER » M 30% A LERIERE - DALY NYHA)L,
MEEEIE 2 5348 » 7% 106 LR AT EE » 49%Fs 1 4% » 33%F 11 4% » 18%& II1 4% - NYHA IV &R0EEEH AR A SRES -

FEAER A M1 B 1 SR A fZBEIEF 1252 IO SonoVue FFARHEIE(0.5, 1,2 14 mL) - FE55% C o » ALK AZBEIEIE
2 Ri%| SonoVue (1 mL il 2 mL) » =IH5RER &5 F(5 O A REBGHERAT 2 L ER BV - HEEHBPONSIHEA - b
BAHEM SonoVue FYLIBE FFGERERBREESNOEBE RS - EEILHE 30 WaTEEEErED 15
SRR BT KE  REEBEAIENARIL  BIFHBRE - BA0% NEERBEZEIRAREAEEROEES
528 R AL B Y EFAE E TRV AL - MFIA X8R ARVERPREERLAR SonoVue HIEIE - 2. 0E ONEBGHIEHEKIEE
B% > o3 RN {EL O P B E B R R AL O ARAR B (2 O 4 FEARE]) -

I BB R B R T A IR 2
EFRAN =883 > (£ SonoVue IiE T £ LE LNFEEGYESR - K2 EHEZ 2.0 mL & SonoVue J§ AHIO AR
s - T REDWEZEINMIOAREEEE - & 3 BUREFR SonoVue B0 RESIERTNE > BIEE/D—HHE |

MG (GEE 2 FEFD 4 FERED S » LAREGIRSRA EHR AT Ot - (RS EHEET I HER - ‘
% 3. LABIE YR B SR A E A R |

sEE A &% B s C >

s N=176 N=62 N=53 i
Non-contrast SonoVue Non-contrast SonoVue Non-contrast SonoVue ‘t

A 60 (79%) 22 (33%) 31 (50%) 12 (19%) 12 (23%) 10 (19%) ‘?

B 62 (82%) 29 (37%) 54 (87%) 6 (10%) 45 (85%) 20 (38%) {
ELELES—REFE  BUNEERIEIRERER 1.7 £ 3.1 54 - |
L EFELE }
AR =TE5ERT » 45T 2.0 mL EZEHY SonoVue 1% » 1F 52%E 80%HVK AR Z RO ETREREHR - SRE KT T f

& SonoVue ¥ 772 5 H FRAIEEEB)(wall motion)HY 2 L8

11.2 FHEBE K
A




4Bt 499 I ANTERIESRERGRER A © A 259 (L » 588 B 1 7 240 i) #wFE » M2 A — Al BEERL » &
L A > B 259 fir 0 2R 240 {IL - SFIERER 56 BREER 19 £ 93 5R) - BIREIREEE © 74%REEA > 11%

BEA 0 9%ETEHEFE ¢ 5%EuEe 0 1% REMER - FI9REE 80 AT EEE L 4 E 173 A7) -
EEWIESRER T > 45T SonoVue 2 B » (£ A T B RV B R 52 (F 11 {8 IR BRI T B AR A IR RE (gray scale)Fltt NI
AR EEZ FRE - BARAEZEFIRES 2.4 mL §Y SonoVue (f0EF 2 TUEHT » I1%HR AREZ 1 ZOEE) » 1845
F SonoVue 7% » BAFE MI < 0.4 MERERVERAG R MG UETT B IR HNB T ERE  BE BERIEEREEEE
ERHRER S WRFEEELEZD 1808 -

EEIEEaRE 88/ Fl - BREKETE(CT) - B MIHIRMRDFI/E, 6 18 B iR EEHE -

HNEIERE - =2 N AEERE RN B AR ETEGNEE - WERAS REMSR RN - BAENAEES N
FHEE BRI -

T TE SR ER A4S LB R A SonoVue HIBE K BLR{E B EIHVE T AL » feiiE B AT R VR BRI -

F 4 B EHEERIRER

= 4. £ SonoVue WBE KGR E S HT iRt B R R
HER A
@E&‘f&(%ﬁ}\%%ﬁkﬂ%%ﬁ) RFEMECEARIRLR B
=119 N = 140
|
SonoVue% *ﬁﬁiﬁ al Z5(95% CI) SonoVue% ﬁiﬁﬁﬂ;ﬁ L2a Z=5(95% CI)
HEEE 1 87* 49 38 (30 » 54) 71 63 8 (-4 21)
HIFEE 2 76%* 35 41 (29 » 52) 83* 54 29 (21 » 44)
HEEE 3 92% 16 76 (67 > 84) o T3% 22 51 (40 » 61)
#HEE B
SRR O AR AL R ) %ﬁ‘f&(ﬁk%ﬁﬁi& RH)
N =124 =116
SonoVue% *ﬁﬁﬂ;@ o Z=H(95% CI) SonoVue% *ﬁﬁﬂjﬁ < Z5(95% CI)
HEE 4 65 53 12 (-1 » 23) 72% 24 48 (35 » 58)
HEE S 61* 41 20 (7 » 32) 67* 7 60 (50 » 70)
FIEE 6 47 66 19 (-31 2 -7) 88* 59 29 (18 > 40)
LR BB LA st LEERE  (BL McNemar 7€ p < 0.05)

12. 8/ HLEE/ IR
12.1 fuE
10 ZFIIEmEE

12.2 Hfo]{ikesE
SonoVue —/NE&7E 25 mg HEEEMEK - THHZEHE 60.7 mg SE/LTTRAE -

12.3 f#EFTR
REFIR 25°C »




13. HAEHE

SERAEET SonoVue BT MBS IENER - GEND - RNSOPRZ(E - B3 NEREERR

[ #5385 ) : Bracco Suisse SA
[ 4t : 31 route de la Galaise, 1228 Plan-les-Ouates, Switzerland

[ EYheFals5HEA%]  Bracco International B.V.

(k] :
[ZEm]) -
(3] :
CEIE
[(EHE]:

Strawinskylaan 3051, 1077 ZX Amsterdam, The Netherlands
EECERGBERAF

altHRERB— R 2 S EBZ]

02-2567-3456

02-2521-1911




