EX
Sandostatin®LAR®

&2 somatostatin BERASTAS)
AEEREEEMEA

H#E RY R BY

TG PEY)E Fy octreotide JFRENEAK < 10 ~ 20 3 30 mg >y E .2

4.15% ; SiEEEE 4.65% 7 octreotide acetate °

R AR B a VAT

AR - B EREH A -

VLR VAT S VAR -

Sandostatin® LAR® &2 — #if octreotide [t 5 %% £ 17 %Y 7 & 7]
(long-acting depot injection) = 7ENLATESS 2 FT » KGR (1

SEHVERIFERL ) A AR AT e

Sandostatin LAR J& % 7% 75 74 & #9542 1 mmol (23 mg) » B[
"SR ) VAW -

RRTEHIZ% - 25 TREAL ) oY -

WFEFTENBRIZ ARG SRR - Fl& -

JRCHRAEAIE » DUREVET ~ 15 ~ MR IR - a5 FE A Y]

fll (midgut) SCEHERRIRE ALE R R BRI R AL A B S (L AT

(well-differentiated) S A MRS RS ©

A

TEFE N YR TR BRALAIE (Acromegaly) 5

— R4 LA Sandostatin Rz B AR (S E] RAT R B

— ST BURSARE S RGES B RIFIGHRSRE
B R AE B SO G TR T AR A SRR A B IR 0
W (R BIE R g

TEFEAIUIRIE (midgut) SEHBRIFE LIRS R MR A

WHZ 53 L RAT (well-differentiated) RS A3 M I -

TRIE B ThRENE H - B - R 730 WA I (functional gastro-entero-

pancreatic endocrine tumours) H $iE ik £ 3% % Sandostatin 7 T {1

SHEROAS S RAF e 5

— carcinoid tumours ZEJIEE

— VIPomas [ ETHL ZIEILF

— Glucagonomas F-F#ZE#E

— Gastrinomas 51435 /Zollinger-Ellison syndrome

— Insulinomas B - TATATIIE UL S RAER IR E

— GRFomas 4: RGBT

ETRGZOR R 387 L Sandostatin fi§5 B RIS 2 53 I 98 1B

B ZGUEEH -

HERAZERN

Sandostatin LAR L AE DU S P PR G 11 84 89 77 AR 22 - i
L PR R B A FE A A I AR E Y (2 L T SRR
).

Bz umAE A TE

S B2 R 1R 8 Sandostatin 3615 2 R #2611 B AEEERE
i 5B VY 3 73 & — 751 20 mg Sandostatin LAR » i 3 {f H -
Sandostatin 7 T % 5 1Y 5z £ — Bl & H Bl A £ A Sandostatin
LAR BERIGHE » BB S B A R I8 R s h A R

RAGRFRESR A 10/20/30 2358

U) NOVARTIS
& 2 F % 022656 3%
BiE B mF H 022657 3%
i 2 F % 022655 3%

Microspheres for Injection 10 mg/ 20 mg/ 30 mg

(GH) ~ B EZ4 EIRT 1 AGF 1 » somatomedin C) & K ik
FEERRREIRITE -

FAELE = A8 H b BB RE AR R A LR B 8 (GH 5 IGF 1)
AR50 (GH JEE TS 2.5 microgram/L) - HIf
Sandostatin LAR F4f5 FH 7] 5 n] 5 22 40 mg VYT —K -
EHRA M GH 8 — B R FF4E 1 microgram/L DL % > H
IGF 1 JRJEAEFRFIER, - TELL 20 mg 355 3 8 H 4% - KEL5 vl
PRI AREREIRER NS 2 T » AIIAT L Sandostatin LAR 10
mg EFVGEGES —K o AR - BE R R R T A
114 B $ HC AF {7 & Sandostatin LAR R [f17% GH J% IGF 1 J& 3
HR b R PR EAEAR @

$#ILL Sandostatin LAR #EHIFSERYEH - ZH9/NME A—X GH
S IGF1 B93FAd; ©

B R T ORGSR ARG B RAFIGHRCE »
B R T B2 S TR ARG RE 1T 0 A 33 e (o TR T B BT IR 1 0 93
MRS > A (E B2 i FT Sandostatin LAR [if 5 DLRZ T 7 8¢
Sandostatin {77 Z0EAL FEE B SEYIRY S R HO SRR 2 S 1
it 22 -

BB ARG E B R A AIFEZE MRV Z
MERIFRITPHE R TR EE

AT R Ry BEEVYE TS Sandostatin LAR 30mg ( 22 255k
B2) o 1L JE IR AL R {7 FE R8T L Sandostatin LAR # 1 i
¥ o

B - 15 - R ILIETE

TEFRIIRENES - 5 - PSS DTSR [REAYSER
ARG KT 15 Sandostatin fiE IR 1S RAFHERIRY S - 23
LR F YA T 5 7 20 mg 1) Sandostatin LAR ; fE55— K {E
4} Sandostatin LAR #2AYR A - {75 ERHEE 43R e 5300
PSSR -

EHAE A B0 Sandostatin f7 R TSR EE - REEEHIGEZ
FEHA (%923 ) 19 Sandostatin JZ NESHERE - BIE R 0.1 mg
H 3 2K » 4tk w] DAFE fif I Sandostatin LAR Fif 3 7 .35 %
octreotide 1452 Jf fe H A B MLV AR -

FEETE 3 EH AR - B A RS AR A A )
HIf Sandostatin LAR FY[ & AT LAREZ 10 mg » REPQEREGS XK -
BT 3 H AR HR & EAR ARG B - Al
Sandostatin LAR {5 F 7] & v LIRS nZS 30 mg » P9 ES—
P&

1E Sandostatin LAR 55 8@ 2 HF > 5 H - 115 - A 43 WA I g 11y
AHBEAEAR P RN EE » 384G A Sandostatin BZ R {14 » H
7] & By {i Ff} Sandostatin LAR 7 Bij J51 5% F7 6 F 19 Sandostatin 7]
S ETEIRT FEEEE B octreotide M ASE R AR EEFTAY
B 2 AR

BRRBETEZZRE

A B DIREAR 2 A g B R B 5 Sandostatin BZ R {1516
[ octreotide M5 N AiIf (AUC) » [A|[Ht Sandostatin LAR Ft] &
IR RS -

FEERFETZZRE

AE —JE L Sandostatin i Jz T Y 5 S 55 IR i 1 19 T 2 65 SR 8
7R FFREALRY B35 ) Sandostatin FIHERRAE JITTRES FIERIEL
% ABTENRIAIF BRI BE HIT 5 Y octreotide HAF TLEEHY
JBIRERY (wide therapeutic window) » TR L7 ERAN T B3 #&
Sandostatin LAR {5 AL o

ARERE

TR #% Sandostatin 7 NS HIIHTE » FEEAT 65 BEAYEEZ
A A 92 > (K Sandostatin LAR {5 FH 7 L4 5% J 119
BRI A = -

BREE

FEIH( Sandostatin LAR I~ £ BEH#SERI AR -

ERE
E#13 octreotide AR RMAE 2 b HiBHE
(2R "RAEL ) -

ﬁﬂiﬂ%ﬁ*ﬂﬁﬁﬂi&%%lﬁ

HRERBRE N EREEER SR AIERERE
ROf BE (INTREFERIE ) » Eb A NOEEEFIBEIR
A IR HIREBE AR - EEENEAEA o
ERBEGCH EREURERESZEEREF 1 (IGF-
1) BREEBLRGAENE » ERREXELYEETT
BElMEBEB I © 7E octreotide SAEHAR - BEH L ERIRE
BEALEBHRINAUEEEERASENRES X (2R
"R REFL L )

#Z R octreotide JABREBEEE L HEPARIRTHEE ©

I M EHHER SR

EHRORIFERNEGSRE (48X BR) -8 PHERHE
B ¥ B E PR B B S e HI B R A SR B T AR S
B ERBEE -

(B R HEER

B 15~ 30% K HA#% = Sandostatin ¥ TEHHEE
BRELEZE HBELER(FHNN40-605%)H
5 5-20% o AT © & Hi & = Sandostatin LAR j& & 9
BmEXERE -5 - B2 LEBNRKE  EHRR
Sandostatin i T 5 » M8 HMEMERL G B ERNIE
F » NBIHIAEZEMERE A Sandostatin LAR iR H
E%F 6 BABAPBIETEERIGE - MBEEMHIRRE
R BEREEERN  ENHIRERESR - Bl
BEITIREE SR A TR -

(2R "#%% Sandostatin LAR AEMIFBEER LB
ﬁ_ﬂ%ﬁ‘]iﬁ‘#ﬁ‘}i%J )e°

BaEcH

Sandostatin LAR B4 RAE - AEREMRS RN
BREESNGEIER TS EaeRnaE - &8
REEBEOHSULITES S8 MA  EEEERT
’FE__HHEFH WEES| B EM S MEE - bR @REELE
HRBEE—BERFBES » BF Sandostatin LAR T &g
LML  AUBESRNFTEETHL ; MEHRN
IEERBEERDEDPEBESHEINEENE ZRIER
fA84 » Sandostatin F T X5 s S EMaRZMAE L
o AHEEENEERERANEEEEEEEMSM
AR 3T KB PR FRATSA T ©

17 octreotide 1§l & SR HVIZ EAHE R IIHI £ R
ZERABAENIZEEE L Z » M H octreotide ¥ I
EXMNGIERABERLRE BEHEEEREXRE
(insulinomas) F9FEE M E  octreotide A] e B IERK M1
ﬁ?ig@ﬁﬁaﬁmﬁﬁébﬂﬁfﬁiﬁg ' FtEERENER
ERINESHE o

&5

octreotide B H L BE B MBS AL -

F L octreotide JAERIEE » T HREI#{thd Br.
EiRA LR Schilling 152 - B#fifthd B TERE
BYEEE » B3 72 Sandostatin LAR &#HART » SRt
ﬁ. Bi2 {E °

REEA

N Sandostatin LAR 3 > ABUTERZEIE -
ARERMERY ¢ B- ZREREIME - S5t RE D HIEIsk
g?ﬂiﬁ%ﬂ%ﬁggiﬁﬁﬂgﬂm (FREEMIESRES
BN EE Sandostatin LAR f » TJRE R EREES R
MERFRERNEE (FREEZRIEFIECEH) -
octreotide 2 %1 & B% & cyclosporin & % #& cimetidine
TE/BRRIIRUL o

octreotide #§ F& bromocriptine 9 {& A - B & # i
bromocriptine BY4E 47 FISK o

B HE R FETREENNE (Somatostatin) FIFELI S FIE
S P450 RBIRVEY 2R BB » BTEE2HM
HI4E RHENERETER ; F5 octreotide ANEEHERRILE
B - B EHTE CYP3A4 KRBT HEIE AR R
ZE4) (40 quinidine, terfenadine) 4 AR » E4EBIEE !

RZ - - BAREE S

"E
HeiREHRELUETEE B LG RIFAOME - B
EE L ERIREAEBRENRZRBAZEYL £ HEg

ERENHE 0 AT BARZEE LRGP RPAERERH o

REBR TR R MR 3 18 B #%88 octreotide » B2 &
[E 7% Sandostatin Z T ;¥ &% 100-300 micrograms/ H 5§

20-30 mg/ BHY Sandostatin LAR o ZEEfiER 55 2/3
BOTR I EIENIEZHIIFE octreotide JAE o TEXERHD
EHERNFEGIT  EEEHFER - WERETIRZY

Hi 3 BB B RARENROELER  hEHLBAIREND

? o

B 2|EPAEF KRB RE B{EH octreotide MH %

EHEEBREELES o

TEHMABEATPET  TRENEBREZIEEREE

REFRAZ  WHENEREFEVRENR D DIFE -
(ERIEGRFRLZZHER CH )

Sandostatin R G ELERIIER T HEEMLILESRIER

Bk (2R "BREEMERIESEE, )

=3

BRI ANERE T octreotide E 9 EAFEIL T

Y KB Roctreotide E R E Rt BEHE

Sandostatin JAFEEE T EMEL o

$57

BRIl ;5% octreotide EREHEAENEBTH- &

BR1ZER/IBAFTBENEIET » octreotide T 18

EHGREERBNETN o (FRIEBFRZEZHEER

ZHi)

HENNIRFRSBENTE
B #iii;85 5 Sandostatin LAR ¥ 2 EP sk iR /1422 Ak
FENEBER -

TRRE

ZEHEREE

octreotide A RFEEHRNTIRKREREBEBELE
TSRS « FFIEAR - LRABMEELN - B
AE& EFEF octreotide REEHMNTRREFIEE - 8
& ED > BIRRR ~ BBE  BRE - SmEMRED -
HEivE RNBHRTRREG R - BEP4ERS  IBR -
EFARRRINEE R T (AR FFARRE R REHUEEE (TSH) BIBE
1 « BBETUM R AREE 3 (T4) B TBE « LUR 1B R B
HRARZE (T4) BOTFBE ) ~ BE - BEWEM R - 1Ent
2 HEHURELIEE - e EMNE B EREBTE
OISR EA T IE LR - BEB &R B
EBJEREE LA R RSB R4 o

AP EEETRAS  BESHESE
E%Eﬁiﬁﬁﬁl«;{ octreotide JAE T EHIR T Ri&EMEER
EHLBNERE S - SESMEEANSRE  EEFEH
Sandostatin & T XS ABRNI A/ R ERAETE -
FEREER o b4 - KREJE R Sandostatin T x5
AEAIRA - INGIERAES| B Z BRI AR IR o
ERIRIERFERERBERAE D TaETHZIDO
EEREE > FI0: QT MEER ~ DEREE - IREB
1t~ EEN - RISKER - RIBIEEHEURIEE—
1 ST-T BT o LU E 4 octreotide acetate Z [
FENETERE ABETFSHEARTNER OHER
(2R "ERANSRESERESEE, )
TR1FENENTREE » 1% octreotide RIERPR
BTRREBRTRESDL

ERPR B @RI EN T R (X 1) » k& MedDRA
REAE - HE—HRESEY  FREREKEBERE
ERROH F—EAERERENTRRE - £5E
SERN - FREREBERBREMERERBES © st YR
RREMERS K EATH K2 HEAX (CIOMS
Wy : #8% B (>110); % B (21100 » <1/10) ; F& B
(>1/1,000 » <1/100) ; 4> E. (>1/10,000 + <1/1,000) ; #&
2 B (<1/10,000) °

®1 BFRARELOENTRRE

ek

HER: IE% - IEEpER B FEfk- B
i ZEt

BR: HAER R - igrt - EERERAR - BRAG
w0 BME AEREEWE -

HBRGRRA

HER : 8RfE ©

BR: 5

AR

BER: AR TE » FIikIRE G fE
(BN TSHRE MK -~ R T4BEE
LR I5REE T4 BRIK ) o

FFRK A

WER BGIE o

HR: BB - BR - SIBEARE o

RENERMERNE

BER MBS o

R MAEBIE - MR LR AR
RAE

PR : Bk -

— R 1 KRR R SR

BER LSBT B IEER o

BR 55

wEF

HR: BRERERS -

B FasxA

BA RSEE - 5 RE -

R 7 e 5 4 R R e

BR PR R B -

DHRThEE XA

BA DR ©

PR DB o

B MBI L (SEARRH ) WEYD

FRRE

LITHERFRKRE » KEEE Sandostatin LAR £
ZEBEBROMEBERVTRKIE - BEIZHHT
REREFINEX 2 ARERBEBEFEUER A ORI
HMA T2 B U BEN R ARG RBEEYIERE
% o YRR R ELKE MedDRA R0 4 - EEE
XA FRREKRBEEMEERBES

F2 ARMBWEACE L (RERHRKRM) HEE

NRRERE
= BERIE B8 BHREBE
smmesd o
EERETES%XNA_SHS
; BIEHRZ - B LRI
FriRk B - TR -
BTEH KB RHEE
&
ORMRERE  ORTE -
I BHEERREEN - B
wH BB RSN -
EMBE

B Hi 5 1EH 4 B/ Sandostatin LAR & B E B /MR
% - Sandostatin LAR | £ &G [E] 5§ 100 mg £ 163 mg/
A o —E2MMTREBHREEAT o

B 8 &£ 5 & # 2 Sandostatin LAR % & & 60 mg/
A#190 mg/2 2EHIRIERE o ELEIE—MIRREZ oIt
28 A WEHER Y - B8 - BERUREES
TEPELERREHRIBIRFH ©
EYBEMNRIETRERTE °

B IREERY 2
1EFRHEE
octreotide & K SR 1Y & 4]l & (somatostatin) 7 75 i /\ I K i1 4
¥ > octreotide FIR ARV LA M ZERIAER - (Hi2H B E
FefIEHIRER © octreotide W] DU AF R 22 DUR I HI H 5
BRI 53 WA SR A o WA PRI 32 (serotonin) 5P BRI it
BG5S @
EHAEHY) - octreotide A AE R IR ~ FHRE IR R RS AV RE
filoe— T LR HNSE BRI BIHIR] » HUE B AR R R TR
FAIHIHIE =R
TERERREYZ K - octreotide AMIFHEHIZE - AEHNH]
NGRS ~ SEBEIS 35 |3 2 AR MRS i R o W 2R
BRI IR 3R ~ FHREEE ~ Bk - TR o
SR L IR LR SRS R 3 Wb o IR 3R B T B R
o SZARE HEIR I 38 R TS0 3% (TRHD 85T 43 W 22 41 R IR IR 32
(TSH) -
BB
ARAFARIRAIBEHIZE > octreotide ¥4 Rl 32 43 W I &8
SRS IR R 32 43 WA R - 17T ELBE FH octreotide £ A& 8 4k I
AN S 3 MBI G2 (rebound hypersecretion) (1401 : [l
BEAHE & 1Y GH 43306 ) »
B iR AAE & F|M S  Sandostatin LAR {2 —7fifi octreotide [t
2 ffif I (galenical) B4 H & 190E 4 HWEE T - BAES
975 R ZICEE » Sandostatin LAR BERFAERE I SR EFE S I I
TAFIREL  [KIHLRERFERYREIE GH » ISR IGF 1 IEH MG IR
J& - Sandostatin LAR f8 235 Hi1 [ 55 K506 43998 FR Y BR ARSEAR >
ATEEE ~ I ~ RS~ R5S ~ SBH AT R B E A
EHRSERTAR B ZIA RN GH- [N T2 48 IR 96 15 i NEAE FR 4
Sandostatin LAR B4 7] LU RHEE LLG (50%) B9 -
FERSTER A > 20% -
HEGE-B-BRADURMINELEENEENS
Sandostatin LAR HE# £ HAFEHIFHBARER © octreotide ¥ A [F] Ff
'S - B - BRI IARSERATT -
$AJE=PESZ (Cacinoid Tumor) :
TWSCERR AR » RER ISR IR - tERZHERE T
PEBEE AR LA LTS 32 (serotonin) R RELLR IR 5- ARELNS]
Ut ZJ# (5-hydroxyindole acetic acid) FHEIEIRA -
MEEZZ LR (VIPomas) :
3B e PR AR A AL A B YRR 2 vasoactive intestinal peptide
(VIP) R A3 5 TEARTSSFAIZMGI > SR octreotide M {52
BN ERIR B B - AT B AT RIS G
AN - BB AR RGN - AUEIET » ]8I - Kt
1R LUE 1L RRFCHEVR B R R E - FREse i S KE iR iR
JEsE - R RS GRS R R 2 B A E R B
G MG VIP R @ B R AR IR A e i PR AR e
FIEHHIEA -
FHHE# R (Glucagonomas) :
KB S5 H octreotide FY R - H i BU By B8 504 1% 5E 1 K2 5
(necrolytic migratory rash) #{4G #HZ 1 EE > {H octreotide ¥ H:
IS EERE LRI IR AR HIARRREE 19 G 5 —MSokast - octreotide
AEAGER A A BB SR AR IR BB 29 5 5K © octreotide B
UCEIEERITED - PR e g n B 48 E o MEARGE ] octreotide
TEERE S R AR Hh R IR (glucagons) JRIE - R R
BHREARFF RS - (H R P SE A HERR I glucagon &
MR -
B (Gastrinoma)/zollinger-Ellison JE{ZE% :
HEARE 1 FHHIHIA (proton pump inhibitor) K Ha 326 BHER 7

T DA PRI 1 75 s SR R A5 7 I 5 43T 5 [ RC 1R 8
PEEAERESS (AR A S A RBA 1L 3 - Mg
L — B IEAS S GRS B0 - BB octreotide B,
BC {58 ) H 32 B PELBI PR 5 BT 7 B 40 750 ] DAk A e e st
JEE 53 AT B AR R AR IR 1S 1S Bk - AT RE I ESR
STUAINE A ASFTS [FERYREIR > BIADEIRL » Sl 1SS0 - i3t
L EE 1] TP B ARty N

EEZZ (Insulinoma) :

{57 i octreotide 7 3 B MMl B 55 F2 AT R 8 > AE AT DLF Al R
# - octreotide HEF By 85 7 KAk FF T i BT (£ IUBEE 5 Mi7E &
B IE T RS M R RS BV I b S SR
[EIA KRR > OB gt e G At -

4 RIYEREMEA 7% (GRFoma) :

3E BB % LA I e 0 B 43 Wb A R R 7 (GRF) B ff
53 6 H Ml EL G TR MBI R K 8 octreotide WA pH 1 AE R
BRI 7 (GRF) e 4= =3 (GH) 1y 43 b - fE i oS K
GRFoma T E s i ASES MBS AR - I T A thdy
Ry fieiIN

a1

WLAITES—7 Sandostatin LAR % » [T 1Y octreotide JEJEAE
TESHR 1 /N T SE BT I A s - YGAERETRIY 24 /NIE Y
B PR EEAA IR > W 7 REA - KRR ETEA
{HREAERFRIEHER EHIIRIE - 42 octreotide HYRETES 14 K
FEAEHE— R A mGER SR WGE AR 3 ~ 4EK
FRFEAREAIRE o FHZESS — RT3 B0 v e B (R i I 3
FYSRE T BN o AR R Y 0.5% = KAIAE 42 Rzt >
octreotide HJR & B SEVB S YIRS TR 12089 g% -
LAt FIES A i 9 R 5 2R 36 > {E A T B — 7 5119 Sandostatin
LAR 10 mg ~ 20 mg 5 30 mg & » H &[5 BT ZE YR 5 55 51 By
358 ng/L ~ 926 ng/L 7 1710 ng/L ; £ =R EIFGPYEm FZER -
octreotide FEIM FHHHREE EFIFIENREE « ZKIH Sandostatin
LAR 20 mg B 30 mg £ » IR AK Al Sl ok 1.6 ~ 1.8
&% WP Ay 1557 ng/L Bz 2384 ng/L -

K 9 i 87 1 FEL 2 > 1999 VY OB 7 B Sandostatin LAR10 mg ~
20 mg 5 30 mg $ A 2 % > H O (R O I iR E RERY
octreotide J2[& » @ FEE T S Sl R BUARIERY LF - RIF 5
ks 1231(894) ng/L ~ 2620(2270) ng/L 2 3928(3010) ng/L °

TE et 28 fiE 1Y Sandostatin LAR R4 » St REfy
B2 A B octreotide 2 A SARE B i 5 Al PR IR 74 & -
Sandostatin LAR {35 8% FT #E/ HE I SE Bl ) 122 F 1 I E L
SR A5 R R - HL octreotide TEACE MG R »
ERY S ENANTE B2 P IR AT R S8 8 J B R - AERR
TEARTER » octreotide By 8T Ky 0.27 L/Kg » #EHHB RSy
160 mL/min > M4 53Ry 65% » B LA ATmBkE
S

ER RS

Bz umAR A SE

EHR IR S I ASERY 8 - HETT R Sandostatin LAR Y] §AH
B9 #ES (SMSC 201-E-01 and SMSC 202-E-00) - 35 £& 2 fijiE
T~ B B - BERE - 2B o BRSPS 10
20 130 Z 7 Sandostatin LAR (455

B SEIFIENA TARHE ] ti.d. T8 Sandostatin LA
FEAEA RBEEIIHIAR A - Frfs 93 A A - H 78 Ak "
S (responders) " (B2 T {44 Sandostatin B FH G FEEHA R
S35 12 /NEF GHIMUEREEATR 5 855e / 74D - 15 Wk ¥ 2
“FiESY Sandostatin #5315 S HEZ (partial responders)" (GH S



PR EE BN 50% BYFEIAHEATIREE » EAE AR 5 e/
Tt) -

FEHUS BT 12 /NR; GH I 223 - SMSC 201-
E-01 F{1 SMSC 202-E-00 I8 5 355 FlUR - 1156 42 RE 14
K » Sandostatin LAR 20 £ 30 Z e mESEESHIIE] GH JEE{K
A5 8 /T o WUPSTEST B SRR ST A 52 PERAT > 43
HA R HEERA B2REH S octreotide T P ISAHBAA FLECHE -
Ry#5% Sandostatin LAR ¥ 5l It ASE BAE HA - R 2
P~ LA FEMRE S 5E5ER% (SMSC 201-E-02/03/04
1 SMSC 202-E-01/02/03 ) » 43 i HEF T = AIRiTHE P FRSCME AL (i
s -

FT 4G HY % # 2 B 7 SMSC 201-E-01 F1 SMSC 202-E-00 i
B o SRR kB - R HEARSNIY Sandostatin LAR
HHE RAFHIIN 21 o #8101 (7 B35 A S 2 ilhe - 87
{7 0 58 BTG AL 3B - B2 28 2K Sandostatin LAR J
o

FRBE R A AT (B AR B R B i R SO (BT
10 ~20 ~30 BBISIY 40 ZETafi &) o BEA B & octreotide Y
ZEFIAR MR - BRI 2T - [EIRE 28 K Wl bR E
TR o FEAEMEABETR > FEFRSURIE Ry 8 /NKF GH LR
JEEEREMPEAEEEEH o RIS T ISR A E A LA ST 10-30
2 7 Sandostatin LAR » Eil#& P 7 N {3 4% Sandostatin [ #5 5 »
4 8 /NFF GH Il HF R RN B SO - B LE/EIPEREE
Y IGF-1 IR - AR A R A RE A RE IR R AL,
Sandostatin LAR BRI 4 F P 52k R4 - M6dm 2 A KE
B ATEIE B AREEIRE - BB 5 R N
Sandostatin 5 %5 #fifi A Sandostatin LAR Fff 5l $R 9 A~ B HE S
AL -

B~ 1% ~ BREA 53 hERE (GEP tumors)

TE—IEEHE GEP tumors [BERYEH IR PREAER T (SMSE 351) »
Sandostatin LAR A %4 #8 LLRZ R {35 Sandostatin 222 H5E iR
RO R -

X SMSE351 By—IEHZEAL % % 89 Sandostatin LAR (10, 20 Eil
30 Z50) BN ~ e - B - E - BER - Zrhu0ails
[EIR 4 JEAREE - BLEZ NEST Sandostatin FHEL < 7 93 7 EFH A
AiRES - 80 fi5ERGEASE -

MRS IR AR R R RHEIRE T - SREEAS AR
JRERBIGIR IR ~ SRR - BIERAESS 20 0 24 38 - Bk id
% Sandostatin LAR #H 1 FB 3% 2 757558 Sandostatin [1E 5
(rescue therapy) » B[k 5 H0%] Sandostatin 1Y B BT E
B -

#H%¢ Sandostatin LAR 4} BI7ESS 20 F1 24 SEMEITIVEE 5 RAIE
6 KI5 DU G BERS oRF > BILEZ T {E4T Sandostatin AHEL#ZHY
PGS RANFR 3 -

%<3 SMSE 351 JAZ&EMINAREEZE (Intent To Treat &5k

%)
[EES JEFEEEE Sandostatin - Sandostatin - Sandostatin - Sandostatin
s.C. LAR10mg LAR20mg LAR30mg
n (%) n (%) n (%) n (%)
2038 n 26 19 16 23

s 16(615 12(632)  10(62.5)  14(609)
o 103.8) 2(10.5) 1(6.3)

U n 26 19 15 21
Rz 14(538)  12(632)  9(60.0) 13(61.9)
WA 1038) - 1(6.7) 1(4.8)

PR n 26 2 20 25

el 14(538)  12(45)  9(450) 13 (52.0)
WARE 1038 - 1(5.0) 1(4.0)

By = REELRZ T{ESS Sandostatin FEERGASE (rescue therapy) BUMATEL
“FiEST Sandostatin ] &

oY) = FFEER R RS Sandostatin (9EHGANE (rescue therapy) BT
R RIS Sandostatin B » 77 4 SENIEIRESERIR - 84k 5 KD m s
PS

BB = BACETAGIRE M AR H

A& SMSE 351 (70K » Sandostatin LAR $FAVAREEE g - Bl
B RS} Sandostatin s B R0 BiL ELIFAGTRSZ1: -

ReE HA RS RS Bl B HERR R LI E & R B B T R AL TS A TS R 43
WERE

— JE 5 B 4 O F 25 = 1130 %8 (PROMID) 8 7)k Sandostatin
LAR #I E WIIG f IE A  - 3t 85 Rk fakes:
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Final assembly %15 : Novartis Pharma Stein AG

Wtk Schaffhauserstrasse CH-4332 Stein, Switzerland

Bulk microsphere #25&; : Sandoz GmbH

& 4k : Biochemiestrasse 10, 6336 Schaftenau / Langkampfen,
Austria

2.0 ml prefilled syringe HLifii : Abbott Biologics B.V.
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