1986 - (<) yaniva) Ualual) dakiij 38 9 lgtbuall 5 )i
Laid Ak Adea g on say o) 5l (3300

Ohall (glaiue puaadl cnday (Geaa ila 10 Y Gl gailus
LS 5 Alladl) saldll

o Eonmall a8 g IS (g gias

e 10 (Sl 48 93 58 9lS) 59 38 )

octreotide (as octreotide acetate) 10 mg

Olall gl judaadl cudag (3 gaua ila 20 Y (il gl
LginaS 5 Alladl) 3alal)

o Eonmall a8 g IS (g gias

e 20 (Sl 2551 43S 6lS) 2593 58 o)

octreotide (as octreotide acetate) 20 mg

Olall gl judaadl cudag (3 gaums ila 30 Y (il gl
leinaS 5 Alladl) saldll

o Eonmal) a8 g8 JS (5 gins

e 30 (il 45 93 S 9lS) 55 538 )

octreotide (as octreotide acetate) 30 mg

L& o (g andd e Aagn il slae” il Liadf Il "4G8) il sl 6 Jsdll 1) saubial) cilisa s Aladl) e 3 5al)
"o sall

Gl S 13 el s3 Ce 3 e Cllaslaa o 5kl o3a (5 giad el gall Jlaniudy sl 08 @l g Lilgd ia Cy 5 i) |3
RARYOA B UVAA T PERE R TR R LW

el s Laall clilla g 4l @l 1oy o s cagy Jaan 8 ATY (oA adaxd Y Gl e o) sall 28 Caa}

£e) g3l 13 def Al 1

dand Y i il

:(Acromegaly) <l b ahe pe jalai¥l 23 o
LﬁmJJwHuﬁm}m\“w%J\ﬁqu}éac%duuuhuﬁhéjwfésﬁw\éﬁwﬂ\ -
Oali e sl ity eladl Ze Gals ke g Silevie -

JalS (s dielad elad) 2ol Gind in sl 5l ol dlas gl -

A st al sl ol ySidl 5 elaa) anall b slaall 223l o) )5 2Ol @
(Endocrine Gastro-Entero-Pancreatic (GEP) tumors, carcinoid tumors)

dadlal) Aluadll
Ol gila gudl yildas

GO) Ly 585 i) o (8 LIS 3 5 s (i o s (4l e sos (0 Bl (g lilanal 8 5 5 Y (s sk
ST ) 0 530 5 (5 581 Ad) 3 (il il g o ST Ll g Y (s silis iy sl (55058 S Apma i ga 8

@30 aldaal 5 celac V) daill saibale saill ()50 58 Janay | gaill () ga g (e Liald anall Lgd i) Alls g8 ol ylaY) alae
oalel S U Y (i puile JI8  (pesill 5 Gl S A Lars Y iV 5 pUaall aas 80l ) saill (50 a Ja i
il 8 all g ccand cpedill 5 cpalll S 8 ) gl (i o jie (375 cplaa o Jaids ) ol plY) adae

A o3 a5 by Sl ol elaa) Banall 85 0l Vs s (5 AT 3 e s Aipre ilise  Z L) B2 ) Caaas 8

(zib (addia ad i (i) iiin ) peal) e (al e V) (e 230 Eigan (s camal) G oankall o 5) sl DA

o=l e eda e sl 8 Y i snilin 30 seluy 5l (aliasl

SAS LAR APL AUG V5



o) 9al) Jlatind Jé .2
B8 o3 853l sl elli e (ARS8 eb Ay e e’ il

Y i il Jlesiad 8 2300 & 5 a0 8

13 o) gal) Jlariadl adiad
Cila las" B Jucail) lail) o) sall Lgdle (5 giny A ALY i3Sl (e 3l s JS0 ol a0 5iSY (Lnsbian el Lulia i€
(")

o) 94l Jlaxialy dilaie Lalld &f pdag

D3 Gulall ) Y (il gl @ 3kad) 2y 4

O aYT 3y a8 ¢ an e Clieliae (ilad i€ 1) Ll elial cailS 13) ol 3l el (8 (pamn Wlls @bl 0 Cojai S -
s it 355l B e 35 ) (g3 8 el e IS0 Y (i sl Jlaninl Y (il Sf Al ) jacal
(s IS bl 5 ) all GuS jand b

Of elle oSl (o Al i€ aall b Sl il gl 8 i B Y i sail Yt Sl e Alad Gl Cajai S -
S S e Sl Gl e s

(S0 S Al B12 (5 5ie pand il e ) 38 ¢B12 (el il e B il (IS -

Gs8al el g Y 5N
Y Y sl Y o sailis Jlamiad Jen AL 4y ja Slia

daiall g o gadl)
(S5 Sy Gl A8 Hall saxd) elol and b lyds (e a8 Al gha 3yl Y (il sailig ladle Al < 1)

éms ;\Ji Aﬂ.\;uk uaasg
bl Gl Sl Sl 33 elal iy b il e, 8

Ao Jadl) 3 g0 e ldnt)
AL Jsal gl qualal) pdl Aiie ke g Aud Aha g 99 4y ga) L Lay < s AT Ayl () JA 5 gl gh o gl Cuis 1)

s e Ane Ay g0l O (e EILY) A5 el pa Y gl sailoy Sladle ol (5 al Ay sal Jlis deal 55 o (S cale Sy
«(quinidine) (x2S ((bromocriptine) cin S s 5 «(cyclosporin) G se sl ¢(cimetidine) Crasisass
Y Ol gailun U 4 50l Wiy (terfenadine) opalis s

053 Japal | panivne Janiost i€ 1Y) (@ spnadl Sl 0l 938 ) peala sl Ly ol juals D) cles ariza Japal ¢ g J sk S 13)
lic e Dle ) eluda sling 88 HleS 5 Jil saall

e gl ) ) Y] e aedle Y e g 388 ¢g Sl e e S 13

elinh & iy 38 3k ) 50 ¢(lutetium (777Lu) oxodotreotide) 2 s 5552 suS 5l (177LU) a s of (Al el g e S 13
b Ayia 33yl )Y (i sailny & Slall daeDla i/ 5 il

Lgadlly (pla ) Jaall
ol sl 138 s 8 Jasall ol adall 3 5Ll clile (Jaall alalads of Jala @bl (afiad dlaa ya sl Slala S 13)

AT S ) jae Aals Gllia cilS 1Y) Jasd Jaal) ol Y it gaila J ol elle

CM\;uihhwyﬁu}muiu@y\w&cw\&c
A Guls e ey Y Gl il OIS 13) La Ug pee Gl | Y (il gy & 0lall ol delia )l j5as Y

liglall Jlantiod g A3Lusl)
SAS LAR APL AUG V5




) Alal) al e 1 (mmy JI5 08 clld ) i) Jordi 5 Alud) e 50l AU iy 38 5 )Y Gl sails i Y
Ol S liSlall Qi 5 A8l e ol a8 (e ccandy gl 1die ¢ Y (i pailes Jlaniasl oL Lgy el

L e g LAl e Ay e o canll) 5f A0 sel) clad jall sS y (a 2V SV pdad Camy

£ 930 Gl o e pud (0 daga Claglaa

Go WIA" ol sall 138 yiiad 13gd ¢(ale 23) a s saall o (MMOI) Jsaile 1 o Ji o SY il sl (e A JS (5 5in3
_"eﬁd}mﬂ

0ol gl Jarind iS .3

sl Clales Citen Uil o) gal) Jlasined lile

omanuaally - 3lall 43y yhay 5 de jally 3l Led 18T (5 & 1Y) papall o culall e sl

A cplall Laandag =3l 44 5l 5 de jall

M2 pasall ol Gslad e

o il ge Jlasid i ¢y Sia S8 o) 53 and Latic 53 3al) 3 Jumall 8 A8 Laila Y (s sl J 55 cin
B335 e el g (5 ) dgall

i s yina b alla i e el sall (s oy

el de jn dadll 5k oo cl gl 1)

Y Ol pailis (e dda jie Ao e 5L am Bliadl Ba3ge J28 253 ) e LY A5 ol

S A a5 (38 ¢ ES) eand iy B al (B 55 ) s il se 1pa Ada jiall de al) (al e

Y elh Al oS al el cpnd 13 dda jie de ja e Glias olif adiag e 1)

aa ol 52l Dle pumal s o idiuall B (gl shll 42 )l cudall (31558 45 58 dadd) 3y yha e Jikal ol 5l (A 13)

g1 9l J gl Cunaad 13)

SlindlS Lggde Jgeandl i a3 o SE )8 (San 5 oyl (8 Leilly a gy caaaal) gl 8 A AL Cagus 1)
) 2sm3 in e (S Sl ial e ) iany el 8 (S diiall 8 e o ey <Al 1)) e gl iany
9531.“\3::‘).}\ @M\ LﬂMLl‘).I

bl dpa il 8 5 = Mal) e Ada) sall clile
cndall 3 LaRGl (55 e el sal) Jlaniad e ol gl @l ean Y ddoaall Gl e cpuas 5l 13) s

p)gall Jolii e cadd g 1)
1Y) LY ol sail 3kl e il Gl gy Y eligd Jaame il je Y1 el a8 Y (i sailun Gladle e il 53 1)
REI|RYREIT AE | BRI

a8 99 Lgud J 5L 53a IS (b Al gal) Ao ol Crag 5190 B3 Ao (Gaalal) (ha (gRal 1AM B g0 ks i)
ed) dalay cuig 13) Aghal) a Ual)
Al jaal) g Asmall quaal) jdia) ool gall Jlariad ) dsailly o AT Al dat cuils 1)

dpial) (2l e 4

ol e ALl el i vie & 38 Y | pedtivall sy ool dgila Uil e f Y O 53ilas Jlaind iy 38 ERPON UV
Leie G e (Plad V) Jainall (e Ailall

P i e aaY cuda i 13 )58 dluada A Las i) (2l oY) Glry (158 8
(30 Om (e a5 Jenisa (e ST gl el (il o) Jaa Aadld Lils (2l e

eﬂ\@@&éié!éd}.ﬁﬁ‘ﬁ)‘ﬂ\@@.ﬂa -
ol b Sl A b S el )l -

(100 Jual o 1-10 sl ki al el dadld Al &l e
Al sl ean e sl ) el (Bl olai 8 55 G4 D s Y 523 (hypothyroidism) 48 sl dee ) s -
‘a_é)_ﬂ\ 3%l c.\.)i ua;;ﬁ ‘; &L\\).\;uﬁ -

SAS LAR APL AUG V5



Dbl (it ¢ean Wlall el dgall 8 ghad) 8 Gl e () e Y1 Jails 8 ;(Cholecystitis) ) el uS Gilgdl) -
() Cpnadl g als)

ol b S (5 sina 3 S Lalidd) -

58l Jans i Jls -

Ay Q8 gy, -

(1,000 deal (10 Janiin 1210 sl yekai ial o) dadlds cand dsila () 2
¢ paal g cala ala (SI0 Jgn o sal) (385 (alads) ¢ idae -
Ay s Q8 G235 iy -

Al Bala dila (2l e

bl |l 8 el g oy 55l 5l 3N (B 4y gam ) (232 8 53 (ANaphylaxis) sl dadll 2, Ge g 5 -
to sl I ) AR 0 e pall larua e

Ylen) ¢ Lldie dylall Gladl 8 Lilad Wl (al je V) Ganais 3 :(Pancreatitis) oabsull se gl -

Ao s gt ()l 5 (e () oaiell s Alall ) el e (e Y1) Jaads a8 :(Hepatitis) aS) Gl -
‘@la‘ujl d}: ASa Coem

thalatia ye ld alais ya, -

laxS ) nad Gy 3 ) o 3808 sedll iliall dlaed (alissl -

oOel s Sl Gl je V) aal culaa 13) 1 58 cluda s

ts Al Al pal sl
Usina Llle Gl eVl o8 (5588 200 Allaial) Gl eV e Lila Liajle @ pia) 13) G yadd) 5l Jasall ccaphall Syl

(3 e O e 3l 5 Janusn (ga JST (g0l elai Gl sel) lan dadldi Al (2l 21
e -
tohdl 8ol -
(okie -
tllag) -
f gl Sleall Ld e s -
eg\u -

(100 dusl (e 1-10 2 ek al e ) dadlds Al 2
¢(Dyspepsia) alakall Jsbis 2y ol i #le ) -
tohall £y gl -

e -

£ Ol -

S o8l 8l -

4340 -

cdngdll ylasd -

2l elal G gad 8l yuas -

¢ e dl) hadlg -

toutiill 3 Gua -

(Ea -

e Buail B S8 al (s Ga e (e cule 1) gl Ailad) Gaal oY1 e i B 13) ddailadl Gal e aal ek 1)
Joudal) 3 Ll

" A sl 73l G Al al e ¥ e gV al e aaall e dailal) (al je YL Al 3 51 5 ¢ 3 (S

o= g3 @iy Se s lainl ) dea s 3l (Www.health.gov.il) 4auall 315 5 a8 sal daus Il Andial) 8 3 s sall
https://sideeffects.health.gov.il ;a1 ) Jsaall e s dslall el eI

) 5SS ol e e (58 4S50 £ 3 (S IS

SAS LAR APL AUG V5



Safetydesk.israel@novartis.com

fal9d) (3A iS5

‘dlsla‘}(\ }\/}JY}Y\MJJJ\AAJLSAJ\ d}l_u.auc \Auu ‘dl’-‘u\s‘uj‘ﬁ\ c\deS} s;\jﬂ\ \&Ls;uu'em.ul\n_\l;:a
g_\ukl\wmﬂg_\wa_\ujd}\sﬂ\u.muy M\g_u;.ubsmj

33l e allll (exp. date) dsduall eledil Gl s o sall Juenind giad
el s e Y s sl () o) DaSlall lelil x5

. j&ﬁ\hjﬂ

(2-8° C)‘um‘@uﬂﬁ-ﬁ‘ X

Aanill ey

e sall (e ablaad AlaY) Al Jasa)

Rl e b 25°C e J8 50 a A pa LY Gl gl 0 33 (S
_aMJg\J)QMLAﬂu\&._\H

A e et THhd) o ciliy e ety 481 Culaa 1Y) ¢ sall 138 Jlartind jean Y

e bl GliSay ol 48 jral  Japall i) _@)m\ug@\@}i@,ﬂq)@ug‘@aﬂmQwaxszs\)ﬁ{y
Al e Blaadl 8 @l ghadld) o3 aelid Alesivadl e 3 50Y)

Ll claglaa .6
1ls Ll o) gall o giny (ARl Salal) 1) AdLia)

Poly (DL-lactide-co-glycolide) and sterilized mannitol :(3,5,%) G sawe
(U.\.uu DL\M 4\.\3;.4) ‘—UJA
Carmellose sodium, mannitol, poloxamer 188, water for injections

15 gl XN Mg ¢ gl gay i

Bline diina b ild o ol il il s sl anae cadall 55 )8 8 L DB 30V ) Jile Gl s (el (3 sl 8l

) :A};B}Pdséju
_MMMGMM¢€):\.'m)l\OABJ\‘MJ:\.ASMZ\:\LLEABJ‘MCA&ABL@i—ﬂﬁh\J:\:\;l;jﬁjjjﬁ -
cnde Jle 2 sl g dadallan uiSa Bl g Aalal Bala aa gl Aapde caals ) e Blae ¢Jlo 3 Lgian Aliaa -

LRl saa 5 el 3530 555 5 )8l (e Liayl (el dalia 4S50S Cildae (Buba A e Glliae diaall 55,5 )80 -
13 sall g Joadll ala
“—‘.—.‘-’\ 57126 w.o= Lo Sl ) (s H g3

2024 J b i

Aaall 5 ) )5 8 canll A 90V s A 6l sal) Qo a8
112 50 29488 :&la 10 ¥ it gl
112 49 29489 &l 20 ¥ (it gl
112 48 29490 :&la 30 Y il gl

i) DISD Saa o) 5allé 138 ae K3l drpay Gaill 3 ) 5 Leligasi 9 5 ) 038 Be) 8 Japusi]

SAS LAR APL AUG V5



1hih ;hal) aBlal) 3) 3Y Blra ila glaal)
The following information is intended for healthcare professionals only

How much Sandostatin LAR to use

Acromegaly

For patients who are adequately controlled with s.c. Sandostatin, it is recommended to start
treatment with the administration of 20 mg Sandostatin LAR at 4-week intervals for 3
months. Treatment with Sandostatin LAR can be started the day after the last dose of s.c.
Sandostatin. Subsequent dosage adjustment should be based on serum growth hormone (GH)
and insulin-like growth factor-1/somatomedin C (IGF-1) concentrations and clinical
symptoms.

For patients in whom, within this 3-month period, clinical symptoms and biochemical
parameters (GH; IGF 1) are not fully controlled (GH concentrations still above 2.5
microgram/L), the dose may be increased to 30 mg every 4 weeks.

For patients whose GH concentrations are consistently below 1 microgram/L, whose IGF 1
serum concentrations normalised, and in whom most reversible signs/symptoms of
acromegaly have disappeared after 3 months of treatment with 20 mg, 10 mg Sandostatin
LAR may be administered every 4 weeks. However, particularly in this group of patients, it is
recommended to closely monitor adequate control of serum GH and IGF-1 concentrations,
and clinical signs/symptoms at this low dose of Sandostatin LAR.

For patients on a stable dose of Sandostatin LAR, assessment of GH and IGF-1 should be
made every 6 months.

For patients in whom surgery or radiotherapy is inappropriate or ineffective, or in the interim period
until radiotherapy becomes fully effective, a short test dosing period of s.c. administration of
Sandostatin is recommended to assess the response and systemic tolerability of octreotide prior to
initiating treatment with Sandostatin LAR as described above.

Gastro-entero-pancreatic endocrine tumours

For patients in whom symptoms are adequately controlled with s.c. Sandostatin, it is
recommended to start treatment with the administration of 20 mg Sandostatin LAR at 4-week
intervals. The treatment with s.c. Sandostatin should be continued at the previously effective
dosage for 2 weeks after the first injection of Sandostatin LAR.

For patients who were not previously treated with s.c. Sandostatin, it is recommended to start
with the administration of s.c. Sandostatin at a dosage of 0.1 mg three times daily for a short
period (approximately 2 weeks) to assess the response and systemic tolerability of octreotide
before initiating the treatment with Sandostatin LAR as described above.For patients in whom
symptoms and biological markers are well controlled after 3 months of treatment, the dose may
be reduced to 10 mg Sandostatin LAR every 4 weeks.

For patients in whom symptoms are only partially controlled after 3 months of treatment, the
dose may be increased to 30 mg Sandostatin LAR every 4 weeks.

For days when symptoms associated with gastro-entero-pancreatic tumours may increase
during treatment with Sandostatin LAR, additional administration of s.c. Sandostatin is
recommended at the dose used prior to the Sandostatin LAR treatment. This may occur mainly
in the first 2 months of treatment until therapeutic concentrations of octreotide are reached.

Instructions for preparation and intramuscular injection for Sandostatin LAR

FOR DEEP INTRAMUSCULAR INJECTION ONLY
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Included in the injection Kkit:

b
a = >0
= i
i C
&“ d
= -
a. One vial containing Sandostatin LAR powder
b. One prefilled syringe containing the vehicle solution for reconstitution

c. One vial adapter for drug product reconstitution
d. One safety injection needle

=
&L

There are 3 critical actions in the reconstitution of Sandostatin LAR. Not following them could result
in failure to deliver the drug appropriately.

o The injection kit must reach room temperature. Remove the injection kit from the fridge
and let the kit stand at room temperature for a minimum of 30 minutes before reconstitution,
but do not exceed 24 hours.

e After adding the diluent solution, ensure that the powder is fully saturated by letting the
vial stand for 5 minutes.

e After saturation, shake the vial moderately in a horizontal direction for a minimum of
30 seconds until a uniform suspension is formed. The Sandostatin LAR suspension must
only be prepared immediately before administration.

Sandostatin LAR should only be administered by a trained healthcare professional.
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Step 1

e Remove the Sandostatin LAR injection kit from
refrigerated storage. 30 min

ATTENTION: It is essential to start the 20°C-25°C
reconstitution process only after the injection kit
reaches room temperature. Let the kit stand at room
temperature for a minimum of 30 minutes before
reconstitution, but do not exceed 24 hours.

Note: The injection kit can be re-refrigerated if needed.

Step 2

e Remove the plastic cap from the vial and clean the rubber
stopper of the vial with an alcohol wipe.

e Remove the lid film of the vial adapter packaging, but do
NOT remove the vial adapter from its packaging.

e Holding the vial adapter packaging, position the vial
adapter on top of the vial and push it fully down so that
it snaps in place, confirmed by an audible “click™.

e Lift the packaging off the vial adapter with a vertical
movement.
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Step 3

e Remove the cap from the syringe prefilled with diluent
solution and screw the syringe onto the vial adapter.

e Slowly push the plunger all the way down to transfer all
the diluent solution in the vial.

Step 4

ATTENTION: It is essential to let the vial stand for 5
minutes to ensure that the diluent has fully saturated the
powder.

v/

Note: It is normal if the plunger rod moves up as there | 5 Minutes |\ 4
might be a slight overpressure in the vial.

e At this stage prepare the patient for injection.

Step 5

e After the saturation period, make sure that the plunger is
pushed all the way down in the syringe.

ATTENTION: Keep the plunger pressed and shake the
vial moderately in a horizontal direction for a minimum
of 30 seconds so that the powder is completely suspended
(milky uniform suspension). Repeat moderate shaking
for another 30 seconds if the powder is not completely
suspended.
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Step 6
e Prepare injection site with an alcohol wipe.

e Turn syringe and vial upside down, slowly pull the
plunger back and draw the entire contents from the vial
into the syringe.

e Unscrew the syringe from the vial adapter.

Step 7
e Screw the safety injection needle onto the syringe.

e Gently re-shake the syringe to ensure a milky uniform
suspension.

e Pull the protective cover straight off the needle.

e Gently tap the syringe to remove any visible bubbles and
expel them from the syringe. Verify that injection site has
not been contaminated.

e Proceed immediately to Step 8 for administration to the
patient. Any delay may result in sedimentation.

Injection sites

4 N

o

Step 8

e Sandostatin LAR must be given only by deep
intramuscular injection, NEVER intravenously.

90°

e Insert the needle fully into the left or right gluteus at a angle

90° angle to the skin.

e Slowly pull back the plunger to check that no blood
vessel has been penetrated (reposition if a blood vessel
has been penetrated).

e Depress the plunger with steady pressure until the
syringe is empty. Withdraw the needle from the injection
site and activate the safety guard (as shown in Step 9).
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Step 9 N ‘
e Activate the safety guard over the needle in one of the Q
two methods shown:

- either press the hinged section of the safety guard B

down onto a hard surface (figure A) 4
Q

- or push the hinge forward with your finger (figure B).

e An audible “click” confirms the proper activation.

Dispose of syringe immediately (in a sharps container).

D ﬂ
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