| VERZTB | 09

1986 - (| iaiuws) dolwall dakail w290y lgiuall 6 i
1065 Culo 42109 (§99 £l9 Al Gouy

&lo 100 guizj &lo 50 guizj
ddlao Lol adlao Lol 8

:lgizaS9 alzall 6>l :lgizaS9 alleall 6>l

‘e uo,d JS seix iole oS JS sy

abemaciclib 100 mg gl 100 carlSaaw Loy abemaciclib 50 mg glo 50 el Loyl
&lo 200 guizj &lo 150 g8

adlan Lol adlao Lol

:lgizaS9 dlzall 6>l :lgizaS9 alleall 6>l

lole uo8 S s lole Lod S s

abemaciclib 200 mg  glo 200 culSuw ol abemaciclib 150 mg  &le 150 ulSw oyl

2id19 "eloa)l G850 o puud (€ dago logles" 2 Al bl Lianiwall (S duwbu> Gluusg dl=d e Slgo
"adlo] ologleos" 6

o€ 65290 wlogleo e 6 il 04 g .elgall Jlasiwly eadl Jid W9 lgule Li> =an 6l 13l
Jwall J ol cadall ] azi8 @S| aliwl cba) cols 13] .elgall
00,309 o 30w s < 1y o) Li> (g oy 38 @Y 10,5V dass ¥ .o 0 el oy clgall 1id

Celoall aci ) .1

JSaall satll ol s

HR J LoVl SSsall sl oo ped) cudll cuslll) JoSo 2MsS 220 o igo,® 2ME 2o 2ol guirind o
&0 human epidermal growth factor receptor 2 (HER2) J _u.lullg (hormone receptor positive)
ol Gy gaise jla39 dulx] d9laad adc

2Me a0 vy (Jol sy Lol gl Guw o bd ol ol gl G Jd cluwidl s

luteinizing hormone-releasing 2oVl puwxll lnisioll Gg0,el Ladl &o_jtiloj_)i logoy _i90,®
.hormone (LHRH) agonist

il 9l pagzall saill ¢Uo

Page 1 0of 9



| VERZTB | 09

=0 ((non-steroidal aromatase inhibitor) SM9 i & 5blog)l loio €95 o €195 go gl ouijud @
HR (hormone receptor positive) J _ulxl ,_,L.o..gl pasio SX Ulbojw oo ygiley il U.S:JU| T,
ngI w90,® 2MsS human epldermal growth factor receptor 2 (HER2) J qug

9l padio s Glouw o wgiley cuill GadWI O, 220 (fulvestrant) col iuyalgd 2o 2ol guijud o
human epidermal growth J _ulw9 (hormone receptor positive) HR J sl (hss S35 olouw
90, 2Me 2=y pe) Losall (9 pasi Ja> ¢pilly ‘factor receptor 2 (HER2)

J ] Gl 91 padio $x5 Obsuw (o wgilzs el eI Ml ilio 2] 320 380 pM2S guijpd @
w9o,® gMe 1 pgd uon.A” 9 a5 Jua> ouill HER2 J _uLwg (hormone receptor positive) HR

i 9l JoSo 2MeS Ol Jouin SVl s Uo 0l gMeS slauS 2Me sy s yosal

6.9 4 calSaull e saimall LS aYl oladas olall (5 pgVe @i sl oirud: e ollac] gia,

.(CDK4. CDKG6)

.(cyclin-dependent kinase inhibitor) ¢Sl e aaigall WS o) Ja.u:) rdxMell dcgozall

Algiuall 6 in 61,8 Lol oo 5Llog,l o lase 91 uanwSeol 91 il iuudlsd go gl guujpd 2Me cllac| xic
1xStio oS5 o) 13] el Jlwl &) ooy sl elgall

cloal Jlogiwl L9 .2

:15] elgal Jlasiwl giny

aosla) .cloal Lgoixy Ll 5,391 wlS,all a5V 9l abemaciclib aleall 63kl (L= ,)l) lulw> cus o
6 2l il dleall e olS el

eloall Jlasiwl, ddlois dols ol ,yizs

15] Jauty ellsg )l > e clinbo ,i31 saininhy Ml 23 S
5922l 5,31 wloMe 9l (8,28 igiuw o Liles wiS -
.6))_9y|,_£§a;_9.n) obiss o olall (9 wwle -

il (9 JSliso 91 a9, JSLino (po il S -

A 9l asdl (9 JSLiso o il S -

:adlio] olyyiss

9l Blaxl JI Jlewdl 8381 38 .0Vl Gasy (9 Duas 068, 28 @il Jo,e 98 Jlgwdl . Jlgw¥l o
o0 Liles S 13 anisjmis eMIl o J9YI il INS 08 Jlewdl alo) leguis LisYI edgll ool
Ml Blay| 9z nd J9 & 1830 adoilly canlall Iyoly 0l Joimall (o sty 2Nall JMS Jlgu]
ac,al aldss ol Llgs

cliagl pall MR Lassioll slasil .(Neutropenia — o¥asll alS) sliayll pl LM Jassio slass e
L 8385 48 6,ua3 s9ae oY | ells (538, 199 guiy iy M)l UM &5l ol 9@ (Neutropenia)
wolazsl &) jglas Ty 13] .2Mell JM39 b cliaw]l pall LMS slass saxs, ol wwldll e ooy .69l
o 94158 U9l e U8ge a8l alall ol 38 (ouisj s M)l NS cliaw] pall LM s 9
2Vl o JWI il 1as of Jd WVl ol dc I

Page 2 of 9



| VERZTB | 09

26 b Ml el 8Ll e Llas JSuin 38 91 Gl L8 55 Clgdl L] ssid $35: 28 .dugsy JSlio @
1850 a8eil; bl oy 188 oniy sty 2Medl JMS sl 9 JSlise <) cibas 15] .6Wgll ] 538
‘ Lilg gMall Bl ol dej2l Cadss s d Joli oo

Sl paxal o> ©logxd wulall $2 ol v 6uas S JSLine ) 9uinj 08 $282 29 SIS JSLio @
calall Jals; 25 ons by Mall IS 2SIl S Sl cla) & pols 5] suiai s gllall M9 Jid
Ml adg, of dc I

69l J] 5385 48 8 ulas dyged oz | auiind 5352 38 .ol Gulud ol 83,91 S dges cliiss e
o Jols & 830 9oLy ulall ol 269 omj ey @Mell WS dye0> oty cuol 13]

Ll dsgo gl oMl yeily il Ml alio S il (9 905 OLS0 guij 0 g 28 @

Maw > Lol,el" 4 al lail a8lo] ologleal

0gadlally JlabY
.a89,20 e JlabW clgal dclxig dodw

dylially Log=all

M9 2Medl b cliawl pall oS slasid Log=d Al s,2 of bl Ll cuziy

59 Ml b 2SIl paxal > Logxd Al oz ol wuddll Jle sy o

Sty M)l ey U Ja> soaxd el sz ol wabdll (e caud (ol e 6,0 s 13| e

&9 L J=9 59> )/oMelss

k)l 3B (dlall o MaSally dub da09 w9a 4,95V els b Loy 5,51 a9l 5380 <ol 9l Jolis s 13]

dapb e i o 53V 495Vl lis o9 53V 4495Y1 Jac sl e suirs 8 iy 28 el sl

19l S 15] calall i3l (ol Sy 6ua3 dwil> Joliel cumidly o8 Jac

dwouw | 385 399 coujpd) Lol o 2,951 038 235 ICYP3A ClawisY dsdlly dlawsiall wllagall o
a2l N gad dc,> alag dwlall oLeVl adlios Gubds wudall poiy 33 b k0

owi s M=)l JN J95LgSens e o il a9Vl Jsbs e glinoVl wox - J9sLgSens o

Lolasul J| 285 289 pall (9 auisjd wligime asss CYP3A laysY dowgio 91 498 wliaxo o
iy Ml SN CYP3A wloysY dawsio 9l 499 wliaxo J9li o,e glioVl ooy osisjd dlled

clos ks baic _Jawall ol wulall e oo e oo oSaii) a9Vl oigl dailiy taais| lelolin Ll 4,951 & ¢l

REVECY

eligllg elgl Jlasiwl
O99- sz e e olxiiey w99z I e glioYl v Lpleb G9u 9l o gainjud JIls S
ol (9 eloall &aS o 9,9l s 28 guinjmiy M)l VS

; o a.?.as.llg glﬁ.'e_,}ll Jaxll
Jlasiawl Jsb ool §wisins ol oy (gL, cpalalazs 91 42i 0 «lazs ol elalazs ol Yols s 1]
clgl
Joxll o
Jodl e olyslall el
Suipts Ml ey S Jo> Laxd ez vy -

Page 3 of 9



| VERZTB | 09

531 ol a2y gulwl 3 630J9 wguij iy 2Nl 6,18 M3 Jaxl gia) d=2b Jilwg Jlosiwl oy -
; ; S0 o 402
Suiimdy M)l 6,18 M Vol> w055 28 bl wasicl I3] 9l cldos 13] [gd wla)l s3] -
. X - gyl e
Ao gulwl 3 61019 uigj s 2Nl NS LoVl gia oY1 > I Jiis saia i OIS 15] B9 20 ud
om0 oo e,z 3T Jols asy JSYI
dgaxll e
28 . JJl sa) dggasdl (5 JSLis uigjpnd wamny 38 Guisall L9 oliles e ezl el J) Bl
ey @ 5o OIS 13] o sl JlabbVI Lls] e elijnd e LoVl 1id s,

e jiamimall b ass By ol Jd oSl Jusiv 91 @8ludl giny 15195 guirj b iy 0l Soall o

eloall OlS,0 o pud € dago g‘.‘:lo_gls.n

. o : JoSWI e o4irj 19 Soi

3] 59iSY e sgix auinj 9 Lol ol J s ol eiSW Jlai>l pac o gilss pdll @Ml Lélio e
2lol 138 Jols Jd wadall J] a2g5 Saadl (o dizo glesV Jlain] pac o Lilss bl wadall Il

o posall e oiijpd Soix
"pgrgall o WB" Uac sy ail sl uo,all (9 (&le 23) porgo Jsadde 1 oo JSI e clgall 138 soixy

Celoall | Joeiws w25 .3

S5l 13] Jawall ol cadddl 2o Lazall dlle Loy o)l Clawdss o> bils ol Jlosiw! oy
oziuall Ml daylog de,all lsi lawd ST

oYl o) 13] eloall dc > walall sy Ol Jaixall (o .1add ool La®>iuw Ml ddy log dc =l

Logy acludl Guss (8 Lyuss eloal Jolis oy

5] guinj 9 Lodl U9l giay .Lg=ly J9 o8Vl Lo 9l (g2 (&ion gioy Mol clg,\J:I &b ooy iJoll asy b
.aaJl 9l dacuais (6 9uwSo S

) Llel ae > dlasdl gub o0 <ol 13)
ad,¢ JI ol wdall JI g8 agid Uazl gy b oye cloll edily Jab o6 |sggi alo a0 ac,> ol 13
so cloall 8gac Lia>lg (o duisall LS is)lolall

ac, 2l e agsill daaclias dc,> Joli gioy (ol 135] ol saxall cdoll L9 eloall 13D Jols capus 13]
. daaniod |

)l il slizall lgidy 9 adlil dc,zl Jols

o)l duogi can> Ml 9 e Ly

o)l 8Ll &9y ac 2l s 9l elgally pMell (e @dgill giny «aall ill> e s Db 13] _i>

Page 4 of 9



| VERZTB | 09

okl g 2195 lgd J9lis 830 JS D aslonl a2l 09 ualall oo 58 oM S 49591 U9l gisy
L] dxlxy S 5] aulall

wodwall ol udall itiwld elgall Jlasiwl J] dpuilly &8lo] aliwl b cils 13]
awll ol,eVl 4

iasld 6218 e pouas ¥ . poriamall oo b Sa) > (0,0l 04irs 8 Jlosian] casanny 38 (8,959 geaxS
Lgio Sl o iles YT Joizoll o a2l Sol,eVl

: e 83 il ool ) s 281 ol oSee

ws9azll ol Blazdl JI Jlgwl 938, 28 .oloVI Gasy (8 ulas 098, 28 @il il Jose 98 Jlgw] @

299 guivjusy M)l WS giliv ol 9 (Neutropenia - o¥asll dld) cliayll pa)l LM [adsiio slass e
8ol Jl 385 ol uSaall o 8ubas s9ac SV LI s 838,

sl 9 JsLino o

928 38 o bl e Dlas JSin 28 91 cuis )l (3 51> Glgdl ] sinjnd 5381 28 g5y JSLine @
8l9g)l

285 39 Ll 6oz dg05 Lt ] osiind 380 38 o)l b (B 9l 6,091 (B dgod iz e
ECIN

3] LoS waulall ] azgill oy

1 Bilow a8 s e po,2> ] (uobug) Jio) Jlgwdl 2V elos Joliy Il 93 5ln o Ll cis™
) o bed culdll azgig

&g3uull Jio (5928 oY 9l cliayll o)l LM Saasio slass Lolyely clole oo ilss ciS o

il dgxll 9 pll il o jeeis iUl JSLise) &I Sol,eVlg el sas] oo (slei wiS o
slizoll o ST dgguu gl (il wloaS 9l B oYL wasgidl ©lasd (ol dalnio (o Wl

wusis s a2 )l ol Cuadl (8 glasl 9l pll :pall Lisa) &l Sol,eVlg el sas| oo (slei wiS o
A=y D 6059 @ pudis gaall S pll

S 13] ed wudall g oy L6l e Llas JSuis (il gais)l lgdl olyel oo Lilss ciS o
B0 9l Jusiill oLblaol : Jasis (il 639290l Lol,eVl pdlas ol (Guaidl S JSlinal 800> Lol,el,
oxall U9 pll a2l 093 0o 91 2o Jlouw «usiill

do ol SIS lgadlive ces dwl> ol,el

w

| saill b

91 20% sa) el Lol,el) 5blog)l dnsio 91 CutauSool 2o oally oxisjd) Lliml LisVI awlll Jol,eVl o
588 olie eliagl el LIS sac Jolasil coass woVas)l &b (s9ae oY Jlgw| (@Ml alio o LisT
Elaog pall

5blog)l Jaio 91 uduuSeol go ol guisj iy Ml alio o0 LiST 91 10% A gl awl> Jol,el o
(stomatitis) aall (9 adoliall asdall (8 Lledle 8ui5 Olie (Jlgw| i ningll 5lel S clbliol -
S9ae WY 1olly s9ae VB> -

Page 5 of 9



| VERZTB | 09

s dole oLl -

2195 (glawo i uasll jlel S oLkl -

gidl Lass dasilly saVl S ollol -

.(alopecia) 2l ladlus zalo Al e dsuVlg Al oLlol -

5blog,l Jasio 91 (wasnSeol 2o 2oL suirimiy Ml Lilio o 10% oo JBI s gl awl> Jolel e
B9l awl> 9 0 ool 2l byd LSVl S L0 (dyspepsia) piagll 9 JSlin 4aS>
plaas¥l VB (sl Ll ol (ILD — interstitial lung disease) > s95, Lo (dysgeusia)

.(VTEs- Venous thromboembolic events) s gl s,

oilSIl gl | iguiss by 2Nl Lakio 0 LiST 91 10% sa gl Lill dsiall clog=d 6 85l pils o
LMl shass Jolasl (eall a8 (pall 5 oY¥asll sl Jolassl eliagl pall LS slasi jolesl (el (8

Al U3 (AST 9 ALT) aSJl lags] glas,l el U3 dg0)l pslawall slass olasil (el U d9laayl
.(hypokalemia) paJl 9 pguwligll o LodSio Sgimw

el of padiall saill Uo

91 20% S ,gls Jobel) g i 0 blog,l asie 2o 2ol suini b il LSV dwlall Sol,eYI o
dlas suis (o3 Lid olal L9 i (ol wsoae Y s o Yasll @8 Jlgw] (pMell akio oo ST
slagl pull oLS shass Lolasily dsginl alé (Alopecia)

9 i 36lo9] Losio g0 20l suiiwhe 2Nall il o ST 51 10% 53 g il Uol).cl .
ol 585 ol 5 all volié «Jlgu] umaell_,lle S bl

L3leiVl awis (o0 s tdole oLl -

&> (sal> zab (Alopecia) yeuidl Jadlus tdall o dsuwdl (99 Al LS olbbol -
dsgidl olassl 1aiailly SaVl L clblaiol -

) il 9 solassl i sl ogxall -

(o 00 Jlew Hauall e (99 dundill $)ball (S oLl -

19> i masdl lgall Ld ollliol -

Sauoll Sl plasVl oY 1 Sag9miw e jblog)l lags go poally gusjmd) adlo] awl> ol,el o
.(VTEs- Venous thromboembolic events)

ilio oo LisT 91 20% o) ek Jol,el) colyinudld go aoaly guijud) [Coudts LiSYI dwll ol,eVl o
Y wlie (ol ol,S)l ddg (oYasll dld) cliayl pall LS Jassio shss wasi Jlguw] (@Ml
ovb plly 85 Y gl A (el a9 (ladl (S pll (5920

el iundled 2o 2ol gais s Ml Lilio oo LiST 91 10% sV o b dwl> Jobel o

Page 6 of 9



| VERZTB | 09

pall S bl sliall Llgdl buis pladl (3 @l olie Jlgw] i paingll slel S cllbiol -
(pall Clgdl)

89ae WY iollo)g s9ae VB> -

0> dalae @039 s tdole olblsl -

gidl Jolasul :@asily LoVl S olbkol -

Jlew Haall e (9 il §)brall LS clblaiol -

Sal> zab &8> ((Alopecia) yeill Jadlus taall e dasawVl 99 Al S elblsl -

2195 1S9l dwl> s (wlll (S pll i uasll sl (S oLl -

il 9 solassl i sl ogxall -

VTEs- Venous ) _olowas¥l sa,ell 5l oV 1l yiuiled 2o aoally g mb) adlo] dwl> Jol,el o
.(thromboembolic events

oo ,iST 91 20% s Lglas Loliel) cloall 31l pMeS asllac] ic guiyj ) leoud LiSVI awll jol,eVl o

ald) elial pall LM Jassio slasi (ol pll daggidl (9 Jolassl (olie wwss (Jlew] (@Ml dlio

el milaal Jaskie sl gluwo ey 89 (s9ac oY g (Neutropenia - oVaell
.(Thrombocytopenia)

elgall o3>l pMeS asllac] xie guij by pMl ilio oo LiST 91 10% sl ¢ ygb awl> Jol,el o
cliall Llgill pall 9 Blax «Jluo] duii ol L9 all colie Jlgw] i paingll 5l 8 clllaol -
(pall Clgdl) pall (9 bl
892ae WY iollo)g s9ae VB> -
o>« lasle olbbol -
Blax il Jolasul :digilly JaVl LS ool -
Jlew Haall diyex (39 il 5)lxall LS lblaiol -
(Ghaso all) Jasall (3 ol ioMaslly alasll JSugll dul (S olblaol -
5195 (8931 &wl> s (£lao 1 masll jlel S ool -
.(Alopecia) jeill 1adlus 1@kl e dxauwVl 99 Al S ool -

sl 9 Uolazl 1dy uall Log=all -

OilSIl gl | toutns by @Ml alio oo ST 91 10% sa e dciall Logxall 6 agliiwl sl o
LMJ1 sy Jolassl (e 529) bal el (5 o¥asll slasi Jolassl celiayl ol LM Lolasl el (8
23l 8 (AST 9 ALT) asdl wlaji] 8 glasyl ol (S miliall shass olasil cpall S dglaalll

489,20 & & uier Gaguuill A2y ADgd dwil> Jolel o
o)l 9 Llgdl ol (ILD — interstitial lung disease) (V> o5, Loo gusill jlgz L9 ool

ebded &l $ 10530 _u Ll Lose oo caile 13] 9 awlall Jol,eVl a>l pdlis 1] sl Lo se gl I3]
wadall 8 Lisiawl

Page 7 of 9



| VERZTB | 09

bl GoleVl e gV

iz dwl> Lolel e gldll" L)l le haall JY5 oo dwl> Lolyel e dxall 6,059 gls oSaall oo
Ll Aoz sl (www.health.gov.il) auall 6,139 2990 (8 dwus,)l axaall _le 39>g0ll " sl9> 2Me)
https://sideeffects.health.gov.il :layl )l Je35 e gl cawlx)l LoleVl oo glill coiVl e 6, losuwl

Celoal o s .5

49, Jxog sal Jslio oo ey (3les olso o9 o3l elo> JS_g cloal 13 las> oy 'MI wixi e
ool o 820 Olodss 09 848l s Y . ponit)| iz 1389 (JlabYl 91/9 Y9Vl

iy a>Nall elgsl &b .6gu2ll Jle L@l (exp. date) a>Mall elgsl &b agy clgall Jlasiwl gioy o
il Guss o 3Vl pgdl |

.30°C o0 J9| 9 ezl Ly e

oVl sguell 8 bhaxll Ly @

oo walBill aass ] dwidlly _Jawall Jlwl .o Mogall dlw 9 91 L 3uall G all obo 5 4,95V clal] giay o
al e blaxl (8 Jilwe)l 0i® aclus .JlasiwY] o a5 o) Ll a,95Y

48lo| ologleo .6
Gayl celga)l soixy cdll=all 85kl J| adloYl,
microcrystalline cellulose 102, microcrystalline cellulose 101, lactose monohydrate (lactose

hydrate), croscarmellose sodium, sodium stearyl fumarate, silicon dioxide (silica; colloidal
hydrate; hydrated silicone dioxide).

200 mg:
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