55l haiige JAT Glhaal gl Sl pand) gkl (anll 3l .

Aedl

& zle 3l omindl (gl eIaV) G JIa cJla ol sal i) ) ghas

Jagall e Sl oyl

Ol paal) cadll can gl) L)

ol 30 ja Aa 2 g\l 3y 28

S 7l e (e 5) 2 e ale gl ilandly (iisa) o

a8 2l il 33 il s A pla ) o

okl @L Jie r‘“ .

O On et 1041 N el Gl el) B0 Auils (al e

(10,000

e Aal) e Wgsaall cliagd) adl LA Gl e 3 Rl e

bl gl

sl paad aliall ¢ s el (g5 e 1A

pdll 8 Sl Aadiie iy gise o

S el s

Aalalall alaadl

Neuroleptic Malignant) ¢lal sbiad) o) sall 25,411 4yl

o o sl e gmliasl S ol @l (Syndrome

Claall 8 jahad alea s dadl 5o

A3 o sl padiia 5 sina o

ol il )

Ol Apalon 8 cGaiad) Anpan (ol AS e (B Gl hl e

¢ suall

L e Al 05

u-uu“ B Based G A eila ) (A pes R

sl ol (il e 5 508l aae) el 3l saa

Gl (8 lia) caladall Bl Ao o)) Glgall

Alladl 3 JSLie (& suall 8 JSLia ¢ )l (ga dad jia Ol gaa

Hyudal)

slaa) Sl (el S & gl

o(Aad) A asen Jud 35) (558 cel 5l J\A,_M\JL“,‘@A;@L .
Al e cilaxS calal 8 JSUie calal) Jhas

Claall b YT 5 Al CLIYT a3

Ll o) sind 3 Sk o

Omall e SIA) el adiai o

gle YL la) cauall 3l a da yn pRliss) .

(SHall) Coiaadl s sl ) il o

On 1 Jatin o JB 2o el Gl el) 1aa 5,00 Aydla (il e

(10, 000 Ox

Ol e oS Aaialall e 1)k JR5 Clisliaa o

S gy Glall dedy 8 AL Cmaas bl st Jad ) e
diil) b g

Aia A1 ey s Jad 2 Sy of (S i 500 GV B e

Osdpnn alse Gl 23l (Bie ool Ui cgsn )

A2l Gay el Jed o) Ggas g pdll Goob ge slleYl

B FLE (galy mila (e Alad S 1) (g il el gl AN

Jad o) cladle o oda oY (bl B cligra gl ASa (Gl

sV sy Las camgl) Sleall 8 dliasll 48 5all alasil

Aalyn ol () @S Ul Aal ol cpiedl 3 JSLae

Intraoperative Floppy e Alla daaad a8 ¢(aludl) <) <l

P a5 sameny leaind 1) Iris Syndrome (IFIS)

Jeald ) S al jal g guadl) elle IS 13 3 A ) AN ey

b el sall clanin 13) i Al (g g ) Jexiod @S 1) Galal)

B AN ey

eyl aly o Gl o) digre o8 e sl i Anla Gl e

HE RS
Lleall Cslhadd) g sl (e eliapdl adll LS sae & o (=ladsl o

Gl (e

S ol caa g adll 8 AL ey Gl dla n Jed o) e

& oalal Ulaly alall millly dSally il Gavay cgluall

2l ok

bl anall (e Sumy 13a da s JSs olall o

DSl Sl sine alaly (G ge p) pall (B Ol il (5 s LS

(e

ladll b &y sanll Ay V) 3 A o

Al 4lany) e

Ol e g AW Aam i

b ae | puad) a8

bl G elie (385 (Al 2 i Jaim - (3))) LesS Ml

gyl

ol Aga s S JEBY die Byl Yo Al s

Olalll Flaml 2]y 58

Ba a8 )

i) 3835 .

Unl e e Gallaty o8 sl s

Dl b aasl) i)

Oells Ola M (825 0l (s

sl Glass¥) Gl e

sl el

A (5 Sl S ¢ S

(ps) ol oall) (a il yand

(Stevens-Johnson Syndrome) ¢ s sa- s 4a 33k

Toxic Epidermal) eeill s il 45 saial) i) &

(Necrolysis (TEN)

Gl & il abad) ) il g (SRS el

BEYIEN
(EFESER
Thrombotic) — <l ALE 4080 4,58 40

(thrombocytopenic purpura

J Sl ezl o Jaids (Al aise 3 pha Jad 25

A 8y JIS A s 5ed a5 ¢(Alay ) AaS (il shins)

S Jad

Gt - sl ) el Judl z 8 (al el e glall 5 e
Dslesinl cpdll 3l Ble g (L3S - ASall yues
ol dejn e i b levie (s m s Slaidlive
el sl

(Ala i) i i) () oY) aal B8 1Y) aila (e g 1Y

sl B i elidad 3 A0 (B SY ol il (28 (e

Al (al e ce Aalal)

e bl Aol g danall 55055 dasla alsel e alad) YL

& s sall "l 2Ol e dyils (ml el e galal Ll

<5 (www.health.gov.il) Asall ) )5 @ sl 4t )l dnsiall

Gk g sl dails Gl el e glall Al 5yl ) as s

https://sideeffects.health.gov.il i1V ) Jsa)

Colgal) (Al an S 5
1y Glae S 3 adain Cany AT e 90 ol 5 ol sl 138 Tannl) ial
Ay aeinsy dlae oo s g il JELYI i/ 5 2 ) sl Jsbiia 0o

bl (e dag pea laled s 5l et Y panl) aiaie

sl (exp. date) dsdiall slgiil & U aa ol sall Jleativd S50 Y
el G a5l ol Y A dlall elgml g )l ey Bl e
Alaalls (8°C-2°C) i chs s o cpaill Gany 1on Al cag B
Lo sall (4a

Adla) claglas .6

1 Ll Alladl) salall ) ABLaYL o) al) 5 giny
poly(D,L-lactide-co-glycolide) :5 sl 4l &

Gl (S Ganadall Cudall

Carmellose sodium, sodium chloride, disodium
hydrogen phosphate dihydrate, citric acid anhydrous,
polysorbate 20, sodium hydroxide, water for injection.
) s giaa 9a Lag gl gal) gam i

: alal) Jaidy

sonma) Gsame L B pa A0y o

Gles (58 Ganatdl) bl G e 2 o (5 sind Aline

S Alae 8 (Al ¢l pumd el By e

b A gall Aliae b Al ) joen el 55 @

ladll zla 3l (e de sian O 50 g o g i3 Gl 5 il Al
A5l Bsmasa o g5ty sl (Sidly a8 (sl Sl s
o) ) @ ols/payl

Ll e slas e g5t zla )l e Ao siae Al

L ss el o QUi ) il ld 4l gie g gheaal) aud
ofy gl ume il sl ailgiey L) cala sl
Ll B 124 aaisla

Aaial) 8 )y A ol Aol Ja (B 51 gl Jaais o8
173-17-36592-99 :&le 25 a85 (5% yaen )
173-18-36593-99 :ile 37.5 &l ()52 mn )
173-19-36594-99 :ile 50 s (552 s

S Aaay 38l 3 Aelia cua el il Jagadl s lavsill Jal e
Ol M Ganadia ol sall old dlld (e p2 ) e
Anall 3 )55 iy Bl 2023 s sl sa (o 84N Al o

Llaal) ci il o g jaaiual) oo claslaall (e 2 5al
T a1 ) gaanal o Sl g L all Ay pad) dallly
For further information about the medicine and
for updated patient leaflets in English, Hebrew
and Arabic, please scan the following codes:

PR
Elrﬂ'.' ol

37.5mg 50 mg
Algiuall 5,d0 o Joanll L) cala ) 43l (S
053 e dylalVl ds sbal
8, diils e gl Tevacare@med-trix.com
1-800-805-005

You may contact the license holder for a
printed leaflet in English at:

Tevacare@med-trix.com
or by telephone: 1-800-805-005

RISP TEVA SYRVIAL PIL MW0623

teva

4 guadl)

ol ¢ SY 5 5 (s el Dl siane (AL )1 (85 (0 52 e ) oy
el 13 (Mhaslal Gl eI 4 sl i) By peadll Lo i S g3
LolKanS Qa1 (8 i geadl) e il

LSl Jlariand g ABLyead)

S AL e Y AL e s oal) e gl dlasll e ool gl fig a8
k) asiy of U8 sl Jlesiad 358 OO 5 haall cliSlal Jyads
e o) sl Al apy

O o) Jarind i .3
bl 3ol dlle caplall Glabd @5 Ly Jlexinl) sy
ol A ey A sall Ao gl e 13SHe oS5 A 1Y Janall

i ) Lasasus o Olell 8 5 450530l e Jall | uaaiasdlly
M‘;}\s}yngu@\ dals Lay ah5 ¢ sy ) by

Al

T g.kllas\.ulwa)sd.awur_w\ﬁtbﬂl

b .eu#‘ On ) el 5 e Gl Gulall 8 e e sl
ol e o S

OS bl Jals GEANy gle 25 o file agal A5 de sl
S e 37.5) Sl 4150 de pn ) dals dllis (S5 8 (e s
(#4250

sk el AL sy Jleinly Wayl caplall o el o Jaiad

(o Al e ) 2y Y1 A L)

L pasall A5l 33kt i

a3 e S0 4 ga de ja Und el glis 1)

On 81 055 033 mmn ) QAR Jlaatiad e g 5al) de el Ja i dlaial
(Dstaally 5f al YL Slte) il (5% s 5 Jlanind die Lellaial

1986 (<) paninua) Aalual) dakiil cun gay dllgtinnall dda § i
Jadh Cula ddim g oy o) gal) 138 (5 g

e 25 285 (9 e

e 37.5 i ¢y gh e

e 50 a8 0 9 e

AL ytians (M) (53 (Glaa ppuanl e s (§ gaane

1dladll G yal)
isle @de 25 @85 0 su ) 558

Risperidone 25 mgl/vial

Bl A8l 8 53 suen ) ile 25

tsle 1e 7.5 @l st pmn ) ¢ sing

Risperidone 37.5 mg/vial

5 _suall 43380 3 0 53 sy (e 37.5

tsle e 50 @85 O su ) (5588

Risperidone 50 mg/vial

b iall Al 3 0 50 e ile 50

Cilaglad - 6 i) las) dlladll e L el e Gilaglan e Jganll
i)

5l o2 (5 sind o) gl lllantinal J8 Lelgs S claaly Bl 8
o)l e dadle cilaglas e

all o Cudall aad i L) Al ebal @i 5513

o 9al) ab pulay 2By AN et ¥ ladle Jal (ha £) gl 13 Chuay 481
Al Al pgilla of el 1y ot s

Clatall s e SIS Bl g aat 38 Al sall A jall L jd VS B
e e lat )l casill () dae culad oo sl (5 e paliaal Al
Lpaidia o) Jara g Qlill 5 505 8 2l ) eDlianl) Cliad

Aaial) Q) 3 Al 568 Al sall ISR (pe Vs e cligls Gllia
Lol sl de pall Lo jh Vs hans of Sy DAY 5 (QT adaiall
WO o Upms Adlia) 2500 Jlesiad) die U

Uadlly o) sall ol a5 8 13) i ectibm Al Gial e ) an el L 13)
ae jumaly il 8 sl shll 20,8 Wl conlall U145 58
o) 53l B g

1o gl J gl e 13)

s cadall 5Ll Gaad aliiidl < gl

G elsall 1 s cans 13

k) L A ) 5ol 8 el

sl 4 e sl (3 A e Al gall iy

W) e 5l g all Bl s DU Lmaall lils e a5l ) i
e S5 Cadall 3 L) die

Ao all (e Uiy Gealal) paly ldaiall B Aea) Jol Sea ¥
el dalay i€ 3] el ) U a3 99 Lo sl By IS (A
Sl s el gall Jleatind Jsa Agilia) Al @bl @i 13)
all

Ldlal) (al sy 4

Laila Gl el e s ) B8 0 52 ) Jlentiad (g3 38 ol 50 gl Jia
Y a8 Ailall al e ) Al se) 8 aie Bl Y Cplexiuall (e e
L 2al5 gl G s

13) 1558 quplal) daal e iy

Jaid) cpla )l b Al a0 b dser s el il
Ji o LeiSar G5 o(dall G Lleals ol cahsi e e
&b Slsmay aall 8 W Gy il ) A seall e Y1 e
Bacluall A 15 8 42 b (al je Y1 odn aal ¢ o calaa¥ 1Y) puil)
Akl
m)immu\uj@u)admujq)sw@m;ﬁ
PRI u;x;)n B el a8 deatily o) Sl Silad
S gl sl e (Bhill) szm o ¥l canad) e aal 5 cails
aa g han 13 Aaeled A3 Wal jef oda ()65 88 5 a5 il (IS
Al e lusall A1) 58 4 53 ¢ ) 5] 03 (e

o= ol (5 a8 linil f (35a5 ctSlimal) lsl ¢ en S
3 (Neuroleptic Malignant Syndrome e <l jhual)
o5 b e ) gliag

G oal 138 ey ol 5l I3l bl dlal Caany IS5 Sl i€
o b e ) gl 8 ALl

OS5 8 Aa gl sfadl) (lalll 8 3l ) Y el S pa el i g
Lo sal) Jlenind ol ) dals llia

cAagl) caill 8 AL oan aal da pead Jad ooy elal s
b oaliaily sl gala ey ASAl udtl Gaumy (Oludl) 5l (8
Lba A ey ol Jod 3 ) aaag 285,00 GVl 8 ol
adll 335k e 053 sy el (B ilexid  (a o5 pme )
el Jad 3 ) (e lati ol

Al Ly yal s
On 1 Jaxlina (s JiS) 2ie gl (2 o) Ias dadld Agila (il e
(10 o

A3l Gl el

el sia JS0 5l 3 Ay graa o slieY) B4 pa

G s

dlmal) oty (ulusa] A all eday ol SOl Jiaki 1 i Sl
Y Aalall s AS el 8 shats b Uil ds ecdlanll alis
Aal il e Gilat ) cala e d s (e A8 ally el
Dl 15 (lalll ) s Al 235 Sl 5 all) 51 L 8
a4

glua

O o Oslerin 1041 de gl (2l o) daild il (2 e
:(100

Gl (O (e ) Slaadll Gl ol gl

1 5L it (e el sl llsall 8 5 (i)

R

AL S WS Y 5 g Gseell Clsie s ) @8 8

st (M a5 O s mally G (1 (S (e ) pall gt

sle Andi el GESY 5 5l S giase al el Jaids (Ll el

b s anl N J sl 8 Ay sea ol Sl - Jla ) sl

miall il oY) 8 (5 Al Al g i adde Alailaal)

omal) e caldall 518 il A zle 3L (i) - el gl

el 553 g AT i sl sl ) g Usil

sl oRleasl (ol g i) all A Sl dadi e e

gl 3 ol ) i el

On) ¢l chpusiall 8 5l 3 (mlidl dgnac a5l 3 JSLEa

) o Lmitie Ay 5l o5l ) Jaally

Gl Y s W shae ) Loy Ll ey 0o - (L3 sill JI) L s

e e ol dady B Gaell 1 o e ae e @) 3

Sl Sate 4t W) (R o) gl 8 Jlay Jid o 4Says) aal)
cadll il (A dals e IS ja el Gaaly Al @D

)l ol

s

(sl i 28 il A0 ) Y AS o - (AS all e ) Ll
el gl o) Aaiin ) Sie S a

cila )

Al e day)

Aag e 85 i

& e 03 Jakia ((yabdia o) baiia

¥l a5 Qs (Blall Al (i) Gpa

(oangl) Sleall (8l cpE hadll B zle 3l plal B A
) (8 YT g Al 8 Calia cavingll (& JSLoa (Jlgns) ccilons
¢ b

Oedall 8 Al alaadl b f cidliasll 8 YT el & il
dealial b i

(o) AL e 5,08 pae ) Jsal) e

¥ b JSlie

sanll g lasil

il e culall s

(i uall b zle 3l can copla ol cpadl canall 8 L)
(SR E)

Al

eyl o Y1 ASal e Jaisy () dibaie & Jad o

el (g sl iy ) e A g )

L

O Cplaninn 10-1 N gl galel) Aals 8 Ludla 2l el
(1,000 o
i) (B gl Al o) A (8 gl il il b sl e

sl Ul A gkl gl oy el (il (3 Gl
sl anall e s G A sf Alall 8 A Ailaial daae gl gala
(3 Boma B8a) Gl el da gala Gl (a8
Al @t (abscess - pel) Z1a
claall (5 sise b (aliadl cliagd) a2l LA Maad & (aliss)
LA daad 6 (oalidi) (il Glay) b aalid ) L) LDA)
&) eall aall
(et Jd 3
Sl il 5 Sl B asasas
Ol palaash 5 Ll ¢ g W 525 8 (2 gl laé
(inall) J s el sSU S 5 AN oy el Sy e B i)
Pl B
glaad e ) ) Jsmasll 3 Aysnn s ) (Uest) eise gl
ol S ‘(L‘Jlejj‘)

S5 SSoa - (Tardive Dyskinesia) Salidl 4 el g
e Al elal ol Gl cas I 85kl Aeald e Gl
aa sl Al ‘ULJ\‘;J@ALJJ@;\)}Y«JSPJ;JAAA;} [NgPWEN|
O M) Gl bl Sy of Jaing 158 Canlall el 8
‘ s
(e A8 5l A lad LK) g Ladl) )l o 5ad ilad i
elat) (ladid) o gl (ol
Gl canall (ga Aisa o) 3ol @l il 3 jlaull sl e adly
By ) JEY) e g sm e Soa Gul ol G
o ((Ghadl) 2SI b JSUie ol (i il ylaal (o gd )
coall s (,UJ Aall dpulis (8 paladd) (Ml Auls 3 JSU S
sl b Jaaiil) 58l ulea
g 3ol 35S (il 8 Calia (el Aamile gl il gl
Ol & ) yaal
CuidY) bl i) 8 ik o sa 8) A8 sally i)
ool g Aabia sall (8 Gl el ((aliiie e (8 ala) i lia
el (B2 g e Al jeS Bla sa il (g il ¢ 5all 5 5 5lal)
b hade e e Al 5,05 (il QT adaial) Alaia
(o Slel s s S5 yl) il (8 Sl el sgall and
(Sl ass) Lol e Al iy &) )
B A Gl Any ) JEEY) N aiiie o b
ccinally @B 05 ) Cslatia Gas Osime galidl el
Gl Ay ) Jladl JEY) die aple ey Bl
(costal
o) die i ) dlllall 8 oliia) (oadan s o e il
Gl B (g sas Ly 3
& Lsa Gl e (peatll Gl e 50l axe) 5kl e
ol Sleall 3 el b sl )
clall i ) pend calall b Calia clay 1S40 (pha) el Jails (ASa
B8 bl s calall () s
g2l s pall (B (DS s 1 S) CPK Clysiasa b pli )
Amal) & ) el 5l Ala) Ans ) ja%
A A all (Dl Cona ¢ Jualiall Flasl (Jualiall (sl
Jsl die T sl e 550l pae oJoill i g8
6 siall Gl & )yl

On Ol ol Gfaall pdayal) ol gl B gl 1 udas
LG b yall i Al

Ol ) (Gl sl AN G sladl G ) (ol
GBiay al sall jhadldin e JSTaa (Al Balias 4y sy 2300
AL Ll i AN (el k5 (5 e e

ol gall 13 aada £ oY 1

Gl ohaals (Ldsie) sbadll gl Gaade A5 o)
sl aladll

S Gl sl daglae ZMaS Gacada alS G5
Aoa el il @ gan 5als Jal e ccadadl)

Gisan 5l Jal e (JaSe B glae ZOS Gavade gl (52 ma )
85 a5 85 S i i e O silay (Al (sam el (sl Al Sl iy )
bl U Gl Y (e

D e el Cisliae dgaMall Aluadl)

£ 9al) Jlaxicd Jib 2

3] uanienal) Jlatioad s ¥

aliiad (05 ) Aledll salall (i) Dpulin @l Caa g
) ALY A& e Y S (Ol () )
Lpulusall Jed 3505 e @l 5 (6 2l ki) ol sall gile (5 siny
(a_all sl ‘A*La)!lu;}l\jgul&u]l 2, ey 8 Ly edda jidll
O30tk O 5% e n 1salse a3

1o gal) Jlaxindy (3lati duald @l ydad

e sl ) el ampall ey yad 1 cld jall el
(SVICTINITRY PN RV ROPRSWIEERS DR REPR
et i€ 1)l Jla) o sall GVl g gl il
S Gl 3 e JSUEe ¢yl pll Bt 23l 6 93) dpass )8
(9 sl o815 A i a3 L)
Onbad) Cpiuall ol 85 (s Jlexin) o Gllay o
Vs GoAN (e sl ) el oo jall (ol o o oAl
& il Gulea] o Jlad G Al A s s
W S el e aals s B Aala Gala 1l e ) 3 can )
Badd S b in ysall a2 aal G 1Y) il N e Bl (e
A58 Agdall 3ae Luall 1 4 i) Cand 63yl
Gl o Faiijall al) e sl (il @l V1 e Al aas 8
Neuroleptic eud s a5) slsall Jlaainl sie E3Laal)
el ) e g ,aY) kel Jeits 5 (Malignant Syndrome
SIS el s () JBail) Ay sl e Ay ¢SS s 8 0 S
Al s Jla) 517 58 Cudall Aaal pe Cand o yial e V) o3a i 13) ala
LS 053 e ) Janiad
5 A Y L W88 53 e ) I 3haall Jlerin) oy 8
13 s 1)) (Tardive Dyskinesia) 4ssl) 8 oalSa3U 4l
Undf Dl 138 Gaany o (S canlall W s il i ¢ gia )
gl ) 2y
Gl gla W i 8 05l gl ) Y s men ) s 8
AUl i 55 ) ai of any i e Uala 550
(P (o Sall Ayl giana) a2l 8 Sl Ja i cs Sl 2 5
s ey Oslentiany Al (sl (5 QB (g Sl B Bl
Gl o Gamg ) 8 Sl jp ciladle ) el caplall i o Gy
B8 053 ) Al G pa IS Al AL Sl il i Caplal)
5 s (e sl i3 e (e S S 1) ulall sl
OESY 5 Oseoell Sl (G el M Gsaoma g2 8
el 55l 8 JSLal e dgils Ul el o o) 138 Qa8
i sal il #am 5 elusil) ) 4 saadl) JSLia
Rase Rady Jiahy o) b e - asn)u\sn) KN RRE: |
Loy 3335 gall £haguall 3 3A) Cppall Aas pe g 55 YT Jaind (o)
o Jall) Gud) m 38 ol o Jating IS o sllaall aaad) ) (ool
Ol el ey 8 Les daljadl 2L 280 e (Gad) B skl
Jasind @il Caplall 5al8 (oppall 8 3a) jad o gt Jadads i€ 1)
Lol sall 12
sl Cand ¢ Al Ao ja S8 b 8 o 130 G5 ey Jaxins o 13)
O3 el el 8 adl) 35k e Jaxisal) (5 s 2
(s A A 2y esnea a8 35 Caay 5 0l glal g
A Gk oo detiudl Gsxme Bl & Cale ) i
Flml csala mide el La 13) Ayl Al saclusall Al 4n g3
Jrd o) cladle (S5 8 o2 (Y (ol A JSLe ol ASa (Glal)
RN (eamn

ld\ua.\hll).\ﬂei.uu‘g-\gm_)gcbwldﬁ

Lals calil) il 5 3 JIa (e el b caile 5 (V) et
13) bl b Al e 2 56 S Alladll () plii i)
Jlasind Gang - Qi) 8 20 560 Aladll 55 3y g0l Jamiad ciS
el 8 La) ey a8y 3ay AR () s e
mhﬁcwq}alw;ﬁ‘wgmwd@a;j
G5 52 ey Jlexind (e aady 8 (misiall aall laia oY caall
o daa (idl Ay sl e el 3G

R e el G oY) elilile o a0 aal e i el Sule
gl JBlie sl (s N5 s M Asen i ot pd Ay se
AR ¢ 65 08 il (8 A sanll AN sy ) ) slexiul )
13 W) eliandl pall LAY (nidie dlaed (ga onld) 8 Cale
Gsine 350 glaal (8 2 sd 4 (oAl Al Jleaiul e ans
) () e Aglaall Ay glladll) eliapdl adl) LBAD 13s (mddie
U s copall (5 5m 35,0553 apesn | slentinal 03l 2 3lall Blie
cebanll 2l LBA (5 sie pand (a3

e s S e ysadll Bae N1 ol QIR B i ye (e Slad S
dm }54 5 t)ﬂm;‘ s PmuL..u)A *—*ﬁw ﬂuywSJU‘

_c,u\ 2l e sl dasdla ) Aala llia o5

JSUia iy oo Jatain e dtles A8 jhas Jal e ol cian
&anbj?muuﬁ_gdsmj\uu_”m
YJ}A}\J}LA«ALAA.\\&::)A;MML;}AJ&AAS

Lol Lo 33 e ol ansall B 5l pm A 3 adaii 3 JSUie (g et S
AR K PPN PREPR I ERS

el (B OESY 5 5 (s el LS S Aal ye e e (et S
LOESY s dasi sa il s a5 <l a3 13

Al ol adll (Ll 8 &al ) Y S a (ga B e 3 Casile
B

Os8a) pall g Y 5N

BN PR\ R PV RN X g W RSPV WP RO ER R
el e Gle 18 (e Jl @il () cpia) sl 5

Ayl o e

Al AL s A sl 1A% clata) 8 gl (o) Jeaiad @S 13
aall i qulll Al Ad clila)y b Adag Gy Ayl
M s 13 Las Ay

) GM e wﬂ A Gpeliun Glhilias “*—}-’}SJL‘“

Lol e W 0 s > 3 B (Rse LIS Cilalina

Jas lo) Celpsall cilimals ia 0 suit Ul (i s g el 4y

(Lo st J)

Do 38 (5% e ) e U s Lgllaminn) el ol Jaiim g Mad 2 500

Jis (midie s st ) it all baa

(mnd) V) JBall s e el 25 5l Zlladl) s 8 3y 0

oAl Al cln Y1 il ey il laal b )Ml 2 el A

Asal 5l Jaall 370 i pemniin o ESY) Cilalias jladll 3alias

cospmlisll cp s seall) anall b Y (s siee e i g Al

(e

NSTBTS

Wl b s 5 Gataldy ) ¢ sid

0030 AV L g ol g peall g Slad Ll Janiasd 61 53) G Sl \S

S siue JI&y a8 o)Al 18 ((Trigeminal Neuralgia) 4s ) 2

o) (B RS O

(6152 Jlaminly (let Al Cl ppdad 2l I01) dyagus 5 5 58

(ADHD) 38 il 5 oLV (i il jlaal 73l ) 0 el il
it - gl JI3) asel) dasdl @ s gl el g gl

Pslesinl cpdll 3l (Bl ga (L3aSws - ASall sues

o aal desa o s Dl Latie sy Slaidlin

Osel sl

(RN JSLEs e ra g 58 2Bl 6 52) (pansS

QUESY) hiliae (oS gl oSyl Jie QESY) Cillias

Lolalal) 4SS

(e daim Lo 8 3l Ly Ol peals

(Rl Gladll llas A Ay 501 i) iy s

(Bamall Am gon () 2500 (il e(patisanns

(Bl i g = 3lal) J 5558 S s 3L S )

(HIV) 55ty Jie GuY) g3l dme 2 530

(s e (IR ALl i/ s el ) dasa - Dlal) el

Lpndll) - Sl plaa¥ls QESY) mal) ueluS Al Gl 5 e

st o oSaall (a8 A 501 028 Jlasind i o iy 13) (LAY

L) (e Adlide A 52 Ao )

Jsasl) égia 3 &) 9al) Jlasiaa)

ol B A AY) Tl lsodall sl s s Y
Ol Ll e 23 08 o) alld gl sally

Aygadlly gl Y Jaal)

Jaal)

Lo o (sl Capalall 5 )] e o Jaall (pplalads i Sala S 13)
Jlarind a8 celalal 2308 5 50 jam ) Jlariad &l S sana IS 13)
el Gl el il 5 asell dasnd) @ s Wl el @ 053 sy
Adsall il

glaLy

il ehsall Jlastind Jid canhal) 3 liiul cliled i jo € 13

S 3 L cpandy oy Glllae el sally #3001 ity 31500

sl all

e cmn i/ 5 Bl aliad cilas jf paa )l (gl sl ) sl

13 pladall (8 Ay gran i A A8 o

Jalas) ¢ sell are casill )

Al sac bl A s i) Caad ial e o3 (e i I Jalall e


https://sideeffects.health.gov.il

INFORMATION FOR THE HEALTHCARE PROVIDER

Risperidone Teva
25 mg, 37.5 mg and 50 mg

Powder and solvent for preparation of a
prolonged-release suspension for intramuscular
injection

1. INSTRUCTIONS FOR USE

For deltoid or gluteal intramuscular injection
only!

Important information

Risperidone Teva requires close attention to these
step-by-step instructions for use to help ensure

Use components provided

The components in this dose pack are specifically
designed for use with Risperidone Teva. Risperidone
Teva must be reconstituted only in the solvent
supplied in the dose pack.

Do not substitute ANY components of the dose pack.
Do not store suspension after reconstitution
Administer dose as soon as possible after
reconstitution to avoid settling.

Proper dosing

The entire contents of the vial must be administered
to ensure intended dose of risperidone is delivered.
Do not reuse. Medical devices require specific
material characteristics to perform as intended.
These characteristics have been verified for single
use only. Any attempt to re-process the device for
subsequent re-use may adversely affect the integrity
of the device or lead to deterioration in performance.

successful administration.

SINGLE-USE DEVICE

Dose pack contents:

(Vial Adapter 1\ (Prefilled Syringe N\ ( Vial ) (Terumo SurGuard®3 Igaeraslgarent h
i Injection Needles
bgie;lrt connection Plunger White J protector
= rod collar - 2Glluter?l
£ Luer cap (\m J H % -inc
Spike tip v ‘ White " W
Solvent cap ls\le;efeéiiyle
Skirt Microspheres ;
N : AN AN P JAN device )

Take out dose pack

Connect vial adapter to vial

Vs

30 min

20°C-25°C

(S

Wait 30 minutes

Remove 1 dose pack from the
refrigerator and allow to sit at room
temperature for at least 30 minutes
before reconstituting.

Do not warm any other way.

Remove cap from vial
Flip off colored cap from vial.

Wipe top of the gray stopper with an
alcohol swab.

Allow to air dry.

Do not remove gray rubber stopper.

Prepare vial adapter

Peel back the blister pouch and
remove the vial adapter by holding
between the white luer cap and the
skirt.

Do not touch spike tip or luer
connection point at any time. This will
result in contamination.

Connect vial adapter to vial

Place vial on a hard surface and
hold by the base. Center vial adapter
over the gray rubber stopper. Push
vial adapter straight down onto vial
top until it snaps securely into place,
confirmed by an audible “click”.

Do not place vial adapter on at an

angle or solvent may leak upon
transfer to the vial.

,

~

Swab connection point
Keep vial vertical to prevent leakage.

Hold base of vial and swab the luer
connection point (blue circle) of the
vial adapter with an alcohol wipe
and allow to dry prior to attaching the

Use proper grip

Hold by white collar at the tip of the
syringe.

Do not hold syringe by the glass
barrel during assembly.

N
Connect prefilled syringe to vial adapter
4 N\ 4 N\ N\ 4 M
0
) - J J J

Remove cap

Holding the white collar, snap off the
white cap.

Do not twist or cut off the white cap.

Do not touch syringe tip. This will

Connect syringe to vial adapter

Hold vial adapter by skirt to keep
stationary.

While holding the white collar of
the syringe, insert and press the
syringe tip into the blue circle of the

Inject solvent

Inject entire amount of solvent from
syringe into the vial.

718

Vial contents will now be
under pressure.

Keep holding the plunger
rod down with thumb.

Suspend microspheres in solvent

Continuing to hold down the plunger
rod, shake vigorously for at least 10
seconds, as shown.

Check the suspension.

When properly mixed, the suspension
appears uniform, thick and milky in
color. Microspheres will be visible in
the liquid.

Immediately proceed to the next step
so suspension does not settle.

syringe. / A result in contamination. vial adapter and twist in a clockwise
motion to secure the connection of the
Do not shake. /A A syringe to the vial adapter (avoid over
tightening).
Do not touch luer connection point
on vial adapter. This will result in Do not hold the glass syringe barrel.
contamination. This may cause the white collar to
loosen or detach.
N J When the cap is removed,
the syringe will look like this.
o J
The broken-off cap can be discarded.
Reconstitute microspheres
T~3F ™ e N
) 0
ﬁ/ J J

Transfer suspension to syringe

Invert vial completely. Slowly pull
plunger rod down to withdraw entire
content from the vial into the syringe.

Remove vial adapter

Hold white collar on the syringe and
unscrew from vial adapter.

Discard both vial and vial adapter
appropriately.

~N

N [

Select appropriate needle

Choose needle based on injection location (gluteal
or deltoid).

Attach needle

Peel blister pouch open part way and use to grasp
the base of the needle, as shown.

Holding the white collar on the syringe, attach
syringe to needle luer connection with a firm
clockwise twisting motion until snug.

Do not touch needle luer opening. This will result in
contamination.

Resuspend microspheres
Fully remove the blister pouch.

Just before injection, shake syringe vigorously
again, as some settling will have occurred.

Do not twist transparent
needle protector, as the luer
connection may loosen.

made into the upper-outer
quadrant of the gluteal area.

Do not administer
intravenously.

4 N\ 4 N
() |

- PN J N J - J
Remove transparent needle | Remove air bubbles Inject Secure needle in safety | Properly dispose of needles
protector device

Hold syringe upright and | Immediately inject entire Check to confirm needle
Mox{e the needle safety | tap gently to make any air | contents of syringe | Using one hand, place needle | safety device is fully engaged.
device back towards the | bubbles rise to the top. intramuscularly (IM) into the | safety device at a 45 degree
syringe, as shown. Then hold gluteal or deltoid muscle of the | angle on a hard, flat surface. | Discard in an approved
white collar on syringe and | Slowly and carefully press | patient. Press down with a firm quick | sharps container.
carefully pull the transparent | plunger rod upward to remove motion until needle is fully
needle protector straight off. | air. Gluteal injection should be | engaged in safety device. Also discard the unused

Avoid needle stick injury:
Do not use two hands.

Do not intentionally disengage
or mishandle the needle safety
device.

Do not attempt to straighten
the needle or engage the
safety device if the needle is

needle provided in the dose
pack.

bent or damaged.

2. DOSAGE FORMS AND STRENGTHS

Risperidone Teva is available in dosage strengths of
25 mg, 37.5 mg, and 50 mg risperidone.

It is provided in a plastic tray, consisting of one
clear glass vial containing the risperidone powder, a
prefilled syringe containing 2 mL of solvent, one vial
adapter, and two needles for intramuscular injection:
a 21G UTW 1-inch needle with needle protection
device for deltoid administration and a 20G TW
2-inch needle with needle protection device for
gluteal administration.

3. HOW SUPPLIED/STORAGE AND
HANDLING

Shelf life

The expiry date of the product is indicated on the
packaging materials.

After reconstitution: chemical and physical in-use
stability has been demonstrated for 24 hours at
25°C. From a microbiological point of view, the
product should be used immediately.

If not used immediately, in-use storage times and

conditions prior to use are the responsibility of the
user and should normally not be longer than 6 hours
at 25°C, unless reconstitution has taken place in
controlled and validated aseptic conditions.

Storage

The entire dose pack should be stored in the
refrigerator (2°C-8°C) and protected from light.
Keep out of the sight and reach of children.

teva



