1986 - (<) pdanie) Mavall dakiil aa gay llgiuall 5 il
Ladd s dda s s san o) sall (33

e 120 28l Jala Ul

G miill ol judaadl S e Jglaa judaadl (3 gaa
sle A8 JS (g gins

(el 30 Jle/ile 80) a sasls ile 120

belimumab 120 mg (80 mg/ml after reconstitution)

& 400 sl Ja Ll

G pealill J glaa jpadl S ja sl judaadl (§ gaeie
sle Al JS (g gins

(rmnll axy Jle/ale 80) o sadlys e 400

belimumab 400 mg (80 mg/ml after reconstitution)

LS e ams (e Adla e gl — 25 jaall et ¢ peaniiill 8 Ganloall ol ga g Al e o) gall Al
D M) e glaa — 65l 5 el al)

1 el sall e 53 s o glae o 8 pdall oda (5 it g gall elilanion) S8 Lgtlgd (a Coraly Byl 1 JB)
gamall s culall gl cdila) Al el < ja 53

Shillad dg i dphall agilla G Gl lay gy Jin ab gy 38 sed cp A dplaad ¥ cllal (g o) sall 138 Caa

o) 9al) amada o £ Y .1
ke Al pen) (UespsY) 400 agedl S5 las 5 5 e (ga Oandlrtia (53 2 3le ALIS anads Ll
Uaaall an Al deag Eu.u\) aall fu.s.af BRI e Agild 3aliaa e\.ma\y 4..-3-11.;:1\ dlads (SLE)

«(low complement) daédia JaSa Ao 5 (ASDNA) dabiadl S Gani€ $Y) (m siie (5 50 M1 55 550)
e el (e a2

Jealldbaiae ciladle A8 Ly ddadill JSI Clel) (0s s sl) 480 pgoal JuS (allatio el (anadie Ll
_‘;::L'm]\

() elic hada 14adal) Aluail)

Gy s ol Aadal) A1 5 LAY (s G jay 531 Jleall) deliall Slem 4 paler (i ye 58 453
LA (e g s dasi po ads aind g pmsall (3 guime IS Ly 85 sl s O (S elime ) ) a5 Al
B L slesdl celindl ol

Gaa Gaob oo dlay (BB LA e e JIEy e (Aladll a5 (5 am) lesanly e Ul (5 6y
Gl (LA BV (sal dnd o oy 3 53 50 g8 5 Jshal il slad) e B LA aeluy (3 (55 «BLyS Jae
AN G e e 05l

A il ey alal) galie W) o Slall A8l Vil i el

19 Janicd 3 .2

3) o gall Jlaaica) Joaa ¥
b Alata) ol sall Ly giny Al Adlial) LS jall (e aal s JSI T ol sl 3 (ol Lt S e
(6 38

lle bty oda ye Taad g )f S i€ 13) caggdal) A




o1 9al) Jlaxiady (315 duald &l judal

1) el dla) Ually o M) S8

il A e il 8 clish e ad S 1)) 6l Al gk syl gl el o gl e Ll s i€ e
Uil @lillae | JSaYL 13) Lad adall ) 3 (4 58

bl i Ll Lgidae | oma ¥ claldl elllia 3,81 30 ) a1 B ol gf 7181 AL Jabads <€ o
DA by

‘ el dilga o i A6 G e (IS

il 5o gl 53 gl (g Aumdiiia o dlial Cian 5 13) gl (gl deliall Jid G5 58) HIV 2 Shalas i€ e
C 3B g5 (g &S lgal) bl S gl a5 e

Lela LA g alic plAS i sliacide) ;) <yin) o

OB ) S e

e Gilai Leia a5 o Al e S 1) quplall dla)

iyl g caliisy

Mhaliy o 23l 358 IS lati) elld (8 Lay JlatiBU Y glaa s e lai) Sl ) e ey i
(g sl A e DU ABE ol Baaa Gl jely ek 13) VA s3] Al @bl Ciaa 5 1) (aplall éla)
sbdional] Yla da 55 5f conlal) g

Al el ) amall (e adly a3 () el a8 i) sl ety 3V GElady T HSE el f Lk cuS 1)
Ol | 13 @l ) gl gy o agia calda o SIS 5 il o2 \}iﬁoie@gg{moijg)h@mjigsb
S sl (8 ) elal je (8 D) sl (e sads

Al 2l el Al

s sanll 33 Jia 3 ) shadl (puia yra 15355 B cliall aa Jlea o 55 Ay 50l ) slanting (Al Gaallaid) o)
(PML - adiiall 3l aaaiall $ladll slimpy JMie) ansy spbad 4S) b elad Cghi clld b Lay el sl
.Progressive Multifocal Leukoencephalopathy)

,,,,,

B8l oda (pa 4 5 jRA B 1 Slad Cugli &gant B ghadl) A 3 (e | jB) dudlia) il glaal

G581 pall g JUBkY)

(Jearind aiada pe ol all 1aa

{(SLE) & en &) a) (0o515!) 483 e Gl i 5 pae (99 Jibal (sl o
Adadall SN il (wﬁﬁ)wjeg_}ﬂ(z\.m» 18 e () Cnda) ya g Juakal gal e

Ay 9o (o e L /A st

Aie bl g dd Aha g g Ay gal D L Lay (o AT 4ol T )8 0e claatan) 1) o Jariad i€ 13)

Gl el Gl ebiall Jleall o i Ay sl Jaaind i€ 1Y) pad WL i3 oo Asuall g quulall dla)

(el (=l el o e el 73] Jantin) B LA e S el g

3 shall e )13 & a8 delas Ji deliall Jlea Jrany 38 Uienliy A8 JLias 4 9a¥1 03 Jie Jlerinsd () «—
oebd &gl Aladld el

gla ¥y Jaad)

; ‘ ‘ ﬁw\wéﬁwgﬁdﬂ\@dﬁu‘g

DAY 5l kel aay JIV) e el 4 JVA 5 Uil oz Slall 5 58 OIS daali Jas pda Alpe g (et

Saal)

Jaad) 3 yib 8 i 1) Lieadly Jlariuly a g Y il

skl & Jeall plalads i€ 1)l Jala @iy et i€ 13) (Jand) 538 8 i€ 1) qudal) Al o
Ligliy Slildac ) JSaYL 13) Lag

Al e Gl iy Uil o dliallaa ol Sala ciaal 13)

&U'AJ}”

13 Lt caplall e Gaxay WY1 culs ) Jii o (S Vliy 0 e el (g Amuda ga <3S 1) el 3Ly

glaY) e sl elle G 513 Lad sl g laa y¥1 558 A Uiy o 23l (e i il e o 53



cliStall Jlantiad g A8l
Ll Jlantias) of A8l o ol 08 e Corazat 98 dilas Lial e Uiy Cany off oSy

£ gal) il o Gy e el Silaglaa
Pllly (5 giaa (8 dald e glaa
e}.\d};‘ﬂ\wdho\)ﬂ\)mgﬂlﬂ‘@\}J\J\M(éa23)eﬁ3)md)dh1uadé\‘;;&::\hgg}f\;ﬁ

9e) gl Jlanin 485 3
OS3 al 13) Jasall (e ol apall (e pliaiuy) elle caplall Cilagded avny juasioall Jlesio) Laily cang

sl ) 43y jh 5 A sall i) G geads
A bl Ji e sy 3l A4 jla g Al gall ladal)

Ban s Al saal (a5 G mad) 21 JaIal Gy el Adassl 5o Uil caplall f G yaal) clidast Ca g
414 "Instructions for use and handling" 5 % 8 32 s> 30 (hall alall daiadall juaadll Cilaes
Bl oda dles & 4y oY)

(B8 ey Sl gl § jae (a) Jlihl g LS

JS ade 10 s sae gaieY) A sall il dlava )5 cruns usaall Al gall jlatall Cundall el dasg
’ Ao 35 e (5) plg S

aliy oy (Sloal) (8 @l a2y Lo gy 28 -5 14 4 &5 (e g g0l (e J oY) sl & Bale Ll alii
@\.\Lm\ 3\:..1)\ J< 5y Bale

upel) Jib Jan 1) 4y 9aY)

A G I8 g ey puill Jad 2505 Al Q5 e el A Aol dlithe) el i ol i) (e
ol Al 2 Al gial ol505 Gpabions me e £33 (e £ 55 Jadi O Ll e 501 odn Ly
Leinllaa wl Cguid ctlial Jrd 253 2l Cagan Jla i clidia 281 el it

Ulealiy o Mol e i g3l

Aol ills e uai Tl ly s ccudall 8 it s o) sal ) e il S Y

Ll 86 e ol gl e a5 1) Lad canlall ) 3

A pasal) (Hlgal) Jlakal) Gelad s Y

8 slshall 4 a0 o Cudall U Yla da 55 e gall o Uadlly Jada o8, 13) 5l Ua jia Ll 5 Tyl e ol 13)
gl Ade Glaa jaaly Adduall

bl dua 5 Cua Z0a) e 4kl sall ang

i 8 ya JS (A (Al gall lakall cpe aSlill g o) gall gl andidl Gaag 1Aaliad) 8 Ay 930 Jlarica) j9a Y
LI ) a3 ddal) ) JUATY puda g 99 Lo

wimal) g Gudal) i op) gall Jlantin) Jga Adlia) Abia elial ¢ gi 1)

Lailad Gl e 4
ol e Al e (iaan Y leatiod) Mm@gu\ﬁi%ﬁ%dwg o) eel 52 JSH LS
APEPRE S PLR | IC PR P 0¥ BN |

@hs&mgﬁmgh‘\eﬁ-wdﬂé‘gd‘)

a8 4l dplad) Gl e V) eda | (Rpnles da ) s Jad 3 gl ey puiil] Jad 3y o gand Vialy (505 38
(o=mad 10 O oo 1 (S s ek

(=S 100 O (e 1 in s el 8 dails pe dails (il jel) 3 julad a2V ol () 65 28 Ul
(o JsYI Ol a gy 85 ksl (il e V) o2 amdi,ﬁieﬂ\wﬁw\;& T‘,L.ssds;aﬁj
3 e all Bae day Gaaas ()5 LA () (S (S



al_e Y saaly & ad 1Y) Al Adiual) B ol shal) 48 it da gl i o g8 A paad) gl qudall dl]
e udill Jad 3 g (paannl Jad 2 )1 4001)

Slalll gf adll ¢yl can gl i) o

ol 8 Gua sl udill) & Ol graa il LS i

‘ S TR ENERNESE P
Al 5 e i ded ey Bale (il 15 ) ghad B 5 alie Jad 050 Lyl Ciaad 38 3,00 (a4
A sl FlEE) Sl o laa dliac AT (Gl ) e (il Jie Ll jel Jadii ooy sl

S 51 Ay s (i g (0 (el i€ 1Y) Aald ) oY) IS (e g 1)

) Az paall gl qulall dlaf

il gl

UL il 5 A ) ILoael 5 ol 515 L Ly ol s il 5 530 Al z;g)‘;‘\w%.j;
Gm On 1o ST sal iy Tas Aaild dails al el o3 5815 5hadl aia jea (535S 8 L )
LS e IS 35l ot O (S s 5 el (585 38 Apme N il 10

1l A (2 oY) an) (e ol 1)

Bopmdd i/ s s e

il 3 (KL Jlans o

8 Jgs] @

DS IS sl 5l L 48 jay sl e

REPRER Y B FNE PSP JEPEN RIENEREI AN

Az paal) ) gl el ) Jad) B Aa g —

Jadi) g qiliis)

) LS jeday 8 Uil oy Okl 558 DA Jlai) Y glaa g oy jlas) JISE (i) e e ella
anE 100 O e 1 s sl Jal Y glaa s 4 il ISE el of (S aladl 10 o 00 1
b A8 by 5 Lie <€ 1) oo al dae je S o cluayy (3Y) el Sl el (ke e 1)
asa pal el bl i gl ) e

il Yo A 55 gl cudal) aal ) —

s lad gl & gant 3 ghadl) ) 35

S 5l eley sl g gaall 800 5 shad) i yad 38 (Viailiy Jia ¢ oeliall Jleadl i il 4y 5091 )

(PML - Progressive aiall )3l ssidll gleall eliay JDie) o sbadl o Tlad IS8y pulad

.Multifocal Leukoencephalopathy)

sl adial) gl daxitall §laall el Jlic) Ll e

3 SIAN lagi o

BECHEEP

il A 8 e

A5l ol e

e SSY ain) ) Agbia JSUEe e ol ol e ) el gaa) e (ol i€ 1Y) Yla cundall )
) ) .e‘-}i A

Vialiy o Ol ey 8 Gl ye ) Gl (e Cald 38 < 13)

Loal el eda bl s Al cidaa 1311 68 qudal)

ALl Ll Jal e

Jaa daild dpils 2l o

(el 10 e e 1 e SST sl sda el 8
(a)\.ci "Lﬂ:})ﬁ" B‘)ﬂ\ ‘)k.\i) ;\.\A‘g.\‘); u\_tjh .



Aadlds Al 2 o

oAl 10 Gn a1 i sl ol el 8

MJA a_.ij.;m L]

(P s (B lld AanDle RaYL) sl ol LA aad (calin] o
Baaall & 5l 3 aiall 8 cal) auglie

el inl 5 &l cpall ol e

fidz.

e e o

(B il b Sy al il a8 (3a it Latie g Ailad) (2 oY) (gan) bl 3] ¢ a2 0 g 13

el 3 i dlile

dpils Gal o ge ol

e dpila (al el e gl Jal 1 e Tl Aand 50 daall 35) 550 dails =l e ge gl Syl

LA\ é«;ﬁ Lﬁm (Www_health_gov_ﬂ) daall 'é)\)'} cﬁ}d 3_\.....\.\.\)3\ daaall L;s: J).;}d\ "L";‘a\jq GN.::

) o 51k e chla Gl el e goliall Ll 3 pail
https://sideeffects.health.gov.il/

o) gall (AT AdS 5

Jula¥I 45 ) Jlsa s sl Jsbite oo Tases 3lae S 3 AT )50 IS5 6l sl 138 Lads Cany Jaanl) i o
Acnlall (e Aag e el s 580 Cund Y aaniills agidba) (galil @lld g aua 1 i/

Gt pdy Adall ek e jeday (3 (exp. date) Asdball g U slal) aay o) all Juanin) jsaa Y o
el el e AV 2l ) AsSlal) sliaii)

(asie Aa 08 (2 G le) 21l A ol sy e

il Heaa Ve

38 33 93yl Jlaninadl o

o sl e Uaall Lol dlall a o 5adl) iy o

ol ¢l a4 canll 8 0 legall Al 8 5l Al o el slua b oY) S8 Sgan Y e
Al e Jalasd) dse L & gladll oda Jlenin) (pan 223 ol 3l & 0 (e il 44< )

ddla) claglas .6
Ll Juedll S jall 28U o sall (5 gy o
sucrose, sodium citrate dihydrate, polysorbate and citric acid monohydrate.
Medgal) clS pa Gy e dala claglaa’ 2 5 El lail (ddlia) Chla slaal
el (5 sine g8 Lo el sall oy S e
Lala A48 e ey puiill Jslaa ppmail iy Gl s and 4350 (G e JSE e Vialiy (§ sy
OS50 2 e sl A e
Baaly 4 e Ao JS 5 gins
LSS i 25 ok g L pme (i) ml) 0D suS0la 1 il alia
S a5 5 e s g smSDla iiall e
Aasall 35 5 8 oo sSall 45 0¥ Jas o) gal) Qs B 5 0
147-37-33499 :4de 120 25l Jals Ly
147-38-33510 :¢de 400 250 Jala Ll
o) sl b eelld (e ae Ll e SO Aapay B ) a3 Aelia Cuad el AN (3 5g8 5 A sgs Jal (e 0
Opaindl S Gaiada

2024 ) Al o

(GSK iS5 de gana iy 5l Alay 4 4y il iladlal
L (alal) JLiaY) alia sl GSK S s de gana 20240



Ben PTv8C

The following information is intended for healthcare professionals only:
Instructions for use and handling -
reconstitution, dilution and administration
1) How to reconstitute Benlysta
Reconstitution and dilution needs to be carried out under aseptic conditions.
Allow 10 to 15 minutes for the vial to warm to room temperature (15°C to 25°
C).
It is recommended that a 21-25 gauge needle be used when piercing the vial
stopper for reconstitution and dilution.
WARNING: The 5 mL and 20 mL vials are reconstituted with different volumes
of diluent, see below:
120 mg vial
The 120 mg single-use vial of Benlysta is reconstituted with 1.5 mL of water for
injections to yield a final concentration of 80 mg/mL belimumab.
400 mg vial
The 400 mg single-use vial of Benlysta is reconstituted with 4.8 mL of water for

injections to yield a final concentration of 80 mg/mL belimumab.

Amount of Vial size Volume of Final
Benlysta diluent concentration
120 mg 5mL 1.5 mL 80 mg/mL
400 mg 20 mL 4.8 mL 80 mg/mL

The stream of water for injections should be directed toward the side of the vial
to minimize foaming. Gently swirl the vial for 60 seconds. Allow the vial to sit at
room temperature (15°C to 25°C) during reconstitution, gently swirling the vial

for 60 seconds every 5 minutes until the powder is dissolved. Do not shake.

Reconstitution is typically complete within 10 to 15 minutes after the water has



been added, but it may take up to 30 minutes. Protect the reconstituted solution
from sunlight.

If a mechanical reconstitution device is used to reconstitute Benlysta it should
not exceed 500 rpm and the vial should be swirled for no longer than 30
minutes.

2) Before diluting Benlysta

Once reconstitution is complete, the solution should be opalescent and color-
less to pale yellow, and without particles. Small air bubbles, however, are ex-
pected and acceptable.

120 mg vial

After reconstitution, a volume of 1.5 mL (corresponding to 120 mg belimumab)

can be withdrawn from each 5 mL vial.

400 mg vial

After reconstitution, a volume of 5 mL (corresponding to 400 mg belimumab)
can be withdrawn from each 20 mL vial.

3) How to dilute the solution for infusion

The reconstituted medicinal product is diluted to 250 mL with sodium chloride
9 mg/mL (0.9%), sodium chloride 4.5 mg/mL (0.45%), or Lactated Ringer’s
solution for injection. For patients whose body weight is less than or equal to
40 kg, infusion bags with 100 mL of these diluents may be considered providing
that the resulting belimumab concentration in the infusion bag does not exceed
4 mg/mL.

5% glucose intravenous solutions are incompatible with Benlysta and must not
be used.

From a 250 mL (or 100 mL) infusion bag or bottle of sodium chloride 9 mg/mL
(0.9%), sodium chloride 4.5 mg/mL (0.45%), or Lactated Ringer’s solution for
injection, withdraw and discard a volume equal to the volume of the
reconstituted Benlysta solution required for the patient’'s dose. Then add the
required volume of the reconstituted Benlysta solution into the infusion bag or
bottle. Gently invert the bag or bottle to mix the solution. Any unused solution
in the vials must be discarded.

Inspect the Benlysta solution visually for particulate matter and discoloration



prior to administration. Discard the solution if any particulate matter or
discoloration is observed.

The reconstituted solution, if not used immediately, should be protected from
direct sunlight and stored refrigerated at 2°C to 8°C. Solutions diluted in sodium
chloride 9 mg/mL (0.9%), sodium chloride 4.5 mg/mL (0.45%), or Lactated
Ringer’s solution for injection may be stored at 2°C to 8°C or room temperature
(15°C to 25°C).

The total time from reconstitution of Benlysta to completion of infusion should
not exceed 8 hours.

4) How to administer the diluted solution

Benlysta is infused over a 1 hour period.

Benlysta should not be infused concomitantly in the same intravenous line with
other agents.

No incompatibilities between Benlysta and polyvinylchloride or polyolefin bags

have been observed.



