-1"nun; v M i ¥ )]
1986 - 1" nwnan (D*1*WON) 0NN NN 29Y PIXY N
7251 X911 DN D Y NpNwn N9 1NNN

NPATAY NO*NN NIdAY NPaANX NYM)
NTAY DO NN N11AY NPaN

("0 nx5 5"n/a"n 100) ,(Mepolizumab) ammr>9n a"'n 100 5*on Pp12pa 5o

S5V 2wn yTn” 2 90 X1 — 1'wON2 D™IAYKM 0O "NYan Dninn NNt
/Mo y1TNn” 6 9°v01 “NH1NNN ¥ 02D NnN pon

2V "N¥NN VTN 20N N1 %Y .N91NNA WNNWN 0102 1910 TV NYYn X 1WA Xy?
.APIN DX X XD1NN DX NID MO0 MOKRY 1Y w° DX .N91NNN

NX11 OX 12°9X DNY PN N5V XN .0MNKY NNIX 1"2AYN 9K .12y NN ITN9INN
.AMT "X1970 DA¥N "D PO

?h91 N nTvIn nnb .1

91905 Nnwnwn noNN

,0"MNX 091909 N2MAN NIXY NNINN NYYY911TINK NNVON DY DN DY) INY €
.M5011 M9 1N Dy 1Y wAa

D*OX 07979192 NNIYNA GXA NMYNA AN NPT NRbT Oy DAan 0N €

7190 omayw L(Chronic Rhinosinusitis with Nasal Polyps [CRSwNP])

NPOON NLWY DMIYORN XY MINNKN DMIWN WY1 NN D T'RINV0IP VNP2
.DMOX-7IN D T'XINVDIP VP DY NI NN NONNNN .N%NN2

DIXILVY-A11'8 NYNN — NCVIVNMIYINA NPAYKR 0T DD NPbT DY Dan 01N €
.(Eosinophilic Granulomatosis with Polyangiitis [EGPA])

NM¥a NS nrxy (HES) nbo1nkx-19n nnnon oy oMaan ovina €
NM9INN DY 212w NNt NDINNN .NMA910NN NIRY NMwN 120 XYY ,Npoon
.noom

N*VM9IN X1
.NN"1N *>7172 N1PNNTON NMYNNY M91N L, 0AY-TN 1TAN

-70 17212 ,AMT™19N Y9N ININN NX N2DN NP> N0MN N1dNY Npax Nopn
.9122 "9 ¥DD NILVN NN NINT 110NN NN YW A0, 02y

X720 125N DN ,NPITNY NDAN NIONY NPAX N%P12 5yoON AINinn ,2amron
.O-1"215701°K%

NN D*2"91MIXKX ¥ 1I¥™N NX 22220 2mir1on ,0T 11250 5w 1M Y9 Nn'on "T-Y%y
JNIXM21 DTN DIt 0DY9O1TIRKN 190N NX TN DYYN

(12% 0T XN 5w N10) 0757912714 TN M 21 21NN ANVOKX DY DWIXNN pONY e
NPAX NYPNY NNUVDKRN A0 — N27917°7IXX 7A0DX XIpPl NT A¥N .NIXM2 0T
12 590% NY1D* NPT NonN NN



N1'X %% NNLOXRN YaX M2 NI D'OXYN AD NMDINNA 12D 990N NNX DX
190N NX NNONY N0 NparnY NoAN N1DNY Npax NP1 20N Nudea
.D9pNNN

N11DNY NPaAXR 5PN ,197 777 OTX170072°0772 NXIPIN MOINN YU NNX DX
NNUDXI NV Y NI¥Y YITIN "N1PN 11NN NNNDNA Y0 NMYY DA NP noNN
o

a¥n XN (CRSwWNP) n*ox 095191 nmbna qrn Myna a"nn 1°ND NEdT e
NX N9¥NY NNP121 0T (125 DT XN YW X10) 0727912°77XX TN 1N &7 D'WIRD 1Y
NNN¥I N IN 1 T2IX ,0IND0 X 1120 021" N0NY 0112 515y Nrd 2A¥N .0*011°0N1 XN
.(DMOX 0" )19 NXIPI) XN N2 DA NMINT DD
N210™ 0T D*D'"O1TIXRN 190N NX DTN NPATAY N0 NN NIDNY Npax nYpn
D'9*219N Y NN NY* N2 Y021 x2 wTian Yy 5pnd ,0°9"2190 YTia NX 1Popnd
.0MOXN
TN DX NNONY Y™0Y  N%1DT Apatn®  NoTMN NIDNY Npaxk nopmn
%Y D'1PNON2A NVWYY 197 717 O T'X170012°07772

TN AN w° 0'ARY 12w a¥n X0 (EGPA) nrviombinnal nhadbx o1 v nphT e
NT 28N .00 YD S NpST wM Minph2 0T (125 0T XN YW 210) 00'9177IXX
, YN 112D 0DINK DMK %Y V'OWN 0NYYY IR D°011°0N NIX™MIN DY 1P ya yown
J1"50M 250
oY MNP5Nn ¥ 2121 NV Yo% N0 NPpIrY N0 AN NIDNY NPax NYpn
Y0 DA 021D 1T NDINN .NPVIVMNINA NPAOXR 0T DD NPOT Y 19XN 0" 1P NoNN
TI¥ NNXY NN T DPTRINV0IPNLVNIP DY NN NINN DX PUPNY oW XD1ND
15w 0'1Pnona V1YY 1D

0°57912°11XX S¥ M2aa 1v0n v 1w asn XN (HES) nabrorrakk-19"n n1mon e
XY 25 019,912 DAY PN D10 1OX DKM .0TA (125 DT XN YW 210)
Y9 0havys
Vi, DMnonn DX PUpnY NyMon npamY NN N1DNY Npaxk nopn
NONN NIDNY NPAX N9 ,197 777 O T'X170072°0772 011 NNX OX .NIMNPONN
//1Pnona NUYY KD ATIN Mt NN NNNDNA Y0Y DA My Npatnd
JDIDIMIRK-1DNN NNNONN NMMNPYNN

N91NN2 vantwn "19Y .2

0N N91NN YNNWAH X

D900 D2 2INNN TNX 929 X (2M519n) 5yon 1MIND (PAYX) wha NNk e
.(6 9"y02 0"UMBNN) NOINNN NSDN WK

MOV SN DT AN NNK DX X9MNN DY T €

N91N YIN YUY Myain MTNIN MINTX
.NPITAY NN N1ONY NPAXR NYP112 2NN "19% X91n DY NMy

NNLDXA N9INN
N21%Y DNYY NNLOXNY IX ,NNLVDXY NMIYPN "KN2 NMYODIN 0N WX DWIX Dw°
.NPITNY NN N1ON% NPAX NYP112 719°0N 712NN2 1"nNnd




N2'NN INXY ,NNMNN IR NV N1'K 19 NNVDXN DTN NNKRY IX X911Y 190 «
NPT ND NN N1DNY NPAX NYP11a 519 0N

NPT "MITXA NN NPAOX

Nnya NnMnn MM5x NM2NY 01NAY MNOY (00ay-7n 0°17217) DT 210N MO1NN
("xmY myoin" 4 yo nx1) nparnn

,ND1NN X NPT S 110 919 NMT N21IAN NMNNY DN DX

.NpTAY no*nn N1dAY Apax admMa nbap M19% Xo11H 190

290 "T-Y 0NN DY MINT

DYMINT M192 O¥ MTnyn DX hONNY NNy npatnY notnn N1dnd npax nbpn
DIV 12 5905 wr ,5'D0 T-5Y DNAIN DINT )Y »° 12D DX .09'90 YT-5Y 0NN
DNINT 12 NTRA 1NANN NNX DX .NPITY NDAN N1DNY NPAX NYP112 71900 N>NN
NTD NMTXY Y01 NNK DX IX D NI NOX

OV 5N NOKN TR AN NNK DX X911 DY NTA <

D™2a2ann DT
.DMY 18 525 NnNn 0*AANNA IR DTYMA YIiNtY DTV NI T N91NN

NIPN9N P2 NAIAN/NNYFIRIVIN

MOIN K910 NMINK MOIN NNEY S NNN ANX X ,ANINKY NNEY DX ,N{NY NNX DX
NP1 NNX DX TN .N7NY IX X911 D Sy 190 ,ANTH 501N DWINn XY
D'9'2192 NMMNN XN N1NYN2 N7INN N0 NPYTA ,NNVDXA Y1902 NMINK MO1NN
JDPD1TINK-1DN NNNDNA IR NYVIVMNNA NPAOKX DT DD NPYTA ,DMONX

NPYTA ,NNVONA Y1905 MNNXK MOINN NY V1 NZOSN 199 XOINA DY YV Nad W
NMAON 0T YO NpPdTA ,0MOX D°9H192 AaNdna g NMYNa AN TN
NPAX NYP112 7:19°0N NS'NN NYA ,NYYIOITIRN-19N N1INONA IX N*VIVM A
NMIXIPIN MOINN TNI'N) 19X MOINN NO01 NX PPOONY ¥° .NpatnY no AN N1dnd
NNN ,)NANTN 19X L 797 X917 NN 'O SV 271 X (D219 D T'X170012°0712
.NPITOY NN NI1ONY NPAX NOP11Y N2ANA MSN21 O XO1NN Y DTN nNawn

7N M0
AXYMNN ,N1NND N1DNA NX DX IX J1MIN2 NXRY 1DN™Y NARAN,ARMIN X MDA NX DX
AT N9INNA WIN'win 195 X911 DY

.OX 25N M2ayY 0910 NPT N0 AN N1DNY NPAX NP1 Y¥ D2DINN DX V1T XD
NO'NN N1DNY NPAX N%P12 AN "19% X912 yyntab Oy 07" an |3 DX
NPT

N11DNI YIN Yl NatN)
SV WOpN NPT NN NIDNY NPAX NYP11 YW NIMIWORN "KN2N NMYDINY 1°20 XD
110N NN IR 2101 N51D°

N91NNA YW D*aMdINnan YN Sy 1wn yTn

17N 25D AATAY NONRN NdAY AFaN Abj

MY N 107 ,(3"n 100) nn Y02 (a"n 23) N1 S1Hn 1 -n MND NYDN T NN e
.ON1 N501 NwynS X0 "D

?2917N2 Wynnvwn 1 .3



NPINN IX XO1NN DY 2172 POV X910 NIRIND DXNNA TN 1'WON1 wnnwno w»
ON2 919700 191X NIPNY YA11a NV 1K DX
. T252 X910 MT-5 Wap? 719700 191X 1NN

MY NNNN NPATN2 NXR RIDT NNY PR IX MINXR X9 *T-5Y NN N91Nn
.(subcutaneously)

N0 YY) 1T bapna natnn

4 % nnxX N"MY-NN 0T 2" 100 — 2NN NYHYI9IITINK ANVONA Y190 o
Mmynv

(CRSwWNP) n™9x 0°9*192 nmYna gxn MIyna nnn 111 NphTa Y1005 e
W12 4 5 NN NMNMY-Nn AT L,a"n 100 -

mpr 3) ,a"n 300 — (EGPA) nrviombnna nmadx 0T Y ngbTa "1900h e
12w 4 5 nnx nyoa ,(a"n 100 Sw nrny-nn

nrMy-nn Mt 3) ,a"n 300 — (HES) na% 911 7akn-19"n n1inona %19°0H e
.Mmy1av 4 55 nnx oyo1a,(2"n 100 Sw

.NTN AT MINSY n"0 5 Yw Pnana m*ad nrdNx ppaThn "INX
JXYNInn nana by Mayd PN

¥ 11N 1TNY IX X911 TN N19 ,NO1NNN N T2 Y1 MyLa DX X IN° NN NY0V) DX
JNPK NDINNN NMIX X2 0NN NN

NPATAY NO0*NN N11dAY DPAX N7 YW nIn NOD09 DX
IN YOY X9 DY W7 X ATaY Do nn N1dNY apax nba bW nin novoo nxX
TN 1N Y12p5% NN Sy MYOKRD DTN 091NN Nt DY

N911N *T-HY YOmnw *9) 51902 TPAnAd v

.XD1NN DY MYY™NN X595 N91INA 519700 P*0ONY X ,INIX™M 28N MO DN OX DA
oW XD1NN DX XX NPT NOAN NIDNY NPAX NOP1 S Mp It NYap 09N N
2 Sy vy

D*"NONY D1NAY MY NPT ND NN N1DNY NPAX NYP11A Y19°0N NIKY IX NPOON
TN 15w N5NNnn ¥ 09PN

NONN N1ONY NPAX NP1 S Mp T NS2p Nya DM'NNN %2 NYNNN "1'N0N DX
NPT
N9 Wpnn <~

2570 .A91N YV JIAY QYD Y2 DINN IPNNA 1T [wana mM9n N0 X
.0nb M7t 730 DX D OWUN
NNNA IX NN ,R91NA YYD ,N91NNA ¥Intyh Ya1ld 11901 MYKRY 1Y w» DX

*wNY myown 4

My9IN% 012 515y NparY N0 NN NIDNY NPAX NP2 wIn'wn ,N91NN YD1 1nd
210N X2 1DN™ RN%N NYOIN NN XKIpnd SN2 5X .0'wNNnnn p>na "kn1d
.JNN NNX XN

mnnn Ty M%p Y53-77172 10 NPT NoTN N1ONY NPAX 19PN Y ARNYN My9IN
17NN MRS 0NYYY MNOY X



nMabN Nan

1O NIVN .APAOK NMMAT IR NTAOK NN %1209 090y D'wnnwnnn pon
993 0T 10 J(*wnnwn 10 5on 1 Ty Sy yownd m%N5y) mnoy Ntn MLy
TY Y0102 0210 0°1'NON DMWY X L,NPMITN INXRD My TV MIpT 7N My*oIn
N NN DRt 190NY

91505 0510 b non

N°W11 AR 2 ,NTNAYND e

(0T yn52 N 2py) MMIND NINN ,N1INNND ,NMD%YNN e

NN X YO , 0 NODWN ,0M9N ,0MOYDYN YW NIN'DY e

non e

nN"Mo e

JPA5X N21ANN Y210 710 D 12N QwIN NNK OX NPK1I9T AITYY T'N N9Y W «

,ND1NN X NPT S 110 9% NMT N21IAN NPNNY DN DX
NPT NOMN NIDNY NPAX NOP11 2PN NNKY 195 XO1NY 190H W «

N19011 *X11Y MY N

TINN NNV KNS My9In
>wnnwn 10 Yon 1 -n AaM1r2 Yyo1nY MMy nbx
UNXIIANXD e

NIN"OY "N MySIn

‘0*wnnwn 10 5on 1 Ty -2 y*:105 MOy ndOX

("M122 NMVDNL) DIM %Y Y 51535 0715y 01NN — NTNA DINT @

,JN¥ NN M9 ONA N5V 1NY 1NN NY2A XD ,)NY2A DT NY9IN) JNPN O1TA DINT @
(Pnnnn 221 axd ,oN

(N2*pn Sw POy PYN2 MM 101N IX N2YPA AXD) NIPOYN (U XD @

("M nModNL) DIN e

(Myn Sy D*Tam 0N DAND ,NNTPX) TA e

T2 MYN DY DO NINM T ,NINO1 ,NM"MNTX ,AXD) NPITNN DIPA2 NN @
(NPT 2pn

222X e

(M2 2axd) VI5N NPOT

(N0 X)) axa wTIA e

NN XN M9 In
:p>wnnwn 1,000 5on 1 7Y -2 y'o1nH mNdHy nHx
(0'025791%) NN N1PANOK NM2AN @

.N9X 0" NONN N0 1"NON NNSN NNX DX ,NINKY IX X911Y T'N N1D «

Y210 NNX AWXRD IX DANN KN MYDINN NNX DX KN NYO9IN Ay 910 DX
JINXD IX NP LRONMA DY YYMINAY 1OV 11502 DMIX XOW XN NyoInn

AN MYOIN Yy nnT
S5V MMT" M pn Sy N¥ND MyNnka MIXMIAN TN kNS Myoin Sy N1 N7
MXMIN TN NKX 5S¢ NMaN 972 X¥N "NoNNN %190 2py XNY MyoIn




ND™D *T-YY IR L, RNY MY9IN DY N T2 mpnn 0910 n1onn (www.health.gov.il)
i) [JAvp)

https://sideeffects.health.gov.il

?091nn nX jonkY X .5

NNV DT AL N5 YINN M0 DIPNA NS P NINK NO1N 92111 N91NN INdyanyin e
NXIN X955 NXPNY 01NN DX .N5Y1N yann 72 " T-5Y1 Mp1n kA 0T YW DNYR)
.XD1NNN NKM9ON

NTIRN "2 Yy yomn (exp. date) nasnn RN "INK ND1NN2 WNNWND 'R e
TN INIX S 11NNKRN D' DN NN NAIDNN RN

25°C -9 nnnn jonx> w~ e

XOPAD X e

21X 119N 1200 YT NMIPNRN DMK JONKD Bt e

qon y1mn .6

— D2 nYDNn A9NNN HYOa ININN DY o1 e
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The following information is intended for healthcare professionals only:

Step-by-step instructions for use and handling, reconstitution, and
administration of Nucala powder for solution for injection



Nucala is provided as a lyophilised, white powder in a single-use vial for
subcutaneous injection only. Reconstitution should be carried out under aseptic
conditions.

Once reconstituted, Nucala will contain a concentration of 100 mg/ml
mepolizumab. The solution for injection can be stored below 30°C for no more
than 8 hours. Any unused concentrate or solution remaining after 8 hours must
be discarded.

Traceability

In order to improve the traceability of biological medicinal products, the name
of the administered product should be clearly recorded. It is recommended to
record the batch number as well.

Instructions for reconstitution for each vial

1. Reconstitute the contents of the vial with 1.2 ml of sterile water for
injections preferably using a 2 to 3 ml syringe and a 21 gauge needle. The
stream of sterile water should be directed vertically, onto the centre of the
lyophilised cake. Allow the vial to sit at room temperature during
reconstitution, gently swirling the vial for 10 seconds with a circular motion
at 15-second intervals until the powder is dissolved.

Nofte: The reconstituted solution must not be shaken during the procedure
as this may lead to product foaming or precipitation. Reconstitution is
typically complete within 5 minutes after the sterile water has been added,
but it may take additional time.

2. If a mechanical reconstitution device (swirler) is used to reconstitute Nucala,
reconstitution can be accomplished by swirling at 450 rpm for no longer than
10 minutes. Alternatively, swirling at 1,000 rpm for no longer than 5 minutes
is acceptable.

3. Following reconstitution, Nucala should be visually inspected for particulate
matter and clarity prior to use. The solution should be clear to opalescent,
and colorless to pale yellow or pale brown, free of visible particles. Small air
bubbles, however, are expected and acceptable. If particulate matter
remains in the solution or if the solution appears cloudy or milky, the solution
must not be used.

4. The reconstituted solution, if not used immediately must be:

e Protected from sunlight

e Stored below 30°C, not frozen

e Discarded if not used within 8 hours of reconstitution

Instructions for administration

1. For subcutaneous administration, a 1 ml polypropylene syringe fitted with a
disposable needle 21 gauge to 27 gauge x 0.5 inch (13 mm) should
preferably be used.



2. Just prior to administration, remove 1 ml of reconstituted Nucala from one
vial. Do not shake the reconstituted solution during the procedure as this
could lead to product foaming or precipitation.

3. Administer the 1 ml injection (equivalent to 100 mg mepolizumab)
subcutaneously into the upper arm, thigh, or abdomen.

If more than one vial is required for administration of the prescribed dosage,
repeat steps 1 to 3. It is recommended that individual injection sites are
separated by at least 5 cm.

Disposal

Any unused medicinal product or waste material should be disposed of in
accordance with local requirements.
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