J-C Health Care Ltd.

Kibbutz Shefayim 6099000, ISRAEL
tel +972-9-959-1111 Janssen
fax +972-9-958-3636

05/2023
n/7121 n/Nan
n/T01n/npn
12191'0 - Simponi :|ITN

.2023 'Nn2 11TUNN |ITIAY 1'WINN 7W |27X71 XA D117Un 12 D2V TINYG Nwpan J-C Health Care Ltd n1an

4p-BY-24R2 DD{L] |NIDN LAWINY LOPL ,0ITNA [NIDA DAY LOPL) TWANA D'VIAIN DMIP'YD [IATUN 'V
.0'9011 DIIATY D' IN,( AINY VP12 WATIA NINNN DIINRN DOPL /A

2NV 1'WINY NNYIRNDD NMINNN
Rheumatoid Arthritis:
Simponi, in combination with methotrexate, is indicated for the treatment of adult patients with
moderately to severely active rheumatoid arthritis when the response to disease-modifying anti-
rheumatic drug (DMARD) therapy including MTX has been inadequate.
Juvenile idiopathic arthritis:
Polyarticular juvenile idiopathic arthritis (pJIA)
Simponi in combination with MTX is indicated for the treatment of polyarticular juvenile idiopathic
arthritis in children with a body weight of at least 40 kg, who have responded inadequately to previous
therapy with MTX.
Simponi 100 mg is not recommended in children aged less than 18.
Psoriatic Arthritis:
Simponi, alone or in combination with methotrexate, is indicated for the treatment of adult patients
with active and progressive psoriatic arthritis when the response to previous disease-modifying anti-
rheumatic drug (DMARD) therapy has been inadequate.
Ankylosing Spondylitis:
Simponi is indicated for the treatment of adult patients with severe active ankylosing spondylitis who
have responded inadequately to conventional therapy.
Non-radiographic axial spondyloarthritis (nr-Axial SpA):
Simponi is indicated for the treatment of adults with severe, active non-radiographic axial
spondyloarthritis with objective signs of inflammation as indicated by elevated C-reactive protein (CRP)
and/or magnetic resonance imaging (MRI) evidence, who have had an inadequate response to, or are
intolerant to nonsteroidal anti-inflammatory drugs (NSAIDS).
Ulcerative colitis (UC):
Simponi is indicated for treatment of moderately to severely active ulcerative colitis in adult patients
who have had an inadequate response to conventional therapy including corticosteroids and 6-
mercaptopurine (6-MP) or azathioprine (AZA), or who are intolerant to or have medical
contraindications for such therapies.
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3.  PHARMACEUTICAL FORM
Solution for injection in Auto-Injector pen (injection), SmartJect, /pre-filled syringe (injection)

The solution is clear to slightly opalescent, colourless to light yellow.

Patient reminder card

The marketing of Simponi is subject to risk management plan (RMP) sheuld-includinge a
"patient reminder card". The Patient reminder card" emphasizes important safety information
that the patient should be aware of before and during treatment. Please explain to the patient
the need to review the card before starting treatment.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Ankylosing Spondylitis{A4S)
Simponi is indicated for the treatment of adult patients with severe active ankylosing
spondylitis who have responded inadequately to conventional therapy.

Non-radiographic axial spondyloarthritis (nr-Axial SpA)

Simponi is indicated for the treatment of adults with severe, active non-radiographic axial
spondyloarthritis with objective signs of inflammation as indicated by elevated C-reactive
protein (CRP) and/or magnetic resonance imaging (MRI) evidence, who have had an
inadequate response to, or are intolerant to nonsteroidal anti-inflammatory drugs (NSAIDs).

4.6 Fertility, pregnancy and lactation

Pregnancy
There aren 1—1s @ moderate amount

( approx1rnatelv 400) of prospectwelv collected pregnancies exposed to golimumab resulting in
live birth with known outcomes, including 220 pregnancies exposed during the first trimester.
In a population-based study from Northern Europe including 131 pregnancies (and 134 infants)
there were 6/134 (4.5%) events of major congenital anomalies following in utero exposure to
Simponi vs 599/10,823 (5.5%) events for non-biologic systemic therapy compared to 4.6% in
the general population of the study. Confounder-adjusted odds ratios were OR 0.79 (95% CI
0.35-1.81) for Simponi vs. non-biologic systemic therapy and OR 0.95 (95% CI 0.42-2.16) for
Simponi vs. the general population, respectively

Due to its inhibition of TNF, golimumab administered during pregnancy could affect normal
immune responses in the newborn. Studies in animals do not indicate direct or indirect harmful
effects with respect to pregnancy, ernbryonal/foetal development partur1t10n or postnatal
development (see section 5.3).-Fhe : = .
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The available clinical experience is limited. £Golimumab should only be given-used to-a
pregnant-woman-enly-during pregnancy if clearly needed.

Golimumab crosses the placenta. Following treatment with a TNF-blocking monoclonal
antibody during pregnancy, the antibody has been detected for up to 6 months in the serum of
the infant born by the treated woman. Consequently, these infants may be at increased risk of
infection. Administration of live vaccines to infants exposed to golimumab in utero is not
recommended for 6 months following the mother’s last golimumab injection during pregnancy
(see sections 4.4 and 4.5).

5.1 Pharmacodynamic properties

GO-BACK

The efficacy and safety of continued golimumab treatment (full or reduced dosing frequency)
compared with treatment withdrawal was assessed in adult patients (18-45 years of age) with
active nr-axSpA who demonstrated sustained remission during 10 months of monthly
treatment with open-label Simponi (GO-BACK). Eligible patients (who achieved a clinical
response by Month 4 and an inactive disease status (ASDAS <1.3) at both Months 7 and 10)
entering the double-blind withdrawal phase were randomised to continued monthly treatment
with Simponi (full-treatment regimen, N = 63). every 2-month treatment with Simponi
(reduced treatment regimen, N = 63) or monthly placebo treatment (treatment withdrawal,

N = 62) for up to approximately 12 months.

The primary efficacy endpoint was the proportion of patients without a flare of disease activity.
Patients who experienced a flare, i.e., had an ASDAS collected at 2 consecutive assessments
that both showed either an absolute score of > 2.1 or post-withdrawal increase of >1.1
relative to Month 10 (end of open-label period), reinitiated monthly Simponi in an open-label
retreatment phase to characterise clinical response.

Clinical response after double-blind treatment withdrawal

Among the 188 patients with inactive disease who received at least one dose of double-blind
treatment, a significantly (p<0.001) greater proportion of patients did not experience a disease
flare when continuing Simponi with either the full-treatment (84.1%), or reduced treatment
(68.3%) regimens compared with treatment withdrawal (33.9%) (Table 7).

Table 7
Analysis of the proportion of participants without a flare*
Full analysis set population (Period 2 — Double-blind)

Difference in % vs Placebo
Treatment n/N % Estimate (95% CI)" p-Value®
GLM SC QMT 53/63 84.1 50.2 (34.1, 63.6) <0.001
GLM SC Q2MT 43/63 68.3 34.4 (17.0,49.7) <0.001
Placebo 21/62 339

Full Analysis Set includes all randomised participants who attained inactive disease in period 1 and received at least
one dose of blinded study treatment.

Defined as ASDAS at 2 consecutive visits that both show either absolute score > 2.1 or post-withdrawal increase
of > 1.1 relative to Month 10 (Visit 23).
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bﬁT\/pe | error rate over the multiple treatment comparisons (GLM SC QMT vs Placebo and GLM SC Q2MT vs
Placebo) was controlled using a sequential (step-down) testing procedure. Derived based on the stratified
Miettinen and Nurminen method with CRP level (> 6 mg/L or < 6 mg/L) as stratification factor.

Participants who discontinued period 2 prematurely and prior to a ‘flare’ will be counted as having a ‘flare’.

N = Total number of participants; n = number of participants without a flare; GLM = golimumab: SC =
subcutaneous, QMT = monthly dosing; Q2MT = every other month dosing.

The difference in time-to-first flare between the treatment withdrawal group and either of the
Simponi Treatment groups is shown in Figure 1 (log-rank p<0.0001 for each comparison). In
the placebo group, flares started approximately 2 months after Simponi was withdrawn, with
the majority of flares occurring within 4 months of treatment withdrawal (Figure 1).

Figure 1: Kaplan-Meier Analysis of Time-to-First Flare
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Clinical response to retreatment for a disease flare
Clinical response was defined as a BASDAI improvement of > 2 or > 50% relative to the

mean of the 2 consecutive BASDAI scores ascribed to the disease flare. Of the 53 participants

in the reduced dosing or treatment withdrawal regimens who had a confirmed disease flare, 51

(96.2%) attained a clinical response to Simponi within the first 3 months of retreatment,
although fewer patients (71.7%) were able to sustain it for all 3 months.

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111 Fax: 09-9583636




J-C Health Care Ltd. \

Kibbutz Shefayim 6099000, ISRAEL

tel +972-9-959-1111 Janssen

fax +972-9-958-3636 PHARMACEUTICAL COMPANIES
oF Wwwmago@wmm

:12'0 [21XY 1902 12 TVUN

?nanna nvim any .1

NN D'PIan NPT

NINN TV N'I2'A NIAIN NATTA,N2'WA N'INAY 0'PI9n NPR%TA 219'0% NTVIM ,UNDPIVINA DY 117'¥A,'1191'0

NN'N X2 LXOPWILA 7712 (DMARD) N'LNINT NI7'VA NITAIN NIQNNA 219'D2 NAANN WK ,0NA1A17 0'291bNA

90N

NIT2'0 292 %2 DT 0'an NPT

NIT2'D 72 22 NN2IR'DANIZI9 NVAITR 0PN NPT

:(Polyarticular juvenile idiopathic arthritis (pJIA))

D722 NIT2'D 22 22 NN2I'0INRIZ19 NDAITR D'P19N NPT 219'07 DTV DROPILINA DY A17'w21,11910'0

.DNDILINNA 0TI 219'D2 NPADN NINA 12N K7W 2" 40 NINg2 07w

.18 9% nnnn 0'72'2 NX7NIN Na'R 2"'n 100 11900

:N'MNA0 D'PaN NPYT

,LNTPNNAILN?'WA ,N'MNA0 0PN NP2TA 219'07 NTVUI' , LNDPIVINA DV AI7'wA IX T'N' 219'D2 119N'0

J1paon nn'n X7 (DMARD) N'unRINM NIZ'WA NITARN NI9NNA 219'D7 NARNN TR ,0121A10 0791002

:(Ankylosing Spondylitis) nnwpn ni'2in NPT

219'D7 NPADN NMINA 12N X7Y DNAIAA 0'791DNA NINNIEN?'WA NNYRA NI2IN NPR2TA 219'07 NTVIA 121910

pYa| e Rk}

NI'9VI'TININTY X722 NNWPN NN NP2T

:(Non-radiographic axial spondyloarthritis (nr-Axial SpA))

D'21'0 0OV ,0M21210 0'2910A2 NINNIEN2'WA NI'AIT NINTY X272 NTNYWRNR NIZIN NR2TA 219'02 DTV 11910'0

NTINNA N'MTNA NITY IR/ (CRP) 'arvpr C 1270 2¥ NINAAIM NINJA MDA T2 INAW 190 NPYT 2W DbphaIN

.(NSAIDS) D'T'RINLD DA'NY NP2T 'TAID 71207 172! N2W IX NPADN M2 NARN DN7 NN YR, (MRI) n'baan

N2 D'YID
NI 1220 X7¥ 02120 0'%91DNA NINN TV DRI NAIN NATTA N2'WAa N1 D'DY7122 219'D7 NTVI'A 119110

D'212' DI'NY IX (AZA) [MOIMNIN IX (6-MP) |M19IMapIn 6,0'T'RNDLDIR'DIIR 27120 17N811'I121D 219'D7 NN

07X 0'219'07 NI'KI9Y TAI NIMIND 0N W'Y IN 21207

.TNF 'a0IN :N'DI9IN AXIAp

Awawrt TNF moIin NRIPIN NI9NN NXIAP7 N2 119700 .AN1N'1712 X1pan 2'van 1ninn DX 17'2n 1119n'0_

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111 Fax: 09-9583636




J-C Health Care Ltd.

Kibbutz Shefayim 6099000, ISRAEL J a n SS e n

tel +972-9-959-1111

faX +972-9-958-3636 PHARMACEUTICAL COMPANIES

OF gve'wwvwwgogwm)n

R2RB- AR ORID- AN-ARGRT—e
D UERIRARR R S DR 0 R —

"

D'2170NN2 211WN AT 1270 .(tumour necrosis factor alpha) TNF- ax1pan 1270 nn'on 1T N2V19 119110
.92 NP7 TN MR N'NaN? N212' INNoNI 9 0'MpoT

nann1 win'wn 1ay .2

:ON 1'WIN1 WNNWN? |'N

nN'w? .N9NNN 0220 1WN 0'adIIN 0'22INNN TNN 737 IX AN 2'0an mning (2178) ool NN e
"qoin yTn“ 6 9'wo NN ,D'avian 0'AINN

JNKR NN DINT 220 INNANWN 2110 NNN. @

.MINN INNDQI'A-A3RA 17 NP'90 'NN721I0 NNK- @

11190'02 WIN'WN 1197 NINKND IX NPINN,X9NN DY NNIY 1™V 20 2107 D1ANNNN TNN DX NIV 12K ON

:N9NNA WIN'W? NIVARND NITNIFM NNNTX
:0'N2N D'AXNAN 7110 720 OX X917 190 ,11910'01 219'0n 19y

nanv

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111 Fax: 09-9583636




J-C Health Care Ltd.

S
Kibbutz Shefayim 6099000, ISRAEL J a n SSe n ,
meugom

tel +972-9-959-1111
fax +972-9-958-3636

YNNnwn? 2'NNNY 9% Nanwa 219'0%7-%32 NI9NN1A 791N |ON' ,NaNY?7 |12'01 NNKY WWIN IN9N ON  ©

.119n'0a

(HBV) B aion nanyin 921
1197 ,72V1 B 2101 N'91] NANXA-A7R87E N710Y IN 7210 NNNY IN 9210 7@ NW1 NNNK DN X917 190 o

.119n'01 719'00N
.B 2101 n'anma nanxa paTnY (12101 NI 719U NNNY AWIN NN OX IR9N7 190 o

.B a1on nani nanx 7w NIRNAMY NIN PITA? )N IRAN o

nnian' jp1o

[12'02 NI'NY D'21%V ,27 AT AT NNNR NIMP2T NIZNNATENNIMN NNAY 0191 NPYTA 022100 DY9iIn e
.NNI9N" NN9%_UNINNN [12'0012 NI 112X

DNY IN ,(COPD) nnaNa nmnon NIXM N7NNA L, (NNNOK) NIWNNA Ninn NIXpn 022100 0%91on e

D1INN_NIXPN 2110 ANK OX .11972'02 719'DN NN |LID? 12N [12'02 NIMY 0917V ,0'71] D1IYYn

TNF DOIN2 719'DN DX X9 DY NNIYY? 1'%V, 720 [PUN 130W IR NN NMN0N NI N2NNRR ,Nawnnn
7 o'Nnn

1% Np'ao N
N 9@ D'1'NON .17 NpP'ao 'R ¥ DM'p D12'N0NA NNNN IN D'YTN D'A0N NN NNK OX T'N X917 190

.0"7270 NI932 NIN'AI IR NN X1 019712 17 Np'a0

D'AXVN N2WN YW Ninn

BEBRAUHONBR-RASY-RYASI-RSY-FHZRE-7W D1'N0N NNNIAY IN DYU9 'R NINAIK OX T'N X912 190

D'"1'Y 21727 0219V D'MONN .NXI91 AL |20 ,012X¥VUN 020N 7Y '8N0 NALYN NYA2] N N7NNSYaNYH

1219100 %277 2121 120 DN LN NN 913N PN 222 YIXPY IN 7101 ,01%202 IN NIYNTA NW2IN DRI

DTN’NN
DN .0'MIN'T 1IXYY IX D'MINTA DN?'NY 19137 DITIVN DTN 'RN 7Y 92 X' Va9 2150 ,0mion 0haiona
[AN" TN NQN 2K AWHPND NN TIRD AR IR N2 NP2 DNTREIN 7201 ANX OX ,TIY K7W DIN NNan NnN

.219'0N NKX Poan? LN NaNI

DaIoN

NI D122 12'02 NI 217V 1ML [N 17002 219A'0 172 DN .0IN'T? DN27 0217V 0'NYoN DII0N e
¥ DHNANY MODNY AIYN . [IN'NN 17002 N72MY NINNRD NINNN D'YTIN NY'wI TV N1 DINTA NIpY?
NNY |N1_Nn-8x DHYNNY? 1721'Y T2 (1NN 17002 1119001 NYANYAY 2V DNNK 'RI9T NIX 'WIN?1PIm
INW721 [Io'n pnm?

900-FAN-735% 1T728_IN_|ON2 W' ,NWAaAN OK 35122 ]1I0'N NN 222 172! 29 Xann oy yu'nno 1'%y

.12190'01 WIN'WN 1197 0'wITIN 02I0'NN

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111 Fax: 09-9583636




J-C Health Care Ltd.

S
e S 220, janssen

fax +972-9-958-3636

PATR-2133-BYDIN'T? DNAZ 1YV 219'D DA 219D

3373 DIN'T? D22 YYD '719'0 D1NA-8Y 219'0 737772 DNINW-3HEX JINY IN NINNKY? 171 DX 8917 190

.(Jv1oa 719'0% BCG NN [D2)7aHe

NnA7R NN

NN NANRN ¥ D1IMONN .1197N'01 WIN'WN 1NN NN NN 2w 0R'MON NNON NNK DN T'N X912 190
IV NNMAa ,NN'wad IX NYU'Y12 'WIp? DAY A219U (NN IR Nan ,0"Nawn 0190 NiNgann 21727 0'21%v
.D"2107PN IN DN NI9D ,0M TN 2w NINaann , (hives) NN

oanni 0T

-n NINA DPIYN D722 wIin'w? NX711im NN ,2"n 0.5-12"n 50 ,'0niviN by pit/win'w? |2m pam ,119n'o
D'T22 IN_NIT2'D 7'2 2Y NN2IP'DINYTIA NIDAITIN-FHFAA-23- - ARSIFN-RS[3 D'P1an NpvT oy A"p 40
NN INI9T 2N %27 18 9% nhnn DMaannal

NNNN DMANNAI DT WIn'wY NXMIN NaR 2" 1.0-22"n 100 ,'0nivix bY ptn/winiw? 2 pim ,11an'o
18919

NIMaNN |'2 NIARN/NIXPNILIN

IN X911 72 YV 190,02 '90INI DWAN X772 NIaNnN %212 NNNX NI9NN ,NINNK? NNPY? OX IN,NpI? N1NX OX
NMAITR-A3H33 D'PI9N NPYTA ,NINAY 0'PI1an NPT 219'07-Ap37-133% DIRNN DIRANN-22 7712 .npn?
NnI2iN NPYTA ,NNWPA NIIN NP2Ta0 NMNA0 D19 NP2TA ,NIT2'0 7' 20 NN2IR'0INII9RHFHR-—79-2
BAA-UARR-ZENIN D'D1102-RH7F IN DO NIMTY K77 NNwpn

INPI7 NN DR-APHHNNS ARSI TNINA

219'07 NIYNWNN } DADLAN IN NNA'PIN_2'WAN 1NINN NN NIZ?'2N0 NI9NN 0OY TN' 2190'02 WNANWN7 |'K e

AHSBB-BY-FRS-RRPRSMIMNAY NI7NNA

nmial npn,jin'a

11119001 WIN'WN 1197 X911 Yy e
v AMIVaWNN 1222 22210 YT 0D 119002 wIin'wn 17002 |IM'N7 012'% N112NN IR [N NN O @ ‘

N7910N NN DR Y2EHE-EN-HHAR-BIYAS JGAIBS VIR R[N DY) 2U_IT DANN-HSR8

D'WTIN 6 TWN71 219'DN 17NN D'MIRNA NY'IN 'WXAN WIN'Y T 0 1102 012070 van'n? 71"y ,11an'o)
.12191'0 7¥ NANNXN NPT NN NINGY ‘

012V YINA NINTHA DT OX PAEN [0 ]72002 119001 wRnwng vt

?naNnl wnnwn 181 .3

:NIN 922 072 2a1pnn mn

2wuppad (axial spondyloarthritis) ni'2iIn. NpP?71a N'MNQ0 O'pYan NPYTa ,NNAY  DYp1an NPT

QNI NIMTY X772 NP NE2I0 NP2 T NNWHIN NIIN NPT N77210N-85H950 029150

PRS- NIT2'0 22 %W NN21R'0IN1219 NMOPTIN-ASES 019N NpvTa

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111 Fax: 09-9583636




J-C Health Care Ltd.

S
Kibbutz Shefayim 6099000, ISRAEL J anssen ’

tel +972-9-959-1111
fax +972-9-958-3636

HOhRY)ahiviTRlata Balyra n!
.N9NNA WNNWN? ¥ %22 172 T8 NN NN N72200n

N712N INX 2”0 50 YW D"DNIDIXK LY 'PITR/WIN'Y? 02N 0T 4 N21aN) 27N 200 Yw NM?NNN NN n2nnn
2 n71aNn) A”n 100 |an K2 Druiawl (3’n 100 2w DUDAILIX DY 'PITA/WIN'WY D3N 0NN 2 219'0
LY M/WIN'YY |2 TAN P N21ION IX 2”70 50 2w DUDAIDIR LY 'PIT/WIN'YY 02N 0YyNm

.(2”n 100 7w TNN 'LNILIX

50 7w TNX 'DAIDIX LY NTA/WIN'WY |20 TAR P N212N) A”n 50 :2”p 80-n NINA 0'7pIwn 071N (4]
.[AN INN? NIVIAY 4 221 ]NNKND 219'DN INN? NIVIAY 4-6-A-3awaa (37N npItNN
I opitnn

2”1 50 Y¥ DUDAIDIN LY 'PITA/WIN'YY 02N 0'PITA 2 N71aN) 27N 100 Y2pnw LN RaNI [ANY
™70 1190 NYawin? oxkNNA (3”1 100 2w TNX 'DAIDIX DY PITA/WIN'YYT |20 TNR T N210N IX
50 2w D"DNILIX LY 'PITA/WIN'YY7 012N D{PITA 2 N2IN) 27N 100 N A”p 80 n7piwin 071N
INN? NIWIAY 24-A-wawan (370 100 Y2 TN 'DRIDIK DY PITR/WIN'YY? |21 TAN PITA N2IDN IX 2N
.[AN INN? NIIAY 4 221;5NNRN 219'00

NI nivam .4

:NI7120 NINAD NNIMNA 'RI7D NIYAIN NIV 0N X9 T'n NnaZ we

NN NABN 2w 02'NoN .(1'T) DN NI20N NNM 0N'YY? IN  NNIMN N2 NZRWS NmZR NN e
,11IU2 NNM9 ,NN'WA IN U922 'WIRT 0N27 N%2170Y NN I Nan ,0"Nawn 0190 NINgann 71727 oo
INNY IWNINNZ-E892428 N8 D12'MONN P20 .01%101p0 IX D'2200 1192 ,00 TN 72 ninainn ,(hives) n7n
.12191'0 7Y [IWNIN NN

IV 18 20 01T IR 1IN IRINA DM 21727 02121 11V0 |10 YW 01'N0N (Y191 X?7) Vi L0 .

:119N'02 WIN'WA 19¥1 NINAN NISDIAN 'RID NIVAIN

1NN 1 NFAN-WRARAR M V'AINY NITID)-REIASHIW-THUSR —{very-commen) TIND NINY 'NII? NIVaIN
(0'wnnwn 10R3wun

1IN0 1 TVa y'ain? ni7iy) 100-3Re-owpnwn-1-10-2- Ry ysin-——{cemmen) NIN'IY 'RII? NIVAIN

:(0'wnnwn 10
v'ain? ni21yv)1,000-HRn-awRRwR-1-10-2-RIASHY- FHUHR——{uRcommon) NINY [I'NY INII7 NIVaIN

:(0'wnnwn 100 1mn 1 1va

{BDHA-AZYR- AR 2S-NAHRAHIR2S-RREE-INDIN 'DYI-MA) DPI293Fhna

1NN 1 Tva v'ain? ni2isv)ie,000-HRn-uRRwR-1-10-2- RIASIRW-RHYSIR—{Fare}-NIN'T NI nivamn
}(0'wnnwn 1,000

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111 Fax: 09-9583636




J-C Health Care Ltd.

S
Kibbutz Shefayim 6099000, ISRAEL Ja n SSe n ,

tel +972-9-959-1111
fax +972-9-958-3636

WA NINDANN) NaNYN_NILIZAIL SR VN NI 2V Viawn? n21%un [Io'Nn N21WNa nvian e

s(omITNIp0]

MWD NINI9YWA NIVA-FHASH @

SN0 NIWWA-FHERSH 5@

#H{PYAPI-BALPHALWAY-RIVOIR) NVUIT' NI'R NINWY NI NIYaIm

NN11_,0NNMYIE W NpvT) (Dermatomyositis) DIDTINMIDMTESSLH—HY-—FRZF KIPIN AN 72 NNnn- e

(0NMw NwYIna nivnn 1wva nnnad

?nannn NKX [ONN? 'R .5

JJIONXR 'NIN

NIOPNT 'R GRS PRR O SU A HY AR RIHDASRE-AHD-(2°C-8°C)2°C-8°CNpa |ONN. @

qonyvIn.6

:D2 N27'2N NANNN 2'vanamann 7y qon e

Sorbitol, L-histidine, polysorbate 80 and water for injections.
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