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BELIMUMAB 120 MG (80 mg/ml after reconstitution)
BELIMUMAB 400 MG (80 mg/ml after reconstitution)
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Benlysta is indicated as add-on therapy in adult patients with active, autoantibody-positive
systemic lupus erythematosus (SLE) with a high degree of disease activity (e.g., positive anti dsDNA and
low complement) despite standard therapy.
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4.4 Special warnings and precautions for use
(...)
Infections
The mechanism of action of belimumab could increase the risk for the development of infections, including
opportunistic infections. In controlled clinical studies, the incidence of serious infections was similar across
the Benlysta and placebo groups; however, fatal infections (e.g. pneumonia and sepsis) occurred more

frequently in patlents recelvmg Benlysta compared with placebo Severe—m#ee&ens,—memetmg—iatal—ease&

(see

sectlon 4.8).

Pneumococcal vaccination should be considered before initiating Benlysta treatment. Benlysta should not
be initiated in patients with active serious infections (including serious chronic infections). Physicians should
exercise caution and carefully assess if the benefits are expected to outweigh the risks when considering
the use of Benlysta in patients with severe-erchronicinfections or a history of recurrent infection. Physicians
should advise patients to contact their health care provider if they develop symptoms of an infection. Patients
who develop an infection while undergoing treatment with Benlysta should be monitored closely and careful
consideration given to interrupting immunosuppressant therapy including belimumab Benlysta until the
infection is resolved. The risk of using Benlysta in patients with active or latent tuberculosis is unknown.

(...)
4.8 Undesirable effects
(..)
System organ class Frequency Adverse reaction(s)
Infections and infestations® Very common | Bacterial infections, e.g. bronchitis, urinary
tract infection
Common Gastroenteritis viral, pharyngitis,
nasopharyngitis, viral upper respiratory tract
infection
Blood and lymphatic system Common Leucopenia
disorders
Immune system disorders Common Hypersensitivity reactions®
Uncommon Anaphylactic reaction




Rare Delayed-type, non-acute hypersensitivity
reactions

Psychiatric disorders Common Depression

Uncommon Suicidal behaviour, suicidal ideation
Nervous system disorders Common Migraine
Gastrointestinal disorders Very common | Diarrhoea, nausea
Skin and subcutaneous tissue Common Injection site reactions®*
disorders Uncommon Angioedema, urticaria, rash
Musculoskeletal and connective Common Pain in extremity
tissue disorders
General disorders and administration | Common Infusion or injection-related systemic
site conditions reactions™, pyrexia

1 See ‘Description of selected adverse reactions’ and section 4.4 ‘Infections’ for further information.

# ‘Hypersensitivity reactions’ covers a group of terms, including anaphylaxis, and can manifest as a range
of symptoms including hypotension, angioedema, urticaria or other rash, pruritus, and dyspnoea. ‘Infusion
or injection-related systemic reactions’ covers a group of terms and can manifest as a range of symptoms
including bradycardia, myalgia, headache, rash, urticaria, pyrexia, hypotension, hypertension, dizziness,
and arthralgia. Due to overlap in signs and symptoms, it is not possible to distinguish between
hypersensitivity reactions and infusion reactions in all cases.

**Applies to subcutaneous formulation only.

(...)

In a randomised, double-blind, 52-week, post-marketing safety study (BEL115467) which assessed mortality
and specific adverse events in adults, serious infections occurred in 3.7% of patients receiving Benlysta
(10 mg/kg intravenously) vs 4.1% of patients receiving placebo. However, fatal infections (e.g. pneumonia
and sepsis) occurred in 0.45% (9/2002) of Benlysta-treated patients vs 0.15% (3/2001) of patients receiving
placebo, while the incidence of all-cause mortality was 0.50% (10/2002) vs 0.40% (8/2001), respectively.
Most fatal infections were observed during the first 20 weeks of treatment with Benlysta.

(...)

127X 172 1WyIY 0NN DADTY
X197 nwoin .4
(-.))
omiIn'T
'RII7 NIYOIN N7X .AN'WINI MY DT DNINT 7710 ,QN1F NNIAA NN02 0MINTA 72TR7 17 0Na7 n717y nvo''ma
NINDYA NINY 0MY1 oDmn Nn? 0217y omintn 270 .10 JIMn TN wnnwnn N Ny'sini TINN NINDY
.12
:DIN'T YW D'XAN D''NONAN TNX NIIN DNX DX
nmminx IN/Ioin- ¢
m'wl nia vy e
NN Yy .
NI9NN D'NWT7 MY NN ;[NY [N [AT2 DAY DYIND »
9112 D'YXD IN XD IKDITX ,DNIY - °
79 XONNY7 IX NINRY T 190

€«
.DDTIVAN DX [17V21 X9N7 |17v2 |"YY W o1 YyT'Y7 .0'™®01 DAIDTY Dty
NINMIAN TIYN TNNAY NIDINNN 1ANN DI0N97 IN7W1 [DIX7 [17wn1 X9N7 [17un

https://data.health.gov.il/drugs/index.html#/byDrug
.03-9297100 :j19702 nipn NNO 25 %12 'NO M7PNMO0I0R'72 NNANY N9 FT-7Y 0'09TIN 0727 [N

,NdM12

YP"'w NN
nmn nnpn


https://data.health.gov.il/drugs/index.html#/byDrug

	רופא/ה נכבד/ה
	רוקח/ת נכבד/ה,
	מקרא לעדכונים המסומנים:
	עדכונים מהותיים שנעשו בעלון לרופא:
	(…)
	(…)
	4.8 Undesirable effects
	(…)
	(…)
	(…)
	עדכונים מהותיים שנעשו בעלון לצרכן:
	(…)
	• חום ו/או צמרמורת
	• שיעול, בעיות נשימה
	• שלשול, הקאה
	• תחושת צריבה בזמן מתן שתן; מתן שתן לעיתים תכופות
	(…)
	קיימים עדכונים נוספים.  למידע נוסף יש לעיין בעלון לרופא ובעלון לצרכן המעודכנים.
	העלון לרופא והעלון לצרכן נשלחו לפרסום במאגר התרופות שבאתר משרד הבריאות:

