GENMEDIX

NEOPHARM GROUP

2021 nanvso ,N/T201 N/nzN
,N/TA21 N/K9N

'wONY? XONYT |17yn DTV TN

Privigen (146-46-33254)
Solution for infusion

Active ingredient: !7'yo nIn

IMMUNOGLOBULIN NORMAL HUMAN 100 G/L
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Replacement therapy in

e Primary immunodeficiency syndromes (PID) such as:
— congenital agammaglobulinaemia and hypogammaglobulinaemia
— common variable immunodeficiency
— severe combined immunodeficiency
—  Wiskott-Aldrich syndrome

e Myeloma or chronic lymphocytic leukaemia with severe secondary hypogammaglobulinaemia and
recurrent infections

e Children with congenital AIDS and recurrent infections

Immunomodulation

e Immune thrombocytopenic purpura (ITP) in children or adults at high risk of bleeding or prior to
surgical interventions to correct the platelet count

e Guillain-Barré syndrome
e Kawasaki disease

e Chronic inflammatory demyelinating polyneuropathy (CIDP)

Allogeneic bone marrow transplantation

NI Twn Nirnan '9 7v 2021 7anouso0a PTIY A9 V'WONYT K97 |17V D vrTInG Nwpan o' Tn1'a NNan
.(EMA) non'xa twixnn 'wiNN |ii

[nI0n TN VORL L,(VORV) AINXA NYWATIA NNNNN XNNANN DY1INAN DAIDTY YY1 DNA 0'9'WO D0'2'IXA IT NYTINA
.(LOj7V) DITNA NION fOINY VOV ,(BE78) NXIN 172

JINNNN D'INA DI'RY D'9011 DIDTY DM I7V2

TV 097TIN 172177 NI NIRNAN TIYN TNRAY NISNNN 1ARAYT INK7VN X7 NIRNAN-TIYNT N7w1 XoMY [1I7un

.03-9373753 :1970 ,3877701 19N 7ny NI'wyn 7RO ,12 D1IWKRIN N NN, 0T DIWAIN Va7 N

,N>M12
aratabRalalh

0{'TN1"2 ,Mnn NNzN

38800 ,179N pPny .Nn.N ,12086 .T.0N 12 D'YI1IWNIDN N'2 v 7 B o I T
E-Mail: genmedix@genmedix.co.il 03-5423784 :opo 04-6341766 oy B



Y € cENMEDIX

NEOPHARM GROUP

X917 17V2 D'IP'YA DTV

4.3 Contraindications

Patlents with selectlve IgA deficiency who developed antlbodles to IgA as admmlsterlng an IgA-
containing product can result in anaphylaxis.

[...]
4.4 Special warnings and precautions for use

[..]

Aseptic meningitis syndrome (AMS)
[...]

Patients exhibiting such signs and symptoms should receive a thorough neurological examination, including
CSF studies, to rule out other causes of meningitis.

[..]

Acute renal failure

[..]

Renal parameters should be assessed prior to infusion of IVIg, particularly in patients judged to have a
potential increased risk for developing acute renal failure, and again at appropriate intervals.
[...]

Transfu5|on related acute lung injury (TRALI)

- In patients

recelvmg IVig, there have been some reports of acute non- cardlogenlc pulmonary oedema [Transfusion

Related Acute Lung Injury (TRALI)].FRALHs-characterized-by-severe-respiratory-distress-pulmonary
edema;,-hypoxemia—hormaHeftventricularfunction—and-fever- TRALLI is characterised by severe hypoxia,

dyspnoea, tachypnoea, cyanosis, fever and hypotension. Symptoms of TRALI typically develop during or
within 6 hours of a transfusion, often within 1-2 hours. Therefore, 1\VVIg recipients must be monitored for and
IVIg infusion must be immediately stopped in case of pulmonary adverse reactions. TRALI is a potentially
life-threatening condition requiring immediate intensive-care-unit management.

[..]

4.5 Interaction with other medicinal products and other forms of interaction
[..]

Loop diuretics
Avoidance of concomitant use of loop diuretics.

[.]
4.7 Effects on ability to drive and use machines

Privigen.Privigen has minor influence on the ability to drive and use machines, e.g. dizziness (see section
4.8).
[...]

4.8 Undesirable effects
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