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Mixture 800 ppm NO in Nitrogen
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Mixture 800 ppm NO in Nitrogen, in conjunction with ventilatory support and other appropriate
active substances, is indicated:

e for the treatment of newborn infants 234 weeks gestation with hypoxic respiratory failure
associated with clinical or echocardiographic evidence of pulmonary hypertension, in order
to improve oxygenation and to reduce the need for extracorporeal membrane oxygenation.

e As part of the treatment of peri- and post-operative pulmonary hypertension in adults and
newborn infants, infants and toddlers, children and adolescents, ages 0-17 years in
conjunction to heart surgery, in order to selectively decrease pulmonary arterial pressure
and improve right ventricular function and oxygenation.
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4.4 Special warnings and precautions for use

Pulmonary veno-occlusive disease

Cases of life-threatening pulmonary oedema have been reported with nitric oxide in
patients with pulmonary veno-occlusive disease. Therefore, the possibility of a veno-
occlusive disease should be carefully evaluated if signs of pulmonary oedema occur
following the administration of nitric oxide to patients with pulmonary hypertension. If
confirmed, the treatment is to be discontinued.

T NYUTINA 09921 DI'RI D'NINN DI'RY D'90I1 DTV ' NN [17ua

,N1N1a

ItTn m

nmn nnpin

7714101 TITWUN ,AI9X NV'WYN TR ,4124 1.0 | n”ya VIR NTI927 ™D nn'on
info@maxima.co.il « www.maxima.co.il « 073.2188766 :0j?9 * 073.2188666 :70



