A MEDICINE COMPANY

2025 1xNao

n/Ta01 n/xoN
,N/T201 N/NjEin

10Ty Lyumjev 100 units/ml 2'wonn 7w Dx71 X907 017un D DDy TN nwpan n"ya YR Y7 N nnan

yTni 7inoa |nIon QolnNNY yT'n ,AINX2 0'INIon Nnnn 0'linnn "'y .TA72 0NN DR'Yn 019901 IT Ny Tina
.0'9011 DIIDTY DIY' .BHN] NIoN N0INY

N9 T 2V 0'09TIN 072177 NI NIXNNAN TIYNA MNNAY NIDSINNN 1AXAL D01 DIX71 XONY? D1dTIVAN 017N
:DIvwnN 2vaY

09-9606234 :"70 , M1 ,4 AT'wn ‘N ,0"Wa W' Y X

,idN11

vin'n pgny!
nimn NN

Lyumjev 100 units/ml
2"n/'n' 100 2'aniy

Solution for injection :jn'n NIIx
Insulin Lispro (as zinc crystals) 100 units/mL :7'y9n ninn
'WONY? NMYIKNA 2NN

Treatment of diabetes mellitus in adults, adolescents and children aged 1 year and above.
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4.8 Undesirable effects

Summary of safety profile

The most frequently reported adverse reactions during treatment is are hypoglycaemia (very common)
and infusion site reactions in patients using CSll system (very common) (see sections 4.2, 4.4 and 4.9).

The following related adverse reactions from clinical trials are listed below as MedDRA preferred term
by system organ class and in order of decreasing incidence (very common: > 1/10; common: = 1/100 to
< 1/10; uncommon: = 1/1,000 to < 1/100; rare: = 1/10,000 to < 1/1,000; very rare: < 1/10,000) and not
known (cannot be estimated from the available data). Within each frequency grouping, adverse
reactions are presented in order of decreasing seriousness.
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