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1'WIANY Anivaa n'linnn
Ozempic is indicated for the treatment of adults with insufficiently controlled type 2 diabetes mellitus as an adjunct
to diet and exercise
e as monotherapy when metformin is considered inappropriate due to intolerance or contraindications
e in addition to other medicinal products for the treatment of diabetes.
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4.4 Special warnings and precautions for use

[.]

Non-arteritic anterior ischaemic optic neuropathy (NAION)

Data from epidemiological studies indicates an increased risk for non-arteritic anterior ischaemic optic
neuropathy (NAION) during treatment with semaglutide. There is no identified time interval for when
NAION may develop following treatment start. A sudden loss of vision should lead to ophthalmological
examination and treatment with semaglutide should be discontinued if NAION is confirmed (see
section 4.8).
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4.8 Undesirable effects

[...]

Table 1 Frequency of adverse reactions of semaglutide

MedDRA Very common | Common Uncommon Rare Very Rare | Not Known
system organ
class
Eye disorders Diabetic Non-
retinopathy arteritic
complications anterior
ischaemic
optic
neuropathy
(NAION)

[...]
Non-arteritic anterior ischaemic optic neuropathy (NAION)

Results from several large epidemiological studies suggest that exposure to semaglutide in adults with
type 2 diabetes is associated with an approximately two-fold increase in the relative risk of developing
NAION, corresponding to approximately one additional case per 10,000 person-years of treatment.

n"ya por1in 1an

511411142 .o.n 09-7630444 1970 OTech "2
www.novonordisk.co.il ,N20 19> 5 nnig 1y ny ‘M

4464301



Q

novo nordisk’
J]27X7 [1?V2 0D1I2TY

N9NN1 win'wan a7y .2

[...]
NN YIN'Y?2 NIVanN NITNI'M NNNTR

[...]
N'"NI11 D'AINNGS 0Ty

NN YUIMINLRQNYZ T 029 ,IT N9NNA 719100 12002 NURIA NN NNTITAN IR NIRIN 2 MINNA [TAIR NIIN DNK DN
NP2T YUPI 2V NIRY MTPN NRIN ANV 78 NINJ0'N NNt INIPAN TIRAD N1 IRIZ NYUAIN ApY DAY 2190 1210
77w Rann .(nNmn 'R Naim :4 p1a nk1) (NAION- non- arteritic anterior ischaemic optic neuropathy) D'piv
.IT NAINN2 219'DN NN P'OAN? Y72XNW [2N! D'M'Y NPITA? JNIN NI9NY Yy

NI nivain .4

[...]
D'wnnwn 10,000 M TNX wnNNYN TV 2V U1awn? NiMwY :TINA NN 'RI? NIVaIn

NAION- non- ) D'MIV NP2T Y 2V NI'RY MTPN NURIND ANV 22 NTNI0NR N'NAN' K720 'V IRI9N AN e
72V .AN2 22 X972 DMI'WWN NNRA NN JTAIR DNA? 217V QWK (arteritic anterior ischaemic optic neuropathy
D''NINNA DM'W" 12 P19 NNT) DRI NTMANT IN NIKNG NNTITNNA ['N2AN NN DX X917 7' NIaY
"Nz

N9 T2V D'O9TIN D72)7 N'I1,NINMAN TIWN INNAY NI9NNN 1ARN1 010197 IN7W1 DR2TIVAN DII7VUN
.09-7630444 11970 .78t ,4464301 ¥20-192,1 VT 1My ' L,Nn"ua porTn 12 :01wnn 2u1%

,N1111
nlat "y

ninn nnpn
n"va pomin an

n"ya por1in 1an

511411142 .o.n 09-7630444 1970 OTech "2
www.novonordisk.co.il ,N20 19> 5 nnig 1y ny ‘M

4464301



