Q

. ®
novo nordisk
16.1.2024
,N/T101 n/npn ,n/xan

Novofem
Film coated tablets

.0DM'YINY7 27X71 K97 01217V0 12TV 2V VT2 Nwpan n'ul po'min 1213 nian
:0'2'va p1nin
Estradiol (as Hemihydrate) 1mg

Norethisterone acetate (white tab) 1 mg
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Hormone replacement therapy (HRT) for estrogen deficiency symptoms in postmenopausal
women with an intact uterus.

Prevention of osteoporosis in postmenopausal women at high risk of future fractures, who are
tolerant of , or contraindicated for other medicinal products approved for the prevention of
osteoporosis.

The experience treating women older than 65 years is limited.
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44 Special warnings and precautions for use

Other conditions

Oestrogens may cause fluid retention, and therefore patients with cardiac or renal dysfunction should
be carefully observed.

Women with pre-existing hypertriglyceridaemia should be followed closely during oestrogen
replacement or hormone replacement therapy, since rare cases of large increases of plasma
triglycerides leading to pancreatitis have been reported with oestrogen therapy in this condition.

Exogenous oestrogens may induce or exacerbate symptoms of hereditary and acquired angioedema.

n"ya porTin 1an

511411142 .o.n 09-7630444 :j1970 OTech "a
09-7630455 :opo ,N20 19D 5 nniz 1 yT Ny 'm

www.novonordisk.co.il 4464301



Q

. ®
novo nordisk

ALT elevations

During clinical trials with patients treated for hepatitis C virus (HCV) infections with the combination
regimen ombitasvir/paritaprevir/ritonavir with and without dasabuvir, ALT elevations greater than 5
times the upper limit of normal (ULN) were significantly more frequent in women using
ethinylestradiol-containing medicinal products such as CHCs. Additionally, also in patients treated
with glecaprevir/pibrentasvir, ALT elevations were observed in women using ethinylestradiol-
containing medications such as CHCs. Women using medicinal products containing oestrogens other
than ethinylestradiol, such as estradiol, had a rate of ALT elevation similar to those not receiving any
oestrogens; however, due to the limited number of women taking these other oestrogens, caution is
warranted for co-administration with the combination drug regimen ombitasvir/paritaprevir/ritonavir
with or without dasabuvir and also the regimen glecaprevir/pibrentasvir. See section 4.5.

4.5 Interaction with other medicinal products and other forms of interaction

Pharmacodynamic interactions

During clinical trials with the HCV combination drug regimen ombitasvir/paritaprevir/ritonavir with
and without dasabuvir, ALT elevations greater than 5 times the upper limit of normal (ULN) were
significantly more frequent in women using ethinylestradiol-containing medicinal products such as
CHCs. Women using medicinal products containing oestrogens other than ethinylestradiol, such as
estradiol, had a rate of ALT elevation similar to those not receiving any oestrogens; however, due to
the limited number of women taking these other oestrogens, caution is warranted for co-
administration with the combination drug regimen ombitasvir/paritaprevir/ritonavir with or without
dasabuvir and also the regimen with glecaprevir/pibrentasvir (see section 4.4).

N'IIXY 1PV DIDTY

N9NnN1 win'win 19% .2
N9NN1 wIN'Y2 NIVana NITNIM NNNTN
NI217V [N 11NN ,NINAN NI'YAN AN 'NY2] Nl DVa 'K )7 NN OXR X9N% M990 ,0912122 219'vn 199
ONIT NI NNTNA NIMQIPN NIPTA? X917 VAN 11%V,]2 DN .0912122 219'DN 17002 1MNN7 IN 21?2
2V DWIN'R 7 ' DON I, (NMPIN NRTRIIR) NIMN NNk %2 01N DWNNR DN MY axn - e
v IN (NN'wIN 27T 2w nn'on) A L,|Iw? ,0' ,0'Naw ,0"%1 NI9d ,019 ,0" TN ¥ 01NN NINGINN
(NW212 NNTNIMAN) 212'wn NN

n"ya porTin 1an

511411142 .o.n 09-7630444 :j1970 OTech "a
09-7630455 :opo ,N20 19D 5 nniz 1 yT Ny 'm

www.novonordisk.co.il 4464301



Q

. ®
novo nordisk

NIMann "2 NN
1'21207 72 IX DY 1'211011/2'21901IR9 /210 ANIN 2w A%1wn 219 1122) (HCV) C 0'v'oan 91217 Niann
N"%V) 7220 'TIPAN ¥ DTN NPT NIRXINA 01207 DA% NI21%V (1'A0L112'9/71219p22 DV 219D DA 1N2
D121 .21'"MPOX?IMN 22NN 271WN '221IN1N (1NN NYRANY 'WXARA NIYNNwnn 0'waa (ALT 7100 0maNa
D912102 WIN'wA NP7 0212 ALT 7200 D'TINA 020 DXRN VIT X7 .2'TIDOK21'MN DIPRA 21'TLON N72'aNn
.X9NN DY YU'Nn? v .C D'D'VONA A71IWNN 219'DN DV

INII? Nvaimn .4

X917 T 'wal n91an 71017 'j7'09n

917N "IN 219'0 N7011 NIX TWKRD NIKAN NIYOINN ['2N 'NY7D NYSIN2 N1'NaN DX DX

D'712'n NN'YWI 'WIZ DY TN' (NI DN19N) NN IXK av'722 'wig IN/ NAD IR/ [IY'70 ,0190 YW NInDann
NNTXININ 7V T'wn?

N9 T 2V D'0ATIN 072777 [N'A1,NINMAN TIWN INKAY NI9INNN 12XN1 DI0197 IN7W1 D2TIVAN DII7VUN
N 4464301 810-192,1 VT My "N Lntua pormia i oiwnn 2u1%
.09-7630456 :0p9,09-7630444 :j19%0

,N1111
N2INN NNPN, NITIR D21
n"vl po'mia an

n"ya porTin 1an

511411142 .o.n 09-7630444 :j1970 OTech "a
09-7630455 :opo ,N20 19D 5 nniz 1 yT Ny 'm

www.novonordisk.co.il 4464301



