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Hormonal replacement therapy for the treatment of symptoms associated with estrogen
deficiency in menopausal women. Prevention of postmenopausal osteoporosis in women with
an increased risk for osteoporotic fractures and presenting intolerace or a contraindication to
others treatments indicated in the prevention of osteoporosis.
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4.2 Posology and method of administration

Patients should be informed that children should not come in contact with the area of
the body where Oestrogel was applied on (see section 4.4).

4.4 Special warnings and precautions for use
Potential Oestrogel transfer to children
Oestrogel can be accidentally transferred to children from the area of the skin where
it was applied on.
Post-marketing reports of breast budding and breast masses in prepubertal females,
precocious puberty, gynaecomastia and breast masses in prepubertal males following
unintentional secondary exposure to estradiol gel have been reported. In most cases,
the condition resolved with removal of estradiol exposure.
Patients should be instructed:
- not to allow others, especially children, to come into contact with the exposed area
of the skin and to cover the application site with clothing if needed. In case of contact
the child’s skin should be washed with soap and water as soon as possible.




- to consult a physician in case of sighs and symptoms (breast development or other
sexual changes) in a child that may have been exposed accidentally to Oestrogel.

Other conditions

a-eExogenous estrogens may induce or exacerbate symptoms of hereditary and
acquired angioedema.

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
ethinylestradiolcontaining 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.

This medicine contains 0.5 g alcohol (ethanol) in each dose of 1.25 g gel. It may
cause burning sensation on damaged skin.

b- This product is flammable until dry

4.5 Interaction with other medicinal products and other forms of interaction

Effect of HRT with oestrogens on other medicinal products

Hormone contraceptives containing oestrogens have been shown to significantly
decrease plasma concentrations of lamotrigine when co-administered due to induction
of lamotrigine glucuronidation. This may reduce seizure control. Although the
potential interaction between hormone replacement therapy and lamotrigine has not
been studied, it is expected that a similar interaction exists, which may lead to a
reduction in seizure control among women taking both medicinal products together.

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)

At transdermal administration, the first-pass effect in the liver is avoided and, thus,
transdermally applied oestrogens HRT might be less affected than oral hormones by
enzyme inducers.

:D'N2N D'9'YO0A 1YWY |31¥Y7 [I'7Da DTV

N9NNA vUIn'wy niyanan niTni'm J'II'\-'\TN_!
117 W' DX X917 190 ,7°2ANnVoxa 719'un 197 e
NYOM IX N'NYAIIN NNTNI'AAX O

:ONX X9N7 T NN 7'anvoxa 719'vn NX j7'09n7 wr !
NN'Y1d 'YiZ DY TN' ,NTON0 IX NY*7220 'wi IR/ N2 IR/ IW72,019] NIN'D) NY'DIn e
NNTRINMIN 7V TY7 DYDY

n'T?
,0'T7'7 X7 TNI'2 ,0INKYT7 MWONN 78 .DINKT N7910NN 11yn NIV 17 717y 7'anvox
2'20W AINXRY ,NIXD NTALITRD DX P01 7'ANVOK 7W AN ITRA IV DY Vana NI
DY T7'N Y DX QI0W7 W' 2'AN00NK NN 1'7V 11V ITRD DY Yand X2 T7' DX W'D
N'n NINAQ 1'0 1IN'Y DN 01X 077,71 TIVON 12N 2Ry .AWOKRN 721 1NN |1201 0N
N9'WNN N{709N DY IN7Y" 0DY'NONN DN7AN NN (DY TY X' XNAIT?) DVI9X 'M7a
S T0oNY
D'"1'M D"I1'Y IX D' TY NINNSNN) D2'A0N IX DIN'0 7W NIPN XONN DY W7 TIXY W
S2'2MVoXY7 NIyva qunal pNt'Y 172 (DMNK
NI'MSNN |2 NAAN /NIXZRIVIN |
190IN1 QYN X'77 NI9INN 7710 NINNX NISINN ,NINNXY? NNEY DX IX ,NNPI7 DX DX
:NNPI7 X DX TNI'N] .NPINY IXN X917 72 7Y "M90 ,nIth
:NINNX NIN'ION NISINN NI'W9 7y y'own7 0'710' 09170 DI DN'WON e
D'OPNN NN A7 7217V ,(1A0In7) N'o97'oX7 NoNN e
DY 1'2110'/212190119/ 1100 ANIXK 7Y A71WUN 71910 [120) C 0'0'VON ONM7 NIDINN
"TIZ9N NIXYINA N7V DNA7 717V ,1'2001712'9/712197'72 DY (NN |21 1A10T K77 IX
ny'In 'wxnxa nivnnwnn 0'wi (ALT 720 0'1aka n'7v) 0T NP1 1
DINA 7'TIVOK 71 7'ANVOKN .7'TIVOX7'I'NIN 0'7'ONN D'A7IVN D 7AIMIN
AWUND wNONNY 0710 ALT 1250 0'1aNa 07 DRN YIT X7 7" TI0OK7' ' NI
.C 0'0'09n o7 271wn 719'0 170N 7'2NVoXa D'wNNWN

N9NNN ¥ pfanINnan pn 2y aiwn y1n !
MINDYR 70 v'wonin



V129 1y 7y nanx nwinny? niNa? 717y
2NN X7 TIY D 277 1'wdnin

NIXMAN TIYN INXAY NISNNN 1ARNAQ DIONDY7 IN7W1 DI TIVAN DI7VN
.http://www.health.gov.il
1-700-500-220 ,|;nwn TIn 4 wann 'n1 ,n"ya 0¥d NNaNY N9 T 7V D'09TIN 07277 N1

,N2N1
'OIN |ITX
nmn npn
n"ya nim NI'YYn oxd



