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Qlair
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Film coated tablets
Estradiol valerate 3 mg
Estradiol valerate 2 mg, Dienogest 2 mg
Estradiol valerate 2 mg, Dienogest 3 mg
Estradiol valerate 1 mg
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Oral contraception.
Treatment of heavy menstrual bleeding in women without organic pathology who desire oral

contraception.
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4.4 Special warnings and precautions for use

Warnings

following warnings and precautions are mainly derlved from cllnlcal and epldemlologlcal data of ethinyl
estradiol containing COCs. W , A

Risk of venous thromboembolism (VTE)

The use of any combined hormonal contraceptive (CHC) increases the risk of venous thromboembolism
(VTE) compared with no use. Products that contain levonorgestrel, norgestimate or norethisterone

3 nn 1 Tiny



BAYER

aAm<>w

are associated with the lowest risk of VTE. ltis-notyet known-how-the risk-with-Qlair compares-with
these lowerrisk-produects: Limited data suggests that Qlair may have a risk of VTE in the same
range. The decision to use any produect other product (such as glair) than one known to have the

lowest VTE risk should be taken only after a discussion with the woman to ensure she understands
the risk of VTE with CHCs, how her current risk factors influence this risk, and that her VTE risk is
highest in the first ever year of use. There is also some evidence that the risk is increased when a
CHC is re-started after a break in use of 4 weeks or more.

Limited epidemiological evidence suggests that the risk of VTE with the use of Qlair may be in the same
range as the risk with other CHCs, including CHCs containing levonorgestrel.

e Other conditions

Depressed mood and depression are well-known undesirable effects of hormonal contraceptive use (see
section 4.8). Depression can be serious and is a well-known risk factor for suicidal behaviour and suicide.
Women should be advised to contact their physician in case of mood changes and depressive symptoms,
including shortly after initiating the treatment.
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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp
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