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Product Overview IXIN N0

Trade Name Remotiv N'721X "Mnon nv
Trade Name Heb 2'0InN Ny '"non nY
Active Component St. John's wort 27y 215N
(Hypericum perforatum)
Pharmacological Class Other antidepressants - NO6AX naIe Xy
Route of Admin PER OS NN NIIx
Dosage Form Film-coated tablets ' NIIX
Strength 250, 500 mg D'I'N
Manufacturer MAX ZELLER SOHNE AG, X!
SWITZERLAND

Health Basket No nix"M2a 70
Legal Classification RXx '"VOWnN AII'O
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Indications NI'INN

« Symptoms of mild to moderate depression including: dejected
mood, mood lability, inner restlessness, anxiety, states of tension
and the difficulty in falling asleep and sleeping through the night
which is associated with these conditions. Treatment is
recommended for up to 12 weeks.
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Dosage and Administration NN T I

* One tablet of Remotiv 250 mg morning and evening.

* One tablet of Remotiv 500 mg morning or evening. The tablets should be
swallowed, without chewing, with a little liquid, preferably during or after a meal.
Remotiv 500 mg tablet is not easily split.

* The product should be taken for at least 14 days, since onset of action may be
deferred until then. A minimum length of therapy of 4-6 weeks is recommended.
The treatment period is up to 12 weeks.

* Remotiv may be prescribed for more than 12 weeks following the physician’s
assessment of the benefit-safety profile in long-term use.
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Contraindications TA1 NI'IINN

* Known hypersensitivity to products based on St. John's wort or to one of the
excipients contained in Remotiv.

* Known photohypersensitivity.

* Remotiv must not be taken concomitantly with the following medicinal products:

- certain immunosuppressants (e.g. cyclosporine, tacrolimus or sirolimus)

- anti-retroviral HIV-drugs from the group of non-nucleoside reverse transcriptase
inhibitors (e.g. nevirapine) and proteinase inhibitors (e.g. indinavir)

- certain cytostatics (e.g. imatinib, irinotecan)

- oral anti-coagulants of the coumarin type

(see Drug Interactions).

* Children under 6 years of age, since there is no data available for this patient group.
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Warnings and Precautions nitahh

* Although extracts of St. John's wort have been used for many years without evidence of an
adverse effect on the liver or kidney, there are no controlled clinical studies available in
patients with impaired hepatic or renal function. Therefore, in such patients Remotiv should
be used with caution and under medical supervision.

* |n patients concurrently taking other drugs, especially drugs with a narrow therapeutic
window, extracts of St. John’s wort should be taken only after careful consideration due to
the possibility of potential drug interactions (see Drug Interactions). Plasma levels and/or the
effect of the interactive drug should be monitored closely at the beginning of Remotiv
therapy, when any change in dosage occurs and after Remotiv therapy is discontinued.

* Very rarely and especially in fair-skinned persons, unwanted reactions of the skin (sunburn-
like redness) or eyes may occur after ingestion of St. John’s wort preparations and
subsequent exposure to sun light. If such symptoms occur, the treatment must be
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Adverse Reactions X117 NIyoOIN

* The most common adverse effects are gastrointestinal
disturbances (4-6%), followed by headache, sweating, and
asthenia (1-2%). Dizziness (<1%) and restlessness may also

occasionally occur.

* If redness of the skin appears, therapy should be discontinued
and the cutaneous symptoms should be followed-up.

* As for other anti-depressants, isolated cases of mania
associated with the use of St. John’s wort have been reported.
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Drug Interactions NI'N9INN |'2 NIIAN

* Current data indicates that St. John's wort preparations may induce hepatic cytochrome P450
enzymes, specifically CYP3A4, and transport proteins, specifically P-glycoprotein.

* This can result in drug interactions. Specifically, starting therapy with a St. John's wort
preparation can lead to a reduction in plasma levels of a concomitant medicine, and,
conversely, stopping therapy with a St. John's wort preparation can lead to an increase in
plasma levels of a concomitant medicine.

* In case of an accidental intake of St. John’s wort preparations together with interactively acting
substances, the St. John’s wort preparation should, generally, be discontinued gradually.

* Hyperforin (one of the constituents in St John’s wort) has been demonstrated to be
responsible for many of the observed drug interactions. Therefore, due to its low hyperforin
content, Remotiv may have less potential for drug interactions than other St. John’s wort

preparations. .
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Considerations for Special Populations NITNI'M D'7IN NI'OIDIX? NNNNN

Use in Pediatrics
* This product is not intended for use in children (<12 years).

Use in Elderly
* There is usually no need to adjust the dosage in elderly patients.
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Pregnancy and Lactation

* Reproduction studies in animals have indicated no risks to the fetus. However,
scientific evidence documenting the safe use of Remotiv during pregnancy and
lactation in humans is not available. Therefore, the use of Remotiv in pregnant

and nursing women should be avoided.
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Mechanism of Action nN71Y9 122N

* St John’s wort may modulate brain levels of neurotransmitters but the precise
mechanism of action of St John’s wort is not known. The extract Ze 117 contains
many ingredients which may be responsible for the pharmacological action of
Remotiv. Animal studies suggest that the therapeutic effect of Remotiv is based
on the inhibition of the reuptake of norepinephrine and serotonin into the
presynaptic neurons, as well as a down-regulation of central beta-adrenergic

receptors. Medical literature has described other possible mechanisms of action
for St. John’s wort.
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Information for Patients 291007 YT1'n
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http://www.old.health.gov.il/units/pharmacy/trufot/alonim/Remotiv_dr_1380445167724.pdf
http://www.wikitrufot.org.il/index.php/%D7%A8%D7%9E%D7%95%D7%98%D7%99%D7%91_250_-_Remotiv_250
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http://www.wikitrufot.org.il/index.php/%D7%A8%D7%9E%D7%95%D7%98%D7%99%D7%91_250_-_Remotiv_250
http://www.wikitrufot.org.il/index.php/%D7%A8%D7%9E%D7%95%D7%98%D7%99%D7%91_250_-_Remotiv_250
http://www.wikitrufot.org.il/index.php/%D7%A8%D7%9E%D7%95%D7%98%D7%99%D7%91_250_-_Remotiv_250
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