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* Medication Guide:

What are the possible side effects? {(c Im D_

A may cause serious side effects, including:
The_most common side effects are:

* These are not all the side effects of A.
Ask your healthcare provider or pharmacist for more information.
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...two sections... sufficient patient-friendly description of the overt clinical signs and
symptoms to enable the patient to recognise all side effects which may occur as set

out in section 4.8 of the SmPC:

1) the most serious side effects need to be listed prominently first with clear
instructions to the patients on what action to take.

2) all other side effects, listed by frequency and starting with the most frequent.

e
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Within each section mentioned above, side effects should be arranged by frequency.

Very common: may affect more than 1 in 10 people

Common: may affect up to 1 in 10 people

Uncommon: may affect up to 1 in 100 people

Rare: may affect up to 1in 1,000 people

Very rare: may affect up to 1 in 10,000 people

Not known: frequency cannot be estimated from the available data

System organ class listings should not be used.
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Reporting suspected adverse reactions after authorisation of the medicinal
product is important. It allows continued monitoring of the benefit/risk
balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health
according to the National Regulation by using an online form
(http://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=A
dversEffectMedic@moh.gov.il ).
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3. PHARMACEUTICAL FORM
Solution for injection or infusion

Clear. colourless soluti0n|

——
4. CLINCAL PARTICULARS

4.1 Therapeutic indications

227 21'N YT (1I7vn N?'NNa 07 X7 ,FDA -0 T 7Y DNWINNN D17V e
O'WONN O 9'oIn? W' FDA -nn ynIRNN |17V 75 WX 12001 MY ,'YWONN
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5 TINDICATIONS AND USAGE

—is indicated for the short-term treatment of insomnia characterized by

difficulties with sleep initiation-has been shown to decrease sleep latency for up to 35 days in
controlled clinical studies [fsee CLINICAL STUDIES (14)].

Y

rigmgre

The clinical trials performed in support of efficacy were 4-5 weeks in duration with the final formal
assessments of sleep latency performed at the end of treatment.

S 1. NAME OF THE MEDICINAL PRODUCT

—ml solution for injection or infusion in pre-filled syringe

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each ml of solution contains 60 million units (MU) (equivalent to 600 micrograms [g]) of

Each pre-filled syringe contains 30 MU (equivalent to 300 micrograms o_n 0.5ml
solution for injection or infusion.

. o produced in

Escherichia coli (BL21) by recombinant DNA fechuology.

Excipient with known effect:

Each ml of solution contains 50 mg of sorbitol (E420)

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Solution for injection or infusion

52
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FDA: “encourages frequent
communication.....to discuss plans early...”
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