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Sifrol ER 0.375 mg
ER 0.375 71no'o
pramipexole dihydrochloride

monohydrate 0.375 mg

Extended-release tablets
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Sifrol ER 0.75 mg
ER 0.75 71no'0

pramipexole dihydrochloride
monohydrate 0.75 mg

Extended-release tablets
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Sifrol ER 1.5 mg
ER 1.5 790
pramipexole

dihydrochloride

monohydrate 1.5 mg

Extended-release tablets
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Treatment of signs and symptoms of idiopathic Parkinson's disease, as monotherapy or in

combination with levodopa.
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:NAND YT'NN 9TV 2. QUALITATIVE AND QUANTITATIVE COMPOSITION q'voa
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Please note:

Pramipexole doses as published in the literature refer to the salt form.

Therefore, doses will be expressed in terms of both pramipexole base-salt and pramipexole saltbase
(in brackets).

[...]

:N2n yT'nn 2TV 4. CLINICAL PARTICULARS 9'voa

4.2 Posology and method of administration

]

Renal impairment

The elimination of pramipexole 1s dependent on renal function. The following dose schedule 1s
suggested for initiation of therapy:

Patients with a creatinine clearance above 50 mL¥'min require no reduction in daily dose or dosing
frequency.

[...]

The treatment of patients with a creatinine clearance below 30 ssdml/min with SIFROL extended-
release tablets is not recommended as no data are available for this patient population. Theuseof
SIEROL tablets chould ba considerad:

If renal function declines duning main-tenance therapy, the recommendations given above should be
followed.
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4.8 Undesirable effects
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~\ Boehringer
(I

Ingelheim

Body System | Very common Common Uncommon Eare Not known
(=1/10) (=1/100 to (=1/1,000 to (=1/10,000
=1/10) = 1/100) tTo =1/1,000)

[-]

Eeproductive spontanecus

system and penile erection

breast disorder

[-]

Investigations welght decreasze | welght increase Ulanar:
mcluding retention
decreased
appetite

*For the full list of side effects, please refer to the full prescribing information.

[...]

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal produect 1s 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 Reculation

by using an online form: https://sideeffects health gov.il

Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672
Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com




~\ Boehringer
|\||| Ingelheim

:NAN yT'NN 3TV 6. PHARMACEUTICAL PARTICULARS 9'v02

6.3 Shelf life

The expiry date of the product 15 indicated on the packasine materials.

6.5 Nature and contents of container

Aluminium blisters - /PVC/PVAC-/aluminium-blisters
Each blister strip contains 10 extended-release tablets.
Cartons containing lor 3 blister strips (10 or 30 extended-release tablets).

Not all pack sizes may be marketed.
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