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Trospium hydrochloride

Manufacturer: CTS Ltd., Israel
Dossier status: Complete CTD file
Dossier date: 20mg - ready
15 and 30mg - December 2016
Dosage forms: 15mg, 20mg, 30mg Film-coated tablets

Bioequivalence reference:

Regurin 20mg (for 20mg dossier)
Spasmex 15mg (for 15 and 30mg dossier)

Stability data: 2 years at 25°C, 60% RH (stability pro-
gram is up to 3 years)

Packaging: Alu/PVC Blisters of 7 or 10 tablets
Bulk packs

The European Union (EU) has in place an agreement
(2013/1/EU) on conformity assessment and mutual ac-
ceptance of Pharmaceutical Good Manufacturing Prac-
tice (GMP) with Israel. The CTS manufacturing facility
is therefore considered as EU-GMP compliant.

For further information, please contact:

INTERPHARM t’

Cc ON S UL TANTZ CY

PeterWittner B.Sc

Direct line: +972 58 773 4238

E-mail peter@interpharm-consultancy.co.uk
web:www.interpharm-consultancy.co.uk

9¢c Szold Street,
Raanana, lsrael 43218
Phone: +44 20 8446 5572




