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VYR-17 Shelf life extension of a batch of medicingbroduct manufactured before the approval of
the appropriate variation to the registration

This guideline replaces guideline VYR-13 as of Jul, 2001.

1. Introduction
Due to the problem in practical application of soofiche requirements listed in guideline VYR-13,iséan thereof has been
prepared.

Extension of the shelf-life of a medicinal produepossible only on the basis of long-term stabilitgists (see REG-49) after
the approval of the relevant variation to the regigtin. Shelf-life can be extended also for produnanufactured prior to the
approval of the relevant variation to registratibthey comply with the below stipulated conditioasd if the State Institute
for Drug Control (SUKL) is notified to this effecip that consistent information about the situatiothenmarket, necessary
for control purposes, be maintained. SUKL does sgie any decisions on these matters, the extensghelbflife for batches
manufactured prior to the approval of the releveantation to the registration are entirely withirethesponsibility of the
registration decision holder who has direct accessl timformation necessary for quality assurance ofrtieglicinal product
and its compliance with the documentation submittetliwihe registration procedure.

2. Conditions governing the shelf-life extension of thenedicinal products manufactured prior to the approvd of the

variation to registration relevant to the extendedshelf-life

The extension of shelf-life for batches of medicipadducts manufactured prior to the approval of glevant variation to the

registration is entirely within the responsibility thle registration decision holder and it can be edrdut where compliance

with the following conditions has been achieved:

« Change of shelf-life was already approved within girecessing of the application for the relevant \taim to
registration;

*  The manufacture of the batches of medicinal produdisse shelf-life is being extended, was executed uh@éesame
conditions as of those medicinal products for whitbng-term stability study was submitted within thelégation for a
variation to registration;

» All packages of the medicinal products in questiorremevidently stored in compliance with prescribeadittons
thereof;

. Measures preventing the occurrence of other packafjése same batch of the medicinal product labelléith &
different shelf-life on the market have been adopted

. New shelf-life is clearly marked both on immediate anter packaging (and, where applicable, in thekage leaflet);

. Re-labelling of all packages of the medicinal praduws been made by the licensed manufacturer undeoridéions
of good manufacturing practice;

*  The registration decision holder shall inform thek&Un writing about the extended shelf-life of bagshof medicinal
products manufactured prior to the approval of #ievant variation to registration (including batehmbers and number
of packages of medicinal products whose shelf-lifé gl extended, and including the reference numbdrdate of the
decision pertaining to the variation to the regigraton the basis of which the shelf-life of the relebatches of
medicinal products was extended);

*  Where needed, the registration decision holdemprane re-labelling of the product to distributoreapmacies, and any
other entities operating in the area of medicinabdpcts supply by the decision on the variation gisteation or by a
reference to the lists of variations published by SUiKthe Bulletin (\stnik) or on its homepage.

Note: Written information about extended shelf-life ofn@dicinal product manufactured prior to the appro¥a variation to
the registration and any related queries and comraeaitsollected and handled by the Inspection Brah&UiKL.



