\ graduated
osimg syringe 18 provided with the product to facilitate administration across
the wide recommended dosing range.

“la-wse note: fle HFPE aclegtor  romeny adachedt T Tl SoHte

1l in-se J/\e/ﬁ /-'/i f //1(/—&0&—‘&# [Mg()mm 7 ek, M“""Q-
Tl e cap s Tltht mplacest suv Tl Trp of Th aclpier
Fhe pat ve of T proticd, |
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3.3.

A standard brown glass bottle (300 ml) with a child resistant, polypropylene 2BI164,
closure was selected as the primary packaging. The glass is hydrolytic res1stance
type II according to the European Pharmacopoeia.

Packaging materials (immediate packaging

For precise dosage the following administration accessories will be included in the
secondary packaging along with the medicinal product:

A 10-ml graduated polypropylene oral dosmg syringe

A low density polyethylene press-in bottle adaptor

The oral dispenser has been classified as a Class I device with measuring function C bw'\ %
according to the EC Council Directive 93/42/EEC Article 11 section 5 and Annex

VII, and measuring function requirements of Annex V. The dispenser has been CE M A
marked accordingly. ] fpbO“} a

The bottle adaptor has been classified as a Class I device according to the EC oS
Council Directive 93/42/EEC Article 11 section 5 and Annex VIL. The bottle ) (’V& "rb'/
adaptor has been CE marked accordingly. M v

Both the immediate packaging and the administration accessory are considered
appropriate for worldwide use. The materials are tested according to internal

I: Vol. 1/ 13
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Novartis Testing Monographs which ensure their suitability before use. In addition
to the routine testing parameters performed on the glass bottle, both chemical
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