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STATEMENT

HTL-STREFA S.A. is the manufacturer of safety pen
needles type 820 which are marketed in the
following versions:

0.25mMm x 8 mm (31G x 5/14")
0.25mm x 6 mm (31G x 1/4")
0.25Mm x5 mm (31G x 3/16")

Product availability per brand name and per version (gage & length) may
vary on various markets.

Safety pen needles have been tested for compliance with standard EN
ISO 11608-2:2012 Needle-based injection systems for medical use --
Requirements and test methods -- Part 2: Needles.

Based on testing in accordance with Clause 4.9 and 11 of EN ISO 11608-
2:2012, compatibility with needle-based injection systems (NIS), hereinafter
called pen injector devices can be claimed. Safety pen needles have
passed testing required by ISO 11608-2.

A non-exhaustive list of compatible pen injector devices is to be found in
the Appendix 1 to this statement (List of pen injector devices compatible
with safety pen needles).

Justyna Zemigata

Regulatory Affairs Manager

Enclosed:

Appendix 1 - List of pen injector devices compatible with safety pen needles
manufactured by HTL-STREFA S.A.
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Table 1 - Summary of test results on compatibility safety pen needles with
needle-based injection system
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Ypsomed AG / Polfa

Tarchomin S.A. Polhumin Pen — \/

NOTE! The list above is not exhaustive — the brand names may vary on
different markets, change due mergers of acquisitions of their owners and
private label arrangements.

* - Compatibility with pen injectors is confirmed for existing gauges taking
into consideration worst case representative version (8mm). That is why in
some cases, a compatibility of safety pen needle differ penetration depth
with NIS was sustained base on the positive results of functional tests as fully
equivalent with the versions tested.
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