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To whom it may concern

DECLARATION OF MATERIAL / STEEL
CERTIFICATE

We ELCON MEDICAL INSTRUMENTS GmbH do herby confirm that all our products are produced
according to EN ISO 13485:2016 including Annex Il — excluding Section 4 of Council Directive
93/42/EEC (for all instruments risk class 2a and 2b).

All products are according to DIN EN 1SO 14971 (edition 2013/04) for medical devices — application of
risk management to medical devices.

The materials used by ELCON MEDICAL INSTRUMENTS GmbH are always corresponding DIN EN
ISO 7153-1 for surgical instruments — metallic materials — Part 1 stainless steel (ISO 4153-1:1991,
including amendment 1:1999); German Version EN ISO 7153-1:2017-02).

These materials are fulfilling DIN EN ISO 17665-1 Sterilization of health care products — Moist heat —
Part 1: Requirements for the development, validation and routine control of a sterilization process for
medical devices (ISO 17665-1:2006); German edition EN ISO 17665-1:2006 and DIN EN 1SO17665-2
Sterilization of health care products — Moist heat — Part 2: Guidance on the application of ISO 17665-1
(ISO/TS 17665-2:2009); German edition EN ISO/TS 17665-2:2009.

Below we specify our steel analysis report for the main product groups of general surgery instruments
according to DIN norm 9002.

Type of instrument Material No. Hardness Rockwell

Scissors 1.4034, 1.4117, 1.4028 HRC 50 - 56

Haemostatic Forceps 1.4021 HRC 40 — 46

Vaginal speculums 1.4301 NA

Retractors 1.4021, 1.4301 HRC 40 — 46/ NA

Needle Holders 1.4021 HRC 40 - 46

Tissue Forceps 1.4021 HRC 40 - 46

Scalpel Handles 1.4301 NA

Hollowware 1.4301 NA
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Below we specify the composition of steel

Material| Germany Japan | USA | C Si | Mn P S Cr | Mo | V Ni
No. (DIN) (JIS) [(AlSl)| % | =% | =% | =% | <% | % % % %
0,43 12,5
1.4034 |X46Cr13 - - - 1,00 [1,00 {0,040|0.030]- - - -
0,50 14,5
suS 0,26 12,0
1.4028 |X30Cr13 42042 420F |- 1,00 |1,00 |0,040/0,030 |- - - -
0,35 14,0
0,35 14,0 (0,40 |0,10
1.4117 | X38CrMoV15 |- - - 1,00 |1,00 (0,045)|0,030]- - - -
0,40 15,0 (0,60 |015
sus 016 - s
1.4021 | X20Cr13 420 1,00 |1,50 |0,040/0,030 |- - - -
41041 0,25 14.0
17,0 e
1.4301 |X5CrNi18-10 |SUS 304 |304 <0,07|1,00 |2,00 |0,045(0,015 |- - - 1'0 5
19,5 '
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