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HepxaBetowaa ctanb

C (Carbon)

Cr (Chromium)
Cu (Copper)

Fe (Iron)

Mn (Manganese)
Mo (Molybdenum)
N (Nitrogen)

Ni (Nickel)

P (Phosphorous)
S (Sulfur)

Si (Silicon)

316L

ASTM A 276-08a

.030% Maximum
16.0%-18.0%

Not Required
Balance

2.00% Maximum
2.00%-3.00%

Not Required
10.0%-14.0%
0.045% Maximum
0.030% Maximum
1.00% Maximum

316LVM & 316LS
ASTM F 138-08

.030% Maximum
17.0%-19.0%
0.50% Maximum
Balance

2.00% Maximum
2.25%-3.00%
0.10% Maximum
13.0%-15.0%
0.025% Maximum
0.010% Maximum
0.75% Maximum
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Test Method : As specified in EN 1811:2011+ A1:2015. Analysis was performed by ICP-OES.

For non-body piercing article

Test item Sample Area | Volume of Nickel Nickel Nickel Limit Comment
(cm2) Test Solution| Release Release Release (ug/cm2/
(ml) Trial1 Trial 2 Trial 3 week)
(ug/lem2/ (ugcm2/ (ugcm2/
week) week) week)
1 57T 10 <0.1 <0.1 <0.1 0.5 PASS

Sample Description :
1. Metal body
Note :

1. microgram/ cm2/ week = microgram per square centimeter per week

2. "<" =Less than

3. LOQ = Limit of Quantitation= 0.1 ug/cm2/week

4. Limit specified by entry 27 of Regulation (EC) No 552/2009 amending Annex XVI| of REACH Regulation (EC) No
1907/2006 (previously restricted under Directive 94/27/EC and 2004/96/EC)

Comments are given according to EN 1811:2011+ A1:2015 as below:

Type of sample Nickel Release (ug/cm2/week) |Nickel Release (ug/cm2/week)
(PASS) (FAIL)
Article with Nickel release limit of 0.5 ug/cm2/week <0.88 >/=0.88
Article with Nickel release limit of 0.2 ug/cm2/week <0.35 >/=0.35

* = No clear decision = Inconclusive
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LiBeTa 30510TbIX CnfiaBoB B 3aBUCUMOCTHU OT

COCTaBa
1)
LiBeTt % Au % Ag % Ni ot % Fe
(nannagu
cnnaea (3onoTto) | (cepebpo) (HuKenb) ) (>xene30)
Ceetno- 58,5 32,0 9,5 - - - -
XENTbIN
YKentbin 58,5 28,0 13,5 - - - -
75,0 12,2 12,8
TéMHo- 58,5 23,0 18,5 - - - -
XKenTbln
Po3oBbin 58,5 14,0 27,5 - - - -
KpacHblin 58,5 7,0 34,5 - - - -
75,0 6,0 19,0
3eneHbIn 58,5 39,0 2,5 - - - -
75,0 25,0 -
Benbin 58,5 - 18,5 15,5 7,5 - -
58,5 18,5 - - 8,0 15,0 -
75,0 - 5,5 15,5 4,0 - -

CunHun 75,0 - - - - - 25,0
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CocTaB TUTAHOBbIX
cnnaBoB

XUMMHYECKUN 3NIeMEeHT ASTM Grade

ASTMF
1295

0103 OIO3 0,05 0103 0' o
0'1 0,1 0,1 0,08 0'08

H, Hydrogen 0,015 0,015 0,0125 0,0125 0,009

0,18 0,25 0,2 0,13 0,2

“ 515-6’75 5’5-6'5 515-6.5
“ 6,5-7'5
3,5-4'5 3,5-4,5

Ti, Titanium Bal. Bal. Bal. Bal. Bal.

(JonycTUMbIe 3Ha4YeHUs) 1 2 5 23




T

BUAWMMAEA ANWUHA
BOJIHBbI

OTPaXEeHHbIWH nyuy

Bxoaswun nyw

\4

OTPaAaXEHHbLH H

€——{npenoMneHHb i

nysy

Base Titanium (TiBAI4Y)




| I | I I | | | | | | | | l l |
| | | | | | | | | | | | | | l I
0 10 20 30 40 50 60 70 &80 ©S0 100 110 120 130 140 150

DC Voltage (approximate)

CneBa 6e3 aHOoOMpOBaHUS, cnpasa C




PVD
MOKPbITUE

- WOV

lmp|0n'|'C@Si medical Impiant solutions

Coating

thickness ca. 5 pm

Roughness (Rg) < 0.05 um
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