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- 5 g 45 oa
Tuffesfidmsmnzdsuvadnazitionslngs Agar Overlay

o ¢ o YW . 3 A e a ¢ E s
duwad 1929 Almnududuinau 2.5 x 100 waddegnuisisuduns luweimsihoayad
¥
DMEM  completed medium 31U 10 fiaddes @uaslunumizdousadunaduiiugudnaa 9o
o s o 2 - g o
faddas v ltunziaodlugd Co, Incubator igaingil 37 °C, anusuduing 95%, 5.0% co, Hhunm
& x ¢ & ¥ o4 H E ¢ a i &
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mizifosiug COo, incubator Fhuian 24 F2Tus udnh'hhlszifiuna anunesi intemational Organization
for Standardization. ISO 7405: Preclinical evaluation of Biocompatibility of medical devices used in dentistry,

test methods for dental material, ISO: 2008
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Table 1 150 7405 : 2008

W 1 e TowaTe 7405 : 2008

Decoloriza- Descniphon Lysis Description of Scale Cell Interpre
tion ndex indsx decolorized zone response tation L
a No detectble decolorization »one 0 Nu observable cytotoxicity [ 0 Noucytotoxic
around under specimen
1 Devolorization zone bmited to arca 1 Less than 20% of the decelorized zone atfected 1 t Mildly
under specimen cytotoxic
2 Decolorization zone extends loss 2 20% to < 40% of the decolorized zone uffected Moderately
thun 0.5 cm beyond specimen L 2 2103 cytotoxic
3 Decnlonzation zone extends 0.5 cm 3 40% ta = 60% of the decolorized zone stfected
to 1.0 cm beyond specimen
4 Devolorization zone extends greater 4 60% to < 80% of the decolorized zone atfocted Severely
than 1.0 cru beyond specimen but not cytotoxic
involve entire dish >3 4105
5 Decolorization zone involves S| Greater than 80% of the decolorized zone affected

entire dish
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Table 1 ISO 7405 : 2008

w15uf 1 e TowaTo 7405 - 2008

Decotoriza- Description Lysis Description of Seale Cell Interpre
tion ndex index decolorized zone response tation
0 No detectable decolorization zone 9 No observable cytotoxicity 0 0 Noncytotoxic
around under specimen
1 Decolorization zone limited to area L Less than 20% of the decolorized zone affected 1 t Mildly
under specimen cytotoxic
2 Decolorization zone extends loss v} 20% to < 40% of the decolorized zone uffected Moderately
than 0.5 cm beyond specimen < 2 w3 cytotoxic
3 Pecolorization zone extends 0.5 cm 3 40% to < 60% of the decolorived zone affected
o 1.0 cm beyond specimen
4 Decolorization zone extends greater 4 60% to < 80% of the decolorized zone atfected ) Severely
rthan 1.0 em beyond spesimen but ot cytotoxic
involve entire dish r3 408
s Decolorization zone involves 5 Greater than 80% of the decolorized zone affected
entire dish
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HIRAE IV Y]

NUEBMTITIMsueydSe nasivaurngmeaas uminnduifina

HANTINATOY Plate 1

Decolorization index

h1o] Sample Decolorization zone | Decolorization
nawoy ‘ (mm.) Index
o 1 Positive Control 33,33 2
(mean 3)
2 Negative Control 0 0
3 wrnTave $S316 wA0U PTFE 0 0
4 urinTane $S316 ndey PTFE 0 0
Lysis index
kg Sample Decolorization zone Lysis
NAABY (%) Index
1 Positive Control 20-30 2
2 Negative Control 0 0
3 uniu Tanz SS316 1ndlBY PTFE 0 0
4 uruTane 5316 ABY PTFE 0 0
Cells response
AR Sample Scale | Cell Response Interpretation
naaay
1 Positive Control 2 2 Moderately cytotoxic
2 Negative Control 0 0 Non - cytotoxic
3 uriulane $S316 Aoy PTFE 0 0 Non - cytotoxic
4 usiulavz S8316 infloy PTEE 0 0 Non - eytotoxic
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T TERT TSR T yiad ag AN

HaN1INAHeY Plate )

Decolorization index

YA Sample Decolorization zone Decolorization
nagoy (mm.) Index
1 Positive Control 33,33 2
{mean 3)
2 Negative Control 0 0
3 uwulany $8316nAeY PTFE 0 0
4 uruTane $8316 Ao PTFE 0 0

Lysis index

%A Sample Decolorization zone Lysis
NATOY (%) ndex
1 Positive Control 20-30 2
2 Negative Control 0 0
3 uuTanz 88316 Infiou PTFE 0 0
4 uruTans 88316 nfiey PTFE 0 0

Cells response

UYa Sample Scale | Cell Response Interpretation
NAUBY
1 Positive Control 2 2 Moderately cytotoxic
2 Negative Contro} 0 0 Non - cytotoxic
3 uruTans $8316 wAoy PTFE 0 0 Non - cytotoxic
4 ueuTanz 88316 100y PTFE 0 0 Non - cytotoxic
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HaNINATeY Plate 2

Decolorization index

%A Sample Decolorization zone Decolorization
NAADY (mm.) . Index
1 Positive Control 33,33 2
(mean 3)
2 Negative Control 0 0
3 usuTang $S316 A0 PTFE 0 0
4 uruTany $8316 indey PTFE 0 0

Lysis index

NW‘/xgﬂ Sample Decolorization zone Lysis
nATOY (%) Index
1 Positive Control 20-30 2
2 Negative Control 0 0
3 unuTany $S316 1fou PTFE 0 0
4 winTang $3316 Aoy PTFE 0 0

Cells response

¥A Sample Scale Cell Response Interpretation
nATOY
1 Positive Control 2 2 Moderately cytotoxic
2 Negative Control 0 0 Non - cytotoxic
3 unuTans $S316 1NAOY PTFE 0 0 Non - cytotoxic
4 wrinuTawe SS316 (nfiou PTFE 0 0 Non - cytotoxie
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HanINAaaL Plate 2

Decolorization index

%R Sample Decolorization zone | Decolorization
NnAOY {(mm.) Index
1 Positive Control 3333 2
(mean 3)
2 Negative Control 0 0
3 usiuTany SS316 1MR0Y PTFE 0 0
4 urnTany ss316 1nd0U PTFE 0 0
Lysis index
R 2] Sample Decolorization zone Lysis
LEEEM] (%) Index
1 Positive Control 20-30 2
2 Negative  Control 0 0
3 uruTans SS316 1nfloy PTFE 0 0
4 unuTang $S316 infAvy PTFE 0 0
Cells response
>R Sample Scale Cell Response Interpretation
NATBY
1 Positive Control 2 2 Moderately cytotoxic
2 Negative Control 0 0 Non - cytotoxic
3 uriuTanz ss316 19fi0Y PTFE 0 0 Non - eytotoxic
4 uriuTany $S316 1nfisy PTFE 0 0 Non - cytotoxic
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3

oW

oo aanEs e et R 10400 T 02-660

Upper

Left: Positive control ~ Right: Negative control
Polyurethane film Thermanox cover
Lower

Left: uriuTans S3161nA0U PTFE  Right: urivilany SS316 indiey PTFE (Platel)
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ny oz

MHLL.6/9.....

Upper

Left: Positive control  Right: Negative control
Polyurethane film Thermanox cover
Lower

Left: unulane SS3161a80U PTFE  Right: wrnlany SS316 1ndieu PTEE (Platel)

QF-DTRC-P09-01 REV-03 09/09/52




Auuinsdvinanaz3ss auziivaumnemaas wnInodudiee

UV 16300

W79,

Upper

Left: Positive control ~ Right: Negative control
Polyurethane film Thermanox coverslips
Lower

Left: uduTane $SS316 1A0U PTFE Right: urulane $S316 1Af0Y PTFE (Plate2)
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AVNETIVBIRNTY Gauge Number Ls’?mhuguﬁ nans
(mm) (mm)
25 30 0.30
25 27 0.41
37 26 0.46
37 27 0.41
50 25 0.51
75 2 0.71

#7397 2 AnNEILeT Gauge Number V83 EMG Injection

Needle Electrodes [3]

NI | Gauge T ORI N
VI | Number | gUENEW guines | ww
eIy meuen | melu@m) | (mm)
{(mm) {mm)

25 30 0.0123 0.0063 0.0030

25 27 0.0163 0.0083 0.0040

37 26 0.0183 0.0103 0.0040

50 25 0.0203 0.0103 0.0050

75 22 0.0283 0.0163 0.0060
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