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» ISO 10993-10:2010 "Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization "

GJLA) Jgd.'?
AAVVARFAR # Ages o pdy ol

AR LVERTAR: 190l £90 gob

IRLRVRRVAN 1903 Hbb 2o,
1 god o lasiiino

MTA ;Lo ol
OlRl H3aS = dgame o iyl 25,0 e
VYA AN Y odsi 2o b
VE-Y/-AVE elaiil g 6
98080201 :LOT Number
= :REF Number

:g’o)’T W W

093! s s e 093! b, o903l E9
» 2l Ko pae
e ¥ (SO-10P93-102010 1 Ssaisslac oy, s ot = 5.5 ou
IY . el — =
M
biusg o 96 L5 ol T e
2 A = =

¥& 021- 44046080

® 1481634615
& www kiananobio.com: == - -
@ infoskiananobio.com- ) s E amb ) oleile BA i el Dbl Sl ol waew & asslo £y3 a8 o 9



T—- ,\Y‘r a)la.m 1 = 1 y |
AT Llug G j gib s KWB
T N AN 5 Sl S5 o)1l g )1 9 102 (ol 50 oLy Lo KiaNanoBioVista
& iw eolel

baiges g3lw oolel >

103905] 9390 diges o,lac gjlw ookl @
23538 igad (sl Syb 4 Gl Jlop pd dhae N eigasl 990 diged Sl mpe el ¥ e ol 4
3y30 dged I ad o lag®s oL, zile azmys YEY glao b LyrtiaSil o0 el YWY ke 4 4 o
o angd 1Y e cdale yensl

fsho J pinS diged g3lw sole] @
SIS o5 il azy0 YVEY sleo b ,eileSTl jo ceels YYEY o a4 opdles Jloy i e )

1Oblgas 5w oolel >

A e gasl plowl ) 8 aidn ) ey SkST Y 050> (55 L j i ke (255 5 00 T @
, RN

A ool 2o il Vo) lad ay laln® s | shet Gl nons] a5 sl YTEEY &

19031 b3,
VIOKYIO Js sl g a2 (B Colw) 78 diged 5 (A Sulw) (905l 5550 digad ojlas | 2 Lo ¢/0 @

() JSD) ol Hlowsily b 565 > 168 Sy )0 00l petd ol (g9, 5 o dBlSl g %0 Ol

B A

u|5:>ﬁ5@ybc~'uwuum6u&zn\ﬁa

B8,5 518 b i) Bl cole FEY Gus 4y b igS )5 @
.A.lo)fgg)l.lfd.iu.iLb@‘_g);)b.‘égsbgj.mj&}lgbowg °

.Qé;&bwg@obbw'ﬁﬂs uib&b‘}?;JCuw L




WL LY K . B
ssosilarrmsRenis Sagad by Sl S5 010l g 9,00 g 108 (ylojlu 10 ol o3 T KiaN é noBioVista
WS RV WP
IB L)l g kol 2bj,l 0,90 ool (5 )I05 ailis slo Jore sl YYEY g FALY YFLY ClidS jlany, @

b ) Slslie b3 Jgir aazgil g cd S

Reaction Irritation score
Erythema and eschar formation
No erythema 0
Very slight erythema (barely perceptible) 1
Well-defined erythema 2
Moderate erythema 3
Severe erythema (beet-redness) to eschar formation preventing grading of erythema 4

Oedema formation

No edema

Very slight oedema (barely perceptible)

Well-define oedema (edges of area well-defined by definite raising)

Moderate oedema (raised approximately 1 mm)

Severe oedema (raised more than 1mm and extending beyond exposure area)
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Maximal possible score for irritation

Other adverse changes at the skin sites shall be recorded and reported
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Mean score Response category
0t 0.4 Negligible
0.5t0 1.9 Slight
2t04.9 Moderate
5to0 8 Severe
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; Irritation score in interval hours
Rabbit No. Group 2452 YT 353
Test sample S = L
1 0/0 0/0 0/0
Control 0/0 0/0 0/0
0/0 0/0 0/0
Test sample oL /g 0/0
5 0/0 0/0 0/0
Boritol 0/0 0/0 0/0
0/0 0/0 0/0
Test sample a i L
3 0/0 0/0 0/0
Control 0/0 0/0 0/0
0/0 0/0 0/0
Total 0/0
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¢ 1SO 10993-10:2010 "Biological evaluation of medical devices - Part 10: Tests for irritation and skin

sensitization "
¢ |SO 10993-12:2012 "Biological evaluation of medical devices - Part 12: Sample preparation and

reference materials"
e [SO 10993-02:2006 "Biological evaluation of medical devices - Part 02: Animal welfare

requirements”




