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Skin Irritation Test of
FOAM TAPE

Using I(ﬂO 10993-10:2010 Test Method

0.9% S

shanghai Rui Quan medical instrument Co.,Ltd

ium Chloride Injection Extract

Sponsor

Manufacturer

shanghai Rui Quan medical instrument Co_.Ltd
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iment Technology Institute, Soochow University

Tel: 0512-65880038 Fax: 0512-65880034 Email:sudaweihuan@mail.suda.edu.cn PC: 215123
Add: No.199 Ren’ai Road, Suzhou Industrial Park, China http://yxbfzb.suda.edu.cn
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STUDY VERIFICATION AND SIGNATURE

Test Article
Test Article Receipt: D017-10-12
| Protocol No: SDWH- PROTOCOL- M201702770-4
| Protocol Effective Date: | 2017-10-24
| Technical Initiation Date: | 2017-10-27

| Technical Completion Date: | 2017-11-03

' Final Report Completion Date: | 2017-11-07

Edited by : W _2a]-1]-0]
Date
Checked by - ‘)otm*;‘,Wu' kg )=
Study Director Date
Approved by : |~ Ve~ | bl g
& Y xS
Authorize«; Signatory /- Bate 2
/
/ ¥ _Bay

Sanitation & Environment Technology Institute, Soochow Universitk
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1.0 Summary

Thq¢xtract of test article FOA

were applied to the skin of rabb;
_in(1£0.1)h, (2412) h, (48+2)
Accordmg to what was observec
sites. The primary irritation index
The test result showed that the re
~ the test cendltlon

S 248 Pﬁrpose

To evalmtqthe potential skin i
1 h
Q~‘and extlgpo atmg tbe results to

A TAPE was evaluated for skin irritation. The test and control extracts

, the skin responses on application sites were observed and recorded
h and (72 2) h respectively after removal of the patches.

I, the skin reaction on test sites did not exceed that on the control
for the test article was calculated to be 0.

sponse of the test article extract was categorized as negligible under

'tatio caused by test article contact with the skin surface of rabbits

lman_s ‘but it does not establish the actual risk of irritation.

R e o T R

-
L

Voo v Sovl



li) 4

&

<
Q
-

N
AN
w:

-~

WW(MZSMQ

‘5‘.0 Idelgﬁﬁcatl@ of test 'i

SDWH -M201702770-4

Lot/ Batch#: A17021908
Physical State: Liquid
- Color: Colourless

Storage Condition: Room Temper

- 5.3 Positive Control
N’"ame 20% sodium dodecyl
‘Manufacturer: Sinopharm (
Size: 500g
Lot/ Batch#: 20150113
Concentration: 20%
Solvent: 0.9% sodium chlo
Date prepared: 2017- 07- 4
Plégsmal State: L1qu1d
Color: Colourless

2 Storage\Condmon, Room !

o ~

sulfa
Chemical Reagent Co., Ltd

u

ature
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the rabbit skin is considered to be the best mean of contact.
10. Mxpement design |
10.1 Sample and Control Preparatio !
See the table below for test article extract reparation.
\ Ve I \ & . . . .
= Aseptic Sampling Aseptic Aglta(t:mn E?;tractlon In Inert Finsl Bebact
& ontainer
Sampling - 3 i Clear
‘ Manner | Actually sampling Ratio SC Condmon pH or Nt
5\‘* Random sampling | Surface area 60cm? | 3em?: Iml | 20.0ml | 3 7C, 72h | 6.0 | Clear
Theme ‘was no change in the ion solvent (pre- and post-exuaction) ;
&’»4 il r stmﬂtath MnZ&eﬂammmﬁohtmem opr value
T t ¥ 9
‘;m%dtoservesthecontml
5 _.,:: 7—*-_;\ . ' -.\ .\ ‘: o i : S
B i <
> ..\H X Y
o) S5 0 009
_g,
$«2~ m%ih?\@W § mm&kmdﬁc ofiqghapphignon
AS) S i > XSa S 3
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site at (14£0.1) h, (2442) h, (48

+2) h and (72%2) h following removal of the patches.

¢ /r/

: Table 1 Classification System for Skin Reaction
: ; Numerical
| Erythelfla and Eschar Formation: i
| No erythema 0
Very slight erythema (barely perceptible) 1
Well-defined erythema 2
| Moderate erythema 3
| Severe erythema (beet rednesfs) to eschar formation preventing grading of 4
erythema = pi
3 a Formation: _ S Y 3 ,
> %\' S %1._\_‘1 G)\ e _—?\ B - _:r o
S RS LT
3 " 2 &
& X — ‘3— — ,
. . ’ )
et OS]0
.- 5 k S
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| _=_?:“ : é e -~
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12 0 Confidentlallty Agl:iment
\ Statements of conﬁdent;ahty

Te as a eed upon prior to study initiation.

Page 9 of 9

: 13 0 Devnatlon statement
There :were no deviations from the approved study protocol which were judged to have any impact
on the validity of the data. ©
| Table 2 Dermal Observations
A & Interval (hours): score=left site/right site
o Oy 140.1 | 2442 | 4842 | 7242
_ = Erythema 0/0 0/0 0/0 0/0
Sl e | st Aty Oedema 0/0 0/0 0/0 00
' S & R : Erythema 0/0 0/0 0/0 0/0
Hegative Coig Bebe . | 00 0/0 0/0 0/0
Wil e mery ) ' “Erythema | _ 000 00 | 00 0/0
< X < A3 ; :
: 9 > = = —
’Q S Q~n,~ : g_j , iont | Oedema - 0/0 0/0 0/0 0/0
e EE T TN B ; ‘\\wo
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