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Sanitation & EnLlironment Technology Institute,
Soochow University,

inal Report
Report N : SDWH- M201702771-4 A
[
Skin Irritation Test of "g(j
Non-woven tape N\

Using IST() 10993-10:2010 Test Method
0.9% Sodium Chloride Injection Extract

Sponsor
shanghai Rui Quan medical instrument Co.,Ltd

Manufacturer
shanghai Rui Quan medical instrument Co.,Ltd

Sanitation & Environment Technology Institute, Soochow University
Tel: 0512-65880038 Fax: 0512165880034 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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1.0 Summary

The extract of test article Non-woven tape was evaluated for skin irritation. The test and control
extracts were applied to the skin of rabbit, the skin responses on application sites were observed and

recorded in (1£0.1) h, 24*=2)h

According to what was observed,

sites. The primary irritation index

(48 £2) h and (72 £2) h respectively after removal of the patches.
the skin reaction on test sites did not exceed that on the control
for the test article was calculated to be 0.

The test result showed that the response of the test article extract was categorized as negligible under

the test condition.

2.0 Purpose

To evaluate the potential skin irritation caused by test article contact with the skin surface of rabbits
and extrapolating the results to humans, but it does not establish the actual risk of irritation.

3.0 Reference

Biological evaluation of medical devices-Part 10: Tests for irritation and skin sensitization (ISO

10993-10:2010)

Biological evaluation of medical devices-Part 12: Sample preparation and reference materials (ISO

10993-12:2012)
Biological evaluation of medical

4.0 Compliance
ISOAEC 17025:2005 General re
(CﬂAS—CLﬁl Aoaedilanon te

5.0 Ic!gnuﬁeahol of test

5.1 Test article
Name: Non-woven tape
Test article initial state:

CAS Code: Not supplied by T

Model: N/S
Size: N/S
Lot/ Batch: H20170612001
Test Article Material: Non-y
Packaging Material: N/S

= Color' N/S

S.Z.Negauve Control

~* Name: 0.9% sodium chloridd ini

Manufacturer: Hebei Tianche
Size: 500ml

Page 5 of 9
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Lot/ Batch#: A17021908
Physical State: Liquid
Color: Colourless ‘
Storage Condition: Room Temperature
5.3 Positive Control
Name: 20% sodium dodecyl sulfate
Manufacturer: Sinopharm Chemical Reagent Co., Ltd
Size: 500g
Lot/ Batch#: 20150113
Concentration: 20%
Solvent: 0.9% sodium chloride injection (SC)
Date prepared: 2017-07-04
Physical State: Liquid
Color: Colourless
StoxageCondluon. Room Temperat: TE

Cﬂldelﬁﬁcahaiof es ;“!r :
Specles.NewZealmdwhne

i
3 3 f;:
Weight:hiﬁalbodyweightmt s

Cages: Stainless steel cage i =
AcclinﬂionPeﬂodﬂdaysmdet‘ sarne conditions as for the actual test
> 4

-~ ~

Animal purchase: Provided by I - Animal Sci-tech Co., Ltd. <Permit Code:
\W(s‘%\zmm & | & e

dards ﬁu'lhn*ngWatchnahtyGB 5749-2006

-

Pmdmmm -...“..- @hﬁedandtmmed.

Selection: Only healthy, previous !: s
" There were no known contamin: nts preser mtbfned,w:luexpectedtomferewnththemdata,

Tﬁ:lﬂ;ﬁﬁsspwiﬁeﬁzsm"mmlmddﬁlevahnnngpamﬂshnmmbyme
current testing standards. Positive contrc 20% sodium dodecyl sulfate has been substantiated at

SDWH with thismethod. - |~ =~
99 Route of administration = =

The patches (about 2.5cm*2.5cm)|which moistened by test article extract, and directly applying to

{
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SDWH -M201702771-4

the rabbit skin is considered to be

10.0 Experiment design

the best mean of contact.

10.1 Sample and Control Preparation

See the table below for test article

extract preparation.

Aseptic Sampling Aseptic Agitation E.xtractlon In Inert Fitnl Bidteact

Container
Sampling i : = Clear
Matther Actually sampling Ratio SC Condition pH o WY
Random sampling | Surface area 120cm? | 6em?: Iml | 20.0ml | 37°C, 72h | 6.0 | Clear

There was no change in the extrac
The extract was stored at 4°C and
adjustment, filtering, centrifugati

The vehicle (without the test article) was
10.2 Equipment

‘Horizontal Large Capacity -
~(2018-07-11)

tion solvent (pre- and post-extraction).

tested within 24h after extraction without the process of pH value
n, dilution, etc.

similarly prepared to serve as the control.

Temperature Vibrator (SDWH897), Calibration Expire

Autoclave (SDWH2097), Calibr

Electronic Scale (SDWH442), Cal

Steel Straight Scale (SDWH463),
10.3 Reagents

0.9% sodium chloride lnjedlm::

Aﬂ021908)

lMExpen-ataleeedm

1° Cranial-ehd, 2- Test:

O.Smchm@ofm
apply the patch soaked with the j
each rabbit as shown in Figure 1,
or occlusive) for a minimum of

skin. Fur was generally clipped within 4-24h of testing on the
mﬁtﬂhs@ﬁfﬂwspmforappﬁumonaﬂobservahon of

= 1 4
L9 -
~ 3
- \ 2
5

site, 4- Clipped dorsal region, 5- Caudal end

rel ion of skin application sites

or control to 2.5cm*2.5em absorbent gauze patches, and then
test article or control directly to the skin on each side of
wrap the application sites with a bandage (semi-occlusive

ema and oedema according to the scoring system given
h time interval. Record the appearance of each application

Page 7 of 9

o



'I‘hetwtmhslmwedﬂmﬂlem

1.0 Recors Storagé A

All raw data pertaining to this stv.rdy and

SDWH archive.
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SDWH -M201702771-4
site at (1£0.1) h, (2412) h, (48+2) h and (72 £2) h following removal of the patches.
Table 1 Classification System for Skin Reaction
; Numerical
Erythema and Eschar Formation: Geadiip
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 4
erythema
Edema Formation:
No edema 0
Very slight edema (barely perceptible) 1
Well-defined edema (edges of area well-defined by definite raising) 2
Moderate edema (raised approximately 1mm) 3
Sevemedema(msedmmmubmmnmnghgyomewm) 4
Maximal possible score for lmdibn Q' : 8
Irritation Response Categories in the Rabbit
- | Response Category D : ! Mean score
Negligible < Bl ) < 0t0 04
Slight | 0.5t01.9
| Moderate < S N ., L 21049
Sem‘\' 5 : ;f\ ',f X 5t08
NOTE: Olhaadvasechangwd\ﬂ;eshnsnﬂwuemdedmdmmpoﬁed
~ 10.6 Evaluation of results |
* Usecﬁly(24__2)h,(48i})h ”I‘ +2)h1i1su'vmﬁxwluﬂamon.
After the 72 h grading, all erythema grades plus oedema grades (24+2) h, (48+2) hand (72+2) h
wemlbdsepmlyﬁxeddm article and blank for each animal. The primary irritation score
- for an animal was calculated by dividing the sum of all the scores by 6 (two testobservation sitcs.
To\obtamth\epmnarytrmahon 0! dtl:stqucleuklallﬂlepnmarymnanonscomofthe
_indi ani and divide by the number of animals.
fWhmbhnkornegaﬁvecem‘m calmheﬂn]xmytmwmmmeford:ewnmlsand
mbuaaﬂm”reﬁomﬁlcsoore\ SN, testnﬂu'ulﬁ)ohamdleprima'yimtauonscore.
10.7 Results - &
,ﬂllmmmlswuesmirwedaﬂm DNOrm: s:gnﬂvueobuveddmmgthesuﬂy According to what

g side did not exceed that on the control side. Thus, the
wnsalcnlndtobeO.SeetableIl

\

) thetesttudeexuaetwascategmzedasneghglblc under

! S~

a copy of the final report are to be retained in designated
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- There were no deviations from t

~ on the validity of the data.

2.0 Confidentiality Agree
Statsﬁ?ents ofﬂgoﬁﬁdentiaﬁty were
(=N > iy

13.0 Deviation statement

Y T
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Qpp oved study protocol which were judged to have any impact

' | Table 2 Dermal Observations
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