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NTRODUCTION
The tcst artiole identiflcd below was cx廿 aCted and the cxtract was cvaluated for skin iⅡ itation in

accordanCc widl thc guideⅡ ncs °f the IsO 10993-10∶ 2010 Biologioal cvaluati° n of medicaI

deviccs-Part10:Tcsts for iⅡ itation and skin sensitization The tcst artiolc was acccptcd on Jan

8,2013Thc ex订 a0tion was appⅡed分°m Fcb 26,2013to Mar l,2013 The仟 ea讧ncnt began on

Mar 1,2013,and thc obsc″ ati° ns wcrc ooncludcd on Mar 4,2013

NIATERIALs
Thc sample providcd by山 e spons° r was idcntifled and handlcd as foll° 、vs:
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Tc鼓 Article:

Idelltiflcatlon No:

storagc Conditions:

Extract Vehicle∶

Prcparation:

Test svbtcm:

Spcoles:

Brced:

souroc:

sex:

Body Weight Rangc:  20kg`ˇ 22kg

Acclimation:          7days

Number ofAnimals:  6

Alllmd Mall独 eme眈

Husbandγ :

Food:

VVatcr:

Contaminants:

Hous1ng:

Flamc rctardar止 McdiCal Gradc PVC

/

Room tempcratllrc

P° lar s°卜ellt: 09%sodlum chlorⅡ c illJe∝0n ChP(sC)

Non-polar solvcnt: Couonsccd oⅡ

Based on a rato of O2s恋 L,280g of tcst alti。 lc(as sh°w in

flg2) was。 °vcrcd w△ h 140mL° f SC and260g of tcst a“ i。 Ic

Was covcrcd with 130nlL of c°仗onseed oⅡ  They wcrc ex廿 aCtcd

at37℃ for72h The vcltl。 lc witll°llt test adiolc was sjmⅡ ar~
preparcd t° scwe as thc ncgative。 ontrol The ex仃aCt of test anicIc

is transparent with no presence of paniculates The appcarance of

extract of test adicle and extract vchicle had no defcrcnce Thc

extract was used immedlatcly

METHODs

Rabbit

Ncw Zealand u/llite

Guangdong Anima1Ccntcr ofMedi。 al Experimcntal

Fcmalcs,they should bc nulliparous and not pregnant

Conditions confoI11Icd to Iso109932Anilnal wclfarc requircmcnts

Gcneral rabbit diet was providcd daⅡ y

Frccly availablc、vatcr was deⅡvcrcd

Reascl11abˇ αpectCd∞ lltamhallfs ln fo∞ or watcr sllpp屺 sd讴 not havc

the p°tcntialto inⅡucn。 c thc outc° mc ofthis tcst

An△nals wcrc individually houscd in stainIess steel suspcndcd 。agcs
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Environmcntal:

Facili~;

Pcrsonne⒈

SeIcotion:

identiflcd by a card indioating the samplc numbcr. animal numbc△ test

code,scx,and订 ca0llcnt date

Thc room tcmperaturc and humⅡ i11)`werc d“ ly mollltorcd The

temperamrc range for the loom wa$w"hin⒛ ℃ ~25℃ Thc humid”
rangc for thc room、 vas400/o^'70o/。

shcnzhen Tcsting Ccntcr oflV· Iedioal Dcvices is a CNAs acorcdited facⅡ i~
and rcgi哎crcd with tlac State Food and Dmg Adminisoatlon ofChina

Associatcs involvcd wcrc appropriately qualiflcd and订aincd

Only hca⒒hy prc△·lousˇ unuscd animals were sclccted

ExDcrimental Pro。 cdure:

six rabbits wcrc random1y dividcd into p°lar and non-polar groups, 、vhioh of gr° ups wcrc

inoluded3rabbits

~Thc day prior to廿 catment,eaoh rabbit was、 veighed and cⅡ ppcd frec of nIr fr。 m thc back and

both sidcs oftllc spinal colunln to yicld a su跖oicnt arca lab°ut10om× 15cm)A25cm× 25cm
pat。h of mcdi。al gauzc, saturatcd with O5mL tcst artiolc cxtract, was placcd on thc area as

ⅡIustrafcd in Fig l S订 nilarly.thc gauze saturatcd with negative。 °ntrol was patchcd°n
coⅡesponding sitc on the samc rabbit Alld each animal、vas、vrappcd wiJl a bandagc for4h and

thcn rcmoved The廿 catment sitcs were washcd wi山 walIII watcr to rcmove rc“dual rcagcnts

and markcd

l

□ □

□ □
7

Fig1Lo。 ation° f skin appⅡ oati° n sitcs

1-Cranial end  2、 6-Tcst sitc  3、 5-Control sitc  4-Clippcd dorsal rcgion  7-Caudal cnd

obseⅣ ations for e9th。 ma and ocdcma were recordcd at1h,24h,48h,and72h aRcr rcmoval

The rcaotions were cvaluated aocording t° TabIc l

Table l sc°ring system for skin r。 action

Rcaotion
Prima〃

Ltitati° n Soore

E【γt△ema and eschar foiΙ Ⅱation
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No ervthcma

Ve,d螅ht e。thema(bare~pCr。cptlblel_
0

1

u/cll刂 cined cγ曲ema 2

Moderatc cγ由ema 3

sevcrc eγ thcma【 beet rcdness)to es。 har fol11∶ati0n prcventing grading of

eγthema
4

oedema fomatoⅡ soorc

N° ocdcma

VCry创 lght ocdcmalbarely perocptblc)

WellJcfIned ocdema【 edgCs of arca wc!l犭 Cflnc

Modcratc Oedcma lralscd appro疝mately1mm)

by dcflnitc raising)

0

1

2

3

sevcre oedcma【raisCd morc than1mm and extcndIng bcyond exposure

areal
4

Total possible score for irⅡ tatioⅡ 8

othcr adversc ohangcs at skin sites sha11be rccordcd and reportcd

For oaoh animal,the cbthcma and ocdcma scores obtained荻 cach Jmc intewal were added

togethcr and divided by thc total numbcr of obseⅣ ations This ca1oulation v,vas conduoted

scparately for each test cx仕 aot and ncgativc oon⒍ ol Thc score for the ncgative oontrol lvas

subtractcd9om thc scorc forthc test ex廿 aCt to obtain the Prim钶γ Irritation scorc The Prim狙γ

Ltitation soorc ofeaCh anⅡ na1was added togethcr and dividcd by thc total number ofanimals to

obtaln tllc Prima,Lritaton Illdex(PⅡ ) ThC PⅡ is chara∝ cr讫ed by soorc and responsc

oatcgory in Tablc2

REsULTs

Results of soorcs for individual rabbits appear in Tablc3

Tab1e2Lritakion R

05to19
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Tablc3 skin IⅡ itati°n Observations

Rabbit

No 唧
⑷

Group

scoring Interval
Mcan

soore

PⅡm呷
L△itation

soorc

1h

(ER/OE)

24h

(ER/oE)

48h

(EⅣOE)

72h

(ER oE)

l 20

Polar

ex饣acts
0/0 0/0 0/o 0/0 0

o
Polar

contol
o/0 0/0 0/o 0/0 0

0
乙 20

Polar

eXtrads
o/0 0/o 0/o o/0 0

o
Polar

control
0/0 0/0 o/0 o/0 0

0
乙

’
一

Polar

eX饣acts
0/0 o/o 0/0 0/o 0

0
Polar

con廿ol
0/o 0/0 0/0 0/0 o

4 0
乙

Non-polar

eXtracts
0/0 0/0 0/o 0/0 0

0
Nonˉ polar

control
0/0 0/0 0/0 o/0 0

5
0
乙

0
乙

Non-polar

cXtracts
0/o 0/0 0/0 0/0 o

0
Non-polar

contIoI
0/0 0/0 0/0 o/0 0

6 21

Non-polar

extracts
0/0 0/o o/o 0/0 0

o
Non-polar

oontroI
0/o 0/o o/o 0/0 0

Primaγ  Iritatlon hdcx

(Polar extracts)
0

Ltitation Rcsponsc

(Polar extracts)
Negligiblc

PⅠmaγ L△i忸tion hdcx

(Nonvolar extracts) o

Irritation Rcsponse

(N°n,olar eXtracts)
NcgⅡgib1c

Usc only24h,48h and72h obseⅣ ati° ns for oalculati° ns

EⅣOE=E△
^hem〃

Ocdcma
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CONCLUsIoN
Under thc。 ondltl°ns of this sm虹 thc O9%sodum cHo"dc and∞ 仇onsccd ol∞哎 adidc
extacts showed no evidcn。 e of skin inotation to rabbit The Prilnary Ltitati° n hdex f° r 2

extraots、 vas O and hotati°n responscs、verC nCgligiblc

RⅡults and oonclusons app炒 °nly to thc tcst a仗忆lc testcd No灿 rtller cvaluatlon of thcse

rcsu⒒s Is made by our testing oente⒈ Any extrapolation°f these data to other samples ls the

responslbⅡ” ofthe spo】 lsor All pro∞ d"es wcrc∞nductcd in∞ nfomall∞ w"hBO17怩 5

RECORD sTORAGE
All raw data p。 Raining to this smdy and a 。°py of thc flnal rcpo⒒  arc to be rctained in

designated arohivc flles in° ur testing。。ntc⒈

Fig2Tcst alticlc
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