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Test ArticIe TPU Mcd忆 al Cable

Model/IVpe / Trade Mark /

Test乃pe Commlss!° n Tost

spoⅡsor YONGQIANGFU Indu“ ial CO,Ltd

ApplicaⅡ t

Address

2Blg,N° 2Indus订 ial park,Xinwci V△ 1age,Dalang LongHua T° wn,

shcnzhen C”

MaⅡufacturer YoNGQIANGFU Industrhl CO山td

Lot No./

IdeⅡ fⅡcatioⅡ No.
/

Date of

△IaⅡ ufactuⅡⅡg
2012-12-23

Applicatbn Date Jan 5,2013 Accep】 ng Date Jan 8,2013

Test Items skin sensitization tcsts

Test iⅡ

AccordaⅡce witⅡ

Iso 10993-10∶ 2010<Biological cvaluation of rncdical d° vi。es-Pa⒒
10∶ Tests for irritation and skin sensitizatl° n)
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00n甘ol All sitcs wc∞ so0rCd at24h and48h aRcr patoh rcmova1

Under the conditions °f this study, thc 090/。  sodium ohloridc and
co竹onsccd oⅡ tcst artiolc cx“acts showcd no evidcnoc of oausing  skin
sensitization in the guinea pig
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NTRODUCTION

A guinea pig maximization tc哎 ofthe test a"iclc identifled belo、 v was oonductcd to cvaluate the

potential to causc skin scnsitization This study、 vas conducted based on thc maximization tcst

requirements ofthe Iso10993-10∶ 2010Biological cvaluation ofrncdioal dcviocs-Part10∶ Tcsts

for imtation and skin sensitization The test artiolc was aoccptcd on Jan 8,2013 Thc cx廿 aCtion

was app⒒ cd from Feb 19,2013to Fcb 22,2013 Thc trcatmcnt bcgan on Fcb 22,2013,and the

obscⅣations、vere conoludcd on Mar 21,2013

NlATERIALs

Tlle samplc providcd by the sponsor、vas idcntiflcd and handlcd as follows:

Tcst A竹△le:

Idcntiflcatlon No:

Storagc Conditions:

Extract Vehiolc∶

Poskive contro⒈

Prcparation∶

Additional matcoa⒈

Tcst svstcm:

spcoles:

BⅡcd∶

sourcc:

sex∶

Body Wcight Rangc

Age:

Aoclimation∶

Number of'廴 nimals:

Animal Mallaεcmcnt

TPU Mcdioal Cable

/

Room tempcratuⅡ

Polar solvellt: 09%so山 um clllorldc illJcctlon ChP(sC)

Non-polar solvent: Cottonsccd oⅡ

01o/01-ohloro-2,4-dinitrobcnzcnc

Prorto usc,bascd on a rato of02g/lllL,a quanti9ofthe tesk artIcle

(as shoˇ ǐn fg2) 、vas oovcrcd with difFcrcnt vchiclcs rcspcctiVcIy

undcr sterⅡ c oondition, extracted at 37° C for 72h  Thc vcbiclc

、vithout test altiolc 、vas similarly prcpared to sc~c as thc ncgativc

control Thc cx订aCt of test a竹iolc is transparcnt with no presence of

particulates Tlle appearance of extract of test anicle and extract vehiGle

had no deference Thc cxtract was used immediately

Freund、 Complctc AdJuvallt lFCA,sIGMA,B扯 曲 No∶ 050M872㈥

Was mixed50:50(v/v)witll tllc ohoscn vchicle and uscd at hduction

I Aro%so山 um lauγl sLllphatc(sLS)suspcn“ on lll pctrolatum

was used for Induction II

METHODs

Guinca pig

Albino

Guangdong Allimal Center ofNIcdioal Expcrime血 ta1

Malcs and nonprcgnant nuⅡiparous Fcmalcs

300g to400g

Young Adults

lvIlnimum3days

Fi卸
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Husban山γ∶

Food:

`Vatcr∶Contaminants:

Housing:

Environmcntal:

FacⅡ ity:

Personnc⒈

Sclcoti°n:

Conditions confoⅡ 11ed t° IsO109932Animal wclfarc rcqulrements

General Guinca pig dict、 vas provided daⅡ y

Frccly avaⅡ ablc、vater was dclivcrcd

Reasonably cxpccted contaminants in food or water supphes did not have

the p°tcntial to inf1uenoc the° ut。 omc ofthis tcst

Animals were houscd in groups in $tainless steel suspcndcd oages

idcntiflcd by a oard indicating thc sample numbc△ animal numbers,tcst

Gode,sex and flrst trcatmcnt datc

The room temperamre and humldiψ were d狂ˇ monitored Thc

tempcraturc rallgc for由cr°°m was within20℃ ~25℃ Thc humidi0

rangc forthc room was40冫 s`ˇ 70o/o

shcnzhcn Tcbting Center of M。 di。al Dcviocs is a CNAs aocrcditcd

facⅡ ⒒y and re酊stered with thc statc Food and Dmg Administraton of

China

Associates hv° lvcd、vcrc appropriatcly quaⅡ fled and traincd

Only hcalthy,previously unuscd animals wcrc sc】 ected

Ex。 crimcntal Pr° 。edurc∶

4h prior to 订eatmcn1 cach animal was 、veighed, idcntif1cd and clippcd frcc of flr over the

dorsosoapular r。gion

hduotion I∶

The test animals were硒 ected with曲 c tc“ a^lclc cxtract and曲e∞lltrol anima1s werc iilJcGtCd

wi山 tlle。onⅡol Three rows ofin仟adcIⅡ Ial i句 C仇lons(bvo pCr r° w)were g~cn to caoh anImd

within an approxirnatc4om× 6om boundaγ ofthc fur oⅡ pped area as Ⅱlus什a∞d bclow:

4

Fig1Looa⒒ on ofintmdennd illJectlon sltes

l-Cranial end

2-01mL intradennali句 e∝lons

3-Clippcd intrascapular rcgion、 vithout

4-Caudal end

Ncgat~e Control AilImal∶

A     A{

B      B,

C      C

hair
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Test Animal∶

o1mL of50∶ 50(√v)mixturc of FCA and thc chosen vclllolc

01mL ofvchicle

01mL ofa⒈ lm汉mⅡ of曲 c50∶ 50臼/v)vChidc/FCA m沃 turc and thc vchicle

01mL of50∶ 50(v~)mixturc of FCA aIld the cho∞ n vchiolc

o1mL oftcst extract

01mL ofa1△ modurc of the50;50(√ v)vCllldy FCA mi怼ure and tllc test

A

B

C
cXtraot

Positivc Control Animal∶

A 01mL of50∶ 50(v幻)mixmrC° f FCA and tllc ohosen vchloIc

B  01mL ofO l°/o1-chloro-2,4-dinitrobcnzene

C 01 mL of a1△ mlxturc of thc50:50(√v)vChi。 l引 FCA mixture alld01%

1-chloro-2,4-dinitr°benzcnc

Induotion II:

6days aRer tllc i,lJcctlons,tllc same arca uscd durli,g hductlon I was clⅡ pcd frcc offtlr and

廿catcd wi曲 10%sodium lauγ l sulphatc(sLs)suspen“ on in pctr° latum Thc suspenζ on was

ma“aged lllto曲 es⒗ n ovcr tlle illJccton sltC to ProvokC a mⅡ d aclltc jnnammat。 n Thc area

、vas lcR un。overcd for24h Thcn8cm2scotion of rnedioal gauze,samratcd、 vith thc tcst article

c对ract,was applied to tllc prc访 ousˇ i刂 edCd stes oftllc tcst a"mals Thc cont⑩ l allimals wcrc

simⅡ arly patohcd、 vith thc appropriatc negativc oontrol Thc廿 unk of caoh animal、 vas wTapped

、vith an elastio bandage Aftcr48h,thc binders and patchcs、 vcrc removed

蚺

At 15 days aftcr thc remoVal of the induotion patoh,a25cm× 25om patoh of rncdioal gauze,

saiIratcd With the tcst a“ iclc extraot or negatjvo control All patohes wcrc appⅡ ed to flank arcas

Tltc tmnk of cacll allimal w灬 wrappcd w"h a baildage or24h and theli∞ moved

Obscrvations for deIⅡ Ial rcactions werc oonduotcd at24h and48h aRcr cha11engc patch removal

soorcs wcrc reoordcd in aooordanoc with thc critcria belo、 :̌

Table1 and scale

Patch tcst reaotion Grading scale

No Visiblc change 0

Disorctc Or patohy crythema 1

Moderatc and confluent cγ thema 0
乙

Intensc cγthema and swelling 3

Magnusson and Kligman grades of1or grcatcr in thc tcst group gcncrally indioatc scnsitization,
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providcd gradcs of lcss than1 arc seen in ncgativc。 °ntrol anima】 s If gradcs of l °r greatcr arc

notcs in t奴c ncgative oontrol animaIs,thcn thc rcactions of tcst animals that cxcccd thc most

severc reaotion in ncgative o° n钉ol animals are prcsumed to be duc to scnsitizati° n

REsULTs
Individual b° dy obscnations arc prescntcd in Tablc2

Thc negativc contoI group and the test article group was a grade O duⅡ ng obsewation period The

p° sitive c° ntr° l逞了oup、vas a grade2to3during obsepˇ ation period
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Table2Individual° b$cⅣations

Polar

control

Animal

No
1 2 3 4 6 7 8 9 10

wogllt(gl 326 308 326 337 314 0°
‘

’
氵 331 340 337 319

24h 0 0 0 0 o 0 0 o 0 0

48h 0 0 0 0 o 0 o 0 0 0

Polar

oXtracts

Alllmal

No
11

’
乙 13 14 15 16 7

` 18 19 20

wclgllt(g) 326 332 332 347 320 340 327 319 329

24h 0 0 0 0 0 o 0 0 0 0

48h 0 0 0 0 o 0 0 0 0 0

Non-Polar

oontol

Animal

No
’
乙

0
乙

0
‘ 23 24 ●

乙 26 27 28 29 30

weiglat(D 322 309 337 341 308 322 305 334 349
^
υ

24h 0 0 0 0 0 0 0 0 o 0

48h 0 0 0 0 0 0 0 o 0 0

Non-polar

cXtraots

Animal

No
0
乙 33 34 35 36 37 38 39 40

woght(⒇ 355 341 327 320 304 322 319 329 324 337

24h 0 o 0 0 0 o 0 0 o 0

48h 0 0 o o 0 0 o 0 0 0

Positive

control

Animal

No
41

0
‘

'
牛 43 44

'
△ 46 47

'
△ 49 50

wcigllt(gl 334 326 318 328 337 340 329 329 341
0
乙

24h 2
0
∠ 2 2 3

0
乙 3 3 2

0
乙

48h 2 2 3 3 2 3 3 2
0
∠
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CONCLUsIoN
Undcr the c° nditions of dhis smdy the O9%s° diuln chl° ride and。 o仗onsccd oⅡ tcst m△。lc

cX廿aots shclwcd no cvidenoe of。 ausing skin scns"izati° n in the guinea pig

Rcsults and ooncluslons apply onˇ to dlC tcst anidc tested No Rlrther cvaluaton of thcse

rcsults is made by our testing cente⒈ Any ex“apolation°f these data to other samples is the

responsbi1i~° fthe sponso⒈ All pro。cdures werc conductcd in confoⅡ nancc wi由 Iso17025

RECORD sTORAGE
All raw data pemaining to this smdy and a 。opy of the flnal repo⒒  arc to be rctahed in

designatcd arohive fllcs in our tcsting center                         `

Fig2Tcst artiole
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