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Test A“ icle TPU Medical Cable

Mode】 /ηpe / Trade△Iark /

Test砷pe Commission Tcst

spoⅡsor YONGQIANGFU Industrlal Co,Ltd

Applicant

Address

2Blg,No2Industrial park,Xinwci Vlllage,Dalang LongHua Towll,

Shenzhen Ci~

Manufacturer YONGQIANGFU Industrlal Co,Ltd

LOt No,/

IdeⅡ tiⅡ catiOIl No。
/

Date of

VⅠ anufactuⅡ ng
2012-12-23

Applicatiou Date Jan 5,2013 Accepting1)ate Jan 8,2013

Test Itenls Skin LTitati° n Tcst

Test iⅡ

AccordaⅡ ce with

IsO10993-10∶ 2010<Biological evaluati°n oflnedical deviccs-Pa⒒ 10∶

Tcsts for iⅡ “ation and skin sensitization>

summary

Thc tcst artiole,TPU Med忆 al Cablc,was extactod in09%sodium
ohlorⅡ c i句 c∝lon alld co⒒onseed oⅡ rcspecthcly at37℃ for72h The
rcsulting extraot、 vas evaluated for skin irritation in aooordanoe with the

rcquirements of IsO 10993-10:2010 Biol° gical cvaluation °f mcdi。 al

devi。cs-Pa⒒ 10∶ Tc“s for iⅡ itation and skin scnsitizati° n

A25cm× 25om patch of mcd忆 al gauzc,saturated with05mL tcst
art忆 le cγ 1ract,was appllcd to the。 lippcd a∞ a of rabbⅡ  similarly.tlle
gauzc saturated with ncgativc c° n订ol Was patchcd on。 oHcsponding site
on thc samc rabbit Thc animal、vas wrappcd with a bandage for4h and

then lemovcd Thc廿 。atment slkes wcrc washcd wltll wailll watcr and

markcd Obscwatlons for c,1hema alld ocdcma were leoorded at1h,
24h,48h,and72h after remova1and the Pri1naγ  Ltitation hdex for the
extraCts was oaloulatcd

Undcr the o° nditions of this study. thc 09% sodium ohloride and

Co仗onsccd oⅡ  tcst alticlc extracts sho、 vcd no cvidcnoc of skin iⅡ itafion to

rabb△ The Primaγ IⅡitation Indcx for2 cxtracts、vas O and iⅡ itati°n
rcsponscs wcrc negligible

AutⅡorLed

siguatory

Date

C0口np】eted
M盯 27,2013
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NTRODUCTION

Thc tc“ anicle identiflcd bclow、 vas cX"aoted and thc cxtract、 vas cValuatcd for skin irritation in

accordanCc with the guidclincs of thc ISo 10993-10:2010 Biological evaluation of mcdical

devices-PaR lO∶ Tcsts for iⅡltation and$kin sensitization The test a⒒ icle、vas aoocptcd on Jan

8,2013The ex廿 aCtion、vas appIied iom Fcb 26,2013to Mar l,2013 Thc trcatlllent began on

NIar 1,2013,and thc obseⅣ ations、vcrc conoludcd on Ma⒈ 4,2013

MATERIALS

The samplc provided by thc sponsor、 vas ident∶ flcd and handlcd as follows:

Tc“ Art忆 lc:

Idcntlfloaton No:

storagc Conditions:

Extract Vchiole:

Prcparation∶

Tc欲 sv“em:

specles:

Brccd:

source:

scX∶

Body`Vcight Rangc:  20kg`'22kg

Acclirnation:          7days

Number ofAnimals:  6

A“mal Man独emeilt:

Husbandrv:

Food:

※甙 cr:

Contaminants:

Hous1ng:

TPU Mcdioal Cablc

/

Roonl tcmperaturc

Polar solVcnt: 09%sodlum chloridc illJcction ChP(sC)

Non-polar solvcnt: Co⒒ onsccd oⅡ

Based on a ratio of02酽 mL,260g oftc“ altlole(as show in

flg2) 、vas。overcd、 vith 120n1L of sC and220g of tcst aloiclc

was oovcred with l1 0n1L of co⒒ onseed oil Thcy wcrc cxⅡ aotcd

at 37R3 for 72h Tlle vehic】 c without tcst a“ icle 、vas similarly

prcpared to scwc as the ncgativc control The extract oftest article

is 仃ansparent witll no presencc of pani。 ulates The appearancc of

cxtract of test article and cxtraot vehicle had no dcfcrcncc Thc

eX贫a∝ Was used immcdiately

bIETHODs

Rabbit

Ncw Zcaland llllitc

Guangdong Animal Ccnter ofMcdioal Experllnenta1

Femalcs,they should be nullipar°us and not prcgnant

Conditions oonfo.Ι IIed to Iso109932Animal wclfarc rcquircmcnts

General rabbit dict、 vas proVidcd daⅡ 冫1

Frccly available、vatcr Was delivcrcd

Rcasonab~cxpCctcd∞ ntamiman“ in fooo or water sLlppllcs dld not have

thc potentialto influenGc thc outcome ofthis test

Animals 、vere individually houscd in stainlcss steel suspendcd oagcs
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Environmental:

FacⅡ ity:

Personnc⒈

sclccti° n:

idcntifled by a oard indioating thc sampIc numbe△  animal numbcr, tcst

code,scx,and trcahllent datc

Thc room tempcrature and humldi~werC dal~ mollltoⅡ d Thc
temp∝ature rangc for the ro° m was w"llln20·C~25℃  The humldity

rang。 forthc room was40冫 8`ˇ 70%
shcnzhen Te“ ing Center of Mcdi。 al Devi。cs is a CNAS aocrcdited facⅡ ity

and rcgi“crcd with the statc Food and Drug Administration of China

Associates inv° Ivcd wcrc appropriatcly quaⅡ flcd and廿ained

only hcal曲 yp∞viously unuscd animals werc selected

Ex°crimcntal Procedurc:

six rabbits wcrc randomˇ di呐dCd into polar and non~polar gr° ups,Wh忆 h of⒏oups wcⅡ

inoluded3rabbits
·
The day prior to订 ca仃ncnt,cach rabbit was weighcd and cⅡ ppcd分ee of ilr froln thc baok and

both smes° fthe spinal oolumn to y抬 ld a suflcicnt arca obotlt10cm× 15om)A25om× 25cm
patoh °f mcdi。al gauzc, sanlratcd with 05mL tcst artiolc cxtraot, 、vas placed °n the area as

illus廿atcd in Fig1  SimilarIy. thc gauze saturatcd with ncgativc control was patched on

0oⅡCsponding sitc on the samc rabbit And cach animal was ssrappcd、 vith a bandagc for4h and

tllcn rem° vcd The订catmcllt sites wcrc washcd with waI川 Wat0r to removc rcsidual reagents

and rnarked

1

□ □

□  □
7

Fig1L°。ation of skin appli。 ati° n sitcs

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

0bsc″ atons for e刀1№ma and ocdcma wcrc rccorded at1h,24h,48h,and72h aftcI rcmoval

The rcaotions、 vere evaluated aooording to Table l

1犭 bIe for skin rcaotion

Reaotion
PⅡmaγ

Ltitati° n Soore

E【γt1ema and eschar formation
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No cbtllema 0

vCγ sl圯ht e9讪 Cmalbarely pcr∞ ptlblc) l

Wcll丬cfncd eγthema 2

Modcratc cDtl1cma 3

scvere eγthemalbCCt rcdncss》 o eschar foI⋯ atlon preventing grading of

ery1hCma
4

oedenna foI~aJon scorc

No ocdcma 0

vCry sⅡ gllt ocdcmarbarely pCrocptlble) 1

Wd⒈deⅡncd ocdcmaledgcs ofarea w四刂Cfne by dcfnItc r缸“ng) 2

Modcratc ocdcma(r“ sed appr° xlmately1mm) 3

Severe oedema(ra。 Cd m°re than1mm and exten山 ng bcyond cxposurc

arca)
4

Total possib】 e score for irritation 8

Other advcrsc ohangcs at skin sitcs shall bc recordcd and rcpo“ 屉d

For caoh anlmal,tllc c,thcma and ocdcma scores obt缸 ncd at caoh umc lntcwal were added

togctlaer and dlxjldcd by the toial number of obscwatIOns Tllls calculation was conducted

scp征atcly for each tcst cxtraot and ncgativc con“ol Thc score f° r the negatiVc oontrol was

subtraoted flom the soorc for the test ex订 aCt to obtain the Pri1nals IⅡ itat;on score The Prim缸 γ

Lritation soorc° f each animal、vas addod togcthcr and dividcd by the total numbcr ofanimaIs to

obtaln tlle Primaγ  Irritatlon Lidcx(PⅡ ) The PⅡ is ch钲 a∝crlzcd by soorc and response

category in Table2

Irritatlon rabbit

REsULTs

Results of soorcs for individual rabbits appcar in Tablc3

Tablc2 1n

Iv/Ican scorc Response oatcgory

0to04 Ncg】 igiblc

05to19 SⅡ ght

2to49 Moderatc

5to8 scvcrc
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Tablc3 Skin LTitation obsc~ations

RabbⅡ

No

h嗯

⒆
№
仪

Group

scoring Inte四 al
Mcan

scorc

P"mary

LIitati° n

scorc

1h
(ER/OE)

24h
(ER/OE)

48h

(ER/OE)

72h

(ER/OE)

l

0
‘

0
乙

Polar

extracts
0/0 0/0 0/0 0/0 0

0
Polar

Con仟 ol
0/0 0/0 0/0 0/0 0

2 21

polar

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

0
Polar

oon饣ol
0/0 0/0 0/0 0/0 0

3 21

Polar

extracts
0/0 0/0 0/0 0/0 0

0
Polar

oon订ol
o/0 0/0 0/0 0/0 0

4 20

Non-polar

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

0
Non-po1ar

oontrol
0/0 0/0 0/0 0/0 0

5
0
乙

0
乙

Non-polar

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

0
Nonˉ polar

con廿ol
0/0 o/0 0/0 0/0 θ

6
0
●

0
‘

Non-polar

cxtracts
o/0 0/0 0/0 0/0 0

0
Non-polar

control
0/0 0/0 0/0 0/0 0

Prima1f∶ )`IⅡitatlon hdex

(Polar cxtracts)
0

LTitation Rcsponsc

(P°lar cxtracts)
NcgⅡgiblc

Prinary IⅡ itation hdex

(Non~polar cxtracts) 0

Ltitatl° n Rcsponsc

(Non-polar extracts) NcgⅡgiblc

Use only24h,48h and72h obseⅣ ati° ns for caloulati° ns

EⅣOE=EryihemWOcdcma
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CONCLUsION
Under曲c c°ndⅡ°ns of this smd冫 1 thc o9% s° dium ohl° ride and cottonsced oil t。 st adi。 le

cXtraots showcd n°  cvid°nce of skin irritation to rabbit The Primar/ △ritati° n hdcx for 2
extraot$was O and inotation responses wcre ncgligiblc

Rcsuks and 。onclusions apply °nly t° the tcst adicle tcsted No 、ihcr 。valuation of山 csc
resLllts is madc by° ur testIng oentc⒈ Any extrapolatlon of thesc(hn to ofher salnplcs is ule

rcsponsbili矽 of伍c sponso⒈ All pro。cd刂∞ wcre o°nduotco h。°nfol】Ιlancc with ISO17025

RECORD sTORAGE
AⅡ raw data pcnainmg to thls sm灯 aIld a°opy of山e fnal rcport arc to bc rcta“ ed lll

dcsignatcd arGhivc fIlcs in our tcsting oente艹

tⅡ ●’k′ iCl J治‘
'

●△ △∷∷|∶Ⅱ
0△嗡毋皈亻J△t峭甲心

蚺 号-l蚋

Fig2Test ani。 lc
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