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Test Article TPU McdioaI Cable

Model/1【、/pe / Trade Mark /

Test ηpe Comm1ss1on Test

sponsor YONGQIANGFU Indu“ hal CO,Ltd

Applicant

Address

2Blg,No2hdu“ rial p征 k,Xinwei ⅤⅡIagc,Dalang LongHua Town,

shenzhcn Ci~

Ⅳ1aⅡufncturer YONGQIANGFU Indu“ rIal Co,Ltd

Lot No。 /

Ideo】Ⅱca住on No,
/

Date of

ManufactuⅡ Ⅱg
2012-12-23

AppⅡca⒒ o△ Date Jan 5,2013 Accep】Ⅱg Date Jan 8,2013

Test Items 姒 I,J″oC∶,`'1^otoXlCi~Test

Test iⅡ

Accordance With

Iso10993-5:2009<Biologioal cvaluation of rnedical dcviocs-Tests for JPJ

v`″o CvtotoXioi~>

summary

Thc test articlc, TPU 、Ⅰcdical CabIc, was ex“ aotcd by MEM
supplemcntcd w△h 10o/o fetal oalf scmm The rcsulting extract Was

cva1uated for,,,vJrro o莎 ⒍oxlc⒒y tcst by MTT c莎oto妯 clψ test t°

dctclIIIlile thC potciltial o莎 ⒍oxlc"y in acoordancc with the requlrcmcllts

of ISO 10993-5:2009 Biological cvaluation of medical dcviccs, Part 5∶

Tc“s for切 vj//oC莎ot°xl0~
L-929cells werc sccdod in thc96-wcll assay microtiter platc Aftcr

the incubation of cells for24h±2h ak 37°C± l°C altd 5o/O CO2, blank

oonto1  negativC  。ontrol,  positivc  contol  and  four  diferent
oonoentrations of the tcst artiole cxtract 1,△ cre added to thc micr° titcr

Vlabl扭

Ⅱ萝石骂T百%畏紧甫:甘s贯拶踹嚣既。R肫 ∞趾~c∞碰d
group and negativc oontrol group、 vere19o/O and960/o;theˇ

`ab9‘

of100
o/o,50%,25o/o and1250/o cxtraot、 vere99V⒍ 100°/o,97o/o and99o/o

AuthorLed

sigⅡatory

Date

comp】 eted
Ap⒈ 8,2013
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NTRODUCTION
The tc“ articIe ldcnjfIcd bclow was ex饣 acted,and the c鼬∝ was subJcctcd to an z,Jv`//o

c莎ot°妊Glty test by MTT c莎oto心 cⅡy tcst for blocompatlbⅡ“y evaluatlo且 in ac。ordanoc wⅡ h tllc

Annex C ofthc Iso 10993¨ 5∶ 2009Biologioal evaluation of mcdical dcvi。 cs-Tests for`刀 V氵″o
C△/totoXlCⅡy Thc te“ a⒒ lclc was aoccpted° n Jan8,2013The cxtractlon was appⅡ ed9om Mal

13,2013to Mar 14,2013,and the observations、 vcrc concluded on Ma⒈  15,2013

NIATERIALS

The sample providcd by thc sponsor wasidcntifcd and handlcd as foⅡ ows:
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Test A^忆 lc:

IdcntIflcatlon No:

storagc Conditions:

Ccll Ⅱnc∶

MEM:

MEM∶

Foetal calf scrum:

MTT∶

DMsO∶

EXtra∝on vellIclcl1× MEM)∶

Tcst a“iolc prcparation∶

TPU Med忆 al Cable

/

Room tcmPcraturc

Culturcs° fL-929ocⅡ s,mousc flbroblast oclls(ATCC CCLl,

NCTC Clonc929,Clone° f str菠 nL),was purchascd9om

China Center for1γ pc CuInlrc c° llecj°n Culturcs were grown

and used as rnonolaycrs in disposablc tissuc oultlIre lab、 varc at

37士 l飞3 in a humidifled atIllosphcrc of5± 1冫。CO2in air

Gibco,WⅡh Eadc’s salts and L-Glutaminc,Batoh No:1128321

Gibco,氓\山 Earlc’ s salts,、vithout L-Glutaminc and Phenol Red,

Batch No∶ 862548

Giboo; Batch No: 8122818

Slgma; Batoh No: MKBF7873V

MTT is solutcd frcsh in NIEMˇ

"ul°

ut supplcmcnts andˇ v"hout

phcnol red at a concen廿 atlon of1m留mL solLltlon o stcril此 cd

by stcrile fll订狂ion using syringe flkcrs(porC size兰 022um)ThC
solution should bc used the samc day

sigma; Batch No: SZBA040S

MElvl supplcmentcd 10o/o foctal oalf serum and antibiotics

(100U/ml pellloiⅢn,100ugrml“四ptomyciill

Based on a ratlo of02留mL,206g ofte“ artiolc(as show in

Flg1)was c° vcrcd with lO3mL° f tlle cxtractlon vehlc1c alld

extractcd at37勹 3± 113 for24h± 2h The ex廿 aCt of test artiole is

transparcnt、 vith no presenoe of parliculates The extract was used

immediately Prior to usc, thc extraots was “erilized by

mcmbrane flltratlo众  (022um)The flltrdtion cxtrac“  of t邙t

alticle 、vas dⅡuted by MEM supplcmcntcd 109汔  foetal calf

scrum Thc100忾,509‘ ,259。 and I250/o ex贫 aCt、Vere tested

Bascd on a ratio of02g lllL, 200g of山 e h螅ll denslˇ

Polycthylcnc (ThC frst PhalllΙ aceutioal Factory of Be刂 ing,

K49I2R)was Cx仃 aCted in the cxfract1on Vch1olc at37勺 C士 l℃

Negativc oon订 ol prcp扯 ation∶
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Positivc control preparation:

Blank con订 ol prcparation:

for24h± 2h The1009。 cxtract、vas tcstcd

l× MENI supplemcntcd with10冫。DMsO

1×MEM

METHODS

1  Lˉ 929ccⅡ  suspcnsion preparation

a L-929ocll monolaycr oonⅡuencc、vas Culilled with 1× MEM for48h~72h and removed

from culture flasks by en邳 matio dlgestlon⑴γpsIn闪EDTA)

b The ccll suspcnsion is mcohanioalrnixed bcfore counting undcr rniorosoope

c Thc cell suspellslon w灬 a山 llstCd to tlle acqu订cd dcnsi~of1× 105cellζ ml by a pr° pcr

addition ofccll culture nuid

2  MTT assay

a Using a multiohanncl pipe钍 c, dispensed 100uI 。ultLlrc mcdium only into thc pcriphcral

、vells ofa96-、vell tissuc culturc miorotitre plate In the remaining、 vells,dispense100ul of

a ocll suspcnslon of l× 105cellζml(=1× lO° cclls/wcI)

b Incubated ccll oultvrcs for24h± 2h at37° C土 l°C in a humidifcd atmosphcrc of5⒐。Co2in

ai△ and then aspirated ou⒒ urc mcdium fr° m the、 vells

c The extract oftcst altiole was dⅡ uted by MEM for four different concentrations

d Pcr svell, added  100ul °f “Catment mcdium  oontaining cithcr tllc appropoatc

oonocntration of sample cxtraot,or thc ncgative control,or the positive con订 ol,or nothing

but blank

c llloubated ce抵 for24ll+2h(5%C02,37° C± 1°C,)90%humldi~)
f AIter 24h±2h treahllent, cxamincd caoh plate under a phase contrast microsc° pc to

ldcllti夕 systCmatlc cell seedng cⅡ ors alld gr∞￠h characteristlcs of colltrol and trcatcd

ceⅡs Record ohangcs in tllc m° rphology of tllc cclls duc to ovtotoXlo cfccts of tllc tcst

samplc cx订 aCt

gA【tcr tllc cxamination ofthc pl狨 cs,CarefLllˇ rcm° vCd tlle ou1tllre medium fr° m tllc platcs

Pipet50uL° f MTT solution into each wel1 and in。 ubatc thc plate for2h at37℃ 士l℃

Thcn dle MTT solution is discanted and I00ul of isopr° panol、vcrc added in eaoh wcⅡ

s、vaycd this pIate and subscquently transfeⅡ cd it to a micr° plate readcr cquippcd、vith a

570nm sltcrto rcad Jle abbo曲 a11cc(refe∞ noc wavcIcn醛 h650nm)

h A deGreasc in numbcr° f living cclls rcsu1ts in a dcorcasc in thc mctabolic aotivit/in thc

sampIe This deorcasc dircctly ooⅡ elates to thc amoullt of bluc-violet fonllazan foIⅡ Icd,as

monitoled by thc opt忆al densi~at570nm T° calclllatc曲 c rcducton of viabⅡ i~

comparcd to thc blank Equation is uscd:

/l夕 b%=100×
oD57∝

0D§
70犭

whcrc
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OD570c is thc mcan valuc ofthc measured optioal dcnsity ofthe 10θ 9‘ extracts of

thc test sample;

OD570b is thc mcan value ofthc mcasurcd optioal densⅡ y ofthc blanks

i Evaluati° nC"tcria

lf viabⅡ ity is rcduoed to(70冫。ofthc blank,it has a o莎 otoxic potcntial The50%ex廿aCt of

the test samplc should havc at lcast the same or a highcr viabⅡ ib/than the 1009汔 cxtraot;

othcn,vjsc thc test should bc repeated

A tcst meets the acceptance cr△ eria ifthe mean OD570of bIanks is≥ 02
A tcst rnccts aoocptanoc critcria if thc lcft and thc right mcan of thc bIanks do n° t difFcr by

more than15%from the mean ofall blanks

REsULTs
The results of optlcal density show as Table⒈

CoNCLUsION
Undcr the∞ lld△ions oftho sul虹 tllc Ⅵ ab%oftllc posltll,c∞ llt∞ l group aild negative∞ ntrol

group、vere190/O and960/o;thc Viab9。 of100⒐⒍ 50⒐s,25o/O alld125o/o ex缸 aot Wcrc99冫。,100冫o,

97% and 99% Thc ncgativc con仕 o1s, positivc controls and blank oontrols pcrfoIⅡ .ed as

antioipatcd

Results and oonclusions apply only to the test a⒒ iclc tcstcd No fllrth。 r evaluation of thcsc

resuIts is madc by our tcsting oenter Any cXtrapolation° f ulcsc data to otllcr samplcs is山 e

responsibⅡ ity ofthe sponsor AlI proocdurcs、 vcrc Conduotcd in oonfoIⅡ lanoc、vith IsC)17025

RECORD sTORAGE
All raw data pertaining to this study and a oopy of thc flnal rcpo吨 arc to bc rctaincd in

designatcd arohive flIes in our testing ocntc⒈

Tablc1

Groups
Blank Control Positivc

Control

Ncgativc

Control

1009汔

Extract

500/o

Extract

25o/o

Extraot

125⒐s

ExtractLeft Right

WelI1 0964 0873 0197 0882 0839 0882 0835 0847

Wcll2 0878 0850 0179 0820 0836 0854 0849 0846

Wcll3 0822 0802 0165 0768 0868 0804 0861 0881

、VoⅡ 4 0823 0863 0147 0838 0904 0885 0835 0812

Wcll5 0870 0830 0148 0836 0879 0919 0877 0918

Wcll6 0962 o947 0182 0894 0855 0888 0853 0891

Mean

OD
0886 0861 0170 o961 0988 0998 0852 0866

0874
Ⅵ ab% / 19% 96% 99% 100% 97% 999。
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