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Test Article TPE Medhal Cable

Model/Type TP-001 Trade Mark

Test Type CommissioⅡ  Test

sponsor shenzhen YONGQIANGFU IⅡ dustrial Co。,Ltd

App】沁aⅡt Address
2Bldg,No。 2Industrial park,Xinwei ViⅡ age,DaIang LongHua Town,

she⒒zheⅡ City

Manufacturer shenzheⅡ  YONGQIANGFU Industrial Co。 ,Ltd

Lot No。 /

IdentiⅡ catioⅡ No。
/

Date of

MaⅡufacturiⅡ g
2015-6-25

Appl“ aton Date Aug。 13,2015 AcceptiⅡ g Date sept。 8,2015

Test△ e口ns skiⅡ Irr⒒atioⅡ Test

Test in Accordance

with

IsC)10993-10:2010(彐 :iological evaluation of1nedical devices-]Part10:

Tests for irritatioⅡ  and sⅡ n seⅡsitization)

suⅡⅡmary

The test article,∶ rPE Medical(CabIe,was extracted in O。 9O/o sodium

chloride i刂ect0Ⅱ aⅡ d cottoⅡseed oⅡ respect~ely at37℃ for72h。 The

resulting extract was evaIuated for s⒒ jⅡ irritation in accordaⅡ ce with the

requirements of IsC) 10993ˉ 10:2010 彐:iological evaluation of medical

devicesˉ Part10:Tests￡or irritatioⅡ  aⅡ d s⒒jn seⅡ sitLzatioⅡ 。

A2.5cm× 2。5cm patch of medical gauze,saturated with O。 5Ⅱ l】L test

article extract,was appⅡ ed to the cⅡ pped area of rabbit。 si1nⅡarly,the

gauze saturated w△th negative control was patched oⅡ  correspondiⅡg site

oⅡ the same rabbit。 The anilnal was wrapped w1th a baⅡ dage1or4h and

then removed。  :rhe treatment sites were washed`vith warm water aⅡ d

marked。 observatioⅡ s for erythema and oedema were rec0rded at1h,24h,

48h, and 72h after relllova1 and the Prilnary IⅡritation Index for the

extracts was calculated。

UⅡder the conditions of this study,the O。 9% sodiu111 chloride aⅡ d

Cottonseed oⅡ  test article extract showed Ⅱo evidence of skin irritation to

rabbit。 The Pri1nary Irritation Index for2extracts was O aⅡ d irritatioⅡ

respoⅡ ses were ⅡegⅡgible。

Authorized

signatory

Date

Colmpleted
Nov。23,20△5
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INTRODUCTION
The test 盯住cle idenJfled below was extracted and the extract was evaluated for skin i″ itation in

accordance Ⅵ注th the guideⅡ nes ofthe IsC)10993-10∶ 2010Biological evaluation of rnedical devicesˉ Part

10:Tests for i1Titation and sⅡ n sensitization。 The test article was accepted on sept。 8,2015。 The extraction

was applied iolm NoⅥ  6, 2015to NoⅥ  9,2015。 The treatIrlent began on Nov。 9, 2015, and the

obseⅣations were concluded on NoⅥ 12,2015

衄 ERIALs

检

The sa1nple provided

Test Art忆 le:

Identiflcaton No。 :

storage(3ond⒒ions:

Extract Vehicle:

Preparation∶

Test Svstern:

spec1es:

Breed:

so"ce:

sex:

Hous1ng:

Env1romental:

Body Weight Range: 2.3kg~2.9kg

Acclimation∶          7days

Number ofAnirnals:  6

An血d Man强eme眈

Husbandry:     Conditions confoI⋯ ed to Is010993.2AⅡmal welfare reqorements。

Food:              General rabb⒒ diet、vas provided daⅡ y。

Water:             Freely avaⅡ able water was deⅡvered。

Contaminants:   ·  Reasonably expected contaminants in food or water suppⅡ es did not have the

potentialto innuence the outcome ofu1is test。               
ˇ
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by the sponsor was identifled and handled as follows:

TPE Medical Cable

/

Room temperature                    ~

Polar solvent:0.9%sodum chlor⒗ ei犭ecton ChP(sC)

Non-polar solvent: Cottonseed oⅡ

Under asept忆 conditons,1.90g of test a附 de which contacted body(as

shown in F廴圣2)was covered with9.50mL ofsC based on arato of0。 zg/mL。

2.07g of test artide which contacted bodV was covered with10.35mL of

cOttonseed oⅡ in1he same way.They were extracted at37℃ for72h。 The

vehicle Ⅵ注thout test article was silr1Ⅱ arly prepared to seⅣe as the negative

control。 
′
rhe extract of test article is transparent Ⅵ注th no presence of

particulates∶ The appearance of extract oftest article and extract vehicle had

no deference。 The extract was used inunediately。

METHODS

Rabbit

New Zealand White

GuangdongAnimal C)enter ofMedical E)xperi1rlental

Fen1ales,1hey should be nuⅡ iparous and not pregnant。

Anhnal§ were individua11y housed in stainless ste-冫 l suspend0d cages identifled by a

card indicadng the sa1nple nllmber,anhnal nLl1rlbe△ test code,sex,and treatment

date。     i

The room∞ mper耐 l1】 lⅡ

·e and humidity were d猁y mO11itor∞。The∞mper舛we range允r
the room was witⅡn⒛℃~25℃ The humidity range forthe room was40%~70%。

酌
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FacⅡty:

Personneh

selection:

shenzhen Testing Center ofMedical Devices is a CNAs accredited facⅡ ⒒y。

Associates involved were appropriately quaⅡ 丘ed and tralned。

only healthy,pre、
`iously w1used a"mals were selected。

蛔 mental Pr。 cedure∶

six rabbits were randoΠ Ⅱy divided into polar and non-polar groups,which of groups were inGluded3

rabbits。

The day prior to treatme波、each rabbh was weighed and cⅡ pped free of fw ion1the back and both sides

of the sⅡ nal colu1Fm to ykⅡd a sumcient area【 about10cm× 15cm)。 A2.5cm× 2.5cm patch of medcal

gauze,samrated Ⅵ汀th0.5mL test article extract,was placed on the area as iⅡ ustrated in Fig。 1。 si1nⅡ ady,

the gauze sat刂ated with negative control飞 Vas patched on coⅡ esponding site on the same rabbit。 And each

animal was wrapped with a bandage for4h and then relrloved。 The treatIrlent s⒒es were washed Ⅵ注th warIn

water to remove residual reagents and rnarked。
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Fig。 1Location of skin appⅡ cation sites

1-Cranial end  2-Test site  3-Control site  4-CⅡ pped dorsal region  5ˉ Caudal end

obsαvations for erythema and oedema were recorded at1h,24h,48h,and72h after removal。 The
reactions were evaluated according to Table。 1。

Table。 1scoⅡng system for skin reaction

Reaction
Primary

hritaton scOre

Erythema and eschar formation

No∝”hema 0

Very sl圯 h erythem《 barely perceptble) l

WeⅡ-deflned erⅠ rthe1ma 2

Moderate erythema 3

severe e吵hema(beet redness)to eschar foIIllation preventing grading of

erythema
4

oedema￡ormatioⅡ score

No oedema 0

Very s1ight oedema(b击 占炒perc。ptible) 1
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ARer the72h匪嘁 ng,all erythema grades plus oedema grades24h,48h and72h are totalled separately

for each test salnple and blahk1or each ani1nal。 The pri1nary ilritation score for an anirnal is calculated by

d卜Ⅱhg the stIlrl ofallthe scores by6Ctwo test/observaton shes,three time pont9。

To obtain the prirnary i臼 otation index for the test sa1nple add a11 the prilnary i口 otation scores of the

individual引吐mals and divide by the111】 mber of引吐mals(generally tlree)。 When blank or negative control

is used,calculate the pⅡ mary iⅡ⒒ation score for the controls and subtract that score from the score using

the test material to obt缸 n伍e primary iⅡ itation index(PII).The PII、 characteⅡ zed by sGOre and response

category in Table2。

REsULTs
Results of scores for individual rabbits appear in Table3。
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Well-deflned oedem《 edges ofarea well-deflne by de丘血te r缸sin￡ :)

Moderate oedema(r缸 sed appro蛀 mately1mm)

severe oedem《 raised more than1mm and extendng beyond exposure

areω

TOtal possible sCore for irritatioⅡ

other adverse Ghanges at skin sites sha11be recorded and reported

Table。?IⅡitat0n Response GategoⅡ es in rabbit

Mean score Response Category

0to0.4 NegⅡ gible

0.5to1.9 sli吵t

2to4.9 Moderate

5to8 severe

Table3。 skin Inrhation obseⅣ ations

Rabbit

No。

Wei吵

(kg,
Group

scoring IhteⅣal
Mean

score

Primary

Lritation

SCore

1h
(ERyOE)

24h
(ER/OE)

48h
(ER/oE)

72h
(ER/QE)

2.6

Polar

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

0
Polar

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

2 2.7

Polar

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

0
Polar

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

3 2.5

Polar“

extracts、
=

0/0 0/0 0/0 0/0 0

0
Polar

control
0/o 0/0 0/0 0/o 0
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ER/oE=Erythema/oedema

Note:sDS6odium lauryl sulphate)was the sensitizer for Rabbits。 A sDs control test with the sensitizer

was carried out on sept。 21,2015。 The Primary Irritation Index for the sDs was4.8and iⅡ ita吐 on response

was1rloderate。

CONCLUsION
Underthe condtons oftⅡ s study,the0.9%sodl】 m chloⅡ de and cottonseed oⅡ test art忆le extract showed

no evidence of skin i△ Htation to rabb⒒ s。 The PⅡmary IⅡ itation Index for2extracts was O and iⅡ itation

responses were neghgib1e。

Results and conclusions apply on1y to the test article tested。 No further evaluation ofthese resu⒒ s is rnade

by our testing cente⒈ Any extrapolaton ofthese data to other samples k the responsbⅢty ofthe soonso⒈

All procedures were conducted in cOnfoI111ance with IsC)17025。                         、

RECORD STORAGE

All raw data pertalning to伍 is study and a copy ofthe flnal report are to be retalned ih designated archive

flles in ow testing center。
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4 2.7

Non-polar

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

0
Non-polar

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

5 2.9

Non-polar

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

0
Non-polar

cOntrol
0/0 o/0 0/0 0/0 o

6 23

Non-polar

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

0
Non-polar

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

Prirnary Lritation Index

(Polar extracts)
0

hritaton Response

(Polar extracts)
Neg⒒gible

Pri1nary LTitation Index

(Non-polar extracts)
0

I1Titation Response

(Non-po1ar extFacts)
Neg⒒gible

Use only24h,48h and72h obseⅣauons f。r calculations。
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Fig。 2Test Artic1e

(Blank Below)
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