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枪 测

Test ArticIe sⅡicoⅡe Medical Cable

Model/Type sP-001 Trade Mark /

Te“ Type Commission Test

sponsor shenzhen YONGQIANGFU Industrial Co。 ,Ltd

Applkant Address
2Ι;lg,No。 2Industrial park,XiⅡ wei ViⅡ age,DaIang LongHua Town,

shenzhen C“ y

Manufacturer shenzhen YONGQIANGFU IⅡ dustⅡ al Co。,Ltd

Lot No。 /

IdentifIcatioⅡ No。

Date of

MaⅡufacturing
2015-5-08

Applkaton Date May。 20,2015 Accepting Date JuⅡ e。 16,2015

Test IteIms skiⅡ Irritation Test

Testin Accordance

with

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

Tests for irritation and skiⅡ  sensitizatioⅡ >

suⅡ
"mary

The test articIe, sⅡ icone Medical Cable, was extracted in O。 9o/o

sodium chloⅡde hjecton aⅡ d cottoⅡ seed oⅡ respect~ely at37℃ for

72h。 The resuIting extract was evaluated for skin irritation in a0cordaⅡ ce

with the requirements of IsC冫  10993-10:2010 Biological evaluatioⅡ  of

medicaI devices-Part10:Tests for irritation and skin seⅡ sitization。

A2。5cm× 2。5cm patch of medical gauze, saturated with O。 5Ⅱ1L test

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

gauze saIurated with negative control was patched oⅡ  correspoⅡ diⅡ g site

on the same rabbit。 The ani1nal was wrapped with a bandage】 or4h and

theⅡ removed。  The treat1nent sites were washed'with warm water and

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

48h, and 72h after remova1 and the Prhnary Irritation Index for the

extracts、vas Calculated。

UⅡder the conditions of this study, the O。 9% sodium chloride and

CottoⅡ seed oⅡ  test articIe extract showed no evideⅡ ce of skin irritation to

rabbit。  The PriInary Irritation Index for2extracts was O and irritation

responses were negⅡ gible。

Authorized

sigmatory
\ Date

CompIeted
Aug。 14,2015
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INTRODUCTION
The test article identifIed belo、 v was extracted and the extract was evaluated for skin i1Titation in

acGOrdance、v⒒h the guide⒒ nes ofthe ISC)10993-10∶ 2010Biological evaluation of rlledical devices-Part

10∶  Tests for i1Titation and skin sensitization。  The test article was accepted on June。  16, 2015。  The

extraction was appⅡ ed froFrl July。 17,2015to July.20,2015。 The treatment began on July,20,2015,and

the observations、 vere concluded on July。 23,2015。

MATERIALS
The sample provided by the sponsor was identifled and handled as foⅡ ows:

Test Article:

IdentifIcation No。 :

storage Conditions:

Extract`汜 hicle:

Preparation∶

Test sⅤ stem:

spec1es:

Breed:

source:

sex∶

Housing:

Envkonmentah

FacⅢty:

sⅡicone Medical Cable

/

Room temperature

Polar solvent: 0.9%so山 um chloride i刂 ect0n chP(sC)

Non-polar solvent: Cottonseed oⅡ

Based on a rato of0.2g/mL,2.84g of test article(as show in Ⅱg.2)was

GOvered、vith 14.20rrlL of sC and2.81g of test article 、vas covered with

14.05rllL of cottonseed oⅡ 。They were extracted at37° Cfor72h。 The vehicle

without test article、vas sirnⅡ arly prepared to serve as the negative control。

The extract oftest article is transparent with no presence of pa1ticulates。 The

appearance of extract of test article and extract vehicle had no deference。

The extract was used immedately.

METHODs

Rabbit

New Zealand White

Guangdong Animal Center ofMedical Experirnental

Femdes,they shodo be nuⅡ Ⅱar。 us and Ilot pregnant。

Anirnals were individually housed in stainless steel suspen-ed cages identifled by a

card indicating the sample numbe△ animal num-e△ test∶ code,se攵,and treatment

date。     ’

The room temperature and humdity were d缸 ly moⅡtored。 The temperatwe range for

the room was whhih20° C~25℃ 'Γhe hun)idity range for the room、 vas40%~70%。

shenzhen Testing Center of卜 Ιedical lDevices is a CNAs accredited facⅡhy and

B。句 wught Range: 2。 Skg~2。Skg

Accli1nation:         7days

Number ofAnirnals:  6

A"mal Man强 ement∶

Husbandry:        Conditions confo∏ ned to Is010993.2Ani1nal welfare requirements。  ^

Food:              General rabbit diet、 vas provided daⅡ y。

Water:             Freely avaⅡ able water、 vas deⅡ Vered。

Contaminants:      Reasonably expected contaΠ 1inants in food or water suppⅡ es did not have the

potentialto inΠ uence the outcome ofthis test。
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验 捡 渊

PersOnne⒈

selection:

registered with the state Food and】 Drug Adn1inistration of China。

Associates involved、 vere appropriately qua⒒ fled and traIned。

Only healthy,previously unused anirnals were selected。

ExDerimental PrOcedure∶

six rabbits 、vere randoΠlly divided into polar and non-polar groups, which of groups were included3

rabbits。                         ‘

The day prior to treatment,each rabb⒒ was weighed and cⅡ pped free of fur fron1the back and both sides

of the spinal column to y忆 ld a sufflcient area Obout1ocm× 15cm)。 A2.5Cm× 2.5cm patch of medcal

gauze,saturated with0.5naL test article extract,、vas placed on the area as i11ustrated in Fig。 1。 sirnⅡ arly,

the gauze saturated、 vith negative control Was patched on corresponding site on the same rabbit。 And each

aniFnal was、 vrapped with a bandage for4h and then removed。 The treatment sites were washed、 vith w猢

、vater to remove residual reagents and rnarked。

□ 曰

□ □

Fig。 1Location of skin appⅡ cation sites

l-Cranial end 2-Test s⒒ e 3-Control site 4-C)lipped dorsal region  5-Caudal end

Observations for erythema and oedema were recorded at 1h, 24h, 48h, and 72h after removal。  The

reactions、 vere evaluated according to Table。 1。

Table。 1Scoring systen△ for skin reaction

Reaction
Primary

IHⅡtation score

Erythema and eschar】 ormation

No erythema 0

Very sl尥 ht erythem《 barely percept此le) 1

WeⅡ-deflned erythema 2

Moderate erythema

severe erythem《 beet redness※ o eschar fomation preventing gradng of

erythema

4
〓

oedema formation scOre

No oedema 0

Very sl屯 ht oedem《 b珏uy perceptble)
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After the72h grading,aⅡ  erythema grades plus oedema grades24h,48h and72h are totaⅡ ed separately

for each test sample and blank for each ani1nal。 The prirnary irritation score士or an anirnal is calculated by

dhiding the sum of allthe scores by6Cwo test/obse1γ ation sites,three time points)。

To obtain the pri1nary i1Thation index for the test samp1e add aⅡ  the prirnary irritation scores of the

individual ani1nals and divide by the number of anirnals(genera11y three)。 When blank or negative GOntrol

is used,calculate the prirnary irritation scOre for the controls and subtract that score fron△ the score using

the test rnaterial to obtain the prhnary irritation index(PII).The PII is characterized by score and response

category in Table2。

Ⅱ sULTs
Results of scores for individual rabbits appear in Table3。

Table3。 skin Irritation(Dbselvations

捡 lJll

Well-deflned oedelFla(edges of area weⅡ -deflne by deflnite raising)

Moderate oedema C缸 sed appro虹 mately1mm)

severe oedemaCr缸 sed more than1mm and exten(ling beyond exposure

are⑶

TotaI possible score for irritation

other adverse changes at skin sites shaⅡ  be recorded and reported

Table。 2Irritation Response categories in rabbit

R压ean score Response category

0to0.4 NegⅡ gible

0.5to1.9 SⅡght

2to4.9 Moderate

5to8 severe

Rabb⒒

No,

Weigh

(kg)
C;roup

Scoring Interval
Ǐean

sGOre

Primary

IⅡitation

score

1h

(ER/oE)

24h
(ER/oE)

48h
(ER/OE)

72h
(ER/OE)

1 2.8

Polar

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

0
Polar

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

2 2.6

Polar

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

0
Polar

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

2.6

Pol孙

extrac亻
0/0 0/0 0/0 0/0 0

0
Polar

control
0/0 0/0 0/0 0/0 0
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ERyOE=Erythema/Oedema

Note∶ sDs6odum laury1sulphatΘ was the sensitizer for Rabbits。 A sDs control test with the sensit弦er

was canHed out on】 Ι̌ar。 25,2015。 The Prirnary Irritation Index for the sDS、 vas4.7and i臼 otation response

、vas Fnoderate.

CONCLUsION
Under the conditions ofthis study,the0.9o/o sodiun1chloride and cottonseed oⅡ  test article extract showed

no evidence of skin irritation to rabbits。 The PHmary IⅡ
"ation Index for2extracts was O and h丁

itation

responses、vere negⅡ gible。

Results and conclusions apply only to the test article tested。 No further evaluation of these results is rnade

by our testing center。 Any extrapolation ofthese data to other samples is the responsibⅡ ity ofthe sponso⒈

All procedures were conducted in GOnformance w⒒h IsC)17025。

RECORD sTORAGE

All ra、 v data pertaining to this study and a copy ofthe flnal report are to be r。 t。ined in designated archive

flles in our testing center。

捡 测

4 ’

~

Non-polar

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

0
Non-polar

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

2.5

Non-polar

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

0
Non-polar

Control
0/0 0/0 0/0 0/0 0

6 2.7

Non-polar

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

0
Non-polar

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

PriInary Irritation Index

(Polar extracts)
0

Irritation Response

(Polar extracts)
NegⅡgible

Pri1nary Irritation Index

(Nonˉpolar extracts)
0

Irritation Response

(Nonˉpolar extracts)
NegⅡ gible

Use only24h,48h and72h observations for calculations。
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