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Test AHHcle Flamc rctardant Mcdical Grade PVC

MOde】 /Type / Trade Mark /

To§t10/pe Rcgis订ation Tc哎

sponsor Shellzllen YONGQIANFU hdⅡ trial Co,Ltd

AppⅡ cant

Address

2B1dg,NO2Iidustoal park,Xinwei X/lllage,Dalang,LongHua Towll,

shenzhen Ci~

Manufacturer shenzhen LiHcngTong Plastic,C° ,Ltd

Lot No。 /

Iden】fI1atoⅡ No,
/

Date of

Ⅳ1auufactuⅡ ng
2012-12-23

ApplkatoⅡ  Date Jan 5,2013 Acceptiug Date Jan 8,2013

Test△ ems skin sensitization tests

Test in

Accordance、Vith

IsO 10993-lO∶ 2010<Biologioal cvaluation° f191cdical deviccs-Part

10:Tests for iⅡ itation and skin scnsit1扭 tion>

summary

The test a⒒ i。lc,F1amc rctardant M。 dlcal Grade PVC,was cxtractcd
h09%sodlum clllo"dc inJe∝ on and。 °ttonseed oil rcspcct~ely at37℃
for 72h The resu△ ing ex仕 aot △,vas evaluatcd 曲c potential for dcIaycd
dcnl,al  sensⅡ izati°n  in  aocordanoc  、vith  the  maximization  test

requircmcnts of ISO 10993-10:2010 Biologi。 al evaluation °f mcdi。 al

dcvioes-Pad10∶ Tcsts for iⅡ itation and skin sensitization

Thc tcst a改 ide眯饣act was intradelII.ally i哟 ccted and ooclusivcly
patchcd to ten test guinca pigs in an a⒒ empt to induoe sensitizati° n  The
po“tlv,c。°n仔ol alld the ncgatlv· e。on订ol Were simⅡ arˇ iilJC。 tCd and
ooclllshely patohed to ten con钌ol g"llca p螅s respectheˇ Following a
reoov向γ Pcriod,the tcst and oomrol animals r。。civcd a0hal【 enge patch
of thc appr° priatc tcst a“iCle cx饣aot, negative oontrol and positivc

Con廿 ol All sies were sco∞d at24h and48h aftcr patch rcmoval

Under the oondltlons of thls suldy thc O9%sodum chloⅡ dc aild

【·otonsccd oⅡ  tcst a“ iolc cx订aCts shoWcd no evidenoe of oausing  skin

scnsitization in the guinca pig

Authorized

sigⅡato呷

Date

completeo
Ap⒈ 27,2013
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rNTRODuCTION

A guinca pig maximization tcst ofthe test articlc idcntifled bclo、 v was conducted to cvaluatc the

potential to oause skin sensitization This suldy was oonductcd bascd on thc maximization tcst

requircments ofthe IsO10993-10:2010Biologioal evaluation of rnedioaI dcviocs-Pa⒒ 10∶ Tcsts

for irritation and skin scnsitization Thc tcst a⒕ iCle was acocptcd on Jan 8,2013 Thc cx钌 aCtion

、vas applied from Fcb 19,2013to Fcb 22,2013 ThC trcatmcnt began on Feb 22,2013,and thc

obscrvations wcrc conoluded on卜 Ιa⒈ 21,2013

△̌

`TERIALs
Thc samplc provided by thc sponsor、 vas idcntiflcd and handlcd as follo、 vs:
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Te虹 A⒒lGlc:

Identlfloatlon No:

storage Conditions∶

Extraot Ⅴehiolc:

Pos⒒ ivc contro⒈

Prcparation:

Additlonal matcoa⒈

Tcst sVstCm:

spccles:

Brccd∶

source∶

scx:

Body斌、ight Rangc

Age:

A。。Ⅱmation:

Numbcr of'`nimals∶

Animal Manaε cment∶

Flame rctardant Mcdical Gradc PVC

/

Room temperature

Polar sohent: 09%sodium chlorldc i句cojon ChP(sC)

Non-polar solvont: Co⒒onseed oⅡ

o1o/01-chloro-2,4-dinitrobcnzcne

Poorto usc,ba∞ d on a ratlo of02乡 mL,a quallti~of the tcst art忆 忆

(as sho、v in flg2) was covercd、 vith different vchicles rcspectivcly

under sterⅡ c oondition, cxtraCtcd at 37° C for 72h  Thc vehiclc

wi伍out test artiolc was simⅡ ady prcpared to scⅣ e as tlle ncgative

oon“ol The extract of test anicle is transparent with no presenoc of

paniculates The appcaranoe of extract of test anicle and eγ 1ract vehicle

had no deference The extraCt was used irnmcdiately

F四und’s Complctc AdJuvallt(FCA,s【 GN】A,Batch No:050M8722)

was mixed50:50(v/v)with the choscn vchiolc and uscd at1【 ldudion

I A10%so凼 um lauγl sulphatc(sLs)suspen“ o肛 in pc饣olamm

was uscd for hduoton II

METHODs

Guinca pig

Albino

Guangdong AniInal Ccntcr ofMcdica1Expc"mcntal

Malcs and n°nprcgnant nuⅡ iparous Fcmalcs

300g to400g

Young Adults

、Ⅰini1nun13days

Fi助
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Husband〗 r∶

)冫

′
:

Food:

`Vater:Contalninants:

Hous1ng:

EnvironmentaI:

FacⅡ ih/:

Pcrsome⒈

sclcction:

Conditions confolⅡ Icd to Is()109932`、 nimal、vclfare rcquircmcnts

General Guinca pig diet was providcd daⅡ y

Frccly avaⅡ able water was delivcrcd

Rcasonably expeotcd contaminants in food or、 vatcr suPplies did not have

thc potcntial to infIucncc thc Outcomc ofthis tcst

Animals wcrc housed in gr° ups in stainlcss steel suspcnded cages

idcntifled by a card indioating the samplc numbc△ animal numbcrs,tcst

codc,scx and ftrst trcatment date

The room temPcrature and humid“ y wcrc d缸ˇ m°llltored Tllc

tempcramre rangc for thc room was within⒛ ℃ ~25°C The humid”

rangc forthc room was40%^ˇ 70%

shcnzhcn Tcsting Ccntcr of Mcdioal Devi。 cs is a CNAs aocrcditcd

faclli~and rC酐 stσCd w“h the⒊ atc F° od alld0mg Admtnistratlon of

China

Associatcs inVolvcd were appropriately quahfcd and traincd

Only hcalthy,previ° usly unuscd animals、vcre seIcotcd

Expcrime】 ltal Proccdurc∶

4h pri° r to treatmcnt, caoh animal 、vas wcighcd, idcntifled and 。lipPed △ee of fur ovcr the

dors°scapular Fogion

Induotion I:

Thc tc陕 anⅡnals wcrc lIlJcoted with thc tcst articlc cx廿 aot and ule c。 ntrol anirnals wcrc,llJcoted

wⅡh tllc oollfroI Thrcc⑩ ws of intrade.111aI illJccj0ns(bvo pcr row)were g卜 en to caoh animal

within an approximate4orn× 6om bound仞γ ofthc ftlr clippcd area as Ⅱlustrated bclow∶

2

4

Flg1Locatlon of in订 adcΙ Ⅲal illJcoJon sltcs

1-Cranial cnd

2-O lmLin订 adeiⅡ lal inJccti0ns

3-Clippcd intra$oapular rcgion Without

4-Caudal cnd

Negat~c Con订 ol A"ma⒈

A      A

B      B

C      C

hair
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A
B

C
Tc“ Animal∶

01mL of50:50(v幻 )mixttlre of FCA and the Ghoscn vehiolc

01mL of vehiolc

o1mL ofa⒈ 1mixtllre oftllc50:50(v幻 )vChi。ld FCA m仅 tllre and the vehiolc

01mL of50:50(v幻 )mixturc of FCA and the choscn vehicle

01mL oftcst extaot

01mL ofa1△ mixturc of thc50:50(v/△ )ve"dy FCA mixmrc and曲 e tcst

A

B

C
c灯ract

Positive Con廿ol Anima⒈

A OlmLof50∶ 50l△〃v)mi刈vrc of FCA atld ulo ch。 ⑽n ve"clc

B  01n1L ofO lo/o1-chloro-2,4-dinitrobcnzenc

C 0I mL ofa1∶ lm血 c of thC50:50d1、 )velllcl引 FqA mi灯ure alld01%

1-ohloro-2,4-dinitrobcnzcne

hduotion II:

6days aRcr the illJccti0ns,thc same area uscd dwlllg Inducton I was cⅡppcd frcc of血r and

treatcd wiu11o%sodlum lauγ l stllphatc(sLS)suspension in petrolanIm Thc suspcnslon was

massaged lnto tlle skin over thc iilJection ste to provoke a mⅡ d Ⅱtlte infIammation Thc area

vlfas left unoovcrcd for24h Then8om2section of Incdioal gauzc,saalrated with the tcst a“ icle

cxtract,was applled to tllc previollsˇ i哟 CctCd s"Cs ofthe tc晚 aIlimals Thc con廿 ol allimals werc

si1nilarly patohcd with thc appropriatc negatiVc oontrol Thc trunk of cach anirnal、 vas、vrappcd

、vith an clastic bandagc 'kftcr48h,the binders and patches wcrc removed

C llallcllge

At 15 days aRcr the removal ofthc induction patch,a25cm× 25cm patoh of rnedical gauzc,

saturatcd with thc tcsf artiolc cxtract or ncgativc con“ ol All patches we∞ applled to flank areas

Thc钌unk ofcach aniInal、vas wrapped with a bandage for24h and then removed

Obscrvations for delll】 al reaotions、vcrc oonduotcd at24h and48h after ohallcnge patoh rcmoval

scorcs wcre rccorded in acoordancc with thc criteⅡ a below:

Tablc1 and K soale

Patoh te“ rcaction Grading scalc

No visiblc changc 0

Disorete or paiohy erythCma 1

Modcrate and oonnuent cγ 1hema 2

Illten∞ ci∶
)`1∶

【lcma and sWcl1ng 3

Magnusson and Kligillan grades° f1or grcatcr in thc tost group gcncrally indioate sensitization,
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provided gradcs of less than l arc sccn in negative o° n仟ol animals If gradcs of l or grcatcr arc

notes in thc ncgativc oontrol animals,then thc rcactions of test animals that cx。 ccd the m° $t

severc rcaCtion in ncgativc control anima1sε 刂c prcsumcd t° bc duc to sensitization

RESULTS
hdividual body obscrvations arc prcscntcd in Tablc2

The negatiVe oon廿 ol group and the test adldc group w灬 a gηdc O duong observatIOn perod Jlc

positivc c° ntrol group、 vas a grade2to3during obsewajon period
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Tablc2hdividual obsewati° ns

PolarⅡ

Control

Animal

No
l 2 3 4 5 6 7 8 9 10

wclgllt【 g) 6
0
∠°

J 308 326 337 314 320 °
氵 340 337 319

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

48h 0 0 0 0 0 0 0 0 0 0

Polar

cX订a∝s

Animal

No
11

0
乙 13 14 16 17 18 19 20

w。吵t(gl 341 305
0
∠

0
乙3 315 327 °

J 308 318 322 320

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

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

Non-polar

oontrol

Knlmal

No
0
乙

0
乙

0
乙

’
一 24 25 26 27 28 29 30

wei吵t(ω 322 309 337 341 308 322 ^
v

°

J 334 349 ^
v

°

,

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

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

Non-polar

cX仕acts

A血mal

No
0
乙 33 34 ’

, 36 ,
` 38 39 40

wclgllt【 g) 341 320 318 327 341 322 318 0●
‘

勹

, 335 311

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

48h 0 0 0 0 0 0 0 0 0 0

PosⅡivc

conⅡol

A血mal

No
41 42 43 44 45 46 47 48 49 50

wogllt(D 334 326 318 328 337 34θ 329 329 341 321

24h 2 2 2
0
乙 3 2 3 3 2 2

48h 2 2 3 3 3 2 3 3 2 2
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CONCLUsION
Under曲 c oondⅡ ons of tllis sm虹 山e09%sodlum Ghl°rlde and c0伍onseed o"tc“ anlcle

extracts sho、 vcd no cvidcnoe of causing skin sensitizati°n in thc guinea pig

Rcsults and con。 lusions apply only to the test a“ iolc tcstcd No fllrther evaluati° n °f these

results is madc by our testing ocntcr '廴 ny cxtrapolation of thesc data to other samplcs is the

rcsponslbⅡ

"y ofthe sponso⒈

AⅡ proocdures wcrc conducted Ill confoI⋯ ance wi曲 Iso17025

RECORD sTORAGE
All raw data pc⒒缸

"ng to tllls studx/and a oopy of the flnal repon arc t°

bc rctalncd in

dcsignatcd archiVc fllcs in our tcsting ccntc⒈

Fig2Tcst a⒒ iolc

(Blailk Be1ow)
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