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STUDY SCHEDULE

White Rabbit Intracutaneous Irritation Test
EASTDERM HYDROGEL WOUND DRESSING

Reporth 0. U B Z0O168096A -OC
TaetAtickeR ey D ae 2016 0B16

Expam entdstatngdae: 2C16.0422

Expam entd @on plaon dae: 2016 4 2¢&

Study om plepn dae: SeeStudy D redor signal redden thereport

ADDRESS INFORMATION

Testing Facility/Test Site

Name: SGSTAWAN LTD .U kraT race& Indistrid Saly H ygiene

Address: No.3BWuChyea 7"Rd.N ev Tabei IndistriddPark,W u k u D Bt
\ ev TapeaCity, 1489, T aw an .

Name: B ban pdaibility L &.oft EON B ntech .Co L td.

Address: 4 200288 X nyaRd.Qnzhen D st K avhsungC ity 806, T aw an
Study Director

Name: Bensonl i

Address: No.38WuChywa 7 Rd._N ev Tapei hdistridPak,W u k u D bt,

Nev Tapal iy, 148D, T aw an -

Sponsor
Name: EatngB ntech Co L td
Address: F.Nod49X wasSt,SanchoncD Bt ev TapaC ity 24155, T aw an
ROCL)D
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SIGNATURE OF STUDY PERSONNEL

White Rabbit Intracutaneous Irritation Test
EASTDERM HYDROGEL WOUND DRESSING

Study Director: [;l/\n.q_ Lw Vet be)

Benson Liu / SGS Taiwan Ltd. Date

Facility Manager:

Yuanmin|Wen / SGS Taiwan Ltd. Date

SGS Taiwan Ltd. | No. 38. Wu Chyuan 7" Rd.. New Ta

e
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SGS

The aonstitt ent m aaiak ofm eicA da I8 ae onsdada potentidly prodi ce iritdon .
W hen dired wntad with hum an tssue b anticpaed, m edicaA de iceshou K be caef Iy
tated Br boon paibilty aoordng to the naure aad dirabn ofthe ontad to aod
potentid physnbgca dan agp asad by irtav esulbstanos prod cad or ontan na«
dirngm ant Edure. Tetproasl reofin vivo B desaibad n ISO 109B-10; albno rebbit use
b SUgptadto @ d aetheposs ibility ofirritant reedion -

OBJECTIVE

Thetat wa padbtma Blbw ng ISO 10810 and L eon B bteh.Co, L td. ntand
doam ent of standad opadaing proare SOPF03 to nveatigde the raponse oF
ntraa taneou s irikation oFEASTDER H YDROGEL W OUN D DRESSH G” extrad on N ew

Zedland W hiteR daboits -
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1. Test System

A Spede Atran -\ ev ZedandW hiteR aoit ( ZW )

B.RaeourceclTawa L vetok Raead Instiute(aedon L eon B ntech SOPQ )

C .Reaon ;A cordngto ISO 1083410

D .Body weaithts Age> 2kg/”2-12m onth

E.SexzFen de.Thetn aleanim & w erenu llipaous and not preghant .

F.Numbez3

G .Quaatne/axm abn :Onceanin & w eentrodi o= n-house they w eesu bjeded
to qu arantheand aodim a@izebebretrestim ent_.Anim & w aesdedead baed on heskh
statu s by qu diffied staflz oo rdngto L eon B ntedh SOP-A R )

H.Anm d ratrant-Theratrant ofaaim & wa aoordngto L eon B nteh ntand
doam entofstandad opaangproce reSOP + Q0

. ldentificetion
@Dindv v d dentificsion ZAnim ab w e dentified by erv aking.
¥y nup dettficaaon:-Cags wae propaly kbdal Br detificaabn ndidng
speaa Atran,sex, n-housngdae IACUC num be,aam d 1D .num ber.

J. Housngonditbn
@xnv ironm ent ten paau re:20-26C
@) um dity z30- 706
Gy ageadamdnum ba:lam ab Lage
@ oddaAupply 1 adD idzad hibitum
GY mkngwaalupply Te waea;ad libitum

EXPERIMENTAL DESIGN

2. Reagents
A .0 nom dsaine( aYu Pham aoaiticalCo,Ltd.L ot 0 QB 0604
B . Cottonsesdoil GIGM A C 7767,L ot oMK B SSRV )

3. Extraction
A cnrdngto ISO 108812 g delne andL eon B pteh .Co , L td.ntand doam eat o F
standad opaangprooxl reSOP I AL, therap ofthetat aticleto theextradant w a
6an 2A L .In thi study, 204 an * test atidkewa inm esed h 3 L 0 FOD sane( a
Yu Pham aoe ticalCo , L td)and 204 an % tat atidew a in m esed in 3 L ottons el
il GIGM A C7/7)Extrad @nditibn 0 F72t2hou s & 37C w ith @nstant agtation w e
eaatad n ths study. The pH apstm ent, Wkrabn aad aantrif ggtion w @e not
ond dad. A fa polar aad nonpolar extradbn, the appearance o Fextrads w e not
diferert fom the @ntrol sobton, dear.The extrads w @enot stored bnga than 24

hours .
4. Grouping
Test group Control group
Zamak
Polar extrad o ftat aticle 0D Salne
N on-polar extrad o ftast aticle C ottonsedoll
N otecThentrolsol ton and thetat aticleextrad w aeap lied on difleent regons oF
thesan eraooit .
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5. Test Method
A . W ithin a4h to 18h papdbebretaetng s ofl ZW radboit bedks defon scpu la
to m iddleback w e@edppedw ith an dedricaaim dsha e . C Ippaed zoneaednu t
8m x 15an to exposureskin surceabngthespneto exea tentradam d njedon.
Anm & w ith saadie orskin dseae n thedppal zonew eaergeded fom study.

0% sdine Cottonsedolil
injection site injedion site

C ranid Caadd
ed

ed

Pola E xtrad N on-PolaE xtrad
injection site injedtion site

B . Onthetream entdgy,am &keapenw a usedto dv dedipped zonento Burregons,
adthaew aefi enjadon siteo feah tat and antrolgoup ey readxy e

C. Tetatideand@ontrolsol ton adn nEtrabn
@D Contolsolton wa ondided n theright sideofdppal zonew ith 0D
sadnen theataprand ottonsexd ol n thepostabrregon -
@) Tet atideextrad wa ondideld n the lef side ofdppead zonew ith polar
etrad n theantaprandnonpo lar extrad n thepostaorregon .
@ Eah njedpnsiewa njeded 02m L solton.

D. Imtant reedbn @ a d&pn
(D Thedam d reedbns & thetreded area w ereocls av ed and renrdad baed on
“G rajh%;systew Br ntraa taeu s reedon” GeeT able Dda thetim eponts oF
24" 48" and 72"%hou rs affer adn nstration .
@) Theokzavanpn iten s ncl dad eaythen g oedan g irritetion, @noson, rexy ay
and othertoxiaty reed bns .

E. Deaam naonofdam dreedbn

@D Ihtheend ofthetat, eah regon n oneraobt, gade o faythen aand oedan a
weaesumm ed aad then dv ided by 15 Bgadngtim eponts mu kiply 5 njedon
sites). To deam nethen ean sorebreath tatsan pleand eech omaponding
blaak, add the sore ®r the three ama ad dvide by three. The
reu iren ents o fthetat w ill bem & ithedifias baw e tat aticdkeard @ntrol
soltonm e sore las than 10.

@) g ayobavabn pandthea aagereadon to thetat aticles qu etionably
gedea tha thea aagereedon to ontolside thetat w ill repedt 1 sngthree

additiond rebbots -
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Durngthestu dy, thaew aeno sign ficant cnicA s igis and goss Indng n exthathe
ontrolortet goup, and thaew aeno m ortdities ako -

RESULTS

1. Fvenjedponsitegas n dnicaAolksavaion ofndr idi d rebbit w eea bebw Qolar

goup)
Treated It ; Clinical Observation
articls | S | Animal No, Grading (time point/h)
g 24 48 72
Erythen aand
F | RB-a6p1807 | Sh&@Dm i ° ° °
Oeden abm &dpon 0] 0] 0]
- Erythen aand
Tat aticle A (o) (o) (o)
Polr | F | RB-1eCp1ga1 | @diabm aion
etrad Oeden abm &dpon 0] (0] (0]
Erythen aand
F | R -d6cRigae | Sd1&@Dm dbon ° ° °
Oeden abm &dpon 0] 0] 0]
Erythen aand
F | RB-a6p1807 | ShaDm &ion ° ° °
Oeden abm dpon 0] 0] 0]
0D
nom & Erythen aal_d 0 0 0
sdne | F | R8-a6m1841 | €@ bm &bn
(@@ntrol Oeden abm &bon 0] 0] 0]
sobiton) Erythen aand 0 0 0
F | R -d6cRigae | Sd1&@Dm dbon
Oeden abm dpon 0] 0] 0]
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2. Fvenjadnstegale n dnicaA ol avaon ofindr id dl rebot w eaea bebw ( on-—

polargoup)
; Clinical Observation
—;rr?[?(;[leed Sex Animal No. gerrgjinor (time point/h)

0 24 48 72
Erythen aand

F | RB-26R1807 | 8@ Dm &ion ° 4 *

Oeden abm &bon 2 3 2

Tat atidle Erythen aand 5 2 2
lonpokr | F | RB-160p1841 | &dia@®m &ion

etrad Oeden abm &bon 5 2 1
Erythen aand

F | RB-6Cp1g12 | @diabm aion © > *

Oaden abm &on 10 8 4
Erythen aand

F | RB -26R1807 | €@ Dm &ion ° 3 3

Oeden abm &bon 2 0] 0]

C ottons eed Erythen aand 2 1 1
oil @ntrol | F | RB-160p1841 | @d1i@bm aion

sobton) Oeden abm &bon 0] 0] 0]
Erythen aand

F | RB-60p1g12 | @diabm aion ® ° >

Oaden abm &on 10 5 5

F-Fen de

Som e aythen aad oedan aw e renrdad n nonpolar goup, bt theew aeno diferenc
betw ex test aad ontrolgoup - k ou K bethelbadkgound reedon o fottonsesdoilland anim &

ndv d ddifleerce.

Total scores of test group Total scores of control group
15% 3 15 %3

Final scores =

Fnd ca Badsoreva ewa las than 10 n loth tet goups @o lar gou p 2QA45-045- O;
non-po lar gou p -7845-5745- 0466) w hich ndicaed necgv erau ks .
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Thestudy reu ks showead tha asngle aplicstion oF*EASTDER H YDROGEL W OUND

DRESSN G ”etrad ndi cad nathea sighicant dnica signs nor dam d goss changs on

\ev Zesland W hiteR &doits & each tim epont. Furtham ore thetnd soreva eoftat
aticdletraad w a las than 1.0. Thaebre s ngle ntrac tanevus gplicsion w th O2mL oF
“EASTDER HYDROGEL WOUND DRESSH G extrad dd not case mritaion on N ev

Zedland W hiteR abbits -

CONCLUSION

REFERENCES
1. Aatedam dintaonhnson,OECD g ddnetbrthetetngofdean i #4104 2015)
OECD .
2. Bobgded aonofn @i de iosPat 2:Anm dw direre)u iren ents . ISO 1098
22006.
3. Bnbgded don ot a@icdde ios Pat 10T ets Br iritaion adskin sens kizaion,
ISO 10S3102010.

4. Bonbgded don ot eicdde iosPat 12:Sa pleprepadion ad relBence
m deriak .I1SO 102812 2012.
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TABLES

1. G radngSysten Br Ihtraa tanevu s R eedion

Primary
Reaction Irritation
Score
Erythema and eschar formation
-l o aythen a o
-V ay slicht aythen a(oardy pacptible) 1
- W di-defned aythen a 2
- M odadeaythen a 3
- Sa geaythan a(bed radnas)to echa tm dbn pre edthggadingoraythen a 4
Oedema formation
-l ooedan a 0]
-V ay slicht oeden a(bardy paomtible) 1
- W di-defned o eden a(edgs o faeaw dl-defheal by delhiteras nQ) 2
- M odadeoaden a(asad pproxim aely Imm ) 3
- Sa geodaen atasedm orethan 1m m and extendnglbeyond exposu rearen) 4
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