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sUMMARY

1. Purpose

To evaluate the pρ 吨eu止例 son△讯耐 on caused by the oxtraction￠ the te蜕 盯Ⅱ k extract· GOntaCting w曲 the

skin surface ofrabb⒒ s,

2.  Process1DescriptioⅡ

Test art忆 le was Whole sampled by3cm2∶ 1mL,extmcton co1di住on was3T° C,72h.ExtFaCΙ on solvents were

0.9%sodum chloⅡ de6C)and com ol(Co),

The rabb⒒ s used to condt】 ct oxperiments were healthy and w⒒ h intact skin.The fur on the back ofthe rabbit

was olipped wi伍in⒉ h before the test started,a su伍 oent area on both盂des ofthe spⅡ 0for applⅡ呻on and

observaton of all test shes(appro￡ mately10c血×15Gm)Tho2.5cm× 2.s cm absorbent gauze patches were

soaked with0.5mL extraction of test adicle or control and put the patches on1he虫 on on cach side of each

rabb"dre￠ ly,then Ⅶapp。d曲e test s"es with bandage focGhs卜 Θ for at least4h,At the end ofthe0ontact

time,removed resⅡ ualtest mateΓials by w瓜铀鸭 讷i犰 warm wateΓ and made it dry careⅢ ly。

The pⅡmary iⅡh蛀on index for the test剐匝cle were calculated to be O。

N0Iabno1111al∷clhical symptoms except烛 jn reacⅡρns∶was found

4q CoⅡ clusiom

Underthe Go“犰ons ofth-study,theⅡ stresult shQwedthat

in rabb⒒ .   ^        9                    ∶

skn irⅠ切虫血
:

TRF VersioⅡ 2.o
Page § of 19
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1。 sTUDY sUMMAⅡ Es

1,⒈ studyNhme(study N① 。) 
∶  ∷   ∷

Ⅱ sposabk MedⅡdFaGe M灬△ s̄kh IⅡ tation Te“ 【MED2胧 0OSs“ 1̄0ˉEN)

112·  Pu巾0§e    ∷ ∶             ∶ ∵      ∷
∶
     Ⅱ∷∷

To evaluate the potenJal do众 讧伍忱t0n caused by the extaction ofthe test anole exiact oontacthg讷 山山 the

skL1surface ofrabbhs.  ∷          ∶         ∶        Ⅱ        。∷∷∶       ∶ ∶       ∶∷

1.3。  Rcfe-d stmtdards

》 Iso10993~10∶ 2010∶
;      

∷      Ⅱ

BiologiGd evaluation of叩 edical de岫es-Part10:Tests for缸 盹 tion and曲 n sensⅡzation

》·∶ Iso1“冫93~1⒉ 2012∶
 ∶     Ⅱ

I     
∷

Be0re the study∮ tad,the s叫 y protocρ 1Ⅱwas appr。 ved by smdyoireGtor and∶ sponsor.Any smdy oⅡ 巾r“ion

should be approved by卩 tudy D△ ectρ△

1.7. Devia“①Ⅱts)and IⅡⅡdeⅡt(θ TreatmeⅡ t

If any de访时bn or incidem OGcuⅡ ed dwhg伍 c test,the related h允matoh wou1d-e recorded J血 ely and巳 ∷

、·∷∶Ⅱ∵

1

Naln。 ∶

Address:

1∶ 5。  spoⅡ s①r

Na1ne∶

Address∶

ATηⅪ∶

EPIN suzhou Ltd。

No,558Fenhu Avenue,LⅡ i Town,

Ⅱ Changmou Huankang∶ MediGal E坨 ⒗̌e Co。,Ltd.

” Changhe RO耐 ,Changzhou,Jiangsu,Chha

∷Yecheng zh西                  :

ContactInfoma住 oⅡ   +861502166526s/5198890980O/hk@h1叼 mkaq坠com

1,6。 s缸dy AltcΠ血Ⅱ Trea0△ c△t

1IuF vcrs。 n∶ 2.o
Page - of19
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mi臼C     the        to              ciⅡ c      on the    resu⒒   ●
|0∶|     |;                        deⅡ

t.
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〓
.
〓

〓〓≡·〓一〓〓〓〓

0̄1
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I                                                              ∷Ⅱ∶i

Tech吐Gal Comp1etion Date:    2020-1⒈ 02

2.TEsT MATERIAL

175衤95r1m

ⅡHK-z01  ∷Ⅱ

Ⅱ●  20200820

s碰d    .∶Ⅱ

●Ⅱ
·
N/s9,.●

I·

.
〓

.
〓
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〓
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solubⅡ” :

I●∶iⅡ              Ⅱ
|∶ .||·

1【辶F Vcrsion:2.o

C    ∶

Test Adcle Mateoal:

要吧 M  :
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Ⅱ     Ⅱ
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·
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.∷∷Ⅱ.·       ●I∷ IⅡ       ●t`      =∶ |t∶ Ⅱ·

stu0y NoⅡ 洫 02o⒛Ogsl浓1O~EN 
Ⅱ

2J13J ⅡmⅢ 咄 of曲岫 d蚀 “ F妃⑽       
∴

Tested A⒒ 忆  :

Untested Aiticl《s):

D y and w渖￠

.
〓

〓一〓〓〓〓〓〓〓〓〓〓〓
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Name:

,∷ si乞e:     ∷

LOt/Batch#∶

specIes:

s叫艹啤Dodecyl sulfate

Ⅱ500g     ∷∷∷
∵

2017Q712

Phys忆 al state△

storage CondiJon∶

ManufacturerⅡ
∶

2。⒋ A耐山nl

犭|钅.1. Aη   hformRt汛△

Roo1n temperanre

arm      Re   ∶Co.,   ∷

Ⅱ~fiσobial   ls:

Number/seⅪ

Breedi[11}(:∶ Dens灯 :

s∶      ∷●∷∶∶

(ˉ
|∶∶∶.;       ∶∷∴∶1∷

′
λnimd IdentiflcaⅡioⅡ

A咖 ::111iion P耐 (:9itil:

Ⅱ∵| der: {∶∶∶∶∶∷̄
;

one anhnal per cage

Ⅱ∶      ,Ⅱ∷     ∵|I∷

;Ⅱ∶|∶

o e盯 and fIed by a card

∶∞nd  .∶ for    ∞“  .∷ }

BareⅡd ptlre water



s“dy No。 :MED202008586ˉ 10-EN

2.4。3. Au血l亠I rcx,me心 vlfoⅡⅢeⅡta】 0①md而bⅡ s

Temperature∶

Relathe HⅢodty:

Venti1ation Rate∶

Lights∶

2.5。  MaiⅡ IⅡstΓuments

16°C-26°C

40%ˉ 70o/oRH

≥8/h

!2h°
"s1圯

ht/dark cyGle,刘 l spectrum fluoresce△ tl圯hs

Ca:ibraⅡon Due Date

E1cctronⅠc Ba1ancc

shaking Bath

C1can Bcnch

EPB-036

EPBˉ 98u牛

EPB-143

202Iˉ 02ˉ24

2021-09ˉ 28

2021ˉ 02ˉ24

Ju蚶ⅡatiCD11刂犰e Test sy“ em

●
臼
J
■

'
 
 

”
u
△

"
ν

 
 
 

●

⒊⒈ Test=^而 cb PrⅡ亦ati①Ⅱ

3.1,1|  Extrac住oⅡ process

snⅢpⅡ ng lΙaⅡ ner
ActuaI

sⅡ mpliⅡ g+
soIveⅡt A1mo■Ⅱt CoⅡ dit:oⅡ s

whole

332.5αn2

332.5cm2

3Gm2∶ 1mL

3cm2:1mL

I10.8mL

110.8mL

37ρC,72h

37°C,72hCo

Notc∶ 1Πhe vchide(wi犰out thC tcst勾耐dc)Was蛀 mnarl,,prcpare-to scrvc as thc ncgEu匚 ve contFoI

+∶ thc surfacc ofone test samp⒗ k332.5c￠ rpr。讧dcd by“乩ponsor).∶

3.1.2。  Fi△ aI extract

FimaI extract
AddIⅡ“朗pr。cesJ唣 pr"r to

the tegtiⅡ g or Not
Presence0fpart“ les or Not Color a△ d CleiⅡ or Not

Not CoIorlcss and ClearsC   ·

Page 10 of 19
TRF Vcrson∶ 2。o



study No。 :nΙED2o2008586-11l-EN

Palc ycllow and ClcarNot

Notc:U∞d伍c丘nal extracts血mc由 atcly.

3.2。  Groupmg

Took6rabbits into two groups.

GroⅡ p No: Group Na∷Ⅱe AmoⅡ血t Numbered Ⅱ“

Tcst group6C)

Tc哎 group(Co)

○
干
 
 
 

⊙

+
 
〓

1201ˉ 1203

2204ˉ2206

3.3。  E玉peⅡmeⅡtaI Pr① cess

3.3.1‘  Dρ‘Ⅱg process              ∷

Rabb"sw"h healthy and intact s⒗n were used。 The加 on the baGk of the rabb⒒ was ql妒 ped witⅡ狃24h

before the t。 吱staned,a suflcient area on both蜕 des ofthe s萨ne for applio甜 ion and observ茁 ion of all test

s⒈es(appro灶 mately100m× 15Gm)。

1.Cranial end  2。 Test s⒒e

33,。  obsewa“ oⅡ of剐dmal

5

3,Negative control s⒒ e  4.CⅡ pped dorsal region  5。 Caudal end

Figure1LocatioⅡ ①f§kⅡ appⅡ catioⅡ  sites

DescⅡbed and sGOred the skh reaction for erythema md oedema acoording tρ  the sGOring system givρn in

T00l01for∞巾 Ⅱ pliGatiⅡ 。ite at eaGhⅡ Ιme in∞″扭.ReGOrded the appearance of each|applic甜 o。 s⒒e at

19Page 11 of
TRF Vcrsion∶ 2.0
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(1±0.1)△ G'"嘭◆△e8±纷hand σ2±⑷h folloW”建removal ofthe patches~

TabIe1Classif1catioⅡ system for sⅡ Ⅱ ReacJoⅡ

Erythema aⅡ d Eschar For口 a岱o口 :

Nocv犰 cma

vcry might町列kma fbarcly pcrcρ o刂bIΘ

Wc11ˉ dcⅡncd erythema               ∷

Modcratc cγ ψcma

scvcrc cDKhcma〈beCt rednesθ  to Cschar fo咖 uon prcvcnt吨 g,lading ofeuhema

o

1

2

3

4

oedema FormaJon:

No oedcnla

vcry might oedema(baFcly pcrCcptibIΘ         ∷

Wcll-dc伍 ncd ocdema(edges of arca we11ˉ dcⅡncd by dcΠ血te misingl

Modcratc Ocdcma(r耐 sCd approxmatcly1-9      ∶

s"crc Ocdema rr缸 scd m。rc犰an1mm and cxtcndi吧 bcyohd cxposwc areω

0

1

2

3

4

jrritatioⅡ

ION

Dete11"ned the prmary加 △taton hdeX(IPID as fo11ows,                       ,

1)only thc data曲 at obseⅣ ed at⑿ 4±2)h,e8±2)h and σ⒛ )h。 used for calculation,

⑷ %e eMhema grade of cYery a11mal￠ Ⅱery tim。 ooint adde-the oedema grade of every animd犭 every

ti血epo“,then the pon妇 △h汛扯ion score for an anmd was o耐 culated by dMding the sⅢ 1of刚 the scores

by6ttWO test/obseⅣ aton s⒒ es,three Jme pontθ 。

9The su1n ofaverage grade ofall曲 e an讪ds divided by the nu1nbeFofan血 耐β。   Ⅱ ·

4).When b1ank or negatiⅦ
-0ontrol is∴

灬ed,the pnmary h俩 iⅡ∷score was· Calculated∷ by the aver吨 0score of

test rnateoal subtracted the average score ofcontro1.

TablG2Irr厶 巴“ou RespQuseⅡ Categor|疳:L tLG咖     :

Response(Category Ǐeam score

NCgl屯曲lC

跚 ght

Modcratc

scverc

∷
0】o0.4

o。 5to1.9

2to4,9

5to8

Page 12 of 19
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〓〓〓
 
`
 
 
^
ˇ

 ̌

〓〓≡≡〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓

〓〓〓〓≡〓〓〓〓〓〓〓〓〓≡≡〓〓〓〓
 
〓≡〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓〓
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·
∷∶∷

...∶ ;

study N①。丬ⅡED2t|zClCl85g⒍ 11I~EN

^∶

⒈       Tablc Ⅱ

1201

飞J Ιe⑴ ●珈eⅡ
ocdcma

o  i|∷=Ⅱ  0   .=∷ⅡⅢoo,=

o

1202
Eγ犰cma

o  ∶

o

o圩艹气

〓〓 
 〓一一

Ⅱ∵Test s⒒c(R迦扭0 ∶ Ocdcma Ⅱ  0 ∶Ⅱ  o   ∶ 0

Negative s恫 (Lcn)
E咖 Cma

ocdema o

ο

 
 

ο

o   ●● o

o        o

TRF Vcsion∶ 2,0



Do蚯ng舀onc sⅡn React⒗卩

EJhema
Test s⒒ c(Left)

●Interval(HomJ

o        o

2204

|∶

∷ke叩
:|忆

e° -Ⅱ
∶  ⅡⅡ :∷∷●∶.Ⅱ

Ⅱ∶ ●
|

EVhema     o      o     o     o

尸e留凼esⅡ岬ghtJ

∵ Te趾 β蹿∷唧 ght,

o

o

o

0

Ⅲ忉0on hdCx CII》 o

TRF Vesiom2.o

,Ι

∷∷
j阝



。:           N

Clhi0d obscrvatioo

1
 
 
 
2
 
 
3

0
 
 
 
0
 
 
0

0
‘

 
 
2
 
 
2

2204

2205

2206

2859

2718

2467

2344

2302

2623

NOrmal

Nomal

Normal

Nomal

Normal

Nomal

2994

2    |^

2588

2486 I,∷

2718

〓̌〓〓≡〓≡≡〓〓〓〓〓

1【uF vcr⒍ 。n∶ 2.0

〓
.
〓

〓〓≡·〓〓〓〓≡

〓
〓〓≡〓〓〓〓〓丶〓

`
〓

〓 
 

〓
〓≡〓〓〓〓〓〓〓≡〓

〓〓〓〓〓〓∷〓≡〓〓〓〓 
 

〓〓〓〓〓〓〓〓〓≡〓〓〓〓〓
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5207

∷NegativC g盹:Ge⑴  ∶●

∷Neg哎hc趾c【ⅢghtJ

∷0edema ∷ ∷;Ⅱ  0   Ⅱ|.o

E,伍cma ο

 
〓
o

o

Pos⒒ive sitc(LeftJ
E冖

"hema
ocdcma

o ∷      3    ̄    3        3

2         3        3        3
6∷

Ⅱ
∷
5209
∷  Ⅱ

'osⅢ

vC:f-馋 ghtJ

Ncg孟1⒒《Lc。

Ⅱ E咖C黯  0∷  0●∶0 ∷∷’0 Ⅱ

%ep讪 陇〃 i而切d汛 血dex fPII》∷6

ocdcma      O      o      o      o
o

NcgaJve⒍∞ (RightJ 
∶ EyhCma    O    o    o    o

ocdcma         O          o         o         o

Respon的

Note∶ △he recent data ofp抵缸Ve∞ ntr。1came tom bIEDzO20065s3 1̄σCCompIeted  ∶2020ˉ 09ˉ  .

Ⅱ.      ●.∷∷      ●●、      ∷Ι·∷∶|      △Ⅱ∵∶Ι

Ⅱ{,       ∷∷∷Ⅱ;

∶∷∷·       ∷∷Ⅱ
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ⅡXnterval fhouFω

咖.
〓〓〓〓〓〓跏〓≡〓

A蛀md No, D函鸭 Ξonc

Ⅱsit~es“ lLCft,

Er,thema

ocdema  Ⅱ

o        3        3

2    ∵ 3    ∶3

3

9⒊

6
∷Ⅱ        Ⅱ∶   E咖 ema

PosⅢ vc s⒒ c σughtJ
.Oedema

6210
0         0

o        o

Ⅱ∷   ∷ⅡE吵h吧
Negat|~s屺 fLe助 ∷     ∷Ⅱ

oedcma

EMhCma
Ⅱrositivc s“ fLcnJ

6

ο

 
〓̌〓〓〓〓〓

ThC p△唧 rntation L△ dcx fPII》 Ⅱ。∶6

I  n Respo   go“ 、:●  crC ∷

`⒍
⒍凡eⅡJentdataσ

P⒑ :击庄̌c'c。ntro1camc iom bΙEI》202(踊 553ˉ 谛忆ompIetcd D瓶 :20?0~0,猸Ⅱ
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