X, AT
A= ERRE

MA CNAS =
i TESTING
/A g NS94
180015144061 ol g S

/
/ "/,

/l/"/ |\\“\\\

\
\\\

N\

Z MR &=
B A 5 IRV RN BT ST Fr
3 S R

R4S SDWH-M201801609-3

288 [SO 10993-10:2010 F 31T
EJT B AAIELRE A
BY R AR L BRI B
BRE R ANBRE 7
Z AR HIRIR

LT
I ERIRIA AT HFIR S

gl
FIFRIRALFE N AR

P K A 5N BARA AT
dhk: FEBIMNITLERA=%5% 199 5 #5%: 215123 http://www.sudatest.com
H%: +86 51265880038 9% . iE: 4001078828 . F ¥ 44: med@sudatest.com



SDWH-M201801609-3

= (S ST O WSO ¢ WYL, SNUREIORMEE . (SRS ). DI S WSt %
BRI 2. corcenensssnsbodsesseasorcossedy Mnesesssenssss s i sssersssasess iy dbuaseverssommsssslo Wysvemerssarnsas Sy WheorsosessnscorosGy) 3
e ) W U OO 4
BRI T . comissnssrssnss o smssessssnssmusen ssssagass cvsmmnassuvonsssmamas nmonsonss 5854 5SS A SRR S RIS S s 5
1.0 BB o s sy Sygsnassmesve e erapidheemasessmsamnss g diiga hass St SNSRI 39 S GRS s 6
20 H 0 YT . MU o, ) WORURIIR, o. b, MUV, 3 s SRR, < b JRFOSNRISDY. o B PPCRIT < 6

B Tl oo 3 €58 A RS 3 4 e e e R A TR KRR35 6
B0 BHITIITE ..oo e esms oo manssitss 5685555 R A4 SRS TSRS S4TSR oS B TR 0 am s R ARA AR SRS 6
50 M BB A R B R B T T oo e s e eee et e s s s s st a s s s b s s e e A bbb sa R 6
60 B R T o5 et e nsrsenss Bt oe e sseseesensik sheessssssessonsge i sheseucnsensenesaiiadososersanseressapale 7

T IR I BH oot ettt AR bbb 7
8.0 TR ZR T T TA oottt a A A AR ARt 8
0,00 LB IR ITRIAR coucascssssssinssnsossnesrmsssssspsssasspusvesnenomssmsansasag ermess nans soh ks 54445 HERHE 164438 R A S SRS R S84 8
FOU0 BRI oo e i corssesemseensgt i aessasevonses oS0k casmorvesorss oy i mesesenssssso o bossssssassas ssngy St nvssinsssisssnd 8

L T BTl e cxcmscexasssmis s e R 33 Sy R e am s v s bons s emas e 44 540 5 SRR USRS58 8

102 DUBEIER .o oous s sisss i smssnssss aessensyoms s aessPsse LA SREHS RS aRS RSSO RIS S ¥R s mare i e s s anmss s mams s s SH AT A 8

0.3 8 U e e s et e s s s e ettt a et et et s e e A et b At A b A A AR ARt R ettt st a s 8

104 BT S BB Luciioeesvessbloiesssmenssesensiabinsensensensssssngobinsnssnssssessesssisitesessessessnsensagbliedsessssssnssnsn 9

10,5 SR IS T B B TT oot es et a s s s es e s sttt 9

L0 B I oo e e e s et sttt a AR AR ARt 9

eled =t ST 9

R g oo o R S . SRRTCS, » SRS, o SEPERSNURG. . o SNRRNSRIC . o SNERIN 9

(AR =~ - = U -, SN, .\ OUTN. | ST\ SOUTIE. . PR - 10

10.10 &5 o A A AN RS S AR A WA A kP e ey 8 B 10
L0 T B oo e s es e s s s s s e s sseessessaseessesessaaseeneesensase R A s iR SRR R E RS A e R AR e bR en A e AR e R s e R e SR e Rne e Rt s 10

L2 O BB 8o oct N ennensnsesesonsnsiiibeneususssosessagt ihonsoaronssasnsnseioibenssnsassssssrsgs Niersnssascarorenpadtiburcessesens 10
13,0 R I R BT B ..o eeesesdsassseaseseseesenenss i s sssas s sessnasastssossansesessssasesstedtnsassntasasassessiidhnsesencasuonsenis 10

#
[\
=i
\

/i

—
[\
=

“\

S



SDWH-M201801609-3

| |

1]

=S

AL PR 5 Ui B

. ARG ERE, BTEREREZHETIRAREEZEE.
o AR IR e BT R S A B B TR

N ol B 3= R LI NI e O T ol E Sy, N e S
OEREBIERLG, ARIAS AL OO RAE ST

- RERKIATHU R, A0 ZH AR .




SDWH-M201801609-3

KA 584

Ay =

R H - 2018- 05-30

R R TREE SDWH- PROTOCOL- GLP-M201801609-3
W RI AR H A | 2018- 06-11

RIS EAE UG H 3 2018- 06-12

AIE EAE S5 R H - 2018- 07-12

e FE R H B 2018- 07-19

il ﬁ%@ﬁ%
- %ﬁ[%

LR PN

% ;%§?Q2 2o 16—

B A H

MR B SRS 5T

=\

|~ W



SDWH-M201801609-3

R B = B

RIS FRIRSFEE SR HINER GEIGRF R SEIE = M R FsCie =) 21 CFR
58 #43o

A AT 2. 21 CFR 42k 58.105 1 58.113, FEM L EFFE M SEARIIR S
Vi ke e

Fmp A B AT ERG TR, BERMLTR, & REATARN SDWH &

flag s B H B SR8 1 T iR SDWH &3 E
S Ul i 2018-06-19 2018-06-19 2018-07-19
R UE 2018-07-19 2018-07-19 2018-07-19
&R 2018-07-19 2018-07-19 2018-07-19
e
R AE fﬂ/y >ov8~v,7~f/7
H

VI ghwes )



SDWH-M201801609-3

1.0 E

WRIGRE MR R R B IR RS, VPN FBTE I R BUBUR R, LA AR R S A«

B RIRE IR SR A EST 10 RIER, BLIRREE KRB, 5 AT IR A FEER AR
WA, 10 RZRERA 5 Fot BRI SR AR iR SR GEAT O 15

FEAUCRI T, RIHE SIS TRRTE IR R AR RIS R B B, SRRy 0%.

208 i)

TP SR B KPR TR G, YRR SR A B R BUBUR BL . %3R8 3R 0 A IR SRR ASL I SR T 422 i S LR A
B SR N, SRR, (RIS RIF A R B IR M ERUER

3.0 LRt

BT 28 A A MR 2 10 354 S R R EUEOREE 1SO 10993-10:2010
BEIT 2 A AE M- AR 12 354> BRSNS REES 1SO 10993-12:2012
BEIT 8 AN S 2 4 s ARFP 23R 1SO 10993-2:2006

4.0 TATHIIE

EEERGHUWER CGRRRY7TSLEEMN RIFREEMT) 21 CFR 58 #Ha

ISO/IEC 17025:2005 (k& IS v S a6 2 g 77 AOIE A B3R ) CNAS-CLO1 el A vhE S 6 =5 g
AN (P E AP EEFINTTZE RS L5 ZAFHET No.CNAS L2954)

R I6 A ML B8 BT 2 VR e i) (b B R SOAE AT B B R A2 BRIAE S ERALA A
Seu6 = 5 ) PEFEIHE CMA 180015144061)

5.0 X FEARIR A i 2

5.1 RILFE A
FemnafR: BT BA ARG
RFERIGIRA: KK
CAS 5. Ritft
S, Riggt
HiAk: XU S SRR
fit5: JXD2018005
FEsAEL: Lgifh
FIEM BT REEHE
PR [ElfE
it [
W RIRME
FaEME: RIEHE
EREE: RIgHt
RAFZA: EilR
RILFE (S SR B MBI it ZHERAL 5 TTE ST GLP 587G SCFF M A 5K
A S A

&
i

o




SDWH-M201801609-3

5.2 XTHEFE SR

5.2.1 HPEXTIE
FEMmAFR: ZRRH (SO
FIER: HEMEFERARETRMRE
FA%: 25kg
fit5: 20180523
PR TR A
Bith: WEEG
RIEZAM: =R

5.2.2 FHPEXTHR
FEM AR 2,4-“HHEESE (DNCB)
HilliERT: Xiya Reagent®
Hitg: 100g
fit5: W5656
FEFIKE: 0.5%
BORIRE: 0.1%
A 2R
Be il H#A: 2018-06-19
PR AR
Bt FRE
R EiR

6.0 IR G L]

FiE: MAREEIKR (CRER)

e 15 GRIRE 10 R, XHRA 5 D
PEA: T

RIGWIEE: 300~500g

f@RRIL: 8RR 3

IR BWRIRAFFREET N, MiFriigs. KRS, RBRirmAEER

AR EORTRRE
% WHET
BRI RS 7 R

7.0 PRFEFTE

FINRIR: TN T X SIS S R A IR A F] SCXK (73) 2015-0007
Bkl FOREER] 5N DU S 18 S ) R R A TR A W

TRk SEES AR A BURIERIRL, 75N e X BT SR LR S AR IR A F
Ke ERK (FFEGB 5749-2006 L AEARAED

Eif: 18-26C

AHSHEREE : 30%-70%

JIBAGRIEE 12 /NIEHR, £ Hy6kT

NG RN 5378 ARSI % 5

W EEHE RS AT

b
<
=il
H
o
A

SN § .



SDWH-M201801609-3

Y. K. BES TR EE T

8.0 L RN

I BT S e B TS0 98 (Magnusson A1 Kligman, 19700, 7EIZISRIGH 7o, MR
AR BRSPS, R IR 2,4- ZHESEE (DNCB) E KRB S LA/ETF N KE T
A SRR T T BRI IESE

9.0 AHEBRBEHIA
RIGFE BN IEG (H—ME5RERZASGHARNRERE 5RERGEM, A vSnEs
ik,
10.0 RE ¥t
10.1 £ 2%
FHNFHESIE I
T A HURE TEYER 2 N IO E SR e BRI
HUEE 7 X SE R BURE BRI 2RI A pH | —REEE
[ AL EAE ZFTAFR 120cm? 6cm? : 1ml 20.0ml | 37°C,72h | 5.5 BiE
s S B I
TC T B EHURE TEYEZR 28 N o R IR 1 BRI
HURE 77 20 S R BURE 2R 2RI A pH | REERE
Bt ATLEUEE LR 120cm? 6cm?: 1ml | 20.0ml | 37°C,72h | 5.5 R ]
BRI B
TG b A E HURE TEVEZE 8% N o 2 IR I &R
HURE 7730 SEBREURE BRI 2 R %A pH | REEE
B LR LA 120cm? 6ecm?: 1ml | 20.0ml | 37°C,72h | 5.5 B

AR ERIBCRE R Z AN . BIRSERSE 4 CRAE, 24h WHT K. RIS pH ARG THEE,
RETIE, BO, MBSOHEERE. AmEHKmA, Rk .

10.2 B

Ebl KB EIERIR 2 (SDWHS897), RIEF A (2019-05-15)
JE I ZER K %% (SDWH2097), RIEA A (2018-11-12)

WER (SDWH463), ®RIEA I (2018-09-10)
HTFF (SDWH442), ®IEAFIN (2019-05-15)

1033

I IR e A7)

HiE7F: SIGMA

#t5: SLBV0593

+ B REARER A

iR EZGERERGE R A

B8 12w

oy



SDWH-M201801609-3

#t5: 20150113
ERWRE: 10%
R 72K
Fedl H#A: 2018-03-01

10.4 RREEFIE I

%1 FR(AS B A1 C), TR RBh2 B8 I A OIS Aot 2 IS 0.1mL.

WAL A BBRSEEEA S E ML 50:50 (V/V) HLEIR & HIARE TR

AL B: ESHRIGHE S CRERBIBEIRBD; xR GE N AR .

WAL C: RIGRES (ERAL B PR AIIRED, Lh 50:50 ROAEFR LLE] S 9 IR 5e 277 537 (50%)
M ) B A LAV A S AT B AT s % R 2L Wy S e RV £ A ]l LA o

Sk
A A
0.1 mL ¢ VES &= B B 0.1 mL JZ N7ES &
C C
B8 FE PR AL
B

B 1 RS A
10.5 REESFHMER I
T B 3 B IR R RVR BE SR = AR R S, 7 SR BB NG L 2442k, 58 X FH 10% 1+ e 2=
FRANBEAT TALHE, FHBE S AN B
B RTESE 7d, ¥4 Sem? K/ IS 20 A B 0.5m] AR IR SRR IE 5 A W B T A 3)
Y e BB R, S S, HEAREIHEEER, T 48£2h FREAI AR

Af e

ot BB 41 5 4 1k P ot FRR [RS8 1
10.6 BRMTE

TREESE 14d, FREFE X235 H s st RA TR . FH 0.5ml iz
PR AN BB RS JE 4 2.50cm X 2.5¢cm RN 20 A5 B2 ) JE 3 i T S B BOR R IR AL, FH 3
AL AEE, IET 2442h BRI E TGS A .
10.7 R M

FrbEfh G 2442h F1 4842h, 43I EL A S 2B RN HR 4H Sh A R A R IR s I, FE GG
T MBI N . $%28 1 Magnusson A1 Kligman 7 24 bR X 45— WOR S FNEG — WS I [a] J k4T
BERN K b S 73R4T 138 20 2
10.8 &RV

%2 1 Magnusson F Kligman 73 ZArue, WS RAZIMEH/NT 1, TREH P EFEHR T84

9 om o123

LNy g

AU



SDWH-M201801609-3

T 1 — B 2.

st R Eh SR T BT 1 I, RIG2H 3P 5 N7 e L e A ™ L A S S WA B

MBI B, 27 PR DABRA 2 R 4R
I 45 5L R AR A R B 1 B PR 4 L R A

%1 Magnusson f Kligman 734

MR B8 B &30
T B B e 0
BB M BB PR 21 B 1
R Rl 4L B 2
EiRAR TN 3

10.9 45 B
PR G Bk R NS5 SRV T3k 2.
10108 #

TEARRIGAE T, B EEST A FAESUEAR AR SRR I K B 51 BRSSO R AR o

11.0 B3R 7768

FT 52 YR U 5% B JE 0 B R S0 (A7 726 52 (19 SDWH RS S 30 PF
12.0 fRE P

ST AN ZHE A R BT 9007 B2 (R B L
13.0 504 B B

AVCRIE TR BT ST, SRR A R S B RS

2010 71 k12

=

AN o

LES N7 4 s

L N



SDWH-M201801609-3

2 BRREEE KRN

[ BBRIRAE | REREBER HERNEEE | WA
s | PR R oason 2442 h 4822 h B R
2 i Ve RIGTAL | XL | RIGEO | XHERHAL |
1 0 0 0 0 0 0
2 0 0 0 0 0 0
3 0 0 0 0 0 0
4 0 0 0 0 0 0
. 5 0 0 0 0 0 0 0
RIR 2 6 0 0 0 0 0 0 0%
7 0 0 0 0 0 0
8 0 0 0 0 0 0
9 0 0 0 0 0 0
10 0 0 0 0 0 0
11 0 0 0 0 0 0
12 0 0 0 0 0 0
'ﬁg? 13 0 0 0 0 0 0 -
14 0 0 0 0 0 0
15 0 0 0 0 0 0
% 3 REISRREREED L
k e (BE (o) % JHk B T4 s R
Al R VIAE e =3
1 311 377 T
2 318 385 A
3 339 419 T
4 319 389 %
- 5 347 432 %
AL 6 306 369 i
7 330 402 %
8 323 394 %
9 325 398 T
10 319 388 E#
11 323 396 %
12 302 361 T
et 13 327 400 %
14 345 425 %
15 355 444 %
o110 312 W

VA ‘K

W ey & A\



SDWH-M201801609-3

F 4 X SRR B

T HRIREEOE | MORENEER MEMMBER | WRE

Gaxil Zgzj JSFHH 24+2h 24+2 h 48+2 h B

S & | et | R | RueEi | smEms | ER
1 3 3 2 0 2 0
2 3 3 2 0 2 0

BHEEE? 3 3 3 2 0 1 0 100%
4 3 3 5 0 7 0
5 3 3 1 0 1 0
6 0 0 0 0 0 0
7 0 0 0 0 0 0

M s T 0 [0 [ o [0 | o [ 0 | -

9 0 0 0 0 0 0
10 0 0 0 0 0 0

vE: FAMEXTHE S| SDWH- M201801772-2 (52 H#H: 2018-07-12)

#£ 5 P RR RUIGRAE M ER N

- hE (g kR S SME  PR
il A At VIAE AASE =3
1 351 434 EE
2 315 386 EH
H 4 % R 2 3 317 385 E%
4 318 387 EE
5 307 371 B
6 327 403 oY
7 334 411 %
SRR G 8 317 383 EE
9 353 436 %
10 318 389 EE

e FEMEXTHE S| B SDWH- M201801772-2 (e HHA: 2018-07-12)

Pavas

s

12 7 3 12

=

e

\ﬁ;m



\\‘\HIHI"/, )
SANSPL A AT
b et EFRHEIA
\_/
MA CNAS =
P TESTING
K N NASL2954
180015144061 AR

Il
\

N

‘s

7 NN

Sanitation & Environment Technology Institute,
Soochow University,
Final Report

Report Number: SDWH-M201801609-3

Skin Sensitization Test of
Non-woven Medical And Hygiene Fabric
Using ISO 10993-10:2010 Test Methods
Guinea Pig Maximization Test
Sesame o1l Extract

Sponsor
Jinxinda Textile Technology (Changzhou) Co.,Ltd.

Manufacturer
Jinxinda Textile Technology (Changzhou) Co.,Ltd.

Sanitation & Environment Technology Institute, Soochow University
No.199 Ren’ai Road, Suzhou Industrial Park, China, PC 215123, http://www.sudatest.com
Direct: +86 512 65880038, Free: 4001078828, Email: med@sudatest.com




SDWH-M201801609-3

CONTENTS

CONTRENTS.....ooeeri & criecoeriveevessiodidersesserssessansngi Sneesas sisssssgsededesussvnsssnsansssgsi Nesisssesnsssnssgioddesnsssnvonsvvesgadt M onnssoersnees 2
SUPPLEMENTARY EXPLANATION......c0l hereseermenesesaibotons scssiesisissaisfeossosssssaisessonsiighotonionsessasssesssZatdesass svsasesssesoiate 3
STUDY VERIFICATION AND SIGNATURE .......cvvccteertiitineieintiieiiesiseisssesssessesssessassssesssssssssssssessesseesssesssesssosasons
QUALITY ASSURANCE STATEMENT .....uiuiuiiiiiinieieteiesi s
1.0 STUAY SUMMIGEY ...
2L0PUFPOSC......covee e
BLORECICIEHICE. ...ttt a s e s
BOCOMPLIGANCE. ...t s
5.01dentification of test and CONIIOl QFLICIES...............ccovoviiiiiiiiiiiiiiiitit s
6.01deNtifICALION OF 1EST SYSTEM ...t s
7 0dnimal Careitnd MainterniQiite. .. ... oo ngelf Sedacsssssssssssssgas Mivsiessnssssosssigshobotossssvvssnssssigu warsssessesassorqumdetobossesonsonsvos
8.0JUSHFICALION OF TRE 1ESE SYSTEM ...ttt be bbb bbb
9.0ROULE Of AAMURISIFALION ... vveveveveresereeeeteisaeieuesiisis ettt bbb bbb b
JO.OEXPEFIMERE AESIGN ...
10.1 Sample and CONLIOL PrEPArAtION .......coccucueerurriiiiriirsriietete st sssts et st b bbb sttt e
10.2 Equipment
10:3 REATENTS .vvvnsviniossimlihursmsspessssisesiiatghonssuomsvvsvensorgls e esssnensersorsasesiiabodooss stansoses 455055
10.4 Intradermal induction phase [ .......c.cccoeueiiiriiimininiii s
10.5 Topical induction phase Il
10.6 Challenge phase.........coeeveoireieeniiiniiieieeee e
10.7 Observation of animal
10.8 Evaluation of results .........ccccccovnuenene
10:9 RESUIES o conmsssussssussiossssvaspsvemsmessosss T
10 H0 C ONCIUSTON vesussossssmevsnssssimsmnssssssss v e ms e s PSS EEH SR ¥4 S s SF S GA VST VS Y oS AP W 440 4 nsRe OO SRR S ST SRS PSSR 2
J1.0 RECOFA SIOFAZE. ...ttt b bbb
12.0 Confidentiality AGFEEMENL ...............ccocueuiuieeiiiiiiieieieie e
13.0 Deviation statement

Page 2 of 13

YIS I N

Ihh.



SDWH-M201801609-3

SUPPLEMENTARY EXPLANATION

Please apply for rechecking within 15 days of receiving the report if there are any objections.
Any erasure or without special inspection and testing seal renders the report null and void.
The report is only valid when signed by the persons who edited, checked and approved it.
The result relate only to the articles tested.

The report shall not be reproduced except in full without the written approval of the institute.
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Test Article Receipt: 2018- 05-30

Protocol No: SDWH- PROTOCOL- GLP-M201801609-3
Protocol Effective Date: 2018- 06-11

Technical Initiation Date: 2018- 06-12

Technical Completion Date: 2018- 07-12

Final Report Completion Date: | 2018- 07-19

Edited by : MMCU/!
Checked by : >_) /A%
Study\Dikrector
g ~
Approved by : ’ (Y ( S}V‘//‘)7 |
Authorized signatory

Sanitation & Environment Technology Institute, Soochow University
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QUALITY ASSURANCE STATEMENT

This study was conducted in compliance with U.S. Food and Drug Administration regulations set

forth in 21 CFR, Part 58.

The sections of the regulations not performed by or under the direction of SDWH, exempt from this

Good Laboratory Practice Statement, included characterization and stability of the test article and its

mixture with carriers, 21 CFR, Part 58.105 and 58.113.

The Quality Assurance Unit conducted inspections on the following dates. The findings were

reported to the Study Director and to SDWH’s Management.

DATE OF DATE REPORTED DATE REPORTED
INSPECTIONS
INSPECTION STUDY DIRECTOR MANAGEMENT
EXPERIMENTAL
S ROEEDURE 2018-06-19 2018-06-19 2018-07-19
RAW DATA 2018-07-19 2018-07-19 2018-07-19
FINAL REPORT 2018-07-19 2018-07-19 2018-07-19
Quality Assurance Unit : —hou Vg >n¥-0)-9
QA Date
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1.0 Study Summary

The extract of the test article Non-woven Medical And Hygiene Fabric (extraction in Sesame oil)
was evaluated for its potential to induce skin sensitization in the Guinea Pig Maximization Test.

The test article extract was intradermally injected and applied topically for induction to ten guinea
pigs. Five control animals were treated accordingly but with the solvent alone. The topical challenge
with the test article extract elicited no skin reaction in the test and in the control animals. The skin
sensitization rate was determined with 0%.

As defined by the scoring system of Magnusson and Kligman the test article extract showed no
signification evidence of causing skin sensitization in the guinea pig under the conditions of this
study.

2.0Purpose

The test was designed to evaluate the potential of a test article to cause skin sensitization. The test is
used as a procedure for screening of contact allergens in guinea pigs and extrapolating the results to
humans, but it does not establish the actual risk of sensitization.

3.0Reference

Biological evaluation of medical devices Part 10: Tests for irritation and skin sensitization (ISO
10993-10:2010)

Biological evaluation of medical devices-Part 12: Sample preparation and reference materials (ISO
10993-12:2012)

Biological evaluation of medical devices-Part 2: Animal welfare requirements (ISO 10993-2:2006)

4.0Compliance

Good Laboratory Practice Regulations, 21 CFR, Part 58

ISO/IEC 17025:2005 General requirements for the competence of testing and calibration laboratories
(CNAS-CLO01 Accreditation Criteria for the competence of testing and calibration laboratories)
China National Accreditation Service for Conformity Assessment

Laboratory Accreditation Certificate No.CNAS L2954

Accreditation Criteria for the competence of Inspection Body (Certification and Accreditation Admin
istration of the People's Republic of China CMA 180015144061)

5.0Identification of test and control articles

5.1 Test article
Test article name: Non-woven Medical And Hygiene Fabric
Test article initial state: Not Sterilized

Page 6 of 13
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CAS Code: Not supplied by sponsor (N/S)
Model: N/S

Size: double S hydrophilic non-woven fabric
Lot/ Batch: JXD2018005

Test Article Material: Non Woven Fabric
Packaging Material: N/S

Physical State: Solid

Color: white

Density: N/S

Stability: N/S

Solubility: N/S

Storage Condition: Room Temperature

The information about the test article was supplied by the sponsor wherever applicable.
The Sponsor was responsible for all test article characterization data as specified in the GLP

regulations.
5.2 Control article
5.2.1 Negative Control

Article Name: Sesame oil (SO).
Manufacturer: Ji'an luyuanxiangliao. Co. Ltd
Size: 25kg

Lot/ Batch#: 20180523

Physical State: Oily liquid

Color: Pale yellow

Storage Condition: Room Temperature

5.2.2Positive Control

Article Name: 2, 4-Dinitrochlorobenzene (DNCB)
Manufacturer: Xiya Reagent®

Size: 100g

Lot/ Batch#: W5656

Induction Concentration: 0.5%
Challenge Concentration: 0.1%
Solvent: Sesame oil

Date prepared: 2018-06-19

Physical State: Liquid

Color: light yellow

Storage Condition: Room Temperature

6.0Identification of test system

Species: Hartley Guinea Pig (Cavia Porcellus)
Number: 15 (10 Test +5 Negative Control)
Sex: males

Initial body weight: 300~500g

Page 7 of 13
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Health status: Healthy, not previously used in other experimental procedures

Housing: Animals were housed in groups in cages identified by a card indicating the lab number, test
code and first treatment date, etc

Animal identification: Stain with picric acid

Cages: Plastic cage

Acclimation Period: 7 days under the same conditions as for the actual test

7.0Animal Care and Maintenance

Animal purchase: Suzhou Experimental Animal Sci-tech Co., Ltd. <Permit Code: SCXK (SU)
2015-0007>

Bedding: Corncob, Suzhou shuangshi laboratory animal feed science Co.,Ltd

Feed: Guinea Pig Diet, Suzhou Experimental Animal Sci-tech Co., Ltd.

Water: Drinking water met the Standards for Drinking Water Quality GB 5749-2006

Animal room temperature: 18-26C

Animal room relative humidity: 30%-70%

Lights: 12 hours light/dark cycle, full-spectrum lighting

Personnel: Associates involved were appropriately qualified and trained

Selection: Only healthy, previously unused animals were selected

There were no known contaminants present in the feed, water, or bedding expected to interfere with
the test data

8.0Justification of the test system
The albino guinea pig has been used historically for sensitization studies (Magnusson and Kligman,
1970). The guinea pig is believed to be the most sensitive animal model for this type of study .The

susceptibility of the guinea pig to a known sensitizing agent, 2, 4-Dinitrochlorobenzene (DNCB) has
been substantiated at SDWH.

9.0Route of administration

The test article was extracted and administered in vivo through a medium compatible with the test
system. Dermal application corresponds to the likely route of human exposure.

10.0Experiment design

10.1 Sample and Control Preparation

Intradermal induction phase [ :

Aseptic Agitation Extraction In
Inert Container

sesame .. Clear or
oil Condition | pH Not

Aseptic Sampling Final Extract

Sampling

ol Actually sampling Ratio
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r Random l Surface area 120cm? 6ecm?: 1ml | 20.0ml |37°C,72h| 5.5 ‘ Clear |
Topical induction phase II :

Aseptic Agitation Extraction In

: Final E
Inert Container mal bXxtract

Aseptic Sampling

Sampling . ' sesame o Clear or

Manner Actually sampling Ratio oil Condition | pH Not

Random Surface area 120cm? 6cm?: 1ml | 20.0ml |37°C,72h| 5.5 Clear
Challenge phase:

Aseptic Agitation Extraction In

Inert Container Final Extract

Aseptic Sampling

Sampling . . sesame . Clear or
Manner Actually sampling Ratio ol Condition | pH Not
Random Surface area 120cm? 6cm?: Iml | 20.0ml | 37°C,72h| 5.5 Clear

There is no change in the extraction solvent (pre- and post-extraction). The extract was stored at 4°C
and tested within 24h after extraction without the process of pH value adjustment, filtering,
centrifugation, dilution, etc.

The vehicle (without the test article) was similarly prepared to serve as the control.

10.2 Equipment

Horizontal Large Capacity Constant Temperature Vibrator (SDWH897), Calibration Expire
(2019-05-15)

Autoclave (SDWH2097), Calibration Expire (2018-11-12)

Steel Straight Scale (SDWH463) ,Calibration Expire (2018-09-10)

Electronic scale (SDWH442) ,Calibration Expire (2019-05-15)
10.3 Reagents

Freund’s Adjuvant,Complete liquid
Manufacturer: SIGMA
Lot No: SLBV0593
Sodium dodecyl sulfate (SDS)
Manufacturer: Sinopharm Chemical Reagent Co.Ltd
Lot No: 20150113
Concentration: 10%
Solvent: Distilled water
Date prepared: 2018-03-01

10.4 Intradermal induction phase I

A pair of 0.1ml intradermal injections was made for each of the following, into each animal, at the
injection sites (A, B and C) as shown in Figure 1 in the clipped intrascapular region.

Site A: A 50:50 (volume ratio) stable emulsion of Freund’s complete adjuvant mixed with the chosen
solvent.
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Site B: The test sample (undiluted extract); the control animals were injected with the solvent alone.
Site C: The test sample at the concentration used at site B, emulsified in a 50:50 volume ratio stable
emulsion of Freund’s complete adjuvant and the solvent (50%); the control animals were injected
with an emulsion of the blank liquid with adjuvant.

Cranial end
A A

0.1 ml intradermal injections B B 0.1 ml intradermal injections
C & Clipped intrascapular region
Caudal end

Figure 1 Location of intradermal injection sites

10.5 Topical induction phase II
The maximum concentration that can be achieved in Intradermal induction phase [ did not produce

irritation, animals are pretreated with 10% sodium dodecyl sulfate 24(£2) hours before the topical
induction application.

At 7 d after completion of the intradermal induction phase, administer 0.5ml test article extract by
topical application to the intrascapular region of each animal, using a patch of area approximately
8cm? (absorbent gauze), so as to cover the intradermal injection sites. Secure the patches with an
occlusive dressing. Remove the dressings and patches after (48+2) h.

Treat the control animals similarly, using the blank liquid alone.

10.6 Challenge phase

At 14 d after completion of the topical induction phase, challenge all test and control animals with
the test sample. Administer 0.5ml test article extract by topical application to sites that were not
treated during the induction stage, using absorbent gauze (2.5cmx2.5¢cm) soaked in the test article
extract. Secure with an occlusive dressing. Remove the dressings and patches after (24+2) h.

10.7 Observation of animal

Observe the appearance of the challenge skin sites of the test and control animals (24+2) h and
(48+2)h after removal of the dressings. Full-spectrum lighting was used to visualize the skin
reactions. Describe and grade the skin reactions for erythema and oedema according to the
Magnusson and Kligman grading given in Table 1 for each challenge site and at each time interval.

10.8 Evaluation of results

Magnusson and Kligman grades of 1 or greater in the test group generally indicate sensitization,
provided grades of less than 1 are seen in control animals.

If grades of 1 or greater are noted in control animals, then the reactions of test animals which exceed
the most severe reaction in control animals are presumed to be due to sensitization.
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If the response is equivocal, rechallenge is recommended to confirm the results from the first
challenge.
The outcome of the test is presented as the frequency of positive challenge results in test and control
animals.

Table 1 Magnusson and Kligman scale

Patch test reaction Grading scale

No visible change 0

Discrete or patchy erythema 1
Moderate and confluent erythema 2
3

Intense erythema and/or swelling

10.9 Results
Individual results of dermal scoring for the challenge appear in Table 2.
10.10 Conclusion

Under the conditions of this study, the test article Non-woven Medical And Hygiene Fabric extract
showed no significant evidence of causing skin sensitization in the guinea pig.

11.0 Record Storage

All raw data pertaining to this study and a copy of the final report are to be retained in designated
SDWH archive.

12.0 Confidentiality Agreement

Statements of confidentiality were as agreed upon prior to study initiation.

13.0 Deviation statement

There were no deviations from the approved study protocol which were judged to have any impact
on the validity of the data.
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Table 2 Guinea pig Sensitization Dermal Reactions

24+2h before phase | 2442 h following 48+2 h following Positive
Group Animal | Il patch application Challenge phase Challenge phase rate after
Number Left Right | Test sites Control Test sites Control. e lore
sites sites phase
1 0 0 0 0 0 0
2 0 0 0 0 0 0
3 0 0 0 0 0 0
4 0 0 0 0 0 0
Test 5 0 0 0 0 0 0 0%
Group 6 0 0 0 0 0 0
7 0 0 0 0 0 0
8 0 0 0 0 0 0
9 0 0 0 0 0 0
10 0 0 0 0 0 0
11 0 0 0 0 0 0
12 0 0 0 0 0 0
Negative 13 0 0 0 0 0 0 -
control
14 0 0 0 0 0 0
15 0 0 0 0 0 0
Table 3 Weigh change and Clinical observation
Gt Animal Weight (g) Clinical observati(_)n except
Number Before injection | After experiment dermal reactions
1 311 377 Normal
2 318 385 Normal
3 339 419 Normal
4 319 389 Normal
5 347 432 Normal
Test Group 6 306 369 Nommal
7 330 402 Normal
8 323 394 Normal
9 325 3908 Normal
10 319 388 Normal
11 323 396 Normal
‘ 12 302 361 Normal
I\i‘:ﬁ%e 13 327 400 Normal
14 345 425 Normal
15 355 444 Normal
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Table 4 Guinea pig Sensitization Dermal Reactions of Positive Group

24+2h before phase |  24+2 h following 48+2 h following Positive
Animal | II patch application Challenge phase Challenge phase rate after
GIoup | Number Left Richt | Test si Control | . Control | challenge
e ight est sites sites est sites Sitel phase
1 3 3 2 0 2 0
N 2 3 3 2 0 2 0
Positive 3 3 3 2 0 1 0 100%
Group
4 3 3 2 0 2 0
5 3 3 1 0 1 0
6 0 0 0 0 0 0
7 0 0 0 0 0 0
Negative &
control 8 0 0 0 0 0 0 g2
J 0 0 0 0 0 0 e
10 0 0 0 0 0 0 Zv
==

Note: The data of positive control come from SDWH-M201801772-2(Completed Date: 201 8-07-12);&

BN
oS

Table 5 Weigh change and Clinical observation of Positive Group

G Animal Weight (g) Clinical observation except
roup — . :
Number Before injection After experiment dermal reactions
1 351 434 Normal
.. 2 315 386 Normal
Positive 3 317 385 Normal
Group
4 318 387 Normal
5 307 374 Normal
6 327 403 Normal
7 334 411 Normal
Negative
control 8 37 383 Normal
9 353 436 Normal
10 318 389 Normal

Note: The data of positive control come from SDWH-M201801772-2(Completed Date: 2018-07-12)
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