GB/T 16886. 23 (BEJT#HMEMZEI 58 23 Mar: RBHAR) EHxXirdE
& Ui B

—. TAEMR
(—) B RIE

R EARZ R (2021) 41 5 (EFRbRELE T R AT TIE 2021 450
FHERE M [ SR E TS SR SChRUE S SR E R Y MR, R4 E BT 38
WP AR UEAL R ZE P14 (SAC/TC248) AT, 1L R4 B2 yT S WA 24 o, 2
R g R 7 e 5 Ak H GB/T 16886.23 (RJ7 et M A0 A 26 2348 75+ Hliiatse: )
PRSI ETE, BHS: 20214609-T-464.
() Rk R UL

GB/T(Z) 16886 57 #5 bk A= 42 VFA Tl B A4 4 B b AR R il

——5 15 RS AR P RS IR

—— 5 25 BIAERIER

—— 5 3 BAEEEE . BUREA AR TR
554 #or: 5 MU ELAT P B £

——5 5 #or: RSN R A

——55 6 # oy FENJG RN i
57 Hr s MR LK T b

——5 9 W Ira Y CERRAE VI 2 TR E AR

——5 10 #77 RS Bk B g5 5

—— 1L 25 Bl

—sRdA2 wlig. PR S SR

o SRAEVILRTT A A 10 (0 R VA E
Pa W SRR DI S 1 E s

: RS E SR ENE S e R

o MRS ATV R ARED J AR T BT
. ATUUEA) FCVE PR B ) 57

o RSB BRI R A BT S O R A AL 22 R AL 5
: MRIERL S SRR R R AL
o BRI AR G % B P Al S U AV

: GORKMRHER

o A S

|

&
i Y <
EPRENIR

<
>
okk
=3
S

3
—_

<
%E,l'
S

3
—

<
%E,l'
S

| .
]

B B B

N N =

[\ 2 e BN N N
s 3 P

|

|
B
N}
w2
okk
P



(=) Tt

1. TRAEFT B

I1SO 10993-23: 2021 (PEJT 2V VAT 5 23 #55: RIGALR) KA S,
R4k J i ZHZN AT JE TR LA, o B B bm v AT B B0 OB AR, W20 1 e
el — SRR LR 1), TR 1 A B S0 I H B R b SL DU HERE 1 [ 5
i, IR,

2. AR B

B2 SRS KRR BT HATAI TAE, 7870 PRI A B RS T el I 4848 B 7 2 Ak Al
2 i BB B ATE TS Bt HH L 24 A S F A B R G T T 2 AR 36 7 e 2H
FRIAR R R TARZH . SR8, AR HT TR B ) bR 2 S8 kAT Tt 20
(5835 H A E 1 30ETT %8 B fa , AR ZARYE JaiE 7 S8 b B Aaidh AT 1 30 iE
2022 6 H, ik TAEFEARTERE. b5 AR T B & R AT S ks L, i —
A 5eE hRHERL R, JEAE TAEH N T T 72 108, T2 % 1 BREAE SR = A .
—. kg ] R AR E i EE A BRI
(=) Frvkgm il N

A5 RIR F 1S0.10993-23: 2021, A SC %18 GB/T 1. 1-2020 (Hrifkfk
ARSI 565 1 #75 ARUEAL I ) S50 AT RS FEg ) A1 GB/T 1. 2-2020 (hrdk
WTAETI 25 2 ¥4 :  BAISO/TEC Al SCPF g SRl Ry b £ SO B )
25 AU IE o AR SEAAE R AR mh SRRt 38 0 [ B b v R S0, AR B S CE AR
OB TReY ER(TEE TR
(D) HAEREEENERBE

GB/T'16886.23 (E=yrawti A~ 1Pur 55 23 ¥ 0L ) 5 FKH] 1S0
10993-23: 2021. SO 10993-23: 2021 J§i T IS0 10993-10: 2010 (EEJ7ashkd:
VIR 55 10 9805 RIS B R ECBORLR ) 7R JEbm i O I6 5 40  2
AT SRR B, FEIESCEMESORRE T “4 AN ——Z DML A
WOLIR, 1055 6 TEVRANREAR T /AL o

1. A LR

DB |4 B RN ——ZF B PPN 1 B AR IR iR 45 1SO 10993-2,
I3 2 FE AR IR AR AMREE B AR N IRIE . — TR T PIRA SN B AR (RhE)
R F) R ] B DU TR0 285 SR 3R W, A R B FH R0 o FH 1) 3o 7 S A



=1 T B R R LA PVO) R IR TR A S . AR R — SR
FERRANEMEA SIS, AT NBEMEARES A 1 P R ge A LE IR AU
b, R RELE B IS BN BN S0 2 BT AT X MRS RAES . BTRL, AR SCAF
E SV ERLE, E8TR @ W RIES PR b) SR & 2 5T 23R o) %
FAZIGAER RhE VT AMERIREE . U A RERIERIGA RIS DL F =40 5%
HRIE B A REREAT RIS PRAG I, BEAT IR & R AR, BGHEAT IR
e) IPRIRTS X0 3 FE BEAT BT 2 K USR5 T BRI Bk .

2) FHEFFVEANIR T AARSNRIBOR K . AN RS RN RIBGRYE & RhE
BRI RBARL, T PR IS HE N BRI B ERAN S S E 5 A

§>>}

2. IS0 10993-23:2021 H 44 #h sl 4 () 4H 23 A5 A

A F B HEFE T W Bl RE B2 B ( EpiDermTM 48 21 EPT=200 %% %! Al
SkinEthicTMRhEREAY) o Xf T HARKIEM B, brdErfe. 3. 1484,  “—/MHim
FH - 71 B TR 12056 A RhEASE Y 5 22 %1 NOECD 439, AL B 7500 & 73 A1
S0 5 P S S 5 () A S M 5 B LR IR A 2 R PR IR o L 0 — 4 5 e )
LSt A (7] PR B R P R AT SR = ). (/D3NS %) =% (3
AN S IRhEBRD B AR K. 7

DRI, AR b R e R SRR R B T R T A A A B DR R
By, ZUSEJET 2 LR AN S A

1) 8 FHOBCD. 43985477 oo 1056 i4) ) 0 S AR TR it i A7 s 3 == 1) (=034
SIS ED =8 A4S PIRERAD BRI . Wi iR R T, E
I FC T BE )« S =5 A % i =5 [ A% e 5 A A0 (1 B i A 46 [ PR R B

Table 1: Proficiency Chemicals'

Chemical CASNR In vivo score’ Physical state UN GHS
Category
naphthalene acetic acid 86-87-3 0 Solid No Cat.
isopropanol 67-63-0 0.3 Liquid No Cat.
methyl stearate 112-61-8 1 Solid No Cat.
1.7 Liquid No Cat.
heptyl butyrate 5870-93-9 (Optional Cat. 3
2 Liquid No Cat.
hexyl salicylate 6259-76-3 (Optional Cat. 3)*
cyclamen aldehyde 103-95-7 23 Liquid Cat. 2
1-bromohexane 111-25-1 27 Liquid Cat. 2
potassium hydroxide (5% aq.) 1310-38-3 3 Liquid Cat. 2
1-methyl-3-phenyl-1-piperazine 5271-27-2 353 Solid Cat. 2
heptanal 111-71-7 34 Liquid Cat. 2

' The Proficiency Chemicals are a subset of the chemicals used in the validation study
2 In vivo score in accordance with the OECD Test Guideline 404 )

* Under this Test Guideline, the UN GHS optional Category 3 (mild irritants) (1) is considered as No
Category.



2) I BT % WOR FE I B R LR AR B B0 . R T R E R TS0
10993-23 [ b bt S5 T A 20 B 5650, RIS AR 41 ) 5% (1 s o a6 Ao ot ik
TSR] (BASAEIE) M= AEFICS WRhERED ik, I
5P s i 2 R AT LO T, Ak A SEER AR AR S 6 4 SR T R B0 . [ PR bR
TARH LI T TR, BURmIDE S K ESS SRIESERE, \EE 5 HN:

Table 2
Polymer samples specifically prepared for the Round Robin study.

Polymer Chemical added Irritant activity of sample Identification Supplier
Polyurethane ES0A - Negative sample Polyurethane ES80A Medtronic®
One-part silicone - Negative sample 100% silicone Medtronic
Polyvinyl chloride - Negative sample Y1 NIHS"
Polyvinyl chloride Genapol X-80 (5.8%) Positive sample Y-4° NIHS
Polyvinyl chloride Genapol X-100 (4%) Positive sample PVC + 4% Genapol Arthrex”
One part silicone Heptanoic acid (25%) Positive sample Silicone + 25% Heptanoic acid Medtronic
Two part silicone Sodium dodecyl sulfate (SDS) (15%) Positive sample Silicone + 15% SDS Arthrex

* Medtronic plc, Minneapolis, MN, USA.

b National Institutes of Health Services, NIHS, Division of Medical Devices, Tokyo, Japan.

© Y-4 pellet contains 55 parts of Di (2-ethylhexyl) phthalate (DEHP), 8 parts of Epoxidized soybean oil (ESBO), and 10 parts of Genapol X-80 against 100 parts of PVC by weight.
Genapol X-80 is present at a percentage of 5.8% (Nomura et al., 2017).

4 Arthrex, Inc. Naples, FL, USA.
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