ICS 11.040.01
. Y Y

197

hee A\ REF1EEZH 1T #RA

YY/T 0870.2—2019
8 YY/T 0870.2—2013

Illlv

EfreemBEEESERNE £289:
s 5 e 2L 30 40 21 e 3 R R i 32 I 0

Test for genotoxicity of medical devices—
Part 2.In vitro mammalian chromosome aberration test

2019-05-31 %% 2020-06-01 2

X ERGSUESER £ %



YY/T 0870.2—2019

T

Al

YY/T 08704 BE¥7 25 st A et 3050 ) B 7 5 #8202l «
—— 55 1 34 AT [ B R AR
—— % 2 F4 AR ST 2L 3h ) A6 B B 0 AR AR IR
——58 3 4 AR B A0 AT B9 TK S B R K5
—— 55 4 ¥4 THEL S B B AL A M O R
—— 3 5 T4 LS B R A A R
A4 R YY/T 0870 M55 2 34>,
AFRAHE GB/T 1.1—2009 £t fgH0 M A2 2,
AIARE YY/T 0870.2—2013( By St (B R0 56 2 ¥ 47 (RSP 2L 30 4 40 i e (A oy
AR ), 5 YY/T 0870.2—2013 Al tb . (4w i MG B EEEARBLIT
—— BT AR AR A O 3.1 Y B R T B (W, 3.2) s B B SRR (UL 3.3) s e B (A T 2 A
(ML 3.6) ;3848 (L 3.8) ;5 p53 MRZA (JL 3.11) 5 #8 4T 40 i 6 +< 8 (UL 3.12) ; 48 X B 44 i 494 4
(W, 3.13) ;S8 FFA% (L 3.14) S0 B EH (W 3.15) s RALFEX HRCIL 3.17);
— AT X S9 AR (RS 5 ED;
—— BRI T MR AR BB (SR 6 3 ;
—— RN T R RE S R TR AT R B M R (LR 8 B
——HE T P B AR R (I 9.2);
—— 3T IS 5 4 R BT O s L 10,105
AT SEIRERE S (I 10.6);
— TP SR AR 10.7)
Mg TR HESEARMET (W 12,105
— AN T “PH R AR (L 12.2.1) 5
—— B T “BAPERI W ERE (L 12.2.2) 5
— R T G RERT( 12.2.3),
HIEEA I AT RER . A AR RE IR RS LR FTE.
AER A 2 R SRR,
AF a2 HEST S HAEYFITMAREL DA Z RS (SAC/TC 248)HO.,
AT A R BT LR AR BT ZR M A BB R TR R0 PO DR A (I 1 BE T A% AR 0 04 R A R R
B,
AW FEEEAN . TEE EWN . EW.BE. A5
A ER S AR HE R BT R AR R A T L
——YY/T 0870.2—2013,



YY/T 0870.2—2019

i

51

GB/T 16886.3 i th iRt AR EY RN AL TS AL FEIES ERHAL (OECD) &
Aif WA 2 G R )b M B D s (R I e T TR R R S R R E N BRI
TE R AGE B T E TS/ B . YY/T 0870 £ 8 OECD 56 7 e 5 A RN , R4 E
AR/ B R R0 B AT TE M B MU TR IR B A R, T /E O GB/T 16886.3
S BRI O B 4 T AR HE

YY/T 0870 #iA#4r£ i OECD 473(2016) ik, FE B SR RUHE L R G E O T W R4l 5
B g7 A% b/ A1 o5 B R AP 2 43 SR BEL BT 5 CAn B R AL ZE BBk Al e DR AT AL ER, ST X b T £ 45
4V 18 9 T L 30 ) 2 T 1 B £ 4 R AR 6 HE AT AT L TR R IR A R TE O BORT AR P

AFRA B B BN T R BT 2/ AR B B R s W A e A R B R R R R R
Je RS R W AL T RER YA S AL, BN e R BU RN e R SRR, X TEST MR/ MBS B RNFHLEY
K, Z S R E R AE (BT R P B AR R R . (RS R AR R T AT B A
(EIEZAEHDEE G, S5 A 5 H AR R USRS FIEE AR MW S AT 5 7R 40865 3 T 40
B M AR . AR T AR IR A AN T DU R A A A R LA R B AR B H W AR . AR 4 TR B4 A Ab
BHERMEARSE ., HE XML REAETSERWMA MY ENERL. EESEEEH pH. B
1 R A2 B R KO R M T B B R PR R

AP EACESIWARER ALY RIEWEAMEN. RIELRE D EBREE(EE
e R BB A AT B KRR EFRGANEE. B BRNA NWEIETERE DTSR,
BFETEAE L fE R ey, B R T p53 RE A& EED B E M . DNA B A (8 h Mk (i 34 5 A2
MEFRRE R . B, A ER 2 160 (il FH 5 B 25 5 3 e R R i 4 e 0 00 4% 4 A D 00 D R
(i A



YY/T 0870.2—2019

ErssmiEfeEsting £ 258
N By d R N R e

1 EHE

YY/T 0870 HAHR S BLRE T BE 4T AR 8/ B 4 U £ 5t 3L 50 400 A0 0 ek i A2 3 08 D7 2k
A HR 43 18 T3 0 R AR T A 24 535 v ) 5l ) 20 G A €0 A 1R DL AT 0 A R PR A LG A
P RO B AR 1 Y IR e T
SE Ve DA R G RSN 2L S M Am 2 AR R IR T, YY/T 0127.18,
TE 2. R A 0 1 R L 5 L e €5 A SR T 5 T A 43 P M R AT 4T B AR R AT
ik,

2 MmHESIAXH

TH S T A SCH IR R OARE R, AR B B85 0 0E B B R AE T4 X
. LR B A5 M RE TR (R RE BB &R TAXHE,

GB/T 16886.1 EJFEHRMAEWFIEN £ 1 o XEEHEL RS KIEN 5E%

GB/T 16886.3 [EJFfsmAYFIEM 53 8o - dfhdd BUREREH B RE

GB/T 16886.12 EjFastiEWF i 58 12 Mo HAH & 55 ReRE

3 AREFEMEX

GB/T 16886.1.GB/T 16886.3 F GB/T 16886.12 # & i LI B T FIA M & SCE A T A,
3.1

JEEZER  aneuploidy

IE 7 ZAF A (B ) Yo fa i B /b a8 i — Rk 2 &, AR 2B E Ak (A [ E .
3.2

S BEEHE  chromatid break

Hem AR B AN TR SR, P — AR W] B AN X R e LA,
3.3

REBHEAK  chromatid gap

BAReO A FIRB TR, ERENT RO AR ERE. KpaEaERan
R BN .
3.4

MEmBKAET  chromatid-type aberration

RH Yo T S o e R R T S A R R R S R .
3.5

FEEMEBIT  chromosome-type aberration

F BN P 2% B {0 PR FE A [RI0L 0 B BT 4 T 38 E O I (R S M 4
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3.6
SEMEETEA  clastogen
EART B8 5 | 40 ) A A 0 e s A 5 4 R A Y 0 R
3.7
#ZHRESH endoreduplication
DNA Ziilly SR MRZEREHAFT LR MHBI - SHMIR HERERAEAST
4,8,16, Y fa HLlR,
3.8
22T  mutagenic

TE 2 R B (0 (R 45 1 G (0

T

3.9

s

= —— ——
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S———— _‘:-%%-,n-'ﬁ-.. —— =

—

3.14

S9 &% S9 liver¥fia
9 000g B.LERIFFSI%
3.15
SOREW S mix
S9 S AAUHBHE M T L HF ME B E T RREY .
3.16
ZEHIBEE  structural aberration
O T AT 3 40 43 28 b B G Y (R R R B, R AR TR LIS B LR
3.17
FAMFERFEE  untreated controls
Fe 2 4h ¥ (BE BRI AL i th TR AR A B H 5 B 100 ol i HE R YT MRS R 5 7Y .
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4 FTEigE

B LIRS CO, Biars EIRAWRAR BB B D RS E R K RES,

5 BHRZ . EFRMEF

HIHEIRBAELRLGE N SORAE, SO M SORAMMHE S LM T A WAE R KNG .
B SR AIAN S TR B s HE il B KT R
V- TEYH AR TR AR O BB B S R A R B R LR — S SR

6 KR

TG P A4 40 S AR D P 2 U 40 B (CCHL) o B LN LA (CHOD 45, #E#F ik CHL. E {1
FIE IR R GER AR BAWN 520C0, BFRAE 37 CORERMERARMER. H
W A RS (R B H MR PR S R AR TS R Ok S A B A . 4RI B T A R R R
TRAF . S50 % E I 4 M AR SR 0 O e L 4 ) B B IR, O 5 8 JF A 3R A9 B M R A — B
O R AR R TR A0 V79 TS SRR 5 A A e B A 3L 300 4 R o A 4 R
X F3 B HEAT S

2. SRR AN, 7 R AT A 1L T B A P R AR T A A A NN 0 L AT A
NS FEL I L B 4R (2 18 % ~35 %) TRIRAR S T L 1 A EL IO o kst £ e ) B (A
R0 BB AT AR RS A IS B R A SRR L — B EARIR B R R AR DR A
R I 64 4 B B AR A

FE 30 ol T TP 0 0 A SRR SR AT 6 RO 5 g R O R ) A TR SRR A
o A0 L 1 SR R 0D » A6 P2 00 L R (R B8 0 T IR IO R O o T P 4 20 A B R O R
1448 L 7 o i 0 R B 30 8 R TR 26 (107 22 50 0K 48 h I AR A D) o S e 4 I 25 A Bk AT
B, {0 A EIER & M IR,

7 IR E

7.1 #BEXTHE

5 I B A it AU SR Al Y ST A 4 BB SR R AT §E 7 iR KR, BRI IR K HE 4R 121 C 30 min,
ERHTRMAN 160 C 2 h,

7.2 WEHRETER
T B R AE TG T R A & B R LA P AT,

8 HamHl&

HARSE GB/T 16886.12 9 L ] #5038 #E . LR I BOFp 5 70 B 48, #HE 5 0.9 90 S04k b i 5 9 (ki B
MLV 44 O 55 5 380 A LA E HE AR A B AR A T . B AR A B AN L 52 v 4 56 ) F AT, 491 20m o A A M A I
IR B A, SRR A S RN IR R RS . AR &l RE X A R g i R
7= A FE MRV FH B, B 2R AT T 56 St i 8 38 B A e TBOR B

1. 190 10993-3:2014 ffF A P AR M ETHRERET A B.CIHBERR S E. T&EHH.
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10.2  #EEfb4ha

10.2.1 RESAEHEMAENXRBEELRE) MRBPEHSE CCRBERER . 5& 10.2.2~
10.2.4 #4E,
10.2.2 ¥ —EWENARERTREFLOR N, BT CO, B3R5 AT, MU0 M2 SR H 40 3 %0 8
HERRE.
10.2.3 W &5 5% MO 5 549 55 37 180 7640 %0 80A FOR 725 00 40 1 o i A 36 3 % BR o L SO TR & W O
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10.3 UERMmBE S50 5

2R 35 mm B FEMARI AR HEFER AR S BT .

a)  HAL: R O BV TH Ak 20 I L R A0 O A A S A I T B 40 B SR A R R B L TR
S IEABLERLL 200 g B0 5 min~7 min, F = FHR;

by ARZ . HA 0.075 mol/L fAMMEM 5 mL~7 mL, AR EHAORBEREHBITIRES KA 37 C
KRR B AR 10 min~20 min,fIA 1 mL~2 mL FER(FE+HkEEBE R 3+DIES. U
200 g B L 5 min~7 min, 3= FIEH;

¢) [EE:MA 5 mL~7 mL [# &%, BAEEE 10 min~20 min, IJ 200 g B5.0» 5 min~7 min, 3
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FHAAERST T, 0 X B3 lsher KAl 4 5 8 045 R FEAT ST A0 3, DIDPOT i 3 2 il Y
B A .
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121 AIEZRE

A AR ERET LT
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BEREERENRES TR MAN —RGERRD .
12.2 & REh
12.2.1 FHEEHETIRAE

IR LT B A B AT SZATHE L0 AT B A e S B A 4 CR AT RSN T R G0 A
2 fuh 2 (TR ACHBHR L R 50D TP AT — N0 S 65 SR WA A B 0 A DR
SR AR B, e 0 PR AR SR AE R T b B MO 5 AR A 2 R R I, 2 A Y
FR) e T2 6% E W o A5 TP A 4 7 5 8] A S Y 1 i 5
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M R A
(R RO
SOFMSIERERBE

Al KERRFS9 &

AT RN AE SD B Wistar KE .2 5~6 AR, HERMECLZN - EERHSFES.
didpdsdi REREREEHAELLZE, BX 1K, d FIEH 30 mg/kg;ds dy ody BRI E K60 mg/ke.
dy F dy FEIE S B R AR A 2RI, 8K 1 K, Bk &R 80 me/ke.,

S 3R £ % (Aroclor 1254) 4§ Aroclor 1254 %5 T 5 K3 &, ¥ B 2 200 mg/mL, #:500 mg/kg (AT

BRE—RE A,

A2 55 KHBSI KA M A FEsh Yy, 7T FF B . 20 mL B % & 4 CH9 0.15 mol/L S H R
AT T B 5 /DO A BRI I AR SRS B, BUL FFAERRE S, 0.15 mol/L /LA B WS
MR LU B 25 RE A R OB B M . B RFGEE) M 0.1 mol/L AL E R 3 mL,
i W AR FE A DK FH TR B9 70 B AT, ZE 35 B8 57 3 48 (KT 4 000 r/min, A& 1 min~2 min) , 5
YA H 4R (20 000 r/min, 1 min) HFIIFER. U EBEFEBRLHARHBL LA O,
A3 B SRAEMRIEO C~1 O ®mEE0H 1, L9 000 g B0 10 min, B H E 75 BRI
S9 .
Al4 SOHIRE.£2LrE NEEASR. SEAREATEEAET 410 mg, S REEEY GFA
FDEEHEDFEREEGRE, AXETEERAFRERLH T  BEH 2 Ll £4, ARELTRKELRE
—80 CIRRRAE . RAF At —4F,

A2 SOEEHEBET

A.2.1 0.4 mol/L SUAbBE (MegCL OB PRI 3.8 g, IIZRMK M HEE 100 mL, KR . 4 CRIAF.
A.2.2 1.65 mol/L S48 (KCD M FRIX 12.3 g, INZR WK MR 100 mL. KWMEIEW ., 4 CREF.
A.2.3 0.2 mol/L BiPRELZE i (pH 7.4) , & 500 mL H LT B4 1

BimE A 41 (Na, HPO, ) (14.2 g/500 mL) 440 mL

Bl — E g (NaH, PO, - H,0)(13.8 g/500 mL) 60 mL

¥ pH % 7.4,0.103 MPa 20 min KGR EH. 4 CHETF.
A2.4 HEE- 11 CRACED S MERR AR U BE- 1, FA JC 13 75 18 /K i AR BC A A 0.025 mol/L M, RIR AR
H(—20 CHUTF).
A.2.5 % HE-6-BE RGN Eh T B AR BT A -6 B R g ik, A T T A 1R /K B R IRC i AR 0.05 mol/LL KR
TRAEC—20 CRITF),

A3 10% S9R&#E

4 10 mL B RLUF R E R
BEBR EL 28 7P (0.2 mol/L, pH 7.4) 6.0 mL
A AL W (1.65 mol/L) 0.2 mL

S ALEEE W (0.4 mol/L) 0.2 mL
10
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iEE- 1 7 W (0.025 mol/L) 1.6 mL
B S9 w 1.0 mL

e R e E T AC . RS BIKIE TR R
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M & B
(RRHERR)
i 7 A0 b 7R o
B.1 WEIEENR

NaCl 8.5g

KCl 0.2 g
BERRE 41 (Na, HPO, - 12H,0) 285 g
iR — & % (KH. PO, 0.27 g

T 1000 mL 288Kk, pH 4 6.8,0.103 MPa 20 min K eiEw. ¢ CIRT7E.
B.2 Giemsa {§&H&

I Giemsa JU¥} 3.8 g . B sk, /8 W BEOFEE , B0 FF B 28 375 ml, I A5 M0 125 mL 4§
HMl, T 37 CIRAERIR 48 h, M B 45 Sh Bk & 1 A ~2 R & A,

B.3 Giemsa [ A

Bl mL & MA 10 mL pH 6.8 BEEs 28 mf, s F et 9L .

B.4 EEH#&

FEECHTal) : sk GriraD Ll 3+ 1IRA G A B .

B.5 —HEIH(DMSO)

S,

12
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2 % X #

[1] YY/To0127.16 OEEFIMBAEDFEIEM P 2 Aoi. Bk WAL W uiEs o
% b A 1

(2] ISO 10993-3:2014 By 2RMAEY R4 58 3 B040 - 8005 Pk  BOme PE AL AR 7 B 1 1R

[3] OECD 473(2016) {A& 4L 3h % 40 Mo 4 6o 04 i A8 5040
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