ICS 11.040.01
C 30

YY

th 4 A B 2t 0 [E] B 2517 Al £7 o

[T

YY/T 1292.3—2016

EfreasiAEENLZ TSR E

%385 . —REBEMLRR

Test for reproductive/developmental toxicity of medical devices—
Part 3: One-generation reproductive toxicity test

2016-01-26 &% 2017-01-01 3£ H&




YY/T 1292.3—2016

][

Bl

YY/T 1292¢ B J7 f il A= 78 A g B d MR 08 ) 20 = A3 40

— 55 1 W4y IR e i

— 5 2 A IR K R

— 5 3By — AR EE M A .

AREA A YY/T 1292 Y45 3 35,

A DG At T T 1 BT A B A RN 2 M ke A A R A i bR

AR A4 R GB/T 1.1-—2009 25 M o 80 00 e 25,

KIS % T OECD 415-—1983(— QA 7l 5 M50 ) IF 45 5 B 7 25 080/ A4 RE 11 B 45 o 1 SE i
R

TR B AR SCOF ) BB A RT BBV B % R . AR SOOI 2 A ARG AR 7 FE TR 1 5k 26 4 R 1) TR AT

ASHR A3 H G 2 A R R AR

AR A 4 [ BE YT R ARAE W 2F AN B AL H R 25 51 4 (SAC/TC 248) 4,

AR 43 B . ] SRR 24 A TR T BT RS MO A W A 0 s LRI B T A RS
b,

ASHR AR RN X HE E E ORRAE CEE XISE L R



YY/T 1292.3—2016

51

][

GB/T 16886.3 45 MK M WS AE AE B AR B B I Ik v &6 ES R EA N
COECD) (k2 il 6 B ) b B0 18 53 o (R 3 6 Jy 2 A Xof A o 140 AR P o 17 [0 sF oA 45 1 1 4
(R 6 25 B DR IS 3 BT 92 1 T B 7 2 0/ M R R . Y'Y/ T 1292 AR #5402 B OECD 415 iK%
J7 95 W FEAR JEE ], 5 MR A B 7 25/ 4R R P X R 5 D R R AT Tl M B B T A G 2 TR
AIYEN GB/T 16886.3 Hi A5 Fll & & 5 PR IR 56 P 19 — 00 07 i pm o

BT 45 08/ A1 R 0 A2 BE R R B FE PRV RE X N R T o F A RS, R IR R AT i B T
RS E AT UE I BRI AR . GB/T 16886.3 W EFE T 41 B 7 # b/ 4 Bk, 78 Bk = HE R A JE R & & 5
PE RS TE 5 1155 00T, % % SR IEA T A 5 AN & B IR

a) BT A RE S A B R G s G O L) T H2 4 I SR 12 fid A 28 A T W e mT 90 D8 0 S A e

WEHL B A 5

b)  ff e EEIT AR I

AR 43 SR VT J5— 3 50 A 5 T e A R 2 R M AR b BR TR L R R L S AT O L A2
28 Ay LR B A — B R AR At T A 0 R i A 2 A R R R A A B R AR
fit 422 FET- 36 AT Ry BRI R B IS 00 B2 48 B . AR B o0 AN T 0 A 1 0 T A e I DR A
SEA I H AR ST W AR A2 25 TR B0 B i i AT B I

1 T 32 2R 50 R b A DA SR 8 Ty i DA S T T R B B R FE A R R AT AR BB A iR K 22 AT N A
537% )& GB/T 16886.1 Fl GB/T 16886.18 %K . N 7E T B 7 a0 FH g | e — 426 5 5 1 JRURS: 1)
Sl b o TR W P T LRI

X T R M 8 T 90 U B O B g L A SR RN L AR R A A 5 T AT T 43 RIS R B L Bk
RTS8 T 43 389 T — AR A B R I 6 B e R AT T 42 57 1 A 2 R
WS PEA S o a0 — XA 78 B e 1 XU € i HE B 0 JE 75 PR AT i 0



YY/T 1292.3—2016

ErS#SmMEEMLESHRE
FI3#My . —REBESHLR

1 SEHE
YY/T 1292 BRI 45 T ST 80/ AR — QA SR M0 7 1
2 MEMESIAXH

IS X T A SR R R AT LR A 51 SO AR BB AR A 58 AR S
P LI ANTE B 51 S H Sl UAS CRL 4% BT A A48 e ) 365 T A S

GB/T 16886.1 BIF &A= 0P 55 1 &840 KU 48 Bk 72 b 19 PEAN 53058 (GB/T 16886.1—
2011,1SO 10993-1:2009,1DT)

GB/T 16886.2  EEJ7 w4 W 2= 1F 0 %8 2 & 4r: 3h W) A Bl 5K (GB/T 16886.2—2011,
1SO 10993-2:2006,IDT)

GB/T 16886.3 [EJF 28 M A= W ¢ ¥ EM 45 3 ¥ 4. w8t % 35 k. 80 1k F A 5 2 1E iR R
(GB/T 16886.3—2008, 1SO 10993-3:2003,IDT)

GB/T 16886.12 [EJ7 WA 9220 58 12 34 AR dh il 4 5 2 B AR &L (GB/T 16886.12—
2005,1SO 10993-12:2002,IDT)

3 RIFBMENX

GB/T 16886.1.GB/T 16886.3 il GB/T 16886.12 L5 WA TE & Xid F T A SC .
4 FEEE

S R A AR W R A TR R R O ARG AR
5 RIEIE

B A R 2 B 56 3 9 45 7 0 e 700 o B0 I A . O B T Fﬁjf%ré TS R 5 R
TR EIER, Y EEERNATIRERELITFELEE - TR EWE TR ONKY
56 d, REKZ 70 D, ﬁTﬁ%miZiﬁgﬁ#&Nﬁ%Jﬁ,ﬂﬁ%ﬁM’ﬁﬁﬁ%ﬁ%ﬁéﬁ%ﬁté’ﬁﬁ%ﬂa‘l‘aﬂﬁi&

FLAE DA~ T2 B0 A A 0L SRR K s 5 T8 . 5 JE 01 18] Wi 14501 4 3l 49 AR 205 1 XS A it o A e R 0 R
FL R4 TS

6 KWWY
6-1 '%‘)I-!IJ

FI A 1) 3 1 3 8 A 2 ) 5 IA AT HILRA L 9 T 45 5 552 56 %5 50 W) A M) A A P ik B A S 6 8 N AT

1





