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Test method for interactions of medical devices with platelet—
Part 2. In vitro platelet activation products (B-TG, PF4 and TxB2) assay

2019-10-23 %% 2020-10-01 £ 1







YY/T 1649.2—2019

—_r

]l

][/

YY/T 1649¢ B 7 #5085 i /N AH BAE F S ) A48 LA R #8453 .

5 1 Ay ARSI T B

55 2 FAr ARSI NS 7 (B-TG  PF4 F1 TxB2 ) Al E .

AREAY R YY/T 1649 B4 2 357,

AT IR GB/T 1.1-—2009 245 Hy 09 HL )2 %,

T TR B SCOF ) B N ZS T BB B B M) o A ST 9 2 A AL A A HE TR ) 3k 6 1) 1Y B 4T

Ao i E 2 IR

ARG h A [ B ST A AR W 2 VRN AR ME AL H R 25 51 2 (SAC/TC 248)H 1,

AT o3 S B L AR A B T A AR T A 56 P L DU R A (Y I B T 2 AR AR A AR R A
),

ARy FEREN FEE LR LR BRI,



YY/T 1649.2—2019

51

][/

Xof I /I B HE O AR A VAT VR 22 T 3k L5 L TR Sl 4 B A ARORRE R B D B T B8 O 1k
S fAT B AR AL /I A 50 AR I/ ASUBORE ) 5 B B oYY /T 1649 BT 432 AR A I /1N B 3850355 4 46 14
HAREE T3 /AR GB/T 16886.4 vf BEJ7 a5 i/ #4855 /MU B AE FHE O B4R 5E

AR Sy i 8 14 B B A o /AR X T 0 AR S SRR T . Ak B/ B RIS IR L/ Al AU ) T
1 T e 2 W L /INB RS R LR I R /AR M A . YY/ T 1649 BOAS R 20 B 4 11
PRSI /IR S 7 0 88 I R 5 3%+ TSR DA 29 8 B/ PR X L /N A 7 A PO RS AR 38 A



YY/T 1649.2—2019

E 7 a5t 5 m /MR8 B 1€ Rk I8
2 BBy RSN M /N E TR
(B-TG .PF4 #1 TxB2 ) I E

1 SeHE

YY/T 1649 (AR HUE T ARSI X BT fe b/ A REEAT I8R5 P D I B27 45 /44 R 5 1
ANBCRE EL AT B AR S i/ ARG 18 5 0 o AN HESE T B A /A R 3 TR L /DN BSOR B BE AT
ERERITAN .

AR S IR A R TE TN A5 S S 0 T 7 e T R A R A AT IR

2 MetEsIAxH

THN S X T A SO R R AN ET A FLR T H A SR SO A BB IR A TS T AR S
PF o FLIRASTE H 0 511 S 5ol UAS CRLAE BT A A48 B0 500 365 T T4 A

GB/T 16886.1 BEJ7 st A=W 0P 55 1 &840 XURS A8 Hd F2 vh g 1A 5 il 5

GB/T 16886.4 BEJF &AW =I5 4 350 . 5 M0BAH B AR 56 2E %

GB/T 16886.12 EEJFERM A F AN 55 12 35 A i il 4 5 S IR R

3 REBWMENX
GB/T 16886.1.GB/T 16886.4.GB/T 16886.12 A & [ A EFI & Xid F T4 e 4.
4 #Eik

YT AR/ BRSO ML il S, IV R SR ) R R R RE A R T A A/ A R 5 | sl Y Bk
AT 375 IR 2 3 ol /N B SBURE 4 o 5 3k BECREL Bb 3 2 T v DU) 32 B B2 7 e/ MR ST I /0S4 )
AE . B LB I /N AR UKL B i T AL FE B-IML AR BR AR 1 (B-TG) L I /N 2R 4 I F (PF4) Al #2 E B2
(TxB2) %,

5 RKIGFEE (L B-TG AFD

ELISA &5 & 0 FH LR e o ik E AR A s N B-TG KF. FH4ibi) 3-TG Pk 0w i LA, il
B [ AR A B AL TP AR I B-TG, T 5 R i Ak P C(HRPYARIC A B-TG Fiik 254
T BUTAR- B 5B AR B 52 A W) - 28 1 00 I TR A S IS 4 DU R SR B R i (TMIB) B €5, TMIB 7£ HRP [if
(AL T 5 Ak ST €6 AR R (VR R 5 AL i e & I B o, B 68 A TR VR AN BE S R A B-TG 2 IEAH G,
FHBEEFRANAE 450 nm PR I 5E WO BE (OD {ED i 3 b o i 26 3R S i N B-TG R .



YY/T 1649.2—2019

6 X FnAT R

6.1 XF

6.1.1 A B-TG.PF4 Fl TxB2 ELISA {5 & . N B A 96 5 59 43 1 i #8243t O 8 0 5600
6.1.2 HrfffERPUEE A 20,
FE 1 T B Ik S MR R S A I HE P IR 2 R ORI IR AE 4 h 2 R, R
23 S e R 6 0 b B o % LR A 0
2. O T HEBR VIS 6 T8 . 7T L% e R B /N I (PRP) HEAT BB L 3 X 38 B 7 B AE

6.2 HIITE

6.2.1  BAPEXTREL M40 . & % B 2R 245 (HDPE) |,
6.2.2  FHEXT HR (B . e B AR L8 N LSS R LADP ),
6.2.3 25 [ IR CR 322 fal b1 R B I 80D
SE 1 R SR R 1 1 O A Al [ I S A UL % A P R DRI A% S T LR S B L R
{5 B % B, I B 4 R OGE L T RE VS S PFA AL TxB2 (0 BE I, 55 BB K% X5 B 9 ADP 7l B S B-TG
TR o AR T 4 e A I A X T BT X RS Ay 2 ol P 0 5 0T R 335 D O AT DA T AR 4
S 8% 25 S B 10 96 PRE B0 X IR L
2. TR, TR R 1T 0 IR 25 R T SR AR S o ERE

7 RIS A

7.1 FERRANTETELRE FRA KU BRI LB O AL K BLAE

7.2 WA . W B BRI AR T B CANBEES) , 0 £ xR 86 P AR A T, Ik, HEREGE
R N s R b B

7.3 IMBECREE. & 3.22(0.109 mol/L) ki R £ 5 2 B 50 & 225K 5k F A58 10 R i 4% .

7.4 BWEAEBEEEE) .

8 HmEHlE

] 26 A0 ity L R 8 R B A o R G R ot (e ) L 45 P47 3 7. % GB/T 16886.12 Y ZR

] AR ity KRR ity OB R B 10/ Bl DA DRAIE 0 9 B e 4 3 S IR IR A o 8 X IR IR SR AT A 3 O

S o B AL B 2 D S X /AR P S 9 SRR A L TSR A Ak H 480 GB/T 16886.12 #fe

BB i LB 1.5 A8 2.0 8 LS50 B S 388 R T SR G 4B L0 DA P Rl X 9 A T S
W5 i He

9 HBRTSR

9.1 Bk A4, Wi AR A S = R .

9.2 HEIR IR FE S L B R X R L BH M X BER X BERE S CUn ke B i AR L 4 H 7R B SR R oA &

I 28 X R A S 42 il A b %) I Y . T o 4B 7 Sl i YT PR A ) BE 81 19 0.9 Yo Sk ik i 5 R T 0 g —

AR MR, FIRFE 30 s, A MR FTEBRITA 0.9 %0 AL S . B4 F17 3 &,

9.3 ARKEAGTED CHAKBRHREZHEE (605 min, & HWFEHE K 60 r/min,

9.4 WE1hE,.BMREPMALEE N 5 mmol/L i EDTA KL LM, % 27 1.0 mL A
2



YY/T 1649.2—2019

A 0.01 mL £ EDTA (500 mmol/L) 3 ik ) 18 B A &k B,
9.5 RBRRIRAH AT BB ED — MR g s, F 1 500g B0 10 min, B EZ 200
ANAR I 3K (PPP) FH TR, Al AT AR 4 150790 6 2R il 4 AR A7 12
9.6 Hil i & U] BHETTHAE
SE MR SRR B0 T A T BSR4 0 R

10 #BRITE

101 AR IRF SR HIARME I T3 o (HRLA & R,

10.2  JHSEAAE b i /MR BORL ) 5 Y B

10.3 43503t 5 3 B IR AE S L BT BR L BH P X R L 23 ) SRR T B S CAnag 58 A9 I /N AR A50RE )
FENTIE,

10.4 B X6F 8 A 50 i v i /DN AR SR 40 I 19 5 6 5 9 o B ket R i CAn e %) 19 5 e E AT e T
20T, p<<0.05 MEALITFE XL,

10.5 I RE A | I 4 XoF FR RT I e o BR ) SF (T R DA 23 1 ) TR 0 S S B b T 6 BRRE S (I B 1Y
A, H (DI 28 P RSO0 IR S CnsE B I E 4

C :% X 100 NG D)
HHf
C—— BB i L B X 1 L B X 1R 5 2 1 0 /0] BBy s O R LB B 23 1B L D65
AU i 1 0T 1 B A Rt/ ABCRORE 49y 5 B P 4 M6
B2 A /% HEAE iy (A 43 A9 J00RE 3 11 3% 1P 2946

1N REERE

1.1 R SCHE bR AT 45 18050 B Y BE5K
11,2 R B B0 2 N T B M B, 22 5 B G832 8 L (p<<0.05)
1.3 BAPEXS B85 28 10 BOAH LG B P 40 B0V AE 80 96 ~120 0 JE I .

12 &RiThH

121 iR G222 Mr AT 45 SR PE A, g b i 7 5 25 1 ) R sl B P ) R R AT L 38, T 22 S Gt it
BG5BT A AT LR B TR R R R S5 R R R TR

12,2 QR A 3 AT S5 R VRN, IR A 5 25 X BRAR EE B9 23 FEREAE 80 96 ~ 120 Yo Y Rl A, i
RS 525 PO BAR LB A 43 B/ T 80 BUR T 120% , WM 5 2 bl 83 AT HBCA B T 0 il 56 A
mh B ZE SR AR 3Z

12.3 B AR W pE LR A RT BE Xk B 1 Mk A9 L Y80 R I/ AR AR S A . 5 A R R R S B LR P BTG
PF4 [ TxB2 HA —fh sl LA UL Y i 25k T e mT BE TS 3 1t /MR B3 98T

13 RERE

BRI E D E LT ER
a) ARXIEAE i B 5



YY/T 1649.2—2019

b)  BFIPEXF RELBH P R G R A S (A ) A A
o HWA&EFEE;

&R IR

e)  ZHRILHR;

D g R,

g)  HiRIFHr.



YY/T 1649.2—2019

2 % x #t

[1] ASTM F2888-13: Standard Test Method for Platelet Leukocyte Count—An In-Vitro Meas-
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