ICS 11.040.01
CCS C 30 YY

e A\ RHEFOIEEZH 1T FRIAE

<N

1

YY/T 1911—2023

= 7 &x t R i 08 77 A

Test method of coagulation for medical devices

2023-09-05 £ 75 2024-09-15 SCjE




YY/T 1911—2023

T

B

AR GB/T 1.1 2020 AR #EfL TAE S 45 1 3843 - Hm v Ak SO F 465 g s S A0 0 ) ) 8
RE,

HHEEA TR AETTREY KL H . AR EAHEAERIRS LR #5FIE.

AXHHERYHEEEERED.

A SO R 4 [ BRI AR A W F T AR AL E R Z B4 (SAC/TC 248)H A,

A SO BB L L R AR BT AR AR AN 2 R R BT ST BE VLR BT AR R I BT SR BT AR
R R M A 36 T I i 245 5 G B 9 e (ORI T 9 A ARG 0 R )

A EFEREAFEE . EHYP Ml TR EINE. TR 300 R R,



YY/T 1911—2023

5l

I

YO s A S ¢ VF 20 69 1 06 40 TR M B R F GE AR HE . A SO 1 5 LV fik 4 B T A/ B R B0 AR S i A
#hFE o HAbBE I 5 Tk 280 A AR LT A

GB/T 16886.4—2022 f gy i 1 55 Il 1 432 fish B9 B2 977 7% A/ A4 Rk gk Il 1 6B 48 A M i 36 0 Bk A9 3k 6
RERIR I8 7k, TTAE A GB/T 16886.4—2022 rf 4 F B 1 1K 36 75 ¥ (WL GB/T 16886.4—2022 & 2)



YY/T 1911—2023

= 7 sa 4 ¢ I IR 06 77 7%

1 SEHE

AR SO R T 5 LB Ak ) S 5T AR/ B R B0 AR MR I X 5 T ¥
R SCASE T BE ST A AR/ 4 R 100 BE A AU

2 MEMSIAXH

T3 SC A4 Y P 8 e SO AR B 1R T A R AR SR AR T A Sk ak . Horb, i H B 5] SC
4, A3z B 30X W A AR AS B B T AR SCHR s AN B IR0 5] SO, s # AR (R 38 T A e sy S 1 T
A,

GB/T 16886.4 Ey7 a8 A Y2 FH 20 4 34 5 M0 AH BAFE A il g %

GB/T 16886.12 [EJr#mAEYFITH & 12 Moy FEAGI & 5 S B E

3 RIBFMEX
GB/T 16886.4 Fl GB/T 16886.12 Htif I ARIE I X iE FH T A 304,
4 BER

A e 2 T -5 L 903 T BT A U O O . S 0 O L T N R] (PTT) 5 6 2 0 A P YR 5 O
B ST R B O v T O AL 3 AT A RE 5 B A B/ R Rl I S 4 3 O I 9 PR [R] . 5 )
HE 5 M0 A PTT 4 48 2 W A U501 05 1 308 6 ) 90T

ML 72 S5 1L 368 BB BTG U o 3 T 5 (RS O 2 O O A S Y B I -0 B U Al R S ) (T AT L ABE il g
JEURE A o 58 1 Tl 24 ) B AR AR AL B (FLL2) FEF4E 3R 11 B A (FPA) 25 7K B9 T 57 » 3 i I 1 53 S8 98 4
T LA VBT 5 11 308 B R PO R 5 IR T ik DL SR AL

5 WXt R

51 Z=ZEMR
23 L3R, 5 IR o R G Al X B G AR ) 0 8%
5.2 PHMEXR
AT BB R . e 6 LAt BH P o R, B8 R REAT IR EE .
5.3 MR
HEHEEHEEER LS. iR BT B B FAE AT IR .
5.4 B EWxtRaEm(AERE

B ARG PR R AR S A AR, HE MR S KA E 2 E g0 T i BE
1



YY/T 1911—2023

g1y 8

6 EEMHFMIKKHFR

TRVE T8 IR VB U AL BB I AT A A PR A 0 58 9 I R 4R s i (R M D 2%

7 WBENREEE

7.1 @
B SEHE A AL 2 AE AR e L b 2h ) 1l 3, BN S B AT
HE . R — e YR I 3 A A TS I NAES ik S Mg 37 47 303

=)

(

{
|
A
\
|
|
Wi
)
i
I'(

\ "A

i
W

)

[o¢]
b3
0

w
\‘.‘\\A\

0
0
\\\
\
W

|
\
|

(i = & LB, TATRE
Rl - =

] B 5 KR B M
A,

Fi 452 A SRR B 10 97 44 % PR

S, R
b= I P SRS g M6 cm?®/mL AT RTEEHM .. _HEF) )T A B S b S 18 n B il [z N X
il et 2 3 HM, U 6 coldE ) 1. 9fcm?® /mL) Hl 2.0 f£(12 cm?/mL) .
HE /S Be 1 8 S IR I PR iR 2% A 1 I Y80/ A IRAR B AR A B B . %7

9 RBIH

9.1 REmAESH

9.1.1 FTFFEE M43 AL H A ZE 4> 10 min,

9.1.2 MR BEIL A AT A B FE & G FOAH AR .

9.1.3  AENBENE T & i R B AR N A P R E R E R S B B IS . BT (37 DCEH.
9.1.4 4% 0.025 mol/L & 4k45 (CaCl, , 43 Hr 4t v W » S M L T E R .

9.2 PITHRE

9.2.1 XM AMF CaCl, W E T (37+ 1) CHiHk,
2



9.2.2 KMy, e 15 s,
9.2.3

YY/T 1911—2023

#® 100 pL M3 ZHHE SE P (I3 AR (371D CF4 60 s, HEREAZATM,

9.2.4 HEF/ANRNETMA 100 pL B SR BBERR, T4 2 min 83625 BR . S 9% A5 6 4 AT 22

R,
9.2.5 WHALE . BARMNEFIA 100 pL BHE 0.025 mol/L CaCl, % .
9.2.6 ¥ I 4 HT SIS HUHE il B ] (B & 5 min) , I LARD N BALALIE %

. T2 H BB N HY,9.2.1.9.2.3~9.2.6 H B 1T,

10 ZRitHE
10.1  FESH ORI RE 5
{E AR AEZE .

10.2 #KX(DIHHHSE

A
C 3|
=

'/
!
0.:'
M
i
\;fo
Wi

’2
A
W
\
i
N

\
!
!
|

(7
o
“
{0
)
9

T
es
oE
Y v
Sl
W
)

()

)
fﬁ

Yof

=
=N

-

i = §

)

(TR
Q)
\
§\

)

sod o

\ ;%;;

{ il
",
i
ol
Wy
-

&
B W MO \ 22222
) WI (I((ﬁl “\\\\s \\\\\‘1 ST
522 NN ALY SSsso
22 22 %% W AU SS oo
=== e W S==-
5 o ) W ¢ SSSSSa
T e P T e S )
"R tE N LA ==
e, 0 &‘g SRS S ————
e 2$ e e T e e
e U, A P oS
S e
S S e s e e s e e o o e e o]
e e e e

12 ZHRAE

121 Bl

SN >80% ., {H
<60 % 2 IA] 1 &
ST B I ER, )

BUIRAE i 15 25 11X BRAH L B E 43 LR =80 26, QNS A8 I ¥ Bl P, U A5 L T X RS A ] ) EL S B

T RE I A5 AR/ BB TR T RER IR R e 2 A X
122 FITZESH

5 R 73 L BEAT G5 RPN A S Ak L, W) R B 25 FR R F R 24 20 A BEAT AT 4 o 0 AT O ek TSR A O 22

2387, @ Tukey 8% Newman-Keuls ¥,

TRBGRE i 5 23 1 R S X BRAR B, 2R P<<0.05, MAh 2R BA ST E .
SRR B R S 2 O PR/ SRS X B R RG22 = WA S sl A i i
A SRR IR A B G5 2R A5 25 ke B B M  BR R B R, R A S 2 R KRR & S T R

AR (8] (9 LB B T 4 R IR AR AR/ AR TR T RE BRI R B R A X



YY/T 1911—2023

13 RERE

BB A P R B R AU B
IR 4 TR LR T LS
R R0 0 I ) 070 5

R S5 PRI 5
R R
— R

g5,



YY/T 1911—2023

B ® A
(BERH
TAT X3¢ 7%

A . 1 IE\ m\l}

TAT.F1.2 Al FPA %4845 9 U 5 B 77 2R F ELISA U5 , A M 5% L TAT b 6l 8E47 #58 , F1.2 Al
FPA (0 5& 7] 2 BRAH %

A2 HEIR
A2.1 Z=AXMR
25 1A 1L, 5 B B0 RR 5 b e 6 A [ 1 22 5
A2.2 FAMXR
WO Bk . e B PR X BR , BN A AT IR E .
A23 BHEXR
WA AR EEROE . WA X B H IS H BT IRE .
A2.4 B LW RS (TEE

Bt AORHRI R R S X R AR L, HE BN SRS KM AN Z 2B E AT E
Ig )

A3 FEMFMAERR
IR FEIR VESOAL BE AR AN AR TR SH B0 0 L BCR SR B i i (RN M D %,
A4 HBENEHEF
A4 MW
WA AN 2 M AF R A BT, A06E 3 1 B G B AT IREE
A42 £mEl&

RBEFEERS, 8Tk ERASEH.
- B0 B RS X LV L Y Ak S ) 0 o AR S L kAT AR B

A5 HREHE

¥ GB/T 16886.12 YR il & RE S o IR RE S L 25 1 X BR L BH o X B L 9 ek %) B L L T X B 8 AR
(IS , 5 FATED 3 4, WRFESE RV HEFEGH 3 ERMABIMAITRES S &, T, F178
A 1 &S

A MBEFRE T MAZERE AT, & B, B4R BT /N3, R 5 1056 A R B K b
Hefh , N % R R SE %A B 58 10 2 T CAn o R B D 2

BRERXEEFTGTEDTKIFEF,60 r/min FRGFE (1+0.Dh,



YY/T 1911—2023

BER R L BRI IR A BIR A0 I B 2 150 vk s B B i rh 4k S VKOs L IR A RS RS 1 7R v N B 40 7
=
a o V8
E MBS T B 6 cm® /mL TR RE TR . TR 00 300 BB 1 4 1 i B 1M S B X
256 A R (0 AR A, A ok L BB 2@ B, 40 6 em®/mL 8 1.5 4% (9 em?®/mL) 1 2.0 % (12 cm?®/mL),
i 2. SRR WG PR 6 FH 451050 17 A0 58, 7T BE A RE o 1 s e I PR S Hh & A 10 LY/ RS AR AR EAE RO MR .
SR JHASTHUNG PR A58 FH i H: b B ot ¥ 7 8 5 A7 3% 24900 2 540 EL 451 i LA 56 1 O el 3k B

A6 RBRTE
A6.1 REEAS

BUREE 521,848 2 000g B0 10 min 3K45 12 M3, GENR S5 & Tk LIRESH . RERHE
# TAT &,

A.6.2 #ill TAT
A.6.2.1 FRAA UL B HAITIMK B TAT SERKN,
i AREESEPRTEO , TT BB T BB R IR G AT OE M R

A6.2.2 MIGENSLEREHIRWEML HE 7 EMBA LR T ER. RN ERNEHER,
A6.23 HHEEA TATHEE.

A7 ZERiHE
A7 IEEHDRIRE S 2 CXF R CBH X R LB X B LB LT BR AR AR (an e B U e g5 SR K F
YIEMRHEE
A7.2 #HAADHESEONEHE W
C :% X 100% B (. W D)
A
C —— B0 & B XS BR B XS IR B B L T X BR R AR (AN 36 86 S 3{E 5 25 [ X4 BROE B AH H By
HAH;
A B0 RE & | FH P X BRI e X B sl 2 L i X B AR AR (AN B S 514H

B It T
A8 RBEREKM

FHPEXT BB & B T 25 X IR, B2 R B g 8 L (P<0.05),
1 X B 2 ke R L B 4 U AE 80 96 ~ 120 Y5 I .

A9 HERHZE
A9.1 HHaLt

I FE S 5 28 1% BEAE LA B 2 B R AE 80 %6 ~120 %6 3 BBl Y W AS #E M Y0 B P, T 55 b i ke R 28 A
Z B B EL A Bl T R iR AR PR/ B R TR T BB R R 2 AR .

A9.2 FHItFESH

A S b AT 45 SR P B BBl L, o] [ B 2% B8R FH ST S e T AT IR . AT TR AT SR A O 22
Z387, 40 Tukey B{ Newman-Keuls ¥,
6



YY/T 1911—2023

BB RE A 5 28 X R ER X B A L, an 2R P <<0.05, MAh 2R B A G it E X,

AR R i 5 28 X BEOR/ SR BAE XT B 2 (R TR i o 22 5 WA Dl R o i

IR R A S SR 5 2 A A B AR T, ER A G it ¥ 22 R, MR AE & 5 i xd
el [A] B HL A Bl T 0 5 X B A A/ A R 7 T BE B e R R R 452

A0 HERE

REHRAETMNETTIEER:

—— R A AR LA S R
——FE i RN B X R & T

— R A A A TR

— R R;

— & RiFH;

m—




(AN

o NR M EEZ
T W #x
BE ¥7 25 M EE I 3K 38 7 5%
YY/T 1911—2023
%
o AR AE O #E R & AT
J6 50T 8 B X A P A7 2 5-(100029)
JE AT P IR X = Bt 16 5 (100045)

R ik www.spc.net.cn
4% . (010)68533533 & 470> :(010)51780238
B R %8 .(010)68523946
o R AR AE R A 2R 2 BN ER R
& 1T AR B R &4
%

JFA 880X1230 1/16 Epik 0.75 F¥ 21 TF
2023 4E 9 A4S —AR 2023 4F 9 H 4 — K ENR

P 155066 « 2-37385  EAT 24.00 TG

- MEMNEZEE BEAMEZTHOIRAR
[m]% 1 RINER BULR
BrA— TS 23R 815 :(010)68510107

YY/T 1911—2023



