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T

Al

(L HMBAR)RIbrAEd AT H4K :

——YY 0286.1 — YR P FH A AL o 0 A 2

——YY 0286.2 —KHEMFEAHEEIMBRE FHEEX;

——YY 0286.3 — WK ¥ F B G RS

—YY/T 0286.4 —W¥EMEHENRMBREAMBIE;

—YY/T 0286.5 —W¥:flH MM M4SN EaAE;

——YY/T 0286.6 — Y ¥ { Fi 2 BE ot &t 895 XA 2% .

AE4HR YY/T 0286 45 4 T4y,

A4 R GB/T 1.1—2009 4 H N 2 2L,

AFA4E YY 0286.4—2006,5 YY 0286.4—2006 ., FEH REITF .

— bR M R b R PO MR

— BT RRRE, i “IDT”(FFFRH) BB “MOD” (B ECRAD ;

— TS| A (LS 2 #E,2006 4ERRAEE 2 B

— T 3 EAREME XL 3 F);

—— B T IS 4 FEARIC (2006 4ERRAGEE 4 F);

— B T B K, SRR A I1SO 8536-8 HH B B AR (I 6.11,2006 4F i f) 6.11) 5
—— BT AR BUER , I B % B BRI R 5k (L 6.14,2006 4F RREY 6.14)
—— BT 10 AR AER (L 10 £,2006 4F RS 10 T ;

— T 11 AR EER (L 11 F);

— R BR T IRB R A B A4 BRI (W 2006 4F R A4 ;

— BT A3 MRKR AL A.3,2006 4ERRE A.3),

— B T SH K.

A B4R P EH R B ORI 1S0 8536-8:2015 (E MM AS H 5 8 WA E W WMWiR & M

2.

A #4355 1SO 8536-8:2015 MIHAFAERAREZE R, ZEM & A MR B EH I TR C, 41 T HM

BERUEREHFEHEN—KE.

BT TH RBEBR.

BN T BERHER R C, 4 H T 5 1SO 8536-8:2015 AH LM AR Z R R HFREMK —KE.
WHEBA ML NAETRRY XL . AT R AP AR & HE R X 8 & 1 3THE .
Ao hERGHEBEEEBEL.

A HB 43 th 2 H B A as AR ARZ R £ (SAC/TC 106)HA,
A FB AR B AL IR A BT AR S R AR R PO RREEST S (MDA RA E R IUE R

BRI A RROARAR LHARIETREARAF WAFHELBETAMERAA.
ABHFEREANHKFERAB NER R E KM ZFKE .,

AFR 5B PR IEA R AT B R -
——YY 0286.4—2006,
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B 5 S B HE AR AR T R R NI R BESR A H 25 3R 8, AHGE B T — B RBE B T ARF BRI KR SR i %
WA (FHASBADRIGHERTTHUAE X R AEES. A TRBRSHEAREXIESH, HEE
— AR RE IR A AR E RN T MRS Rk AT RN, B (% MBS RIREN S
4B L X — AN I R AR BR B SRR AL X 26 % F S A% . W0 R IERP G V25 3R R T 2 # % M W0RR , B
[t 34T Y'Y 0286 w5 AR IE A 384 .

GB 8368 [t 5% D & H FA %4 .
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EAMER F48Bo.—REER
£ 180l i & R RS

1 EE

(& RIS ) R T bR ok M 43R 2 BLAE T JE B BE AT 4 I T 200 kPa K LATF FE g 6 48 0 0 4 B9 — WKt
fE B AS (LUT AR “Mmas ") Bk,
ZAHE433E AT 200 kPa B LA FE 7 84 4 980 80 48 B9 — UK o e 2%

2 MEHSIAXH

T3S T A SRR AT A . FLE Y B S| SCHF AU B M AR ACE T A
. LEAREH B RH, KEH A LA B8R &R TAXH.

GB/T 1962.2 WH &M HEHH AHMETHRR 60 (B HEREL F 2 B - BE&Ek
(GB/T 1962.2—2001,ISO 594-2:1998,IDT)

GB 8368 —WHMERMMaE MR (GB 8368—2005,ISO 8536-4:2004, MOD)

YY/T 0466.1 EJF##M MATEFHERFE HRICAREEENFS B1HI> . EHEX
(YY/T 0466.1—2016,1SO 15223-1.:2012,IDT)

3 REMEX

THIAREMESGERTAXH .
3.1
ZEEE filling volume
Ve
WA EATHEEREOER, EREAFEEONRE.
i RBABERTFERBOTAER,
3.2
#HFEF  bolus volume
Vs
i FEJ& B B AR B (V) 55 T8 e 7 B A9 B B AR B (Ve ) 4 L 38 Aty 4 B
i ARG BERLE 1,
3.3
P {KFL storage volume
Vs
T & B AR B, AR B R BB (VO MALFEB(Ve) ZF.
VS=VF+VB

4 FHAER

4.0 WBBAGMLBERNASBEAGHLTNE 2. /K 3 ME 4 FR, XEEGIRR T B3
1
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SEFR G ; RERABIMRIMBOR, Al R AHME W, B 3 FIRfBRasER TREABER.
WA E 4 FiRf o BAHSRFRE 3 FRKBRS, KA 2 Al RBat Sl TRERAS.
4.2 WWESNARYE, ERBASAREMHNRTEE. #EF0REFRRRHENARPE.

_ N W W

LR

1—@B#F; a——FLREB;
2—H%E; SR,
3I—HR;

B OAFER
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L) SIS
S——™”

m%:

I—REFRBRIE; 8 —Ek;

22— EF R 9 — BT
I—WERNBBMETHHSO; 10— M54

4—— W AR E N—Ah Bk
5—MWE; 12— SRR R E;
66—} 13—y ko .

T— L B AR

MR BGTUREET,

WAL IR AR T A SR, BIF AL TR . AR EBOABKAA—MH 15 pm,
¢ WUARHEH .
BT E MR B T ARA .

2 #HSAWERTH
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1— R EF R BRPE; T HE
2—MET R 8 — W E T
3— Wbkl 9§ —— A
PR—" 10— Sh B4 5 3k
[— N— A EAEEL R E;
6——Z Mt BB AR ; 12— o

WO IR AR T LAE AL, B LT A AN . AW R AR/ —MH 15 pm,
* AT RAARHE S
© B TTBE I MR B TTLIRA .

3 FHSAWMBEFTH

www . kgaw . com



YY/T 0286.4—2020

BEHA

1I—RPE; 4—KF;

22— BOF R RF R S—WERAWBHRHASO,
3—H B

* N REA AH ] 9 2 ORE , T R A AR BT,
B4 #HS|BHETG

5 ##

WS 4 T A RS RO BRI RI T 25 6 TR, MAR 5 o MO i o0 4L 4, LM
BHERLFF A5 7 A 8 A M E KR,

6 WMEEX

6.1 RRSHR

& A1 XK R, GB 8368 &M .
6.2 EEBEE

% A2 R, REFERPELAN MR EAZA/NT 15N M#HLS 15s,
6.3 it

& A3.2 1 A3.4 RREY, N X S AKMR . & A.3.3 KK H, BIEZ THA .
6.4 ShESEREK

A1 B 4 2 3k RE4F A GB/T 1962.2 fYER,
6.5 EHH&

SRR B R REATEE S . 1R AL 4 KRR, KRR R — . TSR AL T A B Sk
WA
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6.6 FilidiEaE
GB 8368 3& il .
6.7 ¥ E
GB 8368 i .
6.8 TR
GB 8368 3 i .
6.9 HSB/H
GB 8368 & i .
6.10 B4E5HE
GB 8368 & i ,
6.11 &k

b K S5B3RS X UM A B T DA IE N R IE ) A B K A R
53 51
A% 3 28 8 00 B (A9 0 B A 2R A A B 36 TR BERI AR /DT 1 500 mm,

6.12 HEETH

GB 8368 i& f .

6.13 RHPE

GB 8368 & Ml .
6.14 &R
W BAABIN % 10.20 R38R . BB & SO & I Wik B iR O 3, DL B 5% B,

7 HEEX

GB 8368 i& .

8 HWFEX

GB 8368 iEH .

9 A%

GB 8368 i& Hi.
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10 #H%¥

10.1 2n

RENAA 10.2 M1 10.3 WHlE. HAEAEERFS MR YY/T 0466.1,
. AT 1SO 7000 B4 5 2725 B A A KR IT 60 MO R AF4E , O vk R FX W I (O G e B B AR “ X X X7, R & P

RKEMYRNENLFS LEX,

10.2 HBE%
A% ERNELETIER:

a)
b)
c)
d
e)
D

g)
h)
i)

»
k)

il 5 7 42 PR L

XF A NEY;

PR A C R, SR AE KN R

i/ YY/T 0466.1 45 M EIEAF S, ns MR il 5

#E, LB (LOT)”F4T 3k, S A YY/T 0466.1 HLE R EERS;
RBHMGEEH) , M LUE Y XF RS YY/T 0466.1 S MEEHS;

o B A R B — R, SRR S5 307, sRAFF S YY/T 0466.1 ETEAF 55
UL, TR, W6 TR 5 2 v (8 A U Bt mT SR A4 IUA T 0 5
WA B B.3 #ATR . FEE TR O FE N 8o, T B N 4R R S R A
ZRRHAR,

FREF W FEp”, F K/ ZE T 8 B 3CF 5

TEM L 20 Bk 60 WMAWAKETAL0.DmL A1+£0.1)g WA,

MR RAETBRDEEAEFTAFEN/ RS FETUMLE OMD. EXMHRT, A%
FERNFERAET —BRANRRERL LTS EST.

103 HRJSHTER
REKZHRTLELNELATIER

a)
b)
c)
d
e)
D
g)

1M 4%

1l X 7 4% FR A k5

XFRANEY

#5, U“H(LOT)"F4T 3k, A YY/T 0466.1 BLE MBS
RBAWGEER), B LUE Y 3CF, R ARFA YY/T 0466.1 S MEERNS;
R, AR, E TR EE B V% (B A BT TR R LA TE 20 5
FRE S TR p”  FR/INRL 2 T A BBl 6 307 5

EAFER.

INE7E B R S h 40 R 2 IR R F A Ab B — K SRR NER .

.

“—EERAMAC R M TAEY G % A B FF 6 A B TS B G 17 R ROF
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W R A

(RRIE HE B 3R
WERR
Al RS R R
GB 8368 i& i .
A2 ERBEERR

FHER BB RS KZ — 4 15 N Bh s B AR 15 s, RRMEASRBAERZFEMMERS.
A3 R E

A3l KRG BN REARXRBE T HITREMA.
A32 HHBBESKWER, FHHEMERD,ZEUOLD CTRBESHNFEA 50 kPa S E 15 s,
HHRBHRET KT RERBA KR,
A33 HEBBALHK, SWOME, 5 MESEEEE UL CTHMES E —20 kPa, {5
15 s, RBEEH KM ARBEE.

WA A WA, ZRARIGEA TRBSRETHU LRSS XRBTH, ZRAREHT
AW .
A3.4 XTEBAR MR T B LT FEA KB ER 40 B #7200 kPa, 7 (40 1) CHHE T, #4E 15 min,
FAE T B E RO & PLHE DN FE S W & K TAEE A .

. EMMBERR T, ERSHE T, W T AR TRRR.

A4 FHERE
% GB 8368 KM E #E171X K ,{H7E 200 kPa T #47.

A5 HETEBHERERR

GB 8368 i&E H .
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W % B
(BUTEHE B R
Wi R

B.1 Hig

7% B 37 5 A 0 ) SRR T S TR o T A B AR R R R B A IR T

B2 ERARMHAE

B.2.1 RR&EKRWVy)

ERABDHABKERNAEREKR. HRSERZERAKRARKEW,
_d*Xn=

Ve 1

X 1 crecsscsscsessscsscsesescesces ( B,1 )

K.

Ve BREBRKENTRER, 200 ZEFH (mL);
d —BBAKRAR, B HEXK(cm);

I ——100 JEK M B BE , B H B K (em) .

B.2.2 AFEKRV,)

B.2.2.1 HW

{UE % BB &N 28 B (B4, AR BEJRE A0 B BE R BE B weD SR THIT ALRIMAR B B L BRI HE R
BR b , AR 4R T T A SR AR 1 SR s AL AA B (LA B.1)
FHEE23L2)C;
— AR AWK, LR AR (40+1)C;
—— WA E 200 kPa, il FE £ 4k 15 s;
— A RS A FEHRE, #l, X
— B B9 2 000 mm K B B
—XF TR B E I R T ARBAE AT,
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\C \
| —
2 000 mm

[l

Il

BBl MEAFGRMHLERE

B.2.2.2 %,
W AR EBTRIT TRBE LT

a)
b)
c)
d

e)
19

1] WA it P 8 T M LR A

{5 ) 4 6 2 PR R B HH O OB RS = B F R R REA O

W5 6 I3 F FE W B A R A iR (M)

FIIF=BRIF K, [ = BEIF R ) (R , HER R E N B EH4FF 15 s, RE XA =

BEIF K

W52 A7 FE g i R A B 60 IR B A o B ik (M2 5

M R g KEARAEBR 1 mL) IR AFEBR V), RR(B.2),
M, — M,

Vs ]

veersnenenn( B2 )

iq::

Vs R K BE AU AR R, B R ZE T (mL) ;
M, —EEAN TR, LR85 () ;

M, —HENTHBUE, BAH 5 () ;

I —EBRKERHFR.

B.2.3 WHE&ER V)

B AR BUR h BB (Ve i ERAEBR (V) iR e, R (B.3).,

Vs =V +Vs RNG - XD

Rt

Vs

AR, B B St (mL)

Ve — REEBL, BALRZEF (mL);

Vs

10

AR, B A ZEF (mL) .,
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B.3 #RiR

T I A B A P 8 0 38 7S 2 A BR L 9 Ak BT I R AR B R I R S, B SR W R Y
“VOL” (R BORB X B ARE, s TREME S RAHHER. SHOX—FEERHE 1 m KEFHK
B M, XREE TN BACHA MR T A AFRETA AR, A B2 8 THARH.
PRBUR UBLIE B ME B BE R B : 1 mL;

— BRI AR BI R .

VF

N
15 mL (40 C)/
VOL 17 mL (40 ‘C/2 bar*)

XX mL (XX C)
VOL XX mL (XX C/X bar)

* 1 bar=100 kPa

B.2 #RiARH

11
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M ® C
(B R

A4 5 150 8536-8:2015 AR EZRMERE

# C.1 A TAZNE ISO 8536-8:2015 MHARM LR EHFHE —-KE.

% C1

A& 5 150 8536-8:2015 HEARMERRE KRR

ES P
TRRT

ER#HEER

K B’

XFREHET A W4T RAEREZRHHE
VR A SR OB TSR 2 BN S| A ST, B
FEMT
—— % RR A E AR GB/T 1962.2, A% T 1SO 594-2;
— B BCR A E BRARHE R GB 8368, 0% T 1SO 8536-4;
—— %R E BRARAER) YY/T 0466.1,48% T 1SO 15223-1;
—— i B& T E B ¥ 1SO 7000, B3 2% XM+

HTRERERLCERRES —E
B (6] £ 9 U 5 B O S o 4E AR B [ B
RESREXGHRERFRE. K
TETHENLE, A WFRESH
F Brn o 45— FAH BE B9 R 3 4E AR B
REGERE, UEMHTREE

M B T X B AR E SCE T R BY YT

4 GB/T 1.1 MR, RiEME X
Mo FEYRENM R, R EER
T A B

3.1

BT ETHM, EBR T “pressure less” i) B ¥

G B A X

3.2f3.3

VT 3.2 #1 3.3 MG F

FREV: MV BRE_FEZR
Vs, BAH

6.5

T T S A T B Sk B

5 GB 8368 4 —ii2 ¥k

6.14 #110.2 1)

¥ 6.14 KB — A X B R B MR EBEN 10.20 K
“E"

AR GB/T 1.1 # K B 5% 69 )0y 1 22
R, EHEREER

10

HORBAFR RN RBEBEER)”

53R E A XS Z R E— 3

11

HH BB R

A 5 B A o, AR ME R 2 IR R
PR A0 Oh 3 4 BRSO B

A.3.3

HEARIGER THRBE RS B8 “BRBEA R
B, ZRRIGEA THBEBRRBTHU LR EEX
i oA, TR E TR A

=l o fE 3 3R O 2 O 9 4 T B4
B UG M T bR AT B

B.2.1

FHTRBDF LB

FHEXBLEBHAMKENTR
B, H 55K (B.3) o Ry LR R BLIRL (L
— 3, B

B.2.2.2

FETRB2H L MUY

A B2 AR, Edfs 7 X (B.2)
8 H MR BUR A mL, BUSU X
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(1] GB/T 16886.4 EESTAMRADEFH 5 4 M4 5 BT/ KEH (GB/T 16886.4—
2003,ISO 10993-4:2002,IDT)

(2] GB18278.1 EEJyF{REE™SHKE |HK P 1HBETFBRKELEMNIFR . HIAFEH
%1% 5K (GB 18278.1—2015,1SO 17665-1:2006,IDT)

[3] GB18279.1 EyFfREFMKE HEZLK H1HS-ETFHRKELBOITFL . HIAM
W L4 i B9 R (GB 18279.1—2015 ,1SO 11135-1:2007,IDT)

(4] GB18280.1 EEJFREMKW $HH 0180 B/7 MK ETRKIT & AN
1 R (GB 18280.1—2015,1SO 11137-1:2006,IDT)

[5] GB18280.2 EEyriffdr=M KW 4 5 2 ¥4 # K M it (GB 18280.2—2015,
ISO 11137-2:2006,IDT)

(6] YY 0585.1 HAMwmus i— K0 s X o 55 1 %45 g% (YY 0585.1—2005,
ISO 8536-9:2015,MOD)

[7] ISO 7000 Graphical symbols for use on equipment. Registered symbols

[8] EN 15986 Symbol for use in the labelling of medical devices—Requirements for labelling of
medical devices containing phthalates

[9] European Pharmacopoeia

[10] United States Pharmacopoeia

[11] Japanese Pharmacopoeia
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