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AR GB/T 1.1—2009 &M R,

HEEEXHNFEEAFTTEPEEH. X XHAZBIAARERIXEEHORE.

rEEHEFEFEMGMEEEELRREL.

EirEheHEHRGASFEABEARAZRSERB FRFEELIBEARE RS (SAC/TC 10/5C 5)
==
EirERERN . IR EFEFTFERRERF. LETETAREMT S EEFETFERERAA.
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ERNEBRR

1 EHE

AnERETERABHBAR(LUTRRERABBFONE L EXRRNENARXETE.

A HETE A T BE ST M 4P PR T 6 R RO (B 308 X el SRR R 5 5 R TR R O W K SR BE AR S Y B
5,

ERABAREIEREDIERE . CRRENGRERAR: R RENRAETR Y —KEEH
4.
EHREAERATUTRE.
—%ITHTEHREXVAENEE(PIMEEDEHE);
— B ESFRE,

— AT MBESEF R
— R & R 7R B A8 EUs PR B A B9 7% 5
—NRBENEAREEROERLBEER.

2 WMBESIAXHE

THRXHNFEXHFONHARLATALN. AREBBHOSIAXH UEAPNEFERTEREX
#. LEAEB NS I AXH REFEE(EERMA B EHTEIHE.

GB/T 1962.1—2015 ¥ . FHHEAHMETFSER X (BREEEL F1HL EHEX

GB/T 1962.2—2001 ¥ 43 FHHRAMBETHFRO(BROEEEL F2Ho . HEHEk

GB 9706.1—2007 EHABRSEE FH1WL . KL EHER

GB 9706.27—2005 EFHBSEE H2-40 B4 . BBEFENRBAEHRETLEHER

GB/T 14233.1—2008 EMBE. BN . XHBARRIE 182> .ESFFFE

GB/T 14233.2—2005 EMABH. B0 FHBARRFE F28B> - 4APERRFE

GB/T 14710—2009 EH®BEFBFRREREALRFIE

GB/T 16886 (FRA M) EITHREYEFH

YY 0286.1—2007 EHBEE B 13Ho.— KA S SRS RS

YY 0451—2010 —XkHEFAERIBERE EEXKD

YY 0505—2012 EAABESEE FH 122 .ZELBEAER HIEE . AEKE ERAER

YY 0709—2009 EAHBESEE F1-8HL . XLEAHAER HIHFE. EHER.EFABRSKR
ENEABKEAEPTREREHMANIER

YY 0770.1—2009 EHA®.EHEAIEHAE F1#Ho.HRIEBHE

3 AEREX

GB 9706.27—2005 R ZEM LR THIAREMENLNEATEXE. P TETERH.UTEENHT
GB 9706.27—2005 R X ERFBHME N,
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3.1
WMAFE infusion pump
AT R EENEEREFNRAREEAANBAREN RE.
[GB 9706.27—2005, % ¥ 2.101]
3.2
FERIWAER infusion pump for ambulatory use

ATERBESRIFETTHBREEZEB|FHERE.
[GB 9706.27—2005, % X 2.109]

3.3
ERXEWAEFR electrical infusion pump for ambulatory use

HE RSN ERARAR.
3.4

Bzh3E W drive unit

B RS ANEESREEI R TR ERENRE,
3.5

PR E restoration set

ERARBFEPCFBRENRE.
3.6

MiT¥ 2 administration set

Mt SR EHREEHRERANER.
[GB 9706.27—2005, & X 2.112]

3.7
#/A  bolus

5 B (B) R R B BUAR BB R
(GB 9706.27—2005, & X 2.119]

3.8
BEBEBH patient controlled analgesia; PCA

BREFDNEIBRFEMOMBREEZARNEAERNFESRENLDRRAOLE.
3.9

B fR# M chronological infusion
R 15 8 8 KA R o) B 69 24 3 W% SR 43 Bed 458 i s 0 o B X i .

4 BARER
4.1 WHIHREER
4.1.1 5

ERAWARI RN EAEDS, VMBS, TR LGRS, XFMIRC R E WA .
4.1.2 REER

ERIABRES RISV ER . ESEEABTEERAR.
413 WBEERE

4.1.3.1 FEBBSXNTFHRBEEERENET 10%.
2
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4132 AARFBHESB(PCA/ANBREANERABAREREENSRARERENAKT
+10% ; A Qe B (] =) R 9K BERL AR F 10 s,
4.1.33 RANESARANERARBRE > EBEREMMET L10%,

414 BEEEH MEFHEBEFEOARNE

4.1.4.1 B WBH 2R ) 1R W W (E AT A RE AL SO R AL L R AR T 120 %,
4.1.4.2  PH 23R W b 2 BT M B B (8] R A K F ) i 7 B PSR AEL
4143 EBRABRRESTETRHEITHAFRFREN ~EXNANBNARTHERSFRE.

4.1.5 H&ETERE

ERAWBEREPETEAN NEPRFEEF TS hRECERETERERS WRE
PRE B AT E]

42 HMEMRBEXR
4.2, EBABBRNESLCIUTREFLE , FUEARERE MWK (R|HFHMH BT L)
W -

a) HMAERRT . SHEREREIEEEEFLWAFTRERFE.

b) #MHEM:REFASFIEBLLER, TN LUEERARAFTOIIREHREUENNERE
5 8.

¢ WHEE - SBRRERENIIHRERFRENLAREHFL.

d ZHEEA:
D EXRAWBAREUAHUEZSBAREFEAENE: BRAFSTIEEI, A EZSHEAAKE

HERE;

2) WAZAEMEARERR, HRMNIBRERTPIAZTANNAREFEEFFLEBR.

e EHEERERF B REREREENEENSBERS TERRREBEN N ARF
HR.

422 ERAFARNBRETHEEZNAET 45 dB(A).

43 —XRHERBIHER

43.1 BEHRE

43.1.1 EHHE
EREWAELEBOBROAFAFNAR—TEANLHRNRE.

4.3.1.2 sk

B e R i 9 B 3k b R 71 (B o e Rk

MREA . MBEOMELNEZAAXANEEREEL.

ERABAERLSAMETFSREMAEAREEANTAELNFES GB/T 1962.1—2015 B
GB/T 1962.2—200189 %K,

4.3.1.3 B

REBUEEBRNERABR/PTREFT S pm B A I8 25, o 38 28 XF B FLBL T 69 28 BR 5L A /b

F90%.
3



YY/T 1469—2016

43.1.4 %%

ERABRARERNCREEAREEROMRES AN, FRHOERRGNERAMER L. X
BESWREETMZIEERENMERR 15 NHBSHN 15 s,

43.1.5 EHEEX
EHEBEENCBCREN T RESBEN ARFRARDMSEATEHRER.
43.1.6 WMETH
M Y'Y 0451—2010 hf# A sRFH T EHT RN, 5 REBUA KT 90,
43.1.7 ERRExERER
MALFEREROIFHER.
43.1.8 HEARER
08 VR B0 2 W0 TR B AR O A KT i 3 v Y S BR AL
43.2 H{R1EHe
4.3.2.1 ERYR
REBSTARHEETERABER(c (KMn0O,)=0.002 mol/LIM&ER2ZENM At 2.0 mL,
4322 &MEF

MARFRESEEEEAASHYH T EN , BRETHN.5.8. 8. 90 E3EA
Mg 1 pg/mL, @S EMAET 0.1 pg/mL,
RERBEANE AN ABETRBERE p(Pb* ) =1 pg/mL MFRHEN BB,

4323 EBWNE

¥ A EAL MR HERE W[ c (NaOH) =0.01 mol/L]ek#kBARE W [c (HCD =0.01 mol/LI#ER,
{i£ 18 78 TR ZE K G BT TG AL /T — R PR MERT BURL A & 1.0 mL,

4324 ERRE
REREMERMA R 2 mg.
4325 RHNBRE
# 220 nm~360 nm WEAHATTRE, BRI RIMRIECENAKXT 0.3,
43.26 HEZHZEER
HELHEBEEBRNMA KT 10 pg/g.
433 ZE5XTRAR

5HREMSBOFTARINUEX - TRIATIHXELR, LXEALHRRBEN B A B— K
e

i : GB/T 14233.2—2005 ME T XEN LR E . BZFEF A TIEX KEA O KEHR.
4
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4.3.4 =E=WFERH
S5HBE BTG AMA N GB/T 16886 X4 #1744 W#EH.
44 REERXR

4.4 ERWBFENOLLBEAERMNAE GB 9706.1—2007 FHME .

442 FEHRABBFENEEREEEHERMAS YY 0505—2012 HHE.

443 [FEAMEBEENBRERESENTFS YY 0709—2009 M E,HP YY 0709—2009 a3 204 #
®HAHE1,

® 1 WEHWESKRORNIE

| FHE ft
l BB E) 150 Hz~3 000 Hz
' FE 300 Hz~4 000 Hz 2 (8] i il 3 4> It 3 B
Bk p 5 B R B (6] (24)
mitsc® 75 ms~200 ms
o E4E e 125 ms~250 ms
£ Fot @ (e,) t: B 10%~20%
FRERS " () tet,—t,
o WP RO A SN T Bk r R ALY 1S dBRREA.
R ES.

444 ERRBBENLLEHERMHS GB 9706.27—2005 F M E .
4.5 FHARER

FERXBBEROFEERE R GB/T 14710—2009 S5 1 A MPLRIFHE 1 4 A K ) 1 i 6
HE TR

S RERE

5.1 HB&KH

5.1.1 KB REE.5 C~40 C,
5.1.2 HBAMHEXEE 204~90%.,

5.2 WHMMENE
5.2.1 HARE

i EMAEECRER, KARNAE 4.1.1 9K,
522 RREXRER

B EFRELUEBEN, KERMTFR 4.1.2 BHEK,
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523 WHERELR
523.1 BEMARERNELRIN

HRE 1 TRERERYS . AN ERZA =K HAEREF— T RBELAERETHR.
BREBBENREL>HN BB E . PE(HFAEHA ) MB/NAE, RREE T NN 24 hREZTH
P — ¢ 2 B B 7 40 e 18] r B2 A R B ()

M
ERER /

MK

‘ EUT —e _l..._

——L—

0.000 0 g

BFRF

T ﬁ

Bl ERAWERTERR

i EMANAEYRDEBEEEE 1 mL/hUT R FENBEAEMATRERE TR®AO R, M EMABE
EER . FRRFXFHBELE.

a) FHRE Q(mL/MHMEREXRK(D.

60(W, — W
o = SOW, — W)

TXd

(1)

AH
W, —iARETR T SR BER, 8 0T (2);
W, LR BE T FFaed e B R , B4 A5 (g)
T —aHAM, 2455 (min);
d —KB®ERE 0 Cr 0.998 g/mL).,

b) FHHEERE A HIHTRRK(2).

Q—r

r

A= X 100% NE—————

A

y

BUE W , ALY ZE T B /PN (mL/h) .
FHRERENTA 4.1.3.1 HEK.

5.23.2 PCAAT BB REREZNAEEERNERRE

Al AREE.FASTXREFA=ZEK . FLRF—-TREAIOSRTRETER. B
EEFUE, RER/D PCACGUHD B WORA Y ZEF, mL) 217K [PCA L)) 2 BE 8 £ | K

Ql.EZME 54/ PCAREXR W, (:=1,2,-,20) B AR ,iTH PCAGLM) B FHREM PCA
6
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(AFDWRERERE.
a) PCACALADBBSRAMHRITR
FH PCARERBAXRLAK(3):
::W"
W= % % 3 =(3)
AP
d— KB H¥EE 20 Chf 0.998 g/mL).
BEABRRERAARK():

A= W;W X 100% sesesssescsssesssssesssssesces( 4 )
BREFEPCAALID B (AW ERRE)AMBRKPCALIBREELR. HERMFTE
4.1.3.3 HER,

b) PCACGUIR) % ¥ 3 BE o 0 1k 1
HF—B PCAGLADBBREE Q. ‘A RA(S):
60 X W,
Qi:z.-}{d’ e
A
W, — 84 PCARNBER, R I();
t; —/A PCA Byzfrat(E, ALK 4 (min) ;
d —IKEFHE (20 CH} 0.998 g/mL),
T ¥ BOE BE A9 {E WX (6) -
Q = E;’Qi .............................. ( 6)
REHRSEEEAME, LK.
A _Q ; Q X 100% ctssesessssnsssssnsssssnsesses( 7 )

BEPE PCALMEE (B EFMNE)MBE/NDNPCAALTAEEEE LR, HERNFTS
4,1,3.2 R,

5.2.3.3 MRBEEWHERE

- Al AEKERE, AT ERZEA=ZEK HAEEXEF - ITREAIHRRTRATIR, &
EFEEEB ¢y oo ot WBEE vy RSN EERORBERERE.
A EERERELRLA (S,
_60(W, —W,)
t;, Xd

Q: »+( 8)

A

W.,— K ¢, SROBER, RO (2);
W,— R ¢, FFRATHOBRER, B8O (2);
t; B— 1R E, B84 (min);

d —— K898 EF (20 CHY 0.998 g/mL),
*tﬂﬁﬁﬂiﬁ E; Hﬁlﬁﬁ 1.m-ﬁ(9) :

.A-.‘=

Q; —r;

r;

% 100 % cessssssscassnsssenssssnssssns( 9 )
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AP
ro— 8B R B A B B, B D EFH /B (mL/h)
HERMFFA 4.1.3.3 HER,

524 HEEN.MERERALANELE

RENMGRBEEZER P HEH2HEBRYE. BWBAFERNFLUPEZFTALF 5 min, HERS
BRAHBEO, CRBEHITEAONE,FERFHICRENRAORE. TR SWERREZNRERT
BfEAENERE . HERMFTS 4.1.3.1~4.1.3.2 HER,

EARFR

o~

EEER

WS E O o

st Eh R

[ ] M |

o1 —\ "\
Elﬁ\lﬁi‘k ]"_"'[

EH2 HEEARAARSRTE

HEREERBREE, UEXFHRENTAEIFARNOAGTHAHEREEHOANR Y, HE
BNAFE 4.1.3.3 EXR,

wMmES

-.__Xl_.x.n
Y= g (10 )

AP

X, FHERSW KX FORKRES~HE;

X, FHEE DR E X FRHRERRE;
d —KBEY®BE (20 Cof 0.998 g/mL).,

525 EZT{EMERXE

EEREFRBRERZE REBBENRENPE(HPERFAD) BB RAFEEIHERERER
FEAE LA WBCR A TAER B AT A 4.1.4 B9ER,

53 HFEEREXRER
5.3.1 EWERXBA X
53.1.' BEREN

ERFRATRZE AMEHREENEARIYRREMLE BERENTE(HPEFRE), 55
WHEREIEBERRE, HERNFTS 4.2.10 R,

5.3.1.2 HWHEMEN

AR FESBRENEDINAFEDWER, NARETE, RERNTE 4.2.1D)HEXR,
g
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5.3.1.3 WRBHEEEN

HENEBRREEZTERD . HEEH 2HEBRYE. BAIBMBEFLUPEZETALF 5 min, ES
BREMHBEO,BERENERE . HERNMAFS 4.2.100ER,

53.1.4 SERAHEW

BEHIEZSHEANRERENESER MREATZSRMEREFERE . NBERETE, HZ
SRMBERM - EROT SN, N YREHLPEF B, HERNFE 4.2.1)HFER.

53.15 EHEEZEHRF

B REESERSTIAERNESRBHLUEASRASER TR ENREREXRMETAS
4.2.1e) B9 E K,

532 EMAWAFTNRFETEELERR

ERABREANFRHETAHBHFAREP . ATFRHELT 15 o RE, FRBFFRNESET

FRMMAESES®10dBA), MEERSBBEFEN.E. £ 8. L5510 FRE I mygSEEH, HER
RIFFS 4.2.2 HESR,

54 —XHEERABIAKE
5.4.1 Bk
5.4.1.1 #&#%

L3 THIERE HIT.

a) BEEEAGHKARODLOAER, #7414 RGN 1 m 84k (BRIEH & 5 AR E)
POk T A AR (B >600 kg/m*) , 5 — W84 181 77 1) Bk 3% (50 B B& B — 3 7K 32 o
i) B W 1 ) Bk ¥

b) # YY 0451—2010 # 6.6 R A E#IT R, NS 4.3.1.1 #HE.

5.4.1.2 8k

#: 5 GB/T 1962.1—2015 5% GB/T 1962.2—2001 fER#THRE, NAF4S 4.3.1.2 HER,
5.4.1.3 IR=H

B YY 0770.1—2009 5% YY 0286.1—2007 My h iR, NS 4.3.1.3 HEXK,

54.1.4 Wk

SRR SRR 15 N ARSN 15 s, NFA 4.3.1.4 B3R,
54.1.5 EEER

i 35 BRI AE LA K B MR RE, R AP A 4.3.1.5 BER,
5.4.1.6 KSRk

AR YY 0451—2010 i A g9 R T EHETIKE, NAFS 4.3.1.6 KHER.,
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5.4.1.7 &R
FIEBEEPRAGRKERO K, N EE NS, KERNAFS 4.3.1.7 HER.
54.1.8 HHRER

CHREENCREROARZRERN ICBRERBEGHRERB L, HERNMFT S 4.3.1.8 8
BR.

5.4.2 JLPiERE
5.4.2.1~5.4.2.5 (R M B &1 M GB/T 14233.1—2008 f9% 1 h“F 8 5”89 .
5.4.2.1 EFRYHK
¥ GB/T 14233.1—2008 # 5.2.2 M@ # TR, NAFE 4.3.2.1 HER,
5422 EREBF
# GB/T 14233.1—2008 & 5.6.1 MEH TR, MNAF R 4.3.2.2 HEKR,
5.4.2.3 MWE
# GB/T 14233.1—2008 # 5.4.2 MEHITHR, NF A 4.3.2.3 HER,
5424 RERE
# GB/T 14233.1—2008 i HLE #H 17K, M AF & 4.3.2.4 EK,
5.4.2.5 MRIIMNBKE
#% GB/T 14233.1—2008 L #4758 , N FF & 4.3.2.5 HEK,
5426 HEZREER
MR E FREBURE S, #% GB/T 14233.1—2008 F#LE #H1TK, MAF S 4.3.2.6 BHER.,
543 XWS5EXRAR
# M GB/T 14233.2—2005 M E#HTRE.
54.4 SWEFH
# GB/T 16886 # X & 4 # 17 £ WF ¥ 4.
55 &R

55.1 FHABBENLTLSEHERMNER GB 9706.1—2007 P M EHTRR, HERNTFS 4.4.1
R,

55.2 ERAHBENEBESHNIER YY 0505—2012 fl GB 9706.27—2005 4 36 & a9 & o
TR, HERNMAS 4.4.2 HEK.

55.3 FEANBEENREAEEENERB YY 0709—2009 BE 1 P EHTRE, HERNTE
443 HER,

5.5.4 FERIABBRENTLEHERMNER GB 9706.27—2005 PR EHAFRE, HE RN TS
10
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4.4.4 BHER,
5.6 FIRBENR

EHA BB FERFRERER GB/T 14710—2009 RS4RI 1T 4HMULBEF 5 [ 4 LA B il i 8§ 89
MEHRTHRE.

11
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M R A
(FEEHR)
SHMEHRM

Al BM

A.1.1 5 GB 9706.27—2005 g9 X &

GB 9706.27—2005 RRBEMNELZLETHFE, METRBRENEEL L2 MELER, O EEFHE
BEEEKEZ—. GB 9706.27—2005 PRENWBRLITHOFMEEL , A R B 60 85T A in
FHEAMREERARTEFEEZR BRFHEHIFEN SR T2 SAFEPH Y ERLBRED
TEMERASEE T REER,

GB 9706.27—2005 % S0 R TABEEREAME T AR I L, FRIABARNO T HE, AN
WBOR LR — B EOR . 7R A HR o P 4 ORE BE 6 0 4 E 60l R AL R SR T B K6 4R

GB 9706.27—2005 A —&iEtn AME T W ERMNEMILXHFPE ARSI, WHEEE S
W HESENURBRUEAFREFENZTHES, XBESHVYERBREERN B2, ALE
EXRFETRAHRFRHSENEFUALERABRRTELHOER.

AHREZN—TEARRNERARKENORERFTRL T REER. B T4 GB 9706.27—
2005 7 51.106 = Wy 70 o] $ 48 W P B o 8 8 =X 4 MOR 7T DA B A AT O 4R, 1B R 7 ik DK 6 A o n R E X
WARAFETAREREARULDFMOBRESRRN . FELZ2AR, BRERK T EREMAT
A bR, I B & A6 &Y TEC 60601-2-24 P REMEITHIT TSI A,

A.1.2 5YY0451—2010 f X ®

YY 0451—2010 B X FEREH MW —RKEFEHERABRAREORENTLFEE Q3 THEH
B —XKEFERASSOYE L2 SPFHEHER. RE YY 04512010 5EGFEF TR BB RE
BAR,.BRAGEFAZENEREHIBRAE—RBRAA - XKEEANEBREEREBR)SHEERK,
HEH AR HERHMZAL, FTUARGRE - KEFE ARSI EREERXZSRT YY 0451—2010 fl &,
A HEEEARMBRERE SEHEHNERSE T GB 83685.YY 0585.1 & YY 0286.4 XM R
HiT TR M.

A2 HEPREFRRASHE RN

1 BH

AHEMNENESENRERATETARETATRRRNER/IMAAOERLWBR, mAMBER
MERARBER, ORGRRUSLBATERADSBNESAWBR b TR E B 7 A RENR
ERE.AMAFIRENABARLIEFFEREA.

413 BEEWYKE

YY 0451—2010 PRI BB EMNERE LIS, MREHBARSZERHAELBEESERTEE

METR, MARETXAME. 88 XH 8R4 S IE PR A2 F AR 8 AR o B ARG 80M , # % 2k JR R
12
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A, 104 MBRERBETERZNRE,

PCA LR 46 O FE 16 R Ae 0K . 0 0 9 B B B[] ) G b s o 52 Y, B B ) G 5 R — ML #E O~
100 min, EREEATLUABRENHE, SRBAATRESRE EREFNERRAELIO RS
.

4141 HEEANWNE

ENERFEARREE TR RAEEORE, —RE 2N~ ANUARHEXELFRSEX
R . RAMERE . R RS A TA D=1 m W REFE . SRR S R E RO AL ENE
SHRER.
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