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B B

APRHER ARG GB 11244 200( EAH N RE R B ERAER )X YY 91028—1999¢ & 4 | W4k
RIHETHBIT.

AR YY 91028—1999¢ £ 48 4L & ).

APES YY 91028—199 MEEEF N WM TEMAKBINEYHEHEER.

FIrENBESE LR HRAT GB 9706. 1 2007¢ ERABSRE £ 184.8HELERE
GB 9706. 19—2000( EFHH & B2HIT - ARERELLLHER),

AR IE LR IFT GB/T 14710 19 ERAE SR EHBEERAMZR HIE).

FARMERI P R A AL HERT R,

FHREH2EAXNFEFNAEXENURRELBERZASCERAX¥ANBLIEREZR S
(SAC/TC 103/SC DH#EEHHE,

AEREXGREEEERAMNETFSREREBBE P LAFTREZE,

AWM EREEN BRI T8 . BE k. HBER, D8,
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G FHEERNTE
1 S
AVREMET A LM AR A K AR RAER BB RRAN 7R A%,
EHRLEHER,

AEERTAHAELHAEASRARI R, ZRAV AU E. B. T EHRE. 2H R
JrA.

2 MEHsSIAXH

TR P EFETEREMSI ATRIEIRENER. AR ESNSI BXH,. KHBEFRE
MBMRACAREEENRRN NS B ITRSARE R TR, 2810, 35 BB R A4 b5 M 8 i L B & 7 BF 58
EEMHEAXECHMRFTEA. ARATERBENS HXG, AR REE B TARE.

GB/T 191—2008 fuX%:fif= @R #R&(ISO 780.:1997,MOD)

GB 9706.1—2007 ERAESA®RE % 18O @HALLERJEC 60601-1:1988,IDT)

GB 9706.19—2000 ERHSKEE FZ2HT - AHEERSGELSTHER(dt IEC 60601-2-18:
1996)

GB/T 16886.5-—2003 Efr#M4EPEier 25 Ha . E/rmRELER R (SO 10993-5:1999,
IDT)

GB/T 16886.10—2005 EF#MAEHFFH F1O0HT . M¥SEENEHEENER
(ISO 10993-10,:2002,IDT)

GB/T 14233.1—1998 EMASHR.BOEHSEARRIE T 180 ¥ FE
GB/T 147101993 EFHSE&HFHERRILR

3 ok

3.1 #% EREAEARSER A VATRA AW AMNRE =R/,
3.2 AETTHAEERREEESRESIMNERTRAGE 1AL,

*®1
W B & ¥
THERE/mm 600~1 300
L0 . E R/ mm <#11
FHREIHE/mm | <#11
il .2/ mm | =>$2
Rk A B SV /mm <#11
5H/C) | b 21505 F . =90
wEm/ O =80

AL KHASHRAENSE L HHEARERLLNERS S . EREHLMA KT #14 mm,
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4 EEX

4.1 R&£4Et
1.1 SEFHLCEREENBARRESAMERREABLIFSHEBESTEPER . KEEARAER
MEFESE2ZHE.

*x 2
5B X B
HROEE . E5) FEEH SHAETALEY
BB (pHD SHEERREM pHZEH2.0MF
HeRETRE <5.0 pg/mL
EEREEREY K SRERRMEMERZEN 2.0 mL U
%R RE <2.0 mg

4.1.2 A2 IHERERENEARZEOSARNIERNRESSNEDHBEHELARSLUTER.
a) MWEMBRTERN;
b) MAEEEI&EFRMN;
c) B JC%e BRI SR .
4.1.3 FHELENFTS:
a) FEEANNSNER.TR.SEFNEETE. CRE BEIES;
b) LkmBARAKERIRANFE LB . THERNEERENE . ERFHEKE.
4.2 REREHE
421 XZRHKEEXER
HERGENERIERENN, AEATRE BEAMEEANNIAR. AEZSTHEANA LW
B BE . SEANME.EAKLEHEY.
4.2.2 HH
4.2.2.1 EHBHH
HEHOE AR REAENRE B AR A REAGN ERRE.EABKEAGA K
S0 MBI BERN S5, AERGH L EEN EXTAR R, AHSFNEER 1 HAZE.

HTHRREAAASCHTE LHLEARE, MM OFH0NE Q& MR K- £ AL
E: DRRSEREEE MM MIBESARE,

I ULKYSEER

ERRE s IRE AHHEU,
630" <25%
30°<é<50° <35%
50°< 8 <45% ‘ )

4.2.2.2 XEREPE—FURER

SETHAEERNEENCREREHEUEBAERER. S THELHAERER . XAEOEE
EHAFTS Dy B - FEXRUYEEHXAUHESREREYYEEZ L.

NN LR EARNPEYEROLERL L. ZERIOCEENAZHNA
AFa .

O EEERBRENAEZOCERTEAL R,
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0.003 X L » tan®W',
DH - ﬁr f-l-l-liil-lnliil--l-tiiilltiit#lllill-'*'{ 1 }

Et*:
L— % EBHENDEREE cd/m*;
W, —BRRKHEREA
¢ —— 14 | 1k 3E P9 B A Y E B Im,
4,23 $3=E
e B AR TF 3.51 lp/mmERM/EH .,
4.2.4 UEWAY
HENMERSTEENADT L3 B, MY 30N TReE.
4.2.5 HAREREFNETLEY
ENGERHEMN OUANMEKAEETF IR EN4EASHS: ERNGERETER 50X 58
HEABET 0B, HABE I HEU LN LEGES . HEHLBARET 2 4.
4.2.6 WHH
Wim N SR B L REMNARMECRE /T 807 , HEMRMER10%.
4.2.7 HARRRE
WEREBVEAS/NT 3 mm~100 mm,
4.3 EXK.BZESRE
4,31 K ESMNEH. EAKB, NEEMEYES O FE, X KERE/NT 40 mL/min, ETERE
/NF 800 mL/min,
4.3.2 HAKXRREHANTSI AW, KFERR.
4.3.3 EAESFENEREL NRGEY, FHRF AMERAKRIAR.
4.4 W5|.HERS
4.4.1 WMESINGE. S FRACDANAN ARNEREGOBRE. RBHRERN, B3k EMES|
FRHLAL A R B R BT EL SR
4.4.2 B[ EAE/PF 400 mL/min.
4.4.3 WE[FARBSAM, XFERAR.
4.5 BR1QY RS
4,51 HHRAFRARAEN, NEERE, XN RHRRFERR.
5.2 TAGEVANESETFR AETSHAEREE ARWSATRHEBEDRE.
5.3 MUFET ARG i B AR, TR H | B IS T A0 BR A 2 Sk sm T RO EHHE O
5.4 BAKXPHBRBMEN-1020(ERAID,
.6 EHMERE
6.1 HHEFNEARERERA KD, AR 22 kPa Ei# 3 min TTARTBIAKEERD.
6.2 HEFHAEAREE 10 C~40 CREMBEAMA. RFEFHREANMEARIREELT
FEERNENTEE.
4.7 ERGHES
4.7.1 AHEEFHAENSESHNRFEDSEEN NESRE . EHAN, CIMIRAR.
4.7.2 FELAEEEL . BEANERY BERFFARIMAMBIER LTE.
4.8 #id
4.8.1 ZEEHE ERMAFKERIC, R0 R 0k DL B .
4.8.2 WBERELFHEFEEIC.WE L FANEER S, LB R T MEE LY.

4
4
4
4
4
4
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H 1
4.8.3 FAFRELAARET AFRCANFROBES A SHTHLAFEUTHRE .

a) WA 2FARFRMTHMIBLTETEN, XM THL A 890 = (4D, 8 B FE (a3
P MxF A'J5 6 OB BT &), 91 B'J7 [ (11 F ) 3545 5

M 2
b) WHA 3 FRFRAG HIMEZR, BN FHL A FHGRE) .8 CHEshh, T A'H
] OB ) . 8 C o m (A 3h1E,

4.9 Rtz

FEFIHEEARBERTRENFS THER.

a) THEKE.+10%;

b) L¥GEWEIIE.+5%, FRAH:

c) EREIIEL:-+104, FTHRAH;

d) BA#AFIIE . ABRTES E#HFERGEABRREHR .
4.10 BR2

S8 FHAENEERSELMNAS GB 9706. 1—2007 & GB 9706. 19—2000 =3k ,
411 HiELR

g% FHAEARERNRIKRNAS GB/T 147101993 fHE# [ HER,

5 HERAE

5.1 HE FEAENEHENFEABEINIFREDHEERE,
51,1 HELHAEASENBABRERANERITHY R . R 15 g £RMIB. MEREH . EYH
150 mL 7K A ¥ 30 min /5, M/KEB] 150 mL, R ARK. B 15 g BE, HREFERERRE, B4

4
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Fi 150 mL B7K, fEfR LG MK .
A1 SARGHREE ) 8 GB/T 14233.1—1998 5. 1 MEM F EHT . NS 4 L1 HHAE.
1.2 BRBERF(pH) .#% GB/T 14233.1 1998 1 5. 4 Sl EM N ERT NEFS 4. 1. 1 HHE.
1.3 HESBELSE . # GB/T 14233.1—1998 1 5.6 T M A EFHIT NFS 4. 1.1 BHHELE.
1.4 BEMEEEYE 5 GB/T 14233.1—1998 f 5. 2 MERFEHT RMFS 4. 1.1 FHE.
1.5 BEWRE . GB/T14233.1 1998 5. s MEWHFEHT TS 4. 1.1 HHAE.
2 HHEEHAGEANENBABREROIEYHESEER .

a) #RIFEYEIRE.#% GB/T 16886.5—2003 HHMEM HE#T  NFE 4. 1. 200 HHE;

b) BEHEEFMAR % GB/T 16886. 10—2005 ME W FEHIT NS 4. 1. 2b) I E ;

¢) FERBIKE . GB/T 16886. 10—2005 MEM FEHFT . NAFE 4. L. 20HHRE,
52 LBAAMFEBRRN, NS 4.8 1HHE.
5.3 #fERHNT k.
5.3.1 BEARE MEARR.BREARXRENEMEFEITA .- MEHNEA, EZZ0E =K,
RHEYHEH, NAFE 4.2.6 WELE.

1 2

oo
e = T~ B

—®Iig M,
1— M 3%
e—MENF FRERAE.
B 4
5.3.2 %5¥iR% WMEASHAETELHEARRLRTEESE. BEWREXSE RS REyHRE
THERL=10 mm)4tEE WT 1005 FHER 5 SEFEEE,LL 220 V/15 W gHUTHE 8 B
RRBERGPL, N BN RERE AP a7 W ReOE, NG 4. 2.3 MILE.

! -

w,

[
- - — ——— 1
F 1N s
1 ﬁ 3

1—FA BT M
2—— 3 B M B AR ;
I—MEKE
I— T{EEER .

5
5.3.3 AFERSHLERE EHRMERE KoK &SR NEEFIRE:
a) WFERGMAS 4.2.1 WHE;
b) AR BEBTLE, MR 4. 2.5 AR
o) HMEHAERLTEMAFG 4.8.2 FIRE.
5.3.4 MERRER WHELHABEASKEES. AV ARESHNEYZANER, YERE
4.2.7 MEW 2 B Bet, W B H MELIBEH M b H B AN 1. 2 mm BILR 2%,
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5.3.5 HERR
5.3.5.1 HHFH#ALAR
FE 30080 U PR B — N B4 3R, 47 4 0 B P9 SR Y IR B O R A O AR TRE ST B B , B RE
B B AEBNAKTFRARERMN 10%.
FREHME, REHEOERMAKRT 0ONRFHFEEN 1/10,
MEEREHAEOFESHECESNFTERGUMES.
EHBRRBEABEAEE - TEEIEE.EARADT SO mm, ZEET/EEMEMTFEH LRE 2W B
90 Y5 X RE 44 ¥R 57 » FiE IR BE i B M S b AT 2 A9 U IE 38 6 1 R BEAEL
FEMESHC RN E, E. .E; EHEH5EHAK @O,
max(‘E‘- —E;)

2> E/4

UL —_— x lﬂﬂ% iliiiiiiiiiiiliiiiliilill-l-itti‘ii( 2 )

R, EBEN1,2,3,4,

HERNRAL4.2.2.1 HAE.
5.3.5.2 AREABHE —FARNAERER
5.3.5.2.1 #&ERIT:

a) XEMFEE ATXBRIE EHAHARE;

b) #AuEHRE. BEEHAETMER AR, HOLEFEN SHE M4 EHAEARE

WM AHEN. FAEE B . AYOHMAKRT W, ZBEHEREmES, XEMAMN
YEak ;

¢) BEFH,.%4 IB/T 7403—1994 FE M — R B H;

d) JtHEBRHFICRE WKV BB,

e) SRR.&#EAPHEEAKXTF 0.5 mm;

£ WMMBEESE. WEAKXTHMARENHEWRSA.
5.3.5.2.2 IFMAGERIMT:

a) MAFHLIEHAEEBERALT 1 IxH;

b) HRERBHRENEFRTFERELASEE BEBEENBREL2NUA.
5.3.5.2.3 BT,

ARUEHREETHELEAEASGERMEE R ERATASEREROMBAXRTRERS.
WA LEAEASIBEMENT RO,

a) TELHE LI AiH P98 B L 4k O SE B IR ISR

b) BTH%EEHAEARE AR EIHHNEIFCR.

HORMREMKEXBHERER:

i o B B i, A () HE

e{ 3)

tanW', =

A

Y'— i B B RS R KA R B B, mm;
fl—WMME R YR EE , mm,

g )

A (D,

HERNFE4.2.2.28%E.
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5.3.6 HEWEM

W EFHEAHR MBS AE. S REA%DERUEFETE. ARA MV NTS
4.2.4 BHELE.
5.3.7 ZHAERE

PEREENE 6 R MASHEAKRT . RSATERN THERFIEFERS RIEBSATF
. ETARSLIELE. T EA5FHERAAEN, BEEEAELAAEE. NFE 4.5 4 HE.

L\

' A
1— 8 #2355
2—— WA
3—RAEH.

6

5.3.8 THMIIEERE

Ay RESAFRSHEFR AT HWANHMR LT L A FESBEE:

a) TATFRBYHENTS 1.5.1 BBE;

b) SURVIASEEENAS 4.5.2 BAE;

o) BRAFMMNAES 4.8.3 WHE;

d WUBATHEBAAE  AERANFERE BERSTFAERBAMEAR. BXESHE.H

FHEE O, EBAGENAS 4.5.3 HALE.

5.3.9 #FHEERR

ArES iR s TR L EAEREEN S EELTAAESR L B TEAMEXE &
S ESERMFETZE 22 kPa bt HBEEE T KD, KEEZRREEDT. H¥ITAFRE.T

AL, B KA =W, ERERS 3 min HARASKNGGN T H, NS 4.6.1 ER.
. HAABERNE S TREFHBAN T RSN N EFRR.

5.3.10 FBERB
YT AL A SR AR A EARE R 10 CRKHIEE, BEEDE AR K 40 CTRIKF.
BREEMNEERWE TS 4.6.2 HWER,
5.3.11 #HK.ESHEELE
ZAK GBS ERRRBA I T #T:
a) Fahd @S E,#HITEKESELE;
b) F4EEMN S mL BRI EN HEKR, AREN 2. ANSHEHTMBSHRE, NFE
4.3.1 AL
o) HTEAKESREN.ZEFRELHTEHERNTS 4.3.3E;
d) REBSKSEH, KB ERBNAS4.3.2 BE.
5.3.12 &3|iR%
R 5| i e S 4% 40 T 2EAT
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a) MAHEFHALEAEFENLRBERAKP  ERFIEZEERETAKT 70 kPa;
b) HAEMENS mL MEF. BRMERBRSI BT 4.4.2 WHE;
¢) REWMES HHE, HILBEENTS 4. 4.3 HLE;
dy FEFELL F#RiER BHEOAREEE KB L, MNAFE 4.4. 1 LE.
5.3.13 5FAFWESIERE
ERAERHEAHL . ERENESE LHAEASERETA. S0 . XFRHAR, NAFS
4,.7.1.4.7.2 B E.
5.4 FEHARASRTHEBRHETHE. MFE 4.9 E.
5.5 #& GB 9706.1—2007 & GB 9706. 19—2000 th M ER FEHIT NFS 4. 10 HHE .
5.6 3 GB/T 14710—1993 il EM FEHT,. NS 4. 11 M E,

6 |

6.1 &AW

FEFHAEAREN R E FRENEIRESHE FHAFREEEREWIER T
HI.
6.2 HitEm)

P-4 rmHE—-ESKmERh—#, iiETE%.
6.3 BRESERRETHE
6.3.1 R/ EEANEARE.
6.3.2 HIRRUBERFSLHNLA#HTHEETH .
6.3.3 ZETHHENTHNETHAHRE.

a) BT AMERETME AT

b) [EfE—4ELL R

¢) TEUT . LB RA ' ABUER,
6.3.4 FREBARMNKEIHE WL 4.

4
HRAEL BRYE BRHTEXRS
EHE2 4,1.3
y A= 35 4.2.1.4.2.3,4.2.4.4,2.5.4,2.6
AR ENEE 4,3.1,4.3.2,4.3.3
5 #Hiﬁﬁﬁﬁ 4.4.1,4.4.2.,4.4.3
H Rk o H fi 4,5.1,4.5.2.4.5.3.4.5. 4
g 4.6.1.4.6.2 )
S5HEMES 4.7
ric 1,8
R+ 19
SRR - amE £1~4.11
B A LIBBRTEPR 4L 2EPHFUER EFE-RTAANERRERFZHAEN . AT EREH
FRATAKSTERERANERTT.

6.4 FEHMNSEEAY

6.4.1 W RRALERR, HZHEAFSRRIE PHEE—T, W>RAEH.
8
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6.4.2 KABBREH BRREETHPHEIM2 G . RRERFISBIE, AW ARG B 247
FaEER. SREBHNETHEH ARASH WAZ™RAEH.

6.5 H£WEBTETH

6.5.1 THRHRZ 6, N#EAT EYH T -

a)
b)
c)
d)
e)
D
6.5.2

7= i FE AT AR B AR CRIEFIAE B R T 28
B 7™ i B A B R UR BR B AR AR AR
EEH LEECK B

WFF A AR T P AR T 2R AL

7= i i R B

AARRAT AT AR STEARIEA.

HTEYH AR ERR TR R, 2GR,

7 RE AT ERARAE

7.1 RE

7. 1.1
a)
b)
c)

BEAELEACENBBEESMARME, MERHE. S ENE TIHRE:

il SRR
AR EEE;
e RS .

7.1.2 SMES ENE TIHRE:

a)
b)
c)
d)
e)
f)

W& AR 1k

HIEVH

AR REES,

EREXEXHE);

hHE.EH;

“ONDEBRET VA ET CCRBTSFHERE. BEMAS GB/T 191—2008 MHEXME. L
HKIFFERRE NMAE N EAMESAE.

7.2 WHE.FERIKEBEB

7.2.1
a)
b)
c)
d)

SRR LA T IRE

PN

EmanikEs,;
MEHBS;

R RS,

7.2.2 {EHEE
EFHEHBRNEFETINE.

a)
b)
c)
d)
e)
f)
g)

P R RS
iE

s &
[R5 T B ;

B RIFEK;

wEE;

a3 R .
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8 Ak.BEW.BF

8.1 8%
FAHELEAEARBERA~REHIE. ML RELE EREHHE -G, 57 R—BRA
.
8.2 =W
iz B REITH S FEMRE.
8.3 BFE
AEEHAEEMCEREENTCFERE 10 'T~40 C A8xHEE A 8070 JUH i fE <k
MEKRFHNEN.
8.4 ARHEA
I EEAENSRE AR ERTFEFRNERARUNKEET . AH) HE, ~FRABER L
fend, il i ) R E O P B SUE T B

10



