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EEEREREREEHMABRIFEZ — AR EUTIRE:

——GB/T 2740 LB E R BEH ML
——GB/T 27400 LB ZEREEH AT
——GB/T 27403 LR ERBEHIAEL
——GB/T 27404 LR E R B E HHTE
——GB/T 27405( LR ERBHE H AT
——GB/T 27406 LB E B E H AT

YRR ;
HYRED;
BEDFEDERTD;
BRBAKRT);
BRMEDRT);
BEEEERAD.

BEEBAFENEENAETEBREH. 2FRENETIAANRERXLLHORTE.
AFRER R A MEF BOFR CB R D% E FOl 5k F A BBHEM 3.
FiREHESENEATIREAERZRS(SAC/TC26DREFHED.
AFEHFEARTEERATHFLATER,

AREEEEN . FEAREMEHTLHEAREREZR FESRFEERNTF.L.
AGBEFEREABRE TR ERA.KFE.LRAEFE.FE,
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FARER B EZL GB/T 27025( R AR EL R EE I NWEREROVER, ANBK T
GB/T 19001 —2000( REEHAER ZERIWAE, B2 THXERS WASNH . BHNIMFURE
MELXRTEANAS  FARSBETEHIHALREN TSR,

AGEEEAL EIMEHMRLRE, HHHE GB/T 27025 2 %\ U8 R & £ 4] g9 B4k
R,

BR GB/T 27025 St A in S 5 4% b SUSRAR X 80 1 B 0095 B 506 5 3175 (good laborato-
ry practice, GLP) \APLAC TC 007.EN 2002/657/EC,

WS FREERRBETEATALLARGELRERTERURTHLLMELNNE, B
BEAMERAN LR ZEREHENXERAREL2ERNKE.

BERECRAURERBAFL M FEAMEBENERRNAR X280 KBTI EQESES
B MRTREENRAFRRENLE BULBEHASENRIN RES—ZFILE. AT
REATAS R AR (EERENEL A¥YR(EEERRS REGRE SRENN.S2E.
BRIEBRYDRAUN R HBAORNLE S, N E & 58 Al bR R A R 1L 2 0 1
ERSHERITHE.,

EUMXEREEFEAFIRERN, NRBMEE GB/T 27025 WHEKNE. 24w 5
GB/T 27025—2008 By & X5t S W F A,



GB/T 27404—2008

LWEHEBEHALE FAEAED

1 EH

AGFEAETEREARNERERBLEHNEEER IAER LBEFERNERNRER

AGEEATAERRAREEEREMEMLD AXYREEFRRT REARE . RAEFM
H.ELE.BEFERRYHORUNESEARNTERENEEEHN . KBS ERux
REFTSRER.

2 MEHSIAXH

TH SR REAZCESEIFENSIATRNEIREN AR, LREARANIIAXE KEEFRE
BN A (REEEIRN AR RBITRY R EHTARIGFE, AT, R RERITESR UK E TR
EEMFHAXEXHNEFRE. LERE BN AXH, REFREERTHIRE.

GB/T 1.1 #HEATIESN £ 1H4 ENEHMHEERM (GB/T 1. 1—2000, ISO/IEC
Directives, Part 3,1997 ,NEQ)

GB 8170 HFBHAN

GB/T 15483.1 FMALBREFEEMNMENRIE FH1IHS-BIRETINELMEIE
(GB/T 15483.1—1999,idt ISO/IEC 8} 43-1.1997)

GB/T 19000 FEESHEEKZRE ZEREFMAE(GB/T 19000—2000 ,idt ISO 9000:2000)

GB/T 20000.1 #r#EfcTHETEE £ 1 4o ArEAL M XTE S E AL (GB/T 20000. 1—
2002, 1SO/IEC Guide 2:1996,MOD)

GB/T 27000 &#iFE HICAEAEM(GB/T 27000—2006,ISO/IEC 17000.:2004, IDT)

GB/T 27025 # 1l 148 ¥ 52 6 =8 BE /7 B4 @ A B3R (GB/T 27025—2008, ISO/IEC 17025 2005,
IDT)

JJF 1059 WMEBARHEEWESER

VIM EEEAHE¥EAREHERITERGBIPM) . Eifd TE R4 UEC . EHERIERAZFEM
TR EXEASS(FCO) ., BEFRFEALARASO) . BRFRERAEMN AA¥KSS(UPAC) \BiRE
MR R ) B S 4 (IUPAP) M E BR 3 B H 4 (OIML) X 7 |

3 REMEX

GB/T 27025.GB/T 15483.1.GB/T 19000,GB/T 20000.1,GB/T 27000 # VIM h# f A K F
FIREMESGEHT AR,
3.1
EBE%IE#E top management
ERERHENERHZREN —TAR—EA.
3.2
SSRXREEE management personnel of laboratory
EEREEEEEEFITAREBEELRERIHAR.
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3.3

{Ed} 54 operating instructions

MERETEABLHETR . FEMBF SO LR R S804,
3.4

SCIXSERESN  laboratory capability

EREHTHNBRFFNYR PR EFEEER AR ERME WA,
3.5

#H ¥R control sample

EAREGESSE. THTERHENREREHN RS BERENES.
3.6

AEREES internal quality control

SERGTHEELENYRESIHAHLREFEEH THE.

4 EHBER

4.1 HLAHWNER
4117 RREBARULERECUTHRERS) RRAAEASANE - MG REEETEOSTE,
WL ENBAL, A HEFRAS PR, U EBESFTFERER TN RE.
4.1.2 SKETTEH R RE SR AE K 1 3R 0 B R R S LA 35 BT 095 W B BR RS SR B E AT TAERT,
MRS AIRENARLER,
4.1.3 MRLEFZFAEMNALLENFTRT LS GES, T LB ERF X o, A SRR b
Rl s B S S H R R EA R AR,
414 IRFEHENAREBERMNKR BT LM B REGHE. 415,
) EREMNEBARMBRAZMEEFBORAMEERBITCELHE RS MEGES E &
AEH R EE AR R R E, AR SR I B 50820 5 SR B8 i+ i
b) AREEREXRZFEEENLIRZFARRNZEMAN TEREE R REWHN R E AITEFR
MR SR ENE S,
o HEEFEEREERANBR . RPEFPIEGENFIAN, SHEEPETERNEREER
BF.
d FHEARAEEBFBRAERT  BEHEACMTRSBMEEES A ES R E AR
EHRTEERES.
o) HRMIREMASHNERIN, KESKAS P, URFEER . BRAEAMERRE
ZRIKRE,
D AERMBRUERFEZEHOTAEE RENBEARNER NAMHEILE,
g HAZEHFE BF BRANERTINMAR KBELREARNER SB35
TR AR NE.
h FHERBEBARLEARBEAREE HRLRSEEREFBHEE.
D BE-ZFREAFARTFHREML) , REEBRARNETIH. REAFAMNEES R
HREXBFHRAFBERBENLEIEEERE THE.
D EELXRFXRBEHBEHMREA.
b BREBREARBBOMEIOREXRMEEY, UR O N EEEERFE BIR K LA
ilsig 8
415 IREFGREFENHRAEZRENRETETHWENE, RFIEEEAENERE.

2
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4.2 BEER
4,21 LRENBEVY . EHMERSHESCEHEENWERER. NERXBUR B E. BF ST
FEHERM HEXERAMEAR RIEX B BFE KRBT .
4.2.2 SREBHERPEREAXNECK, QERE =W, NERE T+ B9, M E&4&B
FHEEBRITFMEPFRSEANE. TREEREEENNLER TERREFH . BIRMEE, %
BRFSHEHAGLRE.
a) LEREFE/EX RIFPAFT AR HENKRE;
b) LREBHEXTERZERFIFENFEN;
o EERBEXNEEERNEL;
d MELBEARAL HBEFRTHREBXEFNEK;
o) LREFEHENBEFRFERFEAHEBRERETUENEKE.
4,23 IREFFEHEAZNBHBIMEHERER KR FFEEEEEAREAENIEE.
4,24 IREEREEEENBHEFFERNMECERNEEREGAREZERGHEAR.
4,25 FEFMNACERKASEABFEANIHEER HEREEEKRPIAXFHER.
1. IRXFEFRITCEERSRFUTRE:
a) 5IFE;
b) EREHER.CEEEHM.FR. TREMRFEEMERERK;
o) REBEHE.BEHRMEE;
) XHEH,;
e RESHEARLEREH;
H HEPHZREESRSE;
g BIFMFEAEBREMLE;
hY FEHRBMIENRER . EH/;
D B YEST;
P AREBESEEFRS;
k ARKMBESEI
D ZXBRREMIFE;
m) BE.RBAMBEZHEER;
n) WEPHEHL;
0) HERPEELBRGERR);
p BHRMFRGERND;
@ BHBFMNRIERSHFERERESRS;
) BUZHEMEGRE.EX.EHEMLEGE;
s) RMERMOEREH;
0 BRHZER#ME;
w ZREFBRAGGERMMEE;
v) ZREMNFETESEHRE.
B2 TRFFEETHEECHBERAR BYFLHEMHENS FEVYERITREHTRE BB KH - W
=, AEHBRSHORE D  ENRERENRELERATHNAGEN UREAXREBELEER.
4.2.6 REFHIEMEEREEAAMREEEARANRE, SERREBEISENTE.
42,7 MEMAMLEESHEZFNEEN, AREEREEENBRREEERN TR,
4.3 XHEH
43,1 LRFWEBITHMERBFREHEEEKRTAXHRBHEEMK BB . ZEXHAT{H
FERBRERHONEN L, NEREE, FRERTFHR,
¥ RASRHXGAEREEA BUFEERIX 4 AR . BFEMERUE R HENGE AR VB . UHEE
3
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EREEE FAREXERELEER BN . FHE. ARHEXHEERETFN SEEF EABE AL
BB ORER. BRIUE,
4.3.2 ZRENBI-MHAERGEOIE BRIEANKRBHEFERIANEBEERESCNERE
R FFHBRBARIRHER R EH .
4.3.3 XHEWHNEFERR:
a) MABHEENFTAEXHELZANEBNARFEFMAELE.
b BVEHERNAAEEEREERXHNEHER, ASXASTRNBITREMS ZEG.
o EMELBREEEEEEEZEANTE G, #EE1E B HM AR,
) EHFEXH,LERFTBIT.HEHLREEA.
e) RFAERNIXHGREER KAXMAFERAAERA, B TEERANRFENTEEN
FE B 34 5 B AGE H IR IE .
H FEEBRARXGNEE R EFEF B RKAEBITHRIA TG, BT, x4
ZRRICHEAI,
g EVAHXHMRFEAENREPXANERRBRERNBR AR EXFAEEY
BIARE .
h XHRMEENHEFEREAHTHEEMME. HESARNRKREHTFEMAETIKE
B REREH .
D WRIBRFHXEEHFEALFEXHBERIT XGHTFEBY, N E BN KR F
B, BRANEERNRE SL2E5MEH. BRHXENRRERES.
4.4 BRESHEARER
441 TREFBETHEHBEFRERNEEMERCEN RS KE . FROAH BEEPMBE.
FRECENAEENTFENEETHNRERYERMFAPERICE.
4.4.2 FACENEWNATHERS THEBRNFRRE, BMERKEFRRERE, LT R 2 FH
ER. IAIERN THEERFHRE.
4.4.3 THENHHMESHFEREMERCEORES. R7PIR AR ES 4 RIS F LK
BRFE, REBRR TKEBEEEEMERRSE.
4.4.4 NETBFEREPUSTFEXIFERNICR. FHELEGHIEREBRMARREL.
4.4.5 BARICFEL:
a) HEBARICREFEEGHNER  UERFIAHEENZHER, FEFIEXENARTEER
FREMAHHBRTREZR,
b) HEELENERMCEVREER BENHTEER FEEREEEFSFI LN, iTRH R
AERE TR AR KRR,
o EFRHAERN,BE—-HRNUB K EREESEEFL. SHERNWAEUINEXNAKE
Z(BLE)RELEE . HHTEENCRENRBFESER, #REEREZ LK%,
4.5 BREEPR
4.5.1 TRENHEHEMNBF UELHNEXREEFFPZEREGE UHREFPHNER. EHAEME P,
MEMTRT AFEFIALREURSHELAXRNERE.
4.5.2 YEVENFPREBLYNHXETLEARSH, TRENBRBERARGARIE B4R
%, ERIMME GRS O LR BENERERE.
4.5.3 AT BMOAXKRLEANELE YZRENRULEREZASRAAH AL LHEEN, L
B BRI REREF I N KA m B R B RE.
4.5.4 FSREFMZFFERERBREL TRREENERAEN . No0XEE LN THes#
EHEER BUEHENEF RS .

4
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4.5.5 REFZFBRFIER XECREBHEEFNEARS . FPORBERL, 5SFFREXITRURE
BEHMITIE.
4.6 HMiFsmE
4.6.1 IRFNHBRANBRE LBEFHBFRAMARREL. NREEFEFRIFWNICR, URELE
X BRIFFROFEEMY ERBERNICR.
4.6.2 PREIVRERMULERHABAZ I EHRF TRENEFAAREI T BEFRH, REEE.
ZEEEL BXRERUEE/FBEE, XRENTHIHRTL7THFHENAFERUITEBHER.
EXNEFERREN. EREHERMBEEMEPERNRLMERE.
4.7 FAHFEIEES
4.7.1 HRUSBENEMIE,. X LENERARESHENBRRSE P NAYEN , LRENEH
BEE AR TENERHBOEMER, R

a) HMEEBEARARCARFARLEAFSEN TIE, RE SRS LIS & 5 R RBUK

HEEEEBEILIENEETE DEEURE;

b FHARERI TN EYE;

o) SENHEFTHIE, FERE MR, HE NSRBI E;

d  SEN,EREFIEREILE;

e) FRERECESINESA, N EIREUGE X H#h BUE M ;

D BREFILAMERE TENRRE;

g REB-RAFERNTANER EREEERNEFHTFFAFARN TEMNIEHE UL

BA G I R BUH B B T B & 5 .

T ARARE NS TAEERERRMBEREFENENRTHT  MAREBARNBRE FPEF.NBR
BRPEZE GEARE RERIHBE ARFE CEIF ABFR. ENRIEARREHE.
4.7.2 MEBAAFESRU TETEFRALEENERESHERAMBFNFT ST ERER, NS

BIPAT 4 9P EM Y EEERR.

4.8 Y

4.8.1 ERENHEBRMBEFFAEHMANS  UEERBAEAAFAIERETEELZRHE
RBERBOR MR F LA B

4.8.2 HEMHEBEFMNGERELSBURE T EREHNRAREERRE B X, e FHEE.
4.8.3 ZEEFTRIYIERMEM, N E S B R BK 4 IE TS 30, F 5k 8 50 50 5 £ 5t 1 B 1] B A0 By 1k fa)
BEREKENER. HESBAAEMSRBENEEMXEEEMEN. WRRNYEERESRR
TERE P 78 BB, LK X B BB T B X M F6 B A R AR BT

4.8.4 HERMBERE, ERENMYEFEHERLHEEBERXA R X BHITETHERTMEE
T B B .

4.8.5 YXWMANESLAERNRENEINRBNERESHEABFRSEHERNFTSHEm L RER,
MKHEMMEE, HERENERNEXLREEEITH  FXEEECRANLERZE.

4.9 TBh#EHE

4.9.1 EHEERAREABEAREDNPHEBESFESRN TEREEMBFI S, LB .
4.9.2 EKFT/RBIMBFEMEN, M HE RITMEBEBHHETX, UBOEURTFE TERE M
REMEFCE VLS. PR R F LA AR RS 3 R M B i, AR R A .

4.10 APEZ

4.10.1 AREXBEZZEREFSEBRERRAMAGHENER TRZVRETREHHABRAIBERE, €
PR ESIHFTAREE., FERFMHRLE NENTFRAF.

4.10.2 EREFFREARAAHERIBRNERATEENTERAMELATRFEZ. ABFELT

5
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U AEEBRENSHER FEAFENRRERNRRRIEAR MK KE. ABFEHNANE
EH—F, FRHZEEIGFASRBHARNT, AEREAF  FRARNMML FHRFENTES).

4.10.3 FBH R EESBO B R B, SO R R 45 R K IE 51 50R Bt A R e,
LR Y R R R, 3 Y ER R, RRAALE. MRAERVULRERBERT
BEEZEmn, N BEENES .

4.10.4 LRFNRFABEFEMHEERERICR. BB 3R EUE M0 R 4] B 175 HE 09 3 i e

AR
4.11 EEF®
411 EREFBFEEXNEEFENHBRANER, ERAMLRENERRRMBEARATE

HPHE N EERRATLENNHERE, URGREBREEAMEAYR. EEWHERPI—F. WEH
EE:

a) BUORMEBERFWNERHE;

b EREBETEHERE I E R HIT;

o EHNBHEBENER;

&  BHINRLE BT RITE;

e) YIEMMBTIEME;

D BEARKKRE;

g) ZTREMEXFMENRIENER;

h ZREARFEEHED;

D TEEMIAERBMNEN;

D EBEPHRBRATE TR ENRG;

k) #iF;

D HEHEBI;

m) HaAEXEE, nEEULR THZNFERMIH.
4.11.2 RCHFEETFPRANMEMRBAER. EEENHRAXEREEELYHNENAEN
BRI L,
4,12 #HEXiHE

TREN BT ELHRETHMEAR A FESER BER T Y B BB 5 U R BRI H
RFEEUHAEBRRNARHE.

5 HAREXR

5.1 RMERSSH4H

5.1.1 I s R tE A K HER & 5 RS WBUR MR F, G151 1 5 #E & 3K R Wom 7 4
7.

5.1.2 ERENHRAWENFERERAURENEES KNGS, AEELRELRINTRE
(R FEFAZHIREABRERZEARAMLH. BENRSUFEMENER. NRFAXF
HFHEERITR.

5.1.3 ZRFMHETEENRAMEES BEREYR LFER LRAKP AR BRI ER
AREEZWHRSNEREHEE AAHFAERETARSS . ATEEMGHRETR BT GH
BERE.

5.1.4 EREFRWIXGELLZMN, HERAENESFEMAE. RUXFHARTTEE S5
BRAMER L. FR A% BREAERA BRERMMTIE TEKRENERERRE.

5.1.5 SCI TR X B R AR B N EE R 50 6 L (3L L A R0 55 0 B B B HE AT VR AT, FERFF PR A IE R
6
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RAHEM BRI R Z

5.2 AR

5.2.1 ZRENAELBWANKEFRERN THEURRTRETRERANE R, NEAKBERA
REBAANR . ERENHRAXEARRHEWAZIIME FRELREFEERRHERTE.
5.2.2 ZBRENHESRUARERBERMKMERN TIE#R. VHRFEFRERERE NER
W(BENERETFENYEEERINARSEERERD URITFMEUNERENEZEUMEEBA
RiEES1 . NBENEANBEEEARTLE.

5.2.3 XREFHRNREFAERARNAEXRET BT LER. TELFHMENNICR. IER
MEFARXAREN RNEH. XREMEENR,FILRZENEMXUHERITRE.

5,24 IREFEHEENHAZEEMEUEAENINAREAR. FVHERANEENSERRRE .Y
BHEMAF BEHIE.BREFR . BERIA.BAELESE. LREEREEENM LR ENEEKEST
MEERAR  BREINTAENEE.

5.2.5 ZRENHMNARBRNELERZEARAFELBREARMNET FIMEREER. NAREEY
FRMBHAR BV EZENEERERF . BTN 5 L% = L H0 MB8T5 HE .

5.3 REMARBELEH

5.3.1 &HRE

5.3.1.1 XRENASEMITAHEENWERER, . KEMTKE.EBFENSE N . BYE BER
EZE LENEERFEESLFENEAAS REES BELEH LENERMNE ZL . 5 RE XA
HX R BEMAGHFRE. NMRIESUZFYBHE EXNER.GREIENEEGEH.

5.3.1.2 ZRENELALEZLETUNEER BHMAYR - BAFERBER BWKEE K ASEH 5P
AR . BMEMEHAM.

5.3.2 ®EL£#

5.3.2.1 BN ENHELAMNBEUBEEE LN E ENEFREESHERNNIDBER#
TREEITR.

5.3.2.2 #HOTREWEMYEHGEINERUGR ST FMAEHERLBRGFNAEERY
R EBZERMEENZEREE, MRS IFEREY LY IO XITE.

5.3.2.3 R¥ZNBPIE.BFL.OE, REES.

5.3.2.4 HEXEH FREEFSRBERENFRIMNAZBIFNHRSTER.

5.3.2.5 ®BH SFER HERFREHEMFSEAENRESRE RHE . BEX BN #TEE BEHFM
FFiE %,

5.3.2.6 YREEZRZ/MGMHFTEEFRN AN, BRINEETESERG, FHFAGICR.
5.3.2.7 MXRMHE FEMBFNFERGAER KA FEHNRUERNEREZ WA, B Y%
W BERHIC R R,

5.3.3 REREMEAN

5.3.3.1 ZBRXS5FELRRNLE,LXRXNEHBIRA,

5.3.3.2 LRRXBWHITEAFMNBZEIATERNRE MHES HHE AEE XL REWR
EEZEMAFEGBINE NN E FESEFREES. ARFEER RESERER R SL%EERX
HE. ¥R EHYRES TN EYHESE EMHNRE,. AN ES TS SRR,
5.3.3.3 FAEELREZEARRBHETAEHATLEXSE, TERBHA OLRESEREEHEAKEER
NYBRRTLERSUNE/AEIBE AR,

5.3.3.4 FAZBRXBEWARHINF TIEMR,BFILERENWHA,

5.3.3.5 ZREAFNBAELRAXNYSE. ABH#ATETEXRNEN  URPAELLIRE
Ze,
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5.3.4 ®2£14%

5.3.4.1 fLEAWAAAELRBRYRAVBENMELZESEN, NEEREFERE. NXESTNE
B MBS R, Rt HE b SRl .

5.3.4.2 NBETHXERALZGSEZEEENHXAE, “"BERNLIEREAZRGBE . FEEEEANN
FHE,BEANNFRERREN . ZE—E8, 28/, A EEF F0UEMmERNMicE S, &
BB FERBFFEE.

5.3.4.3 HESHMNEAENE, FANNEFEELATRANBREFERALLEE.

5.3.4.4 AEfAWABEHENNSEREHESBEBESHFAEHTT.

5.3.4.5 ZREFNRREFEH BAXLRERNFRIRERY, AN FRAIHNY S BE M5B
REMEFAELATIE, XRAREENNERFHETEELE,

5.3.4.6 THXENRELITAREAN ARRERXNNELEEEA,

5.3.4.7 ERFEARNFESEHZLEEMEGBMNERAFTE, UEEELAEA TRERMSER, N
ERREZLSEBMHBHEMKNAERE.

5.3.5 EFXEYLE

5.3.5.1 ZRZEARNAEBRFNIIR, TRIBPFZENEFYNEAFILENEDERERE
N REEEEFYAEEETEEIREERES.

5.3.5.2 FTARFYEK.ER.EE QRN F S ERAEBARE, Br 1L 15 54355,

5.3.5.3 AEEXREZELHEMEES KR . BERFYNmEVEMSE 48, HUFABITR.
5.4 i&&

541 BEEHNEE

5411 REXBEARGHESMENHEENTE, KBRETFEOER, & MENANEREME
A, &M% B,

5.4.1.2 NHBHRENRENHEERBLE, FESIURIEFENRBUEMERE.

5.4.1.3 ZRFFNMEAEAIPRE MEALTREZREAENEARESFETEFFAIBRE
AL Z2EREERERE NAEEABRATIHATZEENREREIERAE LR RE,
BAREHNHE RETEE BB AR ERTER,

5.4.2 @ERM

5.4.2.1 ZREMNBEBELFIARNFERENEFNSREL . EXUWEBFHERWE TR, #TREY
BT HITE  FHEXERENEERSNER RAWEHNEREEER.

5.4.2.2 FREDRE, N REFHTEE ARABREBIAERSEGABIER o k.

5.4.2.3 XEEHMNFNBELEEE SENGR BEFSERVEIRE,HEEAREK.
5.4.2.4 KERBZNBIREHR . HTH RS,

5.4.2.5 BB REZEE, ANEH,.REKYHFT.

5.4.3 @EERAMER

5.4.3.1 KEMBHREBEEBFMEF MK EELEIS.

5.4.3.2 WEBMNUSFHOHERFLS, MEMERERE.

5.4.3.3 KEFEMNFZHFEAARN ST RIEZVIFEE LRBEE, ™k BEHBMRERRME
R 8 WA RIS RO SR A S % .

5.4.3.4 WERAEBBRREARFEHOU, 6 HAR B BV E L6, 447 B, SREBUHERS B A0 158
RHTEE BT ER. BYPRNESEEHNHRKER e X B RO, A &R, ENE
FPLOEREFRN. REKRBEHR,NAHSMEMGFEARASBELRRISAMBE.

5.4.3.5 MUEBHBRBHREGHMELRABIME, ARBLNBERBNMARTEHAGH. NBREIIMEER

ERH RS EEE, NEFLEIRESH T TRALH.
8
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B.1.8 SEFANLEN KEAYELESE.
B.1.9 BAUBHEMNEEHEEFHAETFERESHEE.
B.1.10 PCRA1Y.
B.1.11 23K RERNL.
B.1.12 BRI
B.2 HERMALEELEE
B.2.1 BFX¥.
B.2.2 WEHEZRS.
B.2.3 EfHZBEE.
B.2.4 JEHBEEIE.
B.2.5 T,
B.2.6 HiEHMHE.
B.2.7 BE.O#HL.
B.2.8 XKBH.
B.2.9 WL,
B.2.10 ¥R,

B.2.11 ®BIEMEEE.
B.3 BENEERREEN

HERENSAHEERAB—RAENT .

a)  FSh SR BB R RN —F;

b) S O A | £ R B R A MR R A R T R M B0 BE 3 R T ROESR B I
FET RGN B ARHEN 2R HNFE;

o HtAE EIR YR AR AE;

& BEEI - EER BN =5

o WEE.BERE.FEM.OEM -BRERARI=E.

B.4 {((HBEFNHEAZERER
WRBREVHEAEENRERIZHERERB PN TERENE, -REFUTHERE .
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B ® C
(BRI R)
REBRBESEZERY
Cl1 REREAR

VAT R AR, A O N AN A AR T W W BN TS T 0. 02 mol/L B, RE7E s
IEES R

C2 REAGRERK

RATREGRE G NIRERER—REHREE R 0.5 mg/mL~1 mg/mL KRB L], B
EOCERMKMEF BN 6 M A WBHRIREN 0.5 pg/mL~1 pg/mL iE Yk F B4R A T1E
BLRIFE OC~SCHIKFE S, FRAN 2 A~3 A.

C.3 RMERERE

TERIFER R —RE RN 100 pg/mL IR R E R, RFFE 0C~5CHKE S, BTN
6 MABBRIKE N 1 ng/mL~10 pg/mL BE MWK BB M TAEW IR FEAE OC ~5CRINKEE o, B3
BAIMA.
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Mt % D
(FBHEBH R
AREARANXRETRERZAE

ASEARNERETARELEGHERLAED. 1.

ERE & FVFH i B R
BZHER
BEWRER
I——_i_———_l
| OBEWE |
| (REN |
b ———
A # OB LREEE
AR &, FARS
HEL HiE. A
L ORI B
B %=
HELAE
FS— i g ek ke
BHRERBEEA
g RILCAE
WREFH
HEAERS

Dl ARBUANXRETHAREENE
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B ® E
(HEHEHR)
RBERNAN . FENRESR

E.1 HWEEHFZ

E.1.1 H#EHFE
R RURERQEAASORR, S EHEFTE. BRSNS LR,
& Rt W — W H AR AR B A A AT S SRS, B RS N
45—’ T # ;
b)  HEEC R R FR/NE B R B S AR
O HEFE HEMRRERELE GETL FRYE RIRAE SRS SEERS,
O HMEE.AEBHEELBREMBRNLE.
E.1.2 MHE.FEpHmE
A F G R R R G B, G — REERI A Fl— 8. TSR AT 4 RBAE .
a) TWARRIT E SR RS , 45 U U 4 [ BE AL SR B
b)  FEEYAR AT FI 0 REL
o MEFAGFREIRE;
D REWMBRE LTS, MEHKR A SRR,
E. 1.3 I Hi#
EML ERRCEARBE EETUTIR.
a)  EHEAE R RS A T, B R B EGE T4 48
D REFEME YRR EREASBRAEEN, TESE” 80 LE A EELH
BUE FTAGEE;
O EFREMH RS XESTEBEZLL. SN AREERRET MR, BLksmgy
RABUTELEFR ERHQENMBE T 045,
E. 1.4 ©F Bk
HERRRESREQEORY, HHRNO L b TS 0GB R ILIHEE T4, HE®RY
FERREH LI PR, 38— 2 B AR E T4,

E.2 ZRERINIE

E.2.1 HERNES
E2. 1.1 BELBRFHLEBEERNSESS HUTFETRLEES .
a) MFMEANYRENFER BE FE),EHE K BB EE, BULT A4S,
b) M FERMERYSIY G (TR FHE) , TN RMRRE -4 8RR e
) XM TAHSIKAMERENA KL, TERR BB/ L RBRBUMES
E.2.1.2 3T ERMRILETLARE IR FREIRE S AT 40 B0, 57 W S8 39 4 BB R A5 48 43
E.2.1.3 x#?ﬁﬂﬁ\ﬁﬁlﬁzﬂﬁﬁiﬁ%%ﬁ&ﬁ%ﬁ%#%,rﬁlﬁllﬁ—%%ﬁ%mgﬁm\ﬂ&ﬁﬁ
44,
E.2.1.4 x#?@%ﬂﬁ%%ﬁ&\%ﬁﬁ%fum#u%,ﬁi{iﬁﬁ%Emﬁ?f(t%ﬁmﬁl%&w—ﬂiﬁ‘zﬁ%@
BRI RE X ER B0 6 — B £ 3840 s 4
E.2.1.5 REGFLENHR HNSEES FREG, —HHRA, — B BEN T 5 R TR, —
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B EA.

E.2.2 KRHUENRE
BABRMHETE EHRER BEFSBARFAHARE. 1, YRR E BB R,
RIEATHARE, 2 AIEBEH.

£E1 HRNH&ENRE
BB % 5 PR Nk BEEHE BRE&M
_ R4 B4 300 g, BRI ESBRRE,—
BE . T ETLB YL LR
1 yR— 18 W
KmasTgs |BEFCL0D F—HRBEARBRIRANT | | BEARBE
H(>50
FE B ES, R RE B AR
AE. FE B|RAFLBARNSH SHERSRL, BN E | SRS B | —18CUT WKE
% U045 35 4 BT ,— 4 BRE (100 @), B— By IS | IO RKBERGE
BB BB AT B4 (550 @)
f%’ﬁﬂiﬁﬁdﬁ’ﬁ,%@ﬁ%ﬁﬁiﬁ%,—'@g o . o N
g% BEC>100 @), 55— A AL BB AT G440 47 FR kit K BREE.
oms i)
(>50 )
BAL S R, P S EASRIA WIS,
I KESEEBREFSE,BS,ANAESRT | REEHS Y | ¥FR.ERRF.
e 0, —BEREC100 g), A —HABRASEIES | T ORK b
B A (50 g)
95 S o FRL T 25 0 7045 — 49 B o S B (4N LS
_ B 9P 5 0 4 25 ST BB 4 — B R (3100 @, 55 o —18C AT B K18
RIREFL B ERREE RS R, SRS BRI H REABRE RKBRGE
SFRACS0 g
ERBE, FELARHNBEA AU EESESL EC T M
BUAF NESE | 300g, BRAMIARSRAR . —HEEC100 0,5 | REEHSE BT
— B RIS BB S A (50 @ O
A BAENSHHRE, BEE, BEER, TN
O . SCLT /K %
E¥ BBHERS AN, EEATEEEAT. A z:r . 2 o TR kAR
BHAT. B FRES, KA EREC100 ©
. s amnnsns | somng | SCUTHKE
7 8 : i RKERGE
(50 @)
%) 1 o~ y " ——18°C D
ax SRR R 1A~ KER ARARNTRE | | F B vk 48
A BRI RER AT HE AT FI (550 @) RO HRE
SRR E AL, R B T4 BT BRI A AT IR B —18C WL T & W48
IR B AT A B A (100 @) B TR GE
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£ E (&
BB %K BB R B R BERS BAF&MG
ERBG T — R LR T RS, 454 T —
RH% BFEG— G EREC>100 @), B— B AIE A H R | &5 EES KBRS
VLSRR S B4 7 FI(>50 @) M
h o -
M TN FE AT RN, — L WA E BT ke
Bk FE(>100 @), A5 — WA MBI R P E—BBUREE | &5 mHS KA
HUBRBIESHTHC50 » e
RER GREGEBETENRENS, BRI
AR AR A (100 g); WA 4 B i .
RELRMES BEMBEE, EF AT 0CH | B/ 0K 58 ﬁg%ﬁ’m”‘ﬁ
T R R ’ ®SCTUTRKES
KBFRL, BSLRBAEHA, RESEESE | 2 s
AHEER, KRAF ARG RAB S
(>100 g
EW.BB.K| XSRS RRAGTRER, HA M4 8 W%ﬁﬁﬁm
12 (5100 o Eu.EAERE | ¥R
8 HRSREE
e BREZYRTRNE, BEARLRE, ABBEISH | BB ORJEE |SCUTHKER
i BAHMTACS0 0 AR EHC100 ) | B HE
TSRS 2 300 g, BAMSE A RFM,— |
R BYERE (100 ), 55— 45 F 35 BEHLES BRIR AT B 40 7 f‘gi“ﬁ‘ﬁ% HEGER BT
(50
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B & F
(B FHER R
BAGERANEARER

F.1 O£

R B S P R 1 WS 7 o R AR 7 3 2 R AR 7 M e R AR A7 =
KB % s 1 Bl 7 5 R 7% B PR (MIRL) 0 , [ O30 L 7 77 9 W0 PR MRL 6 — 4038 AR =
FHRB % F ok $% MRL B9, E R A7 sl 2 I R % R R I AR S — A AR T E AP RE.
EEMSETELEF. 1, |

£F1 EKERE
BRESE R/ (mg/ke) I R/ %
>100 ' 95~105
1~100 90~110

0.1~1 80~110

<0.1 60~120

F.2 REHEZ

fﬁ?‘éiﬁ&&%%éﬁﬁ%ﬁﬁu&&?ﬁﬂ]?ﬁﬂﬁlﬁ?@@,i&}gﬁﬁfgﬂﬁéﬁ%—%ﬁﬁﬁ,§¢f’ﬁ
5 A CREESE) . MTFRENE, REEBFBNHEXRECRRET 0. 98, X FHIEF B, MK FR
BORRART 0. 90, THisK 78 i o R0 4 20 W L L FE R ME M AR B R HEFE L A

F.3 RBEE

S B o e P R 2 SE R R BRI S MR R AR O A TR AR RN R R R AR R =
AKFREAT 3 T EHlE MRL B ST B 7E 7 I T R BR \MRL. % — &8 R S K AT 3
Tkl MRL (0, S5 LR 7 T2 R . DRBEEF . B — R BRETAFHT, EHEW
FRBELH 6, TRTABNERRHESELERLRF. 2.

®F.2 ERENEREH

PHUASEE TREATRREHC/%
0.1 pg/kg 43
1 pg/ke 30
10 pg/kg 21
100 pg/keg 15
1 mg/kg 11
10 mg/kg 7.5
100 mg/kg 5.3
1 000 mg/kg 3.8
1% 2.7
10 % 2.0
100 % 1.3
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F.4 JZE{ER

FENTEMRER(F. DA
C, = 3S,/b R TIN5 D)
itcp:
Co—Jr i B 2 IR 5
Sv— = BERERZ (— & FTHE 20 KEE);
—HEREBRNAIE,
M E8E MRL S991IR , 7 ¥ 00 2 16 FR A0 48 5 78 MRL &b B3R % 2 19 =45, R i 3 MRL
5. % FE AR, ok T E A RAR 7T REME .

F.5 HBRE

EE TR R CEYARED) Sk TR & ETR(ZEERERER FHESEMEMNRE
EREENEF. 3,

RE3 WRESHENFELESER

EESE/(mg/ky) REEE/ %
<0. 001 —50~+20
0.001~0. 01 —30~+410
0.010~10 —20~+410

10~1 000 <15

1 000~10 000 <10

>10 000 <5

F.6 REH=E
REHMETHUTFE#TRE.

a) PR ROBR HE ) B BRK - T 3% 69 P B AT R 58
by FHEEAE & R — Y R SRR, BB S AT D B VR B A A 5
o ARFRBEARRS R RN #T .

F.7 8%

b A T 5 O B PR UIE 7 SR R RO T IR » JUFEST T HoAE 77 3 06 B /R BT BE 35 45 48 4t 45
MY EEHFER UEE T BIE ST TR A 6 4 F I8 I 5 6 i TABERTHIEN L. BiEr%
HIRF

a) SMHEE-FHE;

b)  WBAH -

o) REFRMEBRIHEGL-KiE;

d SHEEE-AH L,

o) WRHBE-REER.

F.8 A

T BRSO B R AT T 4R 88, 200 8 44 % 4 40 /1N B B ' FERLRA — & AR R I
EHERAZE MM EAZEE.
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