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YY/T 0616 — Wk AHEHFE), B TR HAM .
B 18 AYEERER SRR
B2 #a - WWERPHFMBHERSKE.
A 4K YY/T 0616 (S 1 #4y.
AR GB/T 1.1—2009 25 H 7Y A1 2 &
AR YY/T 0616— 200 —IREFEHEAFE £YFHITFHERSERY, 5 YY/T 0616—
2007 ML, FERARZALUT -
B T IiER TR
BEHEHET S REMENL;
WimT“44 WK.45 TTHBREREM 4.6 HmR7;
BT MR B KA 2L 8RB S5 22 U k8 T 8
B THRC BUBHEEEHPLOMERER(AAA);
WERTHRED Ri&. |
BHEEAXHHEBNAEAEY RS .. 2308 2 A YL A R R 51X 8 € FH 1 R/
Ao EZEMAGREEEREFEETFSERZRERRP.OHO,
AT RERA . WREETFBRZHEELRE PO LR T ETFHRBAERF LKA ET SRR
5 fi
Ao EEBEA R DR H W HKE LR JHRE 2,

AR 43 BT AR bp HE B9 P KRR AR R AR 1R O W -
YY/T 0616—2007.
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T}

El

I LA, B A R R P T A IR ELR 1 RN B A RORUR AR A R LR B, T AL
T TR KRR R Z50) BRI 23R B M 7 2 B R B R A ZE B2 SCRR P A BB R . Lo
I 1 B R AR B T T 7 A R BB (B A T A W R 9 TRt T A B — R B R

GB/T 16886 AFUFRMEMAE T BIF S M W2 O MO BR AR . {ERW R I I F A BT
e R LR B N 5 B R D) SR BB S B o T v A A SR M R BT 3 & BB
g 5 7 R 1 A '

a) B Rk Be A AR ) 6 RUBK

by BRI B bk L O R A6 TR S B ) B B B T e A LS B JB0) 0 1 A BHORY

o) FASM LR g R R R

3 FDA k%, FE R R — RS U, 7 8 S BOR & 72 4k 5 9 I N TR AR 2, 3K
B 5 SR ek Fe g6 . IV B4, EL AT AR 0 RARTLIE b2 S A5 4R BRI T R B FH & L L.

AMABHTHUENERFEEDERLENERARR A %, V% YY/T 0316 A

GB/T 16886 R4+t ot B i —#R 97> .
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—XEERERFE
F 187 £EUWFEHEXRTHRE

1 ek

YY/T 0616 (AT HME T —KEFHEAFELYER2ETFNIHER, G H TS

AR 7 & BE B R EK,
AR aEH T —REEHEHFEEYFEL 2T

2 MBS HAXHF

T XX FAXHHMNBARBLAT DR, LEEHIEENS HXH, U EBBRAEHTAX
., NEARTEH S| FHICH, &3R4 (B3 A B8 80 8) 38 H F 23014,
GB/T 16886 (A4 BEIF2$M4A Y= VEH

GB/T 21869 EHFEREBERSHRKIE
YY/T 0316 Ejrastl ANEEENET2SWAMAYY/T 0316—2008,1SO 14971:2007,IDT)

YY/T 0466.1 EJFr#M HATEITFSBREERICAEREENTS £ 1o . BHEX
(YY/T 0466.1—2009,ISO 15223-1.:2007,IDT)

i NRIEFEZAR 382010 £
ISO 7000 ZEZHBREAHES ZR5F—KFE(Graphical symbols for use on equipment—Index and

SYnopsis)

3 ARNFHEX

T HREFE SGE T4 3
3.1

W2 E chemicals

He 7 3 A ) AT T AP BRI 300 1B B0 A B A i 0 S5, 5K 6 g B P DA 8 7 i PRI A
B R EYROKEER AERBEMRENS., FENTERPHEA - RAERY, EITF - BRAEX
ARV BN, FMARAEDRGEEARE R URBLFEBIRERHREN.

3.2

K E3]X endotoxins

ST T2 22 I e A1 44 O B .
E: NEXE—-AEHAE. IBRTRBETFEREMS . FIEEFIRBPTHTZAKMFILAESIEFRNHAH

{55,

3.3

K powder
EZRBERET, . FERWLBAKBURERROITE KN BFED K.
[GB/T 21869—2008,%& ¥ 3.1]

. AEARRMAERAEAN THANREESHEIEENY R, XXYRBFFBNFERTIE. 280

MEEMETANTRET 2 mg BRPOFEITBRTFE, KT 2 mg BRI ARRFEERL 4.0,
1
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3.4
CIFEBR{E process limit
B —Ha A 3 B T AR AT BB B & oK AEL
3.5
FHEMEHE allergenic proteins
BB 5| T BUAR N KN Y& H
3.6
AR /R R leachable proteins
MEBEA =R EHMAR S FRBKBEERRMAIK.
3.7

A JH  pyrogens
i 3% 4 R B B4 0 O » X 6 0 Jo o B (5 AR 7 A S B R B A A A B RN .

4 EX

4.1 AN

R EAFEMNMBER GB/T 16886 $H471F4r,GB/T 16886.1 #iiR T EIF 2 A Y FE1E4 19
— R E AP EEEME s PRANERERE., MiEE YY/T 0316 #i7 MR EH,

4.2 HEYE

FEMNAREHEARE OB R ERER) .

AR LT, M EHC M EAENFHMEY R, REATT, MAEM GB/T 16886.17 1
SERTHIBR BN AFRER,. A EXWRE. WAATIT, ZBRE WK ME" AT 17T &K
K7 ALARP (As Low As Reasonably Practicable) B YY/T 0316,

A7 BRI Ak P A P B b B A TR RS AL A B, AR HE N L DT A R A R
B 7 S AR I LA SCHR BORE B BB AR BB Wl 1 ) S5

4.3 RNEE

WRETERRENEE &R, SRR 5.1 MW T N EEFEA BRI L. A XHR
ROFE, SHFEONERSRIAEL 20EU,

4.4 ¥E

St FREMAEFE,BE2HRRFENENREMRRSBNABIERFE 2 mg, TMHK
SEMN 2 mg WFENFBRFE.

45 AiBpEEAR

HIE TR 5.3 ALE R R I & RARB BRI FETTHEHER RS ERE. AR R
A RS, PR REHR BB RMATCRAHNEART L.

B W IR AR H K B T AT B B R K7 (ALARP) .
. AN FEHEEAR, AR E TWESNFEWMTHRES R MECFE, THREARSZEMNEZRAXLE
WA . R B R TF & R B AR R R B B I R R Bl U R

4.6 RN

BRT YY/T 0466.1 25 AR F S Z 5, PHIRRBEH
2
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a) FRABREBERIAVWEAFEERE/NMESRITTLENEDLHRE TAMS, WE 1SO 7000 KAF =
2725 5 T IZAF B N A B — M ER) 5

LATEX,

| BRABBBATMBIFTS

b) BRAFFS5N IR MRS LT B R A B SR R = B

“OFd) FH S5 B8R AL (R 1 Sk e b B KRB, ” 5
c) WHENMERMAHZFERTTH N RBKLE;
) EHEEMRFENIRA LT RKEFBLCFRHA

“EEFARFINTEEBRRE K, LEEHAAR RN )X
1 ZBEEFWAENCEY LA,

e) MTEMERABRBEEINEARFE,ERENNAT .

{Efr R EE N Z LR, RN RS E R R

B AR SR A SR ;

D HERUBEAEEEREHR, M4 HE 5.3 e TERE.

2. FAUEREARSEMET 50 pg/g. BFHNMHEIBALREAMNRBERAAERE  RERRENE

HEZBEHEANRATEN,
5 WMBEHE
5.1 AE{XK

BraE &M (LAL SIS BB HEBR B T30, MIEC P A RILME ) (LUT R R(F H 2
WD ENAEAFRREEN T E#HTERE FANER. SRVASFESTNER LM EU

BN .
1. LALIRIEFHF HBGEHER S TI, BEARRBER I B A E N FE R AKE,

HENLRFER/ PR REEREMHERE. HE/DT 30 B, BEEANWRE; tE7E 30 8]~
100 Bl Z e, BURE R0 3 Bl MEML 100 BIAY, BUEER R 3%, HEM B KR 10 #l,

BRIFEMNIIERTUARFENTENREESBRANAEEMO ST H 40 L TAERERAKKCTHE
ZEHOT I ENAE AT ERBEHAOE 37 C~40 CTEIE 40 min~60 min, %K #H % U

2 000 g B> 15 min, DABRERON . B0 EBH AR 4 7 BT N3 Z i,
2. Hib A AN NBEIN T E, REZLAWAHELRTE 2P ENZETEEA R, T AR
Wl R R,

5.2 M=K
MEEF GB/T 21869 w4 i B 5 35 #EAT 5y AR 5 B O U %€
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53 AiHRERRK

W E AT ISR o RO e R AR A AR R E Lowry 35, B IX B R )5 H) Lowry ¥5 5
BT 8
F MR BYRREBEARNAEFRMEEHWRBRZKBEEMN Lowry A , B 7 5l PR 5N ZIE A KK .
E 2 R CHH T — oA B 2t &6,
iR &
REMEZPNEAHETIEER
A ER 7 e 5
FERRMA {5 ;
il Y 7 B HE B P AN SR 38 = (AR AN [R)) 22 R A0 Rk 5
K5 H B
BT I A L I d 5
ARG R,
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ft R A
(R 3E T B 3O
AYRIEH Lowry ¥R NEXABBEFEKBEEARNSG X

ALEATRRBBEFHROGEHFEAKRPIEHELRBENONE, 5% B L7 L T = W #1475 U
FHRR TR THAN. FEBRBREHRANEBRTFE 10 pg (NEZFERER 2 pe BAR . WRTF
EEHEH.

BREEEN AR ARECRNFETFEESIEPHMAXRAREFIAFYRENXTE
P BASEE TR FLYRFABLEEEA . MARYRTRSEERBE. RELRTHE

TR BN IR, WA LR A2 A B R 7 ik Qg C /b mirk.
X FHETEMARNRAELBRZE -BRAR, ZBHERAPRIZ20E, MERFEY RBZRNE, EHE
ARERIAN LS TANRE, MRS E KM ZERKHE 2.

A2 RE

KEGEDRERED MR rbEBE . REMA B EEERSG, BRI IR %G KA KE
YR CTRNUMES TIOFIE. MEENEODREFEH TH T, FHBR Lowry BHLAE R,
SRR ERE T E B R 5% M Folin B M ZEMEN K P M2 E S SFIE, Ha 6t E T #
600 nm~750 nm JFE B E AN E.

A3 WA

A3l S0
T 36 A 7K N O R 2%V 7K B [R] B B Y K, Bl vl B A M

A32 BERMNK

A.3.2.1 N-tris-[ Hydroxymethyl |-methyl-2-amioethanesulfonic acid(TES) ,N-= (R H &) H & 2-F &
LIEBRBR (TES) , X 81Ek (hemisodiumsalt) ,
A.3.2.2 B#EZMAE,0.1 mol/L,B/KEM 24 g TES (A.3.2.1) HHWBEZE 1 L (E(rEMEFEREBK

pH {HRFFAE 7.41:0.2 (IFHWE M R GEAR A LIGEH
E: HEARRKTFERRBE(AC) FEHEMEB (AL DMEHE.
A3.23 ReEAW,REERERTER, AKER 100 mg BRMEFHBRE 1 L. 8 4 Al SHem.

A.3.3 Lowry EEHEBESHEAE

i ZARETURARANAEZRBE, AT R RN & . X EREMER &Y #1750
A.3.3.1 50 A, o ol 3R] (Rt o IR ) S Py IR A YRR

1) Lowry Micro DCEHE iR 7l & (402858 500-0116) i] )\ BioRad 3Z 46 2 W18, #i 5 : 2000 Alfred Nobel
Drive, Hercules, CA9456547,USA . X— {58 B U A 68 & RAER , HFABKRE XN X —r=am A A,

5
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A.3.3.2 A B, B Folin iX# .

A.3.4

SRULNB R

¢ (NaOH)=0.1 mol//L],

A.3.5

Ak €8 R8 & $1 (DOC)

FH/KEM 0.15 ¢ L EHBRAIEFHBRE 100 mL, BWE &S HEt 4 BARRBEM A,

A.3.6

=8 2 (TCA)

4.4 mol//L /KW, /KM 72 ¢ TCA HHFR 100 mL B8,

A.3.7

P48 ER (PTA)

FKBM 72 ¢ PTAHEREBZE 100 mL., BHE&EBT 4 BAAGREFEH.

A.3.8

MEER

MG T B R B, ok

A4 {NEE
A4l ERFE, MK, |
A.4.2 BELHLBELOLNZE/PEIRE 6 000 g,

A.4.3

B30 mL B 50 mL BB RE, RENEORERHEEE AR EL 10 pg, A B HIEH

R, A RRERMERA K.

i ;

A.4.4

iE ;

A.4.5
A.4.6
A.4.7
A.4.8
A.4.9
A.4.10
A4 11
A.4.12
A.4.13
A.4.14

A5 BT —Fill e & B BRI BB B ik
URIE, — MR, LBER 0.22 um, BMEBRENESRRNEAELT 10 pe.
AS B H T —Rill e E B TR B T
T A, —WRHE{E 20 mL, AR Z B E RN HA Bl & .
AR ,2 mL, FIRKR B & .
AR B, B 1 cm,
BEAR AR, 96 FL, I, AR E LIS M B & , sl — K it (A.4.9),
— R PR, 1.5 mL B, BB K 1 om, IR K Z G RHRI &
EEARAY , W K TEE 600 nm~750 nm,
Y6 E T, B Wl 230 nm~750 nm,
e BB 4%
MEBBWA, WA —IKERNERE.
kB, ATERELABPEHFEH LA, HEAHFFEEERER A 5EZ &R L

B A1), B 170 mm B ML BENT BRI B

2)

ZHEERRASSESE T pH 4.5 THRBEZ M MR A4 &4 4E. I Sigma AS503.38FH, VA, A
M Sigmar Chemical Co.P.O.Box 14506, St Louis, MO63178, USA 8, X— AN AEH A R E

A, FH A BERE X IX — 7= dh AT
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B AR

200110

o
. e
200+10

e 1
W
11— FEB(FE D; 4— YL O IR 5
2 FEGFEE 2); s—FERXHE,
3 B E
Al FESRR
A.4.15 P2,

A.5 &R K (protein binding capacity) il i€

A5.1 XN

HEFEA-RERAESRLEERABBARRAREBELRERHER . ZEA—HFHELEETRL
BEBLELMEATAFEREREOREHEE. ZBNAE 1 d ZR#TT.

A52 BEORENES RGN

A5.2.1 ZEHELAEALDFH 30 mL 1 10 pg/mL SFEE B HITR R B, bn BV ) BC ) 7 s =2
BREZMBE(A3LOHBRER RSB (A6.3.1).,

A5.2.2 BEFMH 10 mL PBEEABRASLDERNAFTHWELRE S, ZERFA (A4.15) LiRB W
ANRE, RIEREM A EEEERER, B8 30 min FERHBEERBEZENENMRE RS . BE
LA, ERES 10 mL BBREHES ZidE., SRR RABE.

A5.23 Ff A6.4~A.6.6 FTeA k4Nl ERERBARDEREBERFEOREE, SR =K.

A5.2.4 HRNADITIRFBERFTEDFHRMLR.

O = 10(R —T) vescessesssssassscsnscessccnee( AT )

5
=2(R —T)

7\

O FRAERMOPEEDR, LA M (pe)

R HERBIIEEO AR W& M FHME, B EZEFH (pg/ml) ;

T R REENRERPIRBEEQSENEME B, AR E R HE BN
ZFt (ug/mL).

HEHRABTRHHIBFEESREOMNM/DMF 10 g, B, XBXESAESHTHE.

A5.3 N E M E SRR
A5.3.1 ZEBLRE (A4.3) ST 30 mL & 10 pg/mL 59 T 2 3 AT VB J80 80, 4 VA 20 V0 10 T 2 2

7




YY/T 0616.1—2016

BRFMPEA3OMEBEERE &M (AL.3.1),
A5.32 HHEMNBRE(ALY, FBAK . BBEITE 10 mL nHERRE—E LT T (A43),
A.5.3.3 F A.6.4~A.6.6 FrAA ol erEE RN REBERPEODRERE, SHE =K.

A.5.3.4 & 3C(A.2) TR B B BN 1 2 1 1 200 T B 2

O = 10(R —7T) cesersassvenssassasessrcassens( A 2 )

5
=2(R —T)

5 HIBIRR M A IEE B &, LA RO (ue) 5
WHEBBRINEELD SE =N & W I9HEH, BV N EZEA (ug/ml);
R EEE AR INEESSENENE B, AN BEOESE) BN AMREER
F(ug/mL),
o HEREEMOPEEEREOMN/PT 10 pg. HN , XBRBAZESHTHE.

~ D O W
=

A6 W

A.6.1 X

SREFET FERR RBFURE S W REBRLIRAG . FH 725 W 98 1950 HE 5 B 5 0w 7R B HE
2%, BRI W e REB T EAR TR .
RAMBRERFRE BHATE, - RRERNBNS —HRRNBEMNTF. ITERBRAERENE

25 mL, HE TERERZEZHMBARAEFEEM, BT SAMREEMASIEYFEQERH L.
., HtBREFPRES ARS8 ARaTIER, ERMNEESHEEN LB EPHFFTHLER
E B RIS R, 3 ASTM D712 B F R RMAEE pHAE N 74 8 TESE it 25 CTER 2 h A1

EEREAEAEHY,
A.6.2 BIRERF

A6.2.1 BERFEAALDEBERTEROTFEREN,

B8 HIA#ME F#tFERER,  HOoR 4. EFERIEEFN . MER 4 REFFER 4L REF
BE & BN R SRR N 2

 RESMFEPHE—-RAPFRREREI(200E10) mm & M—RE, W HFE D HEH B 0.1 g

BEENFEPHNS - RFEEHAIAMTHICHFEAN.FEZ2WE, E Ala)FiR.

. g — HPEBADR RO FENRBEA TR E, HEREERTRA(L. FHTUERATFENBIEM

INHE I A — R I8 B S A SN BB T A, B E B = EH A

AG.2.2 BEEBRREAHEAILOARBAFENENTFEN. EANFEZRFEAREN(25E5T
R R 28 ph R (AL3.2.2)25 mL, M TFHMBBRKWFE, MAKNZEMRAEBAEMMZE 50 mL, HfEHKE
B E W, HEE Alb) iR E(A4.14)7F 20 cm fRi2 b 854, DL A K,
A.6.2.3 BFEBEBTHRGI(A4L4.15 ETF@5E5) CTFHRD (120£5) min,
A6.2.4 BTHRE,HHSHAFE, FEAEFERARGREBRBE . WRBRBEEREA . NAZHIT
EHFRIE.
A.6.25 KBEBEBBEBABLEBFAALDP ,ERET 2000 ¢ ZFEFTELO 15 min, A—-KEFHE
(A4 TR, WA M R M2 BE. BN EBRBATE2 C~8 CTREIFE 18 h Al E,
WA EDNRT —18 CUTRE, ABIEHIH .
A6.26 BERIHIIFE 20 cm e LB BE LT, AR AKKEBEELERZERE ZRTET.HRE
(m2) % 0.1 g, WA BZEFEBRIEIVWEE.

m=m, —m, conceannesescssrscscacassacene( A 3 )
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A6.3 EBRRER
A.6.3.1 EBRRIF&EH

K 25 mg BRVEEHBMT 25 mLIBRBMB (A.3.2.2), HIEHFHREERN 1 mg/mL MEEASR
. A 0.22 pm IR (A.4.0 388, F UV 55667 280 nm Ab A Zeith (A 4.7 W & WO EE , T
LRMEEOWRE, WOCEEREL 0.715” R R BEHE (mg/ml) . BB ERRKFZG T I E
2d,E£—18 CUTRFABERNH. MAEFTMAE 45 CT M 15 min,

A.6.3.2 BEEHFREERK

ARBENMBASOMBELSBH R AR ER (A.6.3.1), HHEMBIIREAL N 100 ug/mL,
50 ug/mL.20 yg/mL.10 pg/mL.5 ug/mL fl 2 ug/mlL, FHEEZHBIEZ H. XEEREL B FHT
TofaxE2d.7E —18 CUTREKRUURBRERNNTH. BERIE 45 CT M 15 min,

A.6.4 BEHFREHWRNESRA

A.6.4.1 Q545 CTHMEFIRE .

A.6.4.2 HITRABIR 1 mL S HR . EEREAERACIDMENTFEREB(A6.2.5) E (6 M)
RIAE (A4.605, (F8)M 0.1 mL DOC(A.3.5), BB ESFEHE 10 min, (F&)H 0.1 mL TCA
(A.3.6)F 0.1 mL PTACA.3.7),RIEIBAE R 30 min,

A.6.4.3 4 6 000 g FELL 15 min, B/ FEW,.HFBEELEEH B T WKL E 5 min,

A.6.4.4 MAESAZEHNRNSRETP (&) 0.1 mol/L HEEMBE K (A.3.40.2 mL, ZERIEES
w L ESENREENEDRBERER. BRAEEOEZEBREIERE. ABFEERNTFEGEITC
TREEE. MRVGIETREY, L 0.20 mL AR, BEZMARESIHEENBER . BEZELEN

1 mL, /SR A 0.2 mL RIS . UM BEXMEREEBRTREEERIN.
E: HEARIKEEBEREBOENRZEEORLAML, kTR, X —IBFEREA —EBRNEORHAR. K
A BERORRERMNRSFBRREBEPHRKRNE o AR, BRE 0, BES RSN, B ERH

REARAEENN.
A65 S

A.6.5.1 ARFo AR FERR AT ER AT AT &, Ea 7 &5 8 176 & iR 7T g8 F
R A E AR AR E T

A6.52 MEFHERERPVEARBBRMZ AMERAFT P4 0.125 mL iXH ACA.3.3.1), IR
A, 11 mLiX#H B(A.3.3.2), 115, BEERE 30 min, fBATEL. X—MEBSFEATEE, Bt

BiE.OBRITEY.
A6.6 FIR

A.6.6.1 BEEERIY

B —EBEB(A.6.5.2) ZEHR (A48 L9, FEH L, W 500 pL FLFHEA 490 L, 7
600 nm~750 nm M E P KM E A LIE AES LI EEREE .
. RN FERBRRERCRER 1 h ARITAI, XRMKERAE 8.

A.6.6.2 HRANEIH
BHRIBE(AG.5.2)FE—RERM(A.4.9),7F 600 nm~760 nm GFHE . A EH B R B FIES, WiX

3) BERTEN 43 000 D ,280 nm I 30 745 AYEE IR IE Y (molar extinction) , HZFE pH 74 F 1l cm &AM T pH 7.4
7] 0.1 mol/L TES ¥ 1 mg/mL BBHFEH K MHEIERE 0.715,
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2 750 nm) HEEKEEAUE AES HLNERGE.
i, RREEANFEEREERARERS | h BT, SRS R A B,

A7 HERRTFR
A7.1 &

A7.1.1 BEHMLRE

FHE AT B B R BE . I SRAMEM I E R 2000, AT R . e WP ROEREXT TR E
HRARER B LR R 2R, I A2 BiR . AREHRRHERET RN 0 pg/mL~100 pg/mL 3G

B oA 52 M I £ EL O 2R 1

it ERAEPRAE - BAEAR BERELBPEORRERRARSHEARBBEFRRNE S HLMHEF,

|

0 20 40 60 80 100 120

e

PLEA .

Y 750 nm Ab iR U

X B ECWE, B NBREGET (pg/ml);
1 e YL BE 5

2 — 3 EYLAE BB Z.

Y=—4E—0.5X%+0.013X+40.024 7

o MR Wiz {H
2.1 0.036
5,2 ~0.099
10.4 0.159
20.8 0.291
52.0 0.583

104.0 0.945

B A2 9XXEIFH 1 cm ilt# 750 nm 445 1Y 32 B 3R 48 B 2%

A7.1.2 BRBERDE

A3 BUTHE VY 4y B AR M R W O AT I B R BE (L AL6.4.1) IR SRANEE H{E ) 2020, B HTH

B. MRS B3 B AR PR E (ug/mL),

TR R A

. MR A RR T, AT AR B FERITE. 2GRN EITE L&KL,
B T B AT BRAEHE

10
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A7.2 HR

BIMERNEHESERAXALOSH.
P = (VCF)/m ...............................( A_4 )
A
P FETMERBREARS R, PRI TE R (ue/2);
1% Fr AR R, BN ZEFA (ml);
C ZEBAHELREE , BUARMRTEZA (pg/mL);

F —®&BRBRYE;
. FEBERBREEAOEFEKN NaOH % SR EB (A M ZFHOBR 0.2,

m BHRETFEREE, B0 (2) (A.6.2.6),
HRENUPMFERERBIUNEWFHIEORESE.

A73 #Hit=xER

FE 1996 4E 3| 1998 4[| ,9 MERES ST EU FHHLRSH W FRLRART  ARERREBE
REABHES M EAME MAT 1-CT 940060 ., ZEZEBRFIAT Lowry FERWIEH BB NMRE
SENEFE., ZHFEREE TFEZRNEESTENEREE , ARKER T ELUZ T ENTRER
BE. SfRICELE AL

T Al HEER
HE TR BT R
S Y ] & ¥ & BiRENHE R SERE/ (ug/mL)| B/ % AE/ %
(R = ) (ERZEA])
8 A
FERBEW 1 63.9 4.9 9.6
-—*ﬁfiﬁ‘r 1
s |FERREER
5 61.7 6.8 6.3
FERBEMW o
FEA > 5 1 88.8 7.5 22.9
& _ﬁﬁiﬁ} - - "
£ A ’ 5 5 84.5 6.1 20.3
= : : ,
3 1
B 3 | 1 109 20,2 23.3
+E —R=H
3
C 3 1 727 8.3 23.0
& — AR =
F£D ’ 3 1 46.5 10.1 ' 31.8
— R =4 ' ' '
LEREEBERF K TFHER 5.0 8.0
BB (FE AT DKEY 10.5 24.2

EARSEAE L pg/g~5 pg/g Z2H B FFERNRE(ER), RHERIRNI 10 ug/s.
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M R B
(3 L B 3R
ERABRRIA IR EREMNET E

B.1 3|5

FREEBEEAWNRLEASENEAHIBENE—MTEENEEZANRVERRE, BRI FE
FRBBPEORMNZRBANRI AR M —TEEREEL1],
BRFEGRTEBEYBEASHEREHRBEPHEA RERXBUE NN SEEYREE R
BAE e[ 21314105 H R BEREHBENER PR B TS5 NRL B EXRWESEBER R,
Hi, BEA S T4 % NRL FPEFSHIFWHERINE T E. KX BN, ?l]ﬁﬁﬁﬁﬁﬁ%ﬂ@ﬁ
WA IR TR REEEMERMTREAER. HEMTH T8 ENRBTE—-EHIRD,
H,% NRL S8R Z B X EAARR A B2, K x5 & NRL ﬁﬁﬂtﬁﬁﬁ#&@l@ﬂﬁﬁa

i\ IgE $iik ik 2 BB 78, i RAST M f IgE ELISA fif, E AR L REPHEHZF.
X B e B G o DUAR VAL 3 B R B 3R BUS A e PR AR < B9 B PL e 7 IgE Hufk v A i ¥ 1 25 T3
. BN, BEEFFEHAAFRERAMMUGER TFEREAR. BOE BRE6][7]MEEL8 IRtRdEfe TAE
b BRI R T IEE NRL #l @Bt #HAREEEE T RA S8R E'&r R,

B, &4 NRL S ER BN ST ERE TEFEE#RE9][10], XEETEEEZDH
(ETA) JE 7 3 {5 B 20 7 R i 44 A 4l 1k / 28 4 a8 Jr 3 1 3 B 0 2 o) ot 0 J 19 5 T (o X 8 O 50 S RO B
WAL E A B R B ME R . AR R X NRL o8& M AT T EHEST T EFE.,

B.2 HES Ao RABRERIITHER

7E NRL 41k 82 BB (Hevea brasiliensis) B AR Z P A 215 250 AR N EBREKZ K, X
% 1/5~1/4 BRIET Y IgE &6 3R AZ@FE[11][12]. BEHRTHYEOR Y B T BRBH
St O GREEST R BE D BB . XS 78 R R — S0 R B R 1 2R B, 7R AR W B A R P AR S
BEAEFLR, X ARAESW ERERIEE B L8 B2 E SiAN R EEY & B R A E—
MR NIRRT A FERM,. W EFR,AFE NRL B A3 8t , %S NRL PRI EFER £
S NRLEME P AENZEEAMESKTHENHXN. A TAHR/ ERAEERS
2T BRMARR S T 13 4~(2004 4F 3 A)RBAER 4+ F/K 8 NRL o B8R (www. allergen.
org.) , i R L3 w I @ T EAH DNA SRR

BAEMRB R REERNEBRER B PFASEE. XTBERRXAEE R LFERRN,
UREBBEM TR EEROFEM. 245Kk, B &uESE NRL P& PRI SRR A R.
WA SR LB Hevb 1,Hev b 3,Hev b 5 il Hev b 6.02, i/ REFWBFRESYERRS
IgE & R, SHEETHER = &P (131,(14],015]1,(161,[17],[181, B&H HAw #yd SURH
TF U B B AR I P S e e ST B, & Hev b 2, Hev b 7 8% Hev b 13[ 19 3R FTEHIA .

B.3 R HRER R FL IR By E 77

B.3.1 EBMHFE
20 L THERTTEHERH K AERK T EMABEEEH AR IEHMEFEARERIE T JLAHS NRL &

12
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MR ENTE IRE4S8 NRLEHKE. AT, Y5 AMMNAX S FERISEREEAB RSN [11],
[12],[20],[21].

B.3.2 ¥ERF*
B.3.2.1 BRI TSR EEEH b &Rk AR I8

W H SPT Z#RAZRITTE XA ER NRL S 8B H PHTF 28 E NRLRERZEMEFEE. K
MAIRPNRRT SBE RE ARG SR RN BEWEBHFITHAEA 2], NEDFHRIKRE,SPT
R PR e I PR AR 5 28 b St iy B AR IR T8, {ELR TR 3 Oy T e BR ), K O s R AR MR T IS NRL F£&
A B AR N IR

B.3.2.2 IgE-ELISA HJ%] (X # RAST-H14]) M %E %

ELISA #5322 ¥ (ELISA =B Bt e B W M5 B AT EREH 5176 &, 0l H TRF 8 IgE i
M E . LB H AR RAST GBS W0 R 38D 6F A G A5 e AR B bn e A T Bk .

ELISA s & & —BH AR IFH ZMHEIF ™= R AE#& NRL S8R [3104]1[22][23].

EZEFEF . BEREN NRL O8RS TERMHA(WEARERZAR) . BRALFBAGRERSM
NRL i #AMAR T IgE mMiEFR S —BBET. Y gE kS Za et T8 Emg4nt, sk T H 5
MRS, BEE . BRBAYRBZEE TEM XS 1gE Sk ny o &R 8 o 85 #5 + , FH
Bitnicht E AN BIEREEES . MPNBESBEB P BT SIEN BB LA .

5 gt iR ) 2 [ Ah T SUR AR B I A v o SR .

2% CHR(4 189 B Hl 2 0riR , fFHIE R NRL BRI #/E N S BERES . PRSPk
FE R 10 mg/mL MERB EWMBEEN 100 000 iy, WA BBRENFERBBEM NRL ifEK 5 H
NRL- 3 EERFHERIMEN SR EMNFHRYRERBER E IFEReY—EBT4].

B33 THERAZX
B.3.3.1 X NRL & & /7 € B /Y 48 3% &% 2. & 5 #7 (EIA)

B.3.3.1.1 ¥E

R BALR R, B R B R R s f f P B mAAER NRL I 8JE. 2 B
M1k, 7 NRL FEMBREBRH BB PEL R KA M4 NRL 385, B Hev b 1, Hev b 3, Hevb 5 F
Hev b 6.02 [13][15][16][171[24], BASZREZPHA R TE W THER Hev b 5 1 Hev b 6.02
(BEEBI[15][17][25], Hevb 1 f Hev b 3 MEBEEENNIILENERESEIR[261[27], Fik
FAERHEOEFITHTXAN NRL SE8ENHFRBERESTEIADK T EE FIEEF R E. B 2001 4
12 B LA, B 28] DA\ T 3 b W 3 30 1 B oo s i i R R A & . 3500 AT it 45t B SRl I 3K

B.3.3.1.2 #§3X EIA AERMRBRY

IR EIA TREHE AR RE A M) o SR S E A DNA R4/ & H BUE NI fE
. BTART ATHAREBIAAREREEA . ALSHUERTHHENIHESES. BTG,
HEIFWERARGSHI . EH KRBT, Bric 8w 23R 3 |4V (HRP) |89 8RR+
HHREEIIRSFE-RKBETPE e TR ENIBETTHESE. B, MAZBERRY . R

4) REAANEK] FREME B (FITkit Insert leaflets, www.quattromed.com) , i 8 JE B ke H FR B9 Bl 0.1 pg/L
(Hev b 6.02) 3} 2.3 pg/L (Hevb 3), EEHHNZRABHEE N 2.8%~5.8%, BHREKZEREBIHE K 2.6 %6~
7.6%, BIERNUAIERTE W EAERMEERN,FARABRE CENXRX—>REIAT.

13
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KILEEABRBERANBBOCEME. HARNBaRESHR P LHIREERERIEL.
B.3.3.1.3 #3# EIA 7% 5 IgE & /R & 47 Z 18] R £ RE bb B

REPEKFABRTEZATEEATFENIHREREARIIE. BR, BB RN %5 E R =B 8
VAR R I0 B X NRL @ & H#T R (SPT), E—WRFIAFTF,22 1~ NRL FEH 4 1
FEEETENFEE EIARFASNE)NEES A GEMFHXRNGERHLEN, WEZEHIAT
B AR H[10], ZREPZANTSHENERS 20 2 NRL o #HEEEZ R SPT k6 5y A
XM HERE =095, HKkEZERY IgE ELISA M & REMHEXHEGF=0.900. BLRJ/GH Lowry
B B E (S SPT M LHIEREG=—0.11, ZE5[10JHRE M EH,R/EB T B —I0
EHFF,58 4 NRL FEH 4 MR S &5 IgE ELISA #1118 59 & o SR 5 4 2Z 18] 1Y
FEM R 0.84, BIEM— FDA AR EREIZHO0MR28], E-ENMABRERARINUAE 30 ~FE
i NRL o8B, &R B, HETEE EIAs WEKN 4 M EFEWE R SMEHAA IgE RAST/ELISA #
MEkag L B> HAA W ERAEXEG?=0.91—0.95), REXRTFEAKREBEFEARHE—F IR RHFE—
WIS BB R EIAs FEERTERE,HE, X4 SHFEESTUNEDEABRERTFERE
B TEHELRSE., YA AR REARBEERES AR HAS®ELU L2 E & Wit Er
R,

B.4 4%ig

METTEEMLHEARTESHENFEN NRL S8)EO A T, R, EERLSRAE,
FiF il 2 @R kN IgE FEMARBEF A, M ARTHREL,FEZRTHRFEAANRZ . B
I, EAREATRAW IS HRMANE. AT NRLEFFEEENHIK EIAE , @dHHER
TEW S S8 E AR NRL R 27N NRL S8R R mERA, W R TR TN ES
BB, ZAEAEAENSEREME, RZHME A BRI NRL 7= 500 T80 =4 Y R 2w, I
BEBEREME., ZRBAREA AN S EBE, FEEENBINFEBKESER (<2 ., B—AFE SH%
AR, FEEAMAENXILAE M NRLESFRANBEENLZ2RE. AINBEFEARENHELE
PR T A M R, AT, Al A SE A T 3R EIA 2293l 8 W~ NRL I 8RR Jr
A/ SRIRH . TUREREFERTFZHFRAANMRAN &, HEeEUgEH S PFAENEAEEZ 'R
BUR

2002 4£,CEN/TC 205/WG 3 #4177 —UiXLREE XK, F F¥EEEMAFEY NRL 0 MS8UE
ERN=MRAEFE., X=ZMARTERE:
e St SR A & (L B.3.3.3 M 4) 1;
ASTM D649 (HR R EE R D[ 29];
AER S (BEDR).

AR ARG R L BT BRI RRENRTEERNSTRNEIE.

3B B PF R T W 4 B AT RN T S48 B A AR T ER X B & A e 89 SRS B R
(8 7Y A7 AR 5 3 32— 2 B A B B9 AL SRR 7R e 7 iR B9 PR sE A m] R

14
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B % C
(B
B XAk (HPLO U E S X8 (AAA)

C.! 8%

#RERENERETRERREGWEANBARN, XERAERRNELEDEHHAM
WaAmlll2][31(4]105]. A, ARERRVBARMEBRAREZR2][4]. W FHEZUWRERTEE
A TR, ARERENSEaNEAFEERFAERNM, BAWHEHE,

QAR Al LR R, X—5 R EHRMER S WESHAR"ITR[8]F —REFEH T
R R Y-C2Y SR R = R R B F RA RATIESE . X 5T, RARER
ST B B R A RE , I BRI IR BE (prick test) 54545 2 B2 H RIFH—BHEL6].

AL AU ERRBRRFETEORSTEN, ERHMR Lowry IRIEARMET . RAVRERD
rEEAEH G REMPETELTEX . BAHTHHRER Lowry RRIGRHAETRIE, AERDTE
BARAEAE N & B SR pR HER 22 77 ¥ , {875 BY T T8 bR 5 8 W5 78 A #E D7 iR 00 2 2 B TR I S B IR Ol =
ik

C.2 S¥EHEGIHEZEMHPLONEEARNIEE

BB R 6 mol/L SiMREM P /KB AMENEARER, RG HEIBMHEAE(HPLO L7 #7248
HEw., B —FMARP(ESER)IHFENSHAEBRRERNEELARLEE, X—FTERZEME
NERESTEHNEN, BESRRBAEM TR B, [T TESEHENFAR T BAZERHR K
(il BRMcBNE)

C.3 ##

C.3.1 ERIEFEER
C.3.2 30%H# . EA4E

C33 EEBRERESLAER . SUE.L-FER.L-XE2ER.L-A8B. EE 28 . L- A& .L-
REEAR.L-S8R.L-HffH.L-AIRMER.L-EERESR.L-FER. L2858 L- 2R . L-2a 8.
L-B S E L-48 % 0.5 mmol/L #1 L-Bt & & 0.25 mmol/L)

C.3.4 WFEFZPRBEEEE (Methanol protein sequencing grade)
C.3.5 O-E—(OPA)

C.3.6 W@

C37 ZZ-HNZE#(EDTA)

15
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C.3.8 Wi _ S (KH,PO,)

C.3.9 BEERS 4 (Na;HPO,)

C.3.10 ®iER— S %W (NaH,PO,)

C.3.11 3-HMEHRE

C.3.12 SBH.#WHE TR ODS 3 pum, 150 X4.6 mm, A F OPA X 1e
C3.13 RIEH.WKHER ODS 3 pm,5X 4.6 mm
C.3.14 #Ba(Milli-Q) K R F &K

C.3.15 0.2 pm FLEZAII8 IR

C.3.16 FA-TFRHBE&5R A E & ik v (THF)

C3.17 RFREEHHEZ M

C3.18 2 mL MG HRAHEE

C.3.19 FRERA

C.3.20 SEHMNEELARH

C4 ZMEMBE

FF OPA-1 £ (Herrenberg,Germany) M50 1 FIER 2, a0fH FH H s+, o] fB 77 2 #H 17 A5 1Y
BN

C.4.1 HEE-100
11.7 mg ZBEBR (C.3. DB F 1 mL A H(C.3.14)=100 mmol/L FHE R

C.4.2 HHAR-T
100 L & #R-100 (C.4. D F 10 mL K H =1 mmol/L HIHMR,8 CHEHTEFAEL 4 .

C.4.3 O-EAZE:(OPA)

50 mg O-Bk % (C.3.5),4.5 mL HIEE(C.3.4),50 uL HiFERNER(C.3.11),

C.4.4 THBRELLE itk

A00 mmol/L BB L ,5 mmol/L EDTA,pH 10.4
% 1.24 g BB FN 85 mgEDTA % F 30 mL &K1 (C.3.14), A 2 mol/L NaOH #75 pH % 10.4, /K
(CIDERFE S0 mL, £ 0.2 pm BE(C.3.15) S, ZREFAAMET 2 F, BEKHFEUBTTEAE

C.45 #£I1tiW

% 1.36 g KH,PO,(C.3.8) B TFK(C.3.1)H, £ 0.2 ym JEBEC.3.15) MW, RV FAAET 4 A,
16
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C.4.6 WEREEME
¥ 7.15 g Na, HPQ, (C.3.9) #1 8.45 g NaH,PO,-H,0 (C.3.10) & F 1.5 L /K (C.3.14) 1,

C.4.7 &7 1
20 mL POE sk (C.3.16) 01 1 L BB Eh 2 vh ¥k (C.4.6)

C.4.8 B#H 2
250 mL & ZfE(C.3.17) %1 100 mL & kg (C.3.16) FHBEBREL 2 ik (C.4.6) MIZE 1 L,

C.4.9 RERSRB R (0.1 mol/L)
¥ 2.12 g RN (C.3.19) BT 10 mL K (C.3.14),

C.5 K&

Ch.1 HmBE®
400 uL BB AT TES B op#) +10 pL HIEBER-1(C.4.2)+700 pL TR (C.3.2),
C5.2 tHREBHE
380 puL 7K (C.3.14)+20 pL REBMARE R (C.3.3)+10 pL BE#R-1(C.4.2) +700 uL R (C.3.2),

C.5.3 BEOUKR

WREGB R MR ERRE N T ERABENR(C.I18) F, R 100 CEXHTIEE 48 h. B
HEAEBREH /T HeEeaEE, IBeEFrms., HTHE3ME IR E R &4, 5B X5 %
R MERBR/KARAEYEE,

B SERARERE, FEEEESEES OIERAE T RSP E T NaOH 8 KOH L A EZ
T4
HRRETEER ;O NTEREE B MBI TR MEETIFBBA R .

C5.4 FEHIER

MG — B 52 AN R HE I WP & — N B K R VL
400 pL BIRW+10 uL FEER-1(C.4.2);
380 uL 7K (C.3.14)+20 pL EEE IR (C.3.3) +10 pL SIE#K-1(C.4.2),

C.6 2% (HPLC

C.6.1 HFmele

HEHAEaEU TR,

TET RIS R S im A 20 oL BRERARVAHE (C.4.9).,
FARE AL AL B S

FIRBEH 15 min, BKIBEH X CO,.

HIA 180 pL BER L 2% i K (C.4.4) ,

17
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C.6.2 T4k

1 A 2 TR 18 B[] A9 5 LI R B B AR AR 7E 20 C~25 CREZAMG T T E.
% 25 L PIERERZE ph ik (C.4.4) .12 pL OPA (C.4.3) f1 8 uL HERIRA .
2.5 min J&, A 25 pL #E(C.4.5) & LR AL,

C.6.3 HPLC

Al i B A 2 R R G ORI A% pY i — HPLC & #47 HPLC 7797,
T2 T — B S, (B 20 2 7 22 5 B G0 F B R UM F A

0 min~2.5 min 0% VEN] 2 100 % 75 1

2.5 min~3.0 min 0% ~12.5%EEH 2 87.5% ~100 % %5 1

3.0 min~9,0 min 12.5 0% 5 2 87.5 ¥ 1

9.0 min~13.0 min 12.5% ~42% B 2 58 % ~87.5 %A 1

13.0 min~24.0 min 42 B30 2 58 Y ) 1

24.0 min~26.0 min 42 % ~80 Y F) 2 20% ~58 % Al 1

26.0 min~30.0 min 80 Y EEH] 2 20 ) 1

30.0 min~31.0 min 0% ~80 LI H] 2 20% ~100 % B H] 1
C6.4 itH

Rz A3 R — A P BB AR v B R R BRI RS A ERKRE. EERNSEFTEE
HE ',

C.7 354

C.7.1 HEBHE

AT 19 FiaT B8 0 45 R JR ¥R BB AR v /K S MR A L B 8 iR R ] Cl1a) B, iX Se THHA Y Bl B S 2L M
FlF# ClH, BLBARRITAEARABEBNRITABRASEBBRAG S EZBERR T, IE
HRERCREE ARTE B B AEARY IR, ORI T R AR b MR, (5 1] 883 R 7K
IR . BEBRERSNESEEATASLES OPA/MPA KA RN, AL EXEHFAESBEZH T AER
W, MEBREENEHE, AAEHN— PR NEEEANESS OPA/MPA B, 3X46XUE Hi B
JLER S [ N 2 QREERT OPA YA VR BOHCE B8] B9 2 Wl 1o 5 B0 & 4 W =2 8] A 22 4 , (B 28 F X g T
AWM AR .

C.7.2 FEBRE

LK PRI MR A SR WaBEmE C1b) fin. XFRILEH BRK BB T
WERSERCLPFIHMITHEANEERT LY S . 7£ 14.23 min F 24.08 min B Z 37 JFHA
fa Rk , i 4 R TES MIRTAEFEY) , X BN 5 BT A SR A AR A8 52 2 K 7 JF » B oA & B2 W 53 #

AR

18
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£ C1 HRAREECID|S&KkBUNFERRELE C.1b) ]
HREAEEITREANEER KR
- 4% B B [B] / min -
PR B A0 1T 88 R
KITAZ B (ASP) 2.52 2.52
X 114 Bl (ASN) | L #{LIR ASP
AEABKGLY) 3.23 3.24
éﬁﬁﬂ%((}imm ) 4L H, GLU
22 & B8 (SER) B 6.83 6.85
HE B (HIS) 8.60
HABRGLY) 9.25 9,25
& B (THR) 9.84 9,82
ﬁ%ﬁﬁ(ARG) 11.24 | 11.21
HE B (ALA) 12,30 12.29
| | 14.23 | TES(BRZE M T
BER(TYR) 17.7
HEB (VAL 20.95 21.07
H & B (MET) 21.75 21.90
E4 & B (NORVAL) 22.42 22.55 WA=
24.08 | TES(B#Z v )
FRE M (LE) 25.15 25.32
AN E R (PHE) 25.48 25.64
%iﬁ(LEU; .,... 26.61 26.74
0 (LYS) 28.41 28,44
30.65 30.60
BREBR(TRY) KR R
PR, AR (CYS) KRV R
WM& (PRO) Rl

C.8 BHRHERIESTEPHMLERSR

C.8.1 fiA&

PRI F BT -

WA TP

20

ReEHRRSEWHEM.
—— 5 Il R B (prick test) H R 1 — 2.
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% B H A $ X
C.8.2 &K

BT AR .

AEFR, REDPELRERE.
HEK.
XTEEHIT AN T EEETNER.
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