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1. —fErENAE, ERUSEKEFERESRLTRE, BE¥an
R 5 #4& a0 @R A R EERE.

2. WAHIEE | IR B m iR, EHRXBAMEK A-4-2
CGMCC No.2065 4 =315,

3. —Hb 228 4 itk A-4-2 CGMCC No.2065.

4, —FhRIEFERRMA, HEAAER 1K 2 rA®EmER
G E A BRI IR

5. A ER 4 Prffy S F R MR, EeEET,
EAHAN: d4%F. ARERR. REFBRER. 233038, I
Bt M 5% IR B R VR 0 B - B P A R IR

6. AR EKR S Frik ik FRRMA, HAMEAETHREME
# 1K 4 Sepharose 4B.

7. 2ERHER 4~6 2 — TR RHEA B RF &

8. SHRAER 4~6 2 A —T PR K. F AR IR 8y 52 % Ao
6354,

9. SH A EK 8 fr ik sk F At B AL A £

10. A ER9 FIREAEEANHEBR KRG TFHNA.
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—MRRENGITEREERLBERESYPINA

A e

KEAH R REFRE, BEMYPE A TR ELG DR
&g,
BRAH

WA £ R ENLE, AMIMENRANNIR R RS ET
KA IR R AR, T A WREAR B AT BE R A B o A BB B
EFR., MTANERRSES, FUHKRERK, WEKS LB
ERD, IMRAMAENAEREMIEERE T EHNER. K
# fu48 3% (IAC,immunoaffinity chromatography ) & — M ¥ % & K b 5
BT IR AW AN . B R RN E R LR
A, EEHERE N, IACK M 21 ELax A Ry R A
REMEAEANEHA (WHPLC,GC) WA RENF B, XMHEA
FETERRFRARMBAEAREREN. 2BRT. EEREE
FEBENEA, FBGET RESATE (WELISA, RIA) EHMTH
REELZTR. BW, RARERK. BE. ZK. B, Z24%&09.
TR ERN D TFHE WA R Z .

BRALANEES, WRRE, AR, AASA) 2% R
B, TS ELREREM - LELRARERAREER, E24
REARB AR B d AR, h) G BIA . 52 8 B U B
BEA: EXREMENERE. FXRE, EZRAREADK
W KATE fo B K R P R E K YR A R

AEBHERELRABENERAE. EUFELRERTE, K

SEREH B WRERE. AERETHAERE ZHNANEELY.,
BRERMEERE, WE, TXE, FRRES, FWH, AEX,
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k.
BREXGYBLESRAE LD, HHE L, FHED. TRK.
AFEX, MBMEE, BHELE, WERRE, JTEEATERL.
BETFAEEERALZRALYN, ERFEREGN THHRER R PR
BALBRATE, RARETH T ANNEE, CBHRESTTRNE
FHORS, KELAZREEEMEAEA, AN TFREARRE,
RAZRINTHELENEENEETRNERT S,
WLk, £FHANRRERPSASHERE oMH#AT TR
NATHE. RAERN T ELEREALE (TLC). A6 #
# (GC). AiE-FIEEHL (GCMS). B JE#H A% (HPLC). &
A - BN, (HPLC/MS ) %, X b7 ik iy w7 AL R K -
WAoBL, HAWSPEAR Ehfon B, HESHBZEMFEEAELRE
3. FhHRE. AVBMNREZ. FIFHEKERR. SEEM
TR R IOFER A TG 2B W HA, B £ R LR ot g
hEF P oG ANEKE, ELHRUNIACELE.

KRR

ALKV E R R G —FELBEE R A R BE B AT,

A K U B S5 S A AR DS A R Ao R R D SR R AE T A
B iR S 9 3 Ao R IR R AR AR G LRy SRR R A e
TG R BTk 2 25 3 ST MR R DUBR B T R 6 B LR
BHEE S B E O BRI N R R R AN,

AXPAME —NEOREHR M £ BB TGRS RS
il

B i R R R R AR R R R S R B R A, B
R g vl B D R R BT B AL, R B A AR KA MBI B R 2
MEHR, 5APTFRATAERERIAARRBEENIE. 2K
R LB IR A R R A HUR, AR HR S B E e
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BEARAEE. FHE S HEENE 4 O R /A RIET
F, BEEAYLTEENEEZH (OVA). FhFEZEBSANE A
FER E B H131.6:15223:1.

FraEEATha4E. AREER. RAFBRKRER. £ 3
. AR . RAIGBLRL-SRRE AR B4, {26 8 Sepharose 4B.

P 3R 5 i 36 2 oy - 52 R AR AR 38 A X 6 R sk i 2K 25 M WA AR e e
SR R . BERR R ek, BEREE) WA RE . R RE TR
# BLAT A5 SRR B 3 T 2 A B M AR A-4-2 CGMCC No.2065% 3
%3,

B iR xt 6 fh AR i K 2 et B v e . BEFVE L. BERR . BERKF
o ok AR AT SRR AR RN RS R R
J& 4 fL A%k A-4-2 CGMCC No.2065 B, -F2007455 F 28 B 7/ & T+ Bl i &
YEREEEZER S EREBEY T (FHFRCGMCC).

FREAZATAFLFEAEFARNFEROFEARERED.

iR fo, 0 35 AR MY 7T B AT P B R ek A g, R Rk
FhE LR TARLANRF EE.

A ERFREMTRARAZFEEENRANE0RE T
KRR EE.

FrR kA &P R EERBIE, FREBT A FE-REE
B (9:1, viv), BB EHZ W, BILF & %40.2gKH,PO, , 0.2g KCl,
2.9gNa,HPO,.12H,0, 8.8gNaClty& . Bk kA &+ L/ 3 %K
FORTEH, FrR R H0.01 M, pH 7408 B 8 2w i, FTiR0.01
M, pH 7.4t BB & L T F ILF2-40.2g  KH,PO,, 0.2g KCl,
2.9¢ Na,HPO,.12H,0, 8.8g NaCl, 0.02g NaN;##&#; Brik stk
W kBt 2w, BILF & K 0.2gKH,PO, , 0.2 g KCI,
2.9gNa,HPO,.12H,0, 8.8gNaCl# # i .

998 3 AR DR B A S SR R R I R B e A T
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B RO Fufe R, EAMNAEWEES (WA, FF. B, B mRF)
g oM IE ALY, ETREMN. ERLEFEARRA S, &
% HR 5 8 1L & E 1L 89 Sepharose 4B i 18 Bx & 2 89.1%.

18 B A 8 i 2 25 4 3 57 R LR I SR R A B i A R BRI L L R
vl . BERZO R . SRR b BRI AR . B TR Y
HARERESF H1048. 1117, 1235, 1400, 1391. 1328 ng/mL, %4
s A BB 4225, 240, 265. 301. 299. 285ng/mg, A T15K
EABRENRERENISHEH, REMALE.

AKX RBERSMER RGN T, RFEUT IR

1) e A A

B LA R A ¥ H2.0£0.01 g, TSOmERFEE, F4
BEAAZ10 ng/gikE 0B A tnirE &, #E 15 min/F, A AFEBKE mL,
W3 min, 3500 rpm B 10 min, W EFER, EERBM—K, &4
LiER, W RA.

2) BM4mL, 520mL WHRAZAHBRE, T ERBRFRE
A, RELE 20 mLEER. 15mLK, K5 H4 mL % KRR
WE AR, 52 A R R M

AR AR EEEE LTRSS, FFRTAEIE AKX
ik, AREER TR FhnE R EHRERGY RGN ALE,
SEEBKE. ARFERRRANEREEEGFRBREG NN
FEVAAN R EEROATEREE, X2 EAEAN T B AR,
AEAM G EFNEEERFNA>ARBAREFORGER G, RE
MR TEAE, LR T Sk E R R x4 19tk
BN IATHBRFRATREND W, REAW T & H 0 F
R T RE TR E R, KEAWFTEAMERME, BEHE, %
RS, R EMBEERELFERN, RVEAENTIERN, B
AT R AR FOIRIETT B, KRR WAL T ik B 6Bk B R s
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KAMMWEE, RATEALRNEBEREENIHEANEREX
Y. g BREHE, REATEREERETR, KILT REFHAM
B AL BRI AT B B AME .

BALEAR

T4 & B RE LG kit — P ER AL, NEM, X®TiE
ER THAREH, TARARREALANTE.
R4

1.5 Ji2 2 25 4y B ST B AR iy R &

HPHIT: FFABALA/C/ BAE N Skt M, UABERE K 2940440
BES5EARERWERD N ZER, REFENSOug /R (EBRA
0.1ml) MEEBHTLHRENAL, #TEREER. — MR,
BEMERENENT 4K KER, Lk, #TmBEeR, BL—
MNAERFEBRATWERAL, —AEI0RRM, WZHERN TR
SR RJE, BRAH.

SiH R G PR ANHIRS: L] 5 SP2/OE BB 41 e dEAT AR

ARXBREMTEN: RAARGREFARBE, L2RE
54 6] R o RE R 2 B IR IR Fo AR B 5T B R R 4B AR
A-4-2 CGMCC No.2065, % i 3 25 4y % 57, I 2 208 48 B Ak v 4 i v
we . BEER . BERkiber. BERR TR b BRRRGE AR, RAT
A B A AR SR B, AR . B B ke AR R
—w s AR R T BV A A T SUR B WY B R R
40 i Bk A-4-2 CGMCC No.2065 B, -F20074F5 F 28 H 4R & T B i 4 47
BHRBRETESRSERAYAED L (HRCGMCC).

ETBERAAEEKRRES: RAKRNFLEE, FBALB/C/
B ENKE B, 7-14K 5 BRI 5 52 50 8 20 28 S AR A-1-4
A-4-2 CGMCC No.2065 , 5x105-1061 R, 7-10K g XE K.
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BRBEHARNGRE: ERA-20CTRAE, ERAH37CKERE
R

3. IgGHy4ifk:

KR MAR B R % (SAS) fiDEMES # £ 8 F R & B x4
M FER A, B AR TR R E B IgGHAT R Tk %, FA
DEAES2A 4 F A B F R ik 1gGt —F otk RAKS R T:

AR B3 mL¥ 7 2 X8 41 M #k A-4-2 CGMCC No.2065 & A&
53 mL PBS (0.01 M, pH 7.0), #&4], REEFHERE B K6 mL, 4
218 T S A B A N M R A A AR R B W R e A e R A B
50%. 4CHKE60min/E, 3000g% /015 min, ¥ &I EAT3ImL
PBS(0.01 M, pH 7.0)%F, &8 inth Fosi R 45 A 1.6 mL, (FRER%
WA FEIR35%, 4°CHE20 min/E, BL3000gH %15 min. L H
F B3R 7 kAR A X35 % B BR 4 W AL VIR — K.

B BB T (0.0175M,pH 6.7) PBSH, ENBNLE,
¥ EH S B T1000 mL #PBS (0.0175M, pH 6.7) &P F4CTH
PB4 Not, ERRIBFERZHEIK, FEHERNIgGER.

4ifk: #IE2g DE-52 (DEAE-52) 445k K, BETRAHEXE
KEEARE, Fofs, BEREXHESK/BER, AF MAN0.5mol/L
NaOHMEW, #AH4, IWeAKKIHR, BFRERAKRS S
ZdiE., HBH0.5 mol/L HCUAR LR FHH T EALIE. REHA0S
mol/LNaOH#E AL — K, RAKEEF M, AE K AL EHDEAE-52
ENEMAMES (2.0x20cm), F0.0175M, pH 6.7% PBSH F#. ¥
AT B MR WIgGERFNBIAL, FoBERIANEE, XM
To, s EE£3-5cm0.0175 M, pH 6.78 PBSHEAL, H4 M
¥, BHREXNLOmLmin, FAEMMUBREEGHL. KEHH
K& GBS BLR R S0 % By R R #AT VLR, FTRTLIRIMEE, &
Bt e . BERRCE . BERRIE . BRRR R v AR A W AE
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mE . B O A EL A AT SR RL Y R R 2 A L T R AN B A R
A-1-4 CGMCC No.16074-# B B ik, WHRS R H T-20CH
.

4. HEEEE (IAC) BH &

T & B gIR AL & 7E 1k B9 Sepharose 4B T R 47, & A 1.0m
mol/L HC1# G3 3 3+ i ik .

BEER B Y%A 0.1 mol/L NaHCO B R F# )5, 520 mghy
FiRHR (BTF5 mL 0.lmol/L NaHCO, % ) iB&, HE4CTH #
20 h.

BB 3 NG3E L%, F100 mL 0.01 mol/L, pH 7.40 B8 BL 3h %
Wi (ILBRFPSAR® _484027g, 12KEHBRE =412.86g, 4
1 410.2g, BLH8.8g) ik, WERBK, BIEE, HHBEKE.
BEXE T H AR N

BB IgG R & - RBKIgGE
BERE (%) = x 100%
BB IeGR &

BERR BN ER LN, BB EHEMARA4-2 CGMCC
No0.20652 b t#y 3 % 1% Fi 4K 5 1k 8% 1t 89 Sepharose 4B BX £ &
89.1%.

TE AL B B A A ¥ B RBERE BB R 45 N T 0. 1mol/L.. pHS.0
B9 Tris - HCIZ W F, Bb, 4CTRESH #2hr, DU RGN
AL

P MR E SRR B9 0.1mol/L . pH4.0 B B2 2 4% v K fo
0.lmol/L. pH8.0Tris — HCI% M #& & &% %3k . 0.0l mol/L. pH7.4
HPBS (ILAR + A2 H 5B 84027z, 12KA5 8 4 —42.86g,
4702, E1L448.8g) FH/E, T # % K3 N0.01 mol/L. pH7.4
By40.1%NaN;B B 3 Z b . (1L R A F ] —4470.27g, 12K
LB A —92.86g, A4H0.2g, 414488z, NaN;lg) #, 4CT
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HFRAER .

A BERAXHFERRGABE TR XRN N EELGY
B 42 B 4 AR A-4-2 CGMCC No.20654- 3 By 2 37 B 4K B9 %,
ERHMAENECGIERRG PR, GHRBRAHERL LY
5 FL A A R RL Bk Rk K 2 4 3 v I 4 X8 4 AR A-4-2 CGMICC
No0.2065% i #y B 57 B iR i %% 154 (TACHE ).

5. IACHAEWHE

B 3 Beath| £ 19 18 BXA 3o i K 25 A0 B 28 XUR B o 2 3,
W 2k 25 98 4 B AR A-4-2 CGMCC No.2065% 3 Hy 3 37, & itk iy 7 % B,
AR, AREREA, T#. B8 L TRAFHIACHE, AEMENRA.
Y 10mL 44 640 58 7 2K 25 M 4300 ng/mlth RA 1778 & W RAFE &
WEERESENR AR EREERE L, BRENTRE. YELRHE
foje (P AR R E Ao A BORE AR R ), 58 )6 120 mL ¥t
15 mLAK S EEEMEEE, RETHRER. &ER4mIEHBE KRG
AR, BRENTHRE, KE, KT, #ATHPLCHX.
HEESIHAEMEXNERE. 5 A4 2 & (dynamic column
capacity) & ¥ F Z B E R MA (BAEREIR ) 304 80 & KR
. # 34 K& (specific column capacity)= 36 5 % 3, B & FLiR 3 5 0
MR AEEEE. ERAABRANMNBEBELGAHAARIR
3L B B 9 [ e RSB 4R B AR A-1-4 CGMCC No. 16074 By . 52 [E 4R
HHEEERNIASEREMENELELF N 1048 ng/mL, 225
ng/mg IgG (#EESrE ); 1117 ng/mL, 240 ng/mg 1gG (% frE L );
1235 ng/mL, 265 ng/mg IgG (% fZHt7e ); 1400 ng/mL, 301 ng/mg IgG
(BEREEE — k), 1391 ng/mL, 299 ng/mg IgG (% A% 8] B &% "¢ );
1328 ng/mL, 285 ng/mg IgG (@ FEmd ),
LML SAERA LT BRI R 6 A B R A AR A R R
fe KGR AR R

10
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1. 2HREEEEHANEHH &

ZRANEEZHER, SREEE (IACH), 6MBEEEL T
WHER, RARR, MK RER BHERTAK, BHERLR
AIAMAE, RN NA R AN B XA WITEER, %
H, BB, RERGAAR, EREROILAKAIACHK. H¥
% EAE N LA 1B AR BER o B KA E A XK
oL W B 35 [ 2% 2598 4 LAk A-4-2 CGMCC No.206545 ik #y 3 37 FE 44
My By % B A

BB AFE-HREZAE (91, viv),

RAEFER K001 M, pH 74 BH R EZ W&, WILF2F
0.2gKH,PO, , 0.2 g KCl, 2.9gNa,HPO,.12H,0, 8.8gNaCl, 0.02g NaN,
B

AR A ABREZ W, HILP 2 40.2gKH,PO, , 0.2 gKCl,
2.9gNa,HPO,.12H,0, 8.8gNaCl.;

Y& AB BX A X6 B e 3 25 A0 B A A8 UR BL By 3 3 B AR 2
47 f Bk A-4-2 CGMCC No.2065% b Hy 3 57 B AR By 9% &, 1 A 193X
M &HEAC.

2. BEKGYRAFMRRER

IACRBEER, KoMz L2594 A AR XUR M #2351
e 3B 4 LAk A-4-2 CGMCC No.20657%- i By 3 57, & 4k fo i M 2R
BEE, BERZRRA, B, Y2MERXGUTERRN RS
YR RIACH K, EEHA%EuhEcoMsEkEen, LurK
R BB 2R U R % AR R M IACH, 28k e, ¥IR-TiRE
EMBERN, MERAANEIEN. IACHERAAEETE
ZHEA.

MR L. SRR WARERIEM20£001 g, F
SO0midE B0 B, BEARERIZI0 ng/gRk E R R mARER, FBELS

11
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min/5, MA#RBGEE mL, #3/3 min, 3500 rpm %10 min, E -
W, BEEARR—K, &3 LER, %3R4, B4mL, 520mL &
BREZHARE, EAFRBER.

207 A B AT X 6.0 B iz 3K 25 Mg FL AT A8 UR RL Wy B 5L B SR X B 4
HitkA-4-2 CGMCC No.20657 3t By 3 57 B Hi 44 o 5, % 5% o 6, 35 45
WEEE, REH LERGHRERIHE, BRELSTRYE, £EH20
mL#% %R, 15 mLAK, %/EA4 mLa B Em, KERMBE, A5
ok T, FABBLZHRELAZE]L mL, T045 umitEEE, #HPLC
AT (B3 & CISE A& 14, Symmetry C18 (4.6 mm x 250 mm,
Fr425 um); A A T HE-0.1% FERAKER; %K 1 mL/min; #HAF
4100 pL; E4MEME: AWK K278nm ). IACH A 20mley R 75 #&K
FHEHFEEICKEEER . ERXW, RAIACHTHRFN, FT
HHMEEE, B8 REe0E, WIAKK A ENIACESSRERM
O

12
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