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i A A 7 ik

Al —fHLE

AT AT SRR B R Ak, R E A K A
48 AT S5 R F| A0 45 A GB/T 6682 LT 89 — Rk, R By
FRRE R R FNE AR S Fe &, R W
HE KB, #3% GB/T601. GB/T 602 %1 GB/T 603 t# %
RN 7T 8 e S D R i e K
A
A2 B AAEMNE (LTI . N-ZBt W& 28 0 3°-
o B SL R AE I
A2.1 B RRAR B G- 2 Ah vk
A2.1.1 FiERE

3°-r R R FLAE A 8 T A TR SRR AR B AT B R B Ak
T8, BOMeMBRN, SrikEE,
A2.1.2 A Fo ot op
A2.1.2.1 3-"E R B FLAE 4N 2h x4 PR (CAS 128596-80-5) :
S5 E Z90% AT & B0 SR A
A2122N-2BtwZ BB fm (CAS 131-48-6) : #E =
0% A7 & W EFE .
A2123 3B B ILRAEG AT B AT =T70% AT A
EWERY.



A2.124 BB _GH: SATH.

A2.125 SEAE: pATah.

A2126 LfF: &L,

A2127 GAAMEER (1mol/L) : I 5.6 g A8,
Hu K AR I A FE 100 mL.

A2.12.8 B8 — A4 %% % (10 mmol/L, pH6.5) : #EH
B — 54 1361 g, tr\ 800 mL A %A, A 1 mol/L A&k
R (A2127) BF pHE 65, AAKERZEIL, BY
R, MAERAEA.

A2.13 BEEHER%E

A2.13.1 ERBAEIEN: BA RN E.

A2.132 T RF: BE 0.0001 g.

A2.14 SZFEIELN

A2.1.4.1 B35 SFKMA BAER 1% 250 mm x 4.6 mm,
3 um B E R E G,

A2142 el LEHR —SF %R (A2.1.2.8)=75:25
(v/iv) .

A2.1.43 #if: 40°C.

A2.1.4.4 H#: 1.0 mL/min.

A2.1.4.5 ¥K: 210 nm.

A2.1.4.6 #FFE: 10 L.



A2.1.4.7 ATHE: 30 min.
A2.15 T P B
A2.1.5.1 A VE AU
A2.1.5.1.1 3°-v i BR AL B4 2h AR TAE B
SRERMRB R E RN R B IAAEN A&, A
KERRSE R, BRI ETEER 1. 2403, MRExH
T T e 30 R L NE AN R AT TSR R E A 4
1.0 mg/mL. 2.0 mg/mL £ 4.0 mg/mL.
A2.1.5.1.2 3°-v 7 B8 R AE AT i & 08 T
EXQ’JISmg.% R BRI RN TR R, e I mL
KB, BE IR E A 1 mg/mL By 3°-vE R BR LR AE N &
. BT UK 89-20°CARRTE, AR 1 4.
A2.1.5.1.3 3 -7 BR 3 R AE 8 15 18 X S VR
KA 100 pL 3°-72 i B 3L RAEAT B & (A2.1.5.1.2)
0100 pL 3°-vE 3K BR S AE 40 FhATvE TAE MW 1 (A2.1.5.1.1)
% FE SmL REMT, ARKEZAR
A2.1.5.14 FT 3 - BRI R & & N 0 45 B i 2050
P ERBRILRESEA - ERBRIAENLETE R EE.
BRARIRE B 3ERRAEN SRR, ARG EA,
WENE R FEIHE 3R BRILENLREA N 05
mg/mL ARVE G &R . Z B A 2°C~8°CUKSE F IR 77, A



4.
A.2.1.5.1.5 N- 7. B 4 4 S BT fif & 08 7

EHMREEN N-LBEHE AR B R, B EEHW
BEME, FARBMFER, BHKEKEHN 0.5mg/mLN-7,
B 4 R Y ATV 1 U L. 12 TR 2°C~8°CUR AR H AR TE
AR 4.
A2151.63-FHBRIAREMN-LB W E AR BEAET
1B

TR AL T ERE 3 ERBRILREA N-LB &

BR R A AR VR
& AL JRA AT E TR R
TAEER BL 6 77 % W

% B 0.5 mg/mL 3°-"E 3K
R LY EOIEETUER T
BT | mg/mL N- 7, BE # 2 4, | BORE A N-CL B 2
TR |y ok i & v 3 4 1 | BBRIEHORE AL

mL T — 10mL & & 50 pg/mL.

e, FAAKER

B 6.0 mL I S AR vE | 37" BR FLAE 4 A
TAERER 4 2 10 mL 2 | K E A N- B 2
B, HAKER. B VSR T AR

" A AT e
TAEBER S




30 pg/mL.

\ BB AR S E
% B 2.0 mL F A AR B

D AN i3 L R AN- LB A
. THERE®K4ZE 10mL & o
TAYEER 6 BB IBERRELL K

A, AARER,
10 pg/mL.

T BAATE TAEE R 4~6 £ 2°C~8°CA4 M T8, AKX
2.

A2.1.5.2 RAEIE K B

AR L) 200 mg (A5 2] 0.1 mg) &AF, AZ 100
mL REME, WARKEREMAELY 2om LT, IkigBEM
Ja IR, BLwl iR E 4 4 2 mg/mL A AEE K. B
FEBLR N FAT.
A2.1.53 #HHEIRF

R A2 AR UK

A2 #HAEI)F

TR 7 i M

1 =H (K)

2 3>V R FL RN S S E B (A2.1.5.1.3)

P-rEHBRILENRATE T ERER L. 2. 3
(A2.1.5.1.1)

4 BAMETIERE 4. 5. 6 (A2.1.5.1.6)




5 MR ER (A2.1.5.2)

A2.154 ZGE R ERR
HEHAEE D 3 KA E R IETAERR 4, #ITR
RPN, B R DU e, R AT AR R B E
— 4L 3 R T B i Ve OR U (B B AR R AT B R 2 <<1.0%
(n=3) ;
— AR 3 RO A W v AL 9 AR AT R 2 <2.0%(n
=3) ;
—— R B R S
FRREBIELGT 3R BRIE. N-LBwEE
3°-va i BR IR AE 0y 5 8,385 B L 5% BL1.
A21.6 ERIHE
A2.1.6.13-EHBRAENHE (UTEIT) &N
P BRIAEN RN S BRI IMTEEE. U 3ERBR
HAEG N R FIAREVER 1. 2. 3 HENRE AL, A
VST AR N AT, Gl R S0 AR . R 30-
ERRIEWN R EANEI K 01 ZR (A1) IHE

A
C, —— ARV M & 15 2] 6 A R AR R P 3 -"E R
ANERRE, BUAZEREZ (mg/mL) ;
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Vi —— RAESHE AR, B AZES (mL) ;
m —— REHNRE, BN ZER (mg) .
= R R WA AT = AL 2%, IR E
RBANFHE.
PR BRI (UTHEI) GENRES R wr %

& (A2) iTHE

2 = 75X 100%.oror (A2)

2

w —— PEFRIAENREENRESTL % ;

w ——IRAEF KPR EE, %

ERRE MR L.

A2.1.62N-7. Bt & 2B 28N E

N-ZBiwZ 8B eER ST ELE. WREMET
TEBR 4. 5. 6 o N-ZBh 40 22 G B (Y ok 24 1 AR A, XERL By
VTR AT, Lo F B W & AR 4. A N-BR
WEAREENNEII 03 %X (A3) HH

— 22X 2
3= 1055 < 100%.ce (A3)

A

C, —— HIAmE A5 2| o A KA R N- 2Bt
ZEBMWKE, BUARALEEA (pg/mL) ;

Vo —— HAARH E AR, BALAZEN (mL) ;



my —— RN E, BULANER (mg) ;

1000 —— #H Z 4.
A2.1.633-ERBRILRESENE

PERBRIARENEERBIMTEETE. WREHFET
TEWER 4. 5. 6 F 3 -vEiR B JLAE A0 3h W 3R AR AR AR, X
W EAR AP AL AR, SR EEE B A EE &, 3 -ER
BRIAREECENRES R ws %A (A4) HHH

—_ 3% 3
4= io0oeros < 100%..ceie (A4)

A
Cy —— B4Rl R AR 2] 09 A B B A 3 -" R
HAEN LR E, BUAMTEEA (pgml) ;
Vi —— AN ERRR, B AZEA (mL) ;
my —— BAENRE, BULAZER (mg) ;
1.03 —— 377 i BR SLAE 40 #h 42 3 ) 37w R R LR AE

E &
1000 —— #E Z ¥,
25 B v S B N- 7, B 2 AR 30 R B

IRBEERRE N AR AL, AFEHHERA 0.25%.
WERBKTRER, MNERRTH<0.25%.

A2.2 ERBARE -8 F A A Nk

A221 HiERE
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3R BR AR AN TS TR, R ACHEAR AR B AR Y
BAEEIERET 2, BEARNBLIN, SMrEEE.
A2.2.2 A Fat
A222.13-" R BRI NEH H A & (CAS 128596-80-5) :
52 Z90% AT 2 B 1 FF 4.

A2222N-7BiwE AR (CAS 131-48-6) : #E =
90%3 A7 B B B 1y S [ 41

A22233-ERBRILRAEN X S A =70%3 47 A
EWERY.

A2224 LRE: Big4k,

A222.5 FEREKER (25 mmol/L) : k4.

A2226 BBER: LT BREKER=60:40 (v/v) .

A223 BRFEE

A223.1 BRBAEEEN: BAEF AN

A2232 M RF: BE 0.0001 g.

A22.4 H5HEELNE

A224.1 B FARMAE B E1E4E 150 mm * 4.6 mm,
5 um B RE AL

A2242 BIERPAE: FAMAHELIERNEEE 10 mm x 4.6

mm, 5 pm 2% E LA,

A2243 FEiH: AR ZHE, B H 25 mmol/L F BR # K i,
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T B0 pH. A6 B s LA LAk A3,
* A3 WERIAM

i8] (min)
0 24 30 35 37 50

ik

A (%) 90 72 62 62 90 90

B (%) 10 28 38 38 10 10

A22.4.4 i 60°C,
A2245 BEXMNE: FHEIEE: 35°C; HEREHEE:
10Hz; ThEzhak: 1; SiRE: s,
A224.6 jitiE: 1 mL/min,
A2247 #FEE: 10 L.
A2248 ZATH[E: 50 min.
A225 T H R
A2.2.5.1 TRV B
A2.2.5.1.1 37-7 i BR LB ATV VE R

R i A VT YR PR INGE B A 37 -v R B FL A 4 3h xR
B (A2221) , #BRETHEERY, AKEMRTA
AR A X B B AT, T 3 -v R B FLARE AN R T A A
1.0 mg/mL B9 47/ i 408

Aok TAE VR BN R AR By 3°-v iR B FL A% 44 T A v
&, FHBEA (A222.6) BHE R 5 NFEREH
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RY\AFE TR, ArE TR 1. 20 3. 40 5 9 375K
R L HE 4N 3 B9 R AR K 2 A 20 pg/mL. 30 pg/mL. 40 pg/mL.
50 ug/mL F1 60 pg/mL. 7E 4°C~8°CUk4A & 77, A 1 A4

A.
A2.2.5.1.2 N- LBt & @ EAT B B R

PRk i A VR R R IE B Y N- LB 4 2 B X B
(A2222), #B2EHNEEMEY, FAKBEMER. R
R AEIE, BH R N- LB EERIKZAN 1
mg/mL B9 57 fif &5

P TAE A RS AR 8 N- 2, Bt 48 & B A7 Ve i
B, FRBER (A2226) BE Rk 5 NFREKRE SN %
FIARE TAE VAR . A THEWW 1. 2. 3. 4. 5 N-ZBt#

AR ER KA K 5pg/mL, 10 pg/mL, 25 pug/mL, 30
ng/mL #7150 pg/mL. & 4°C~8°CUk4F 1% 7, A 3 A.
A22.5.13 BT 3-4ER BRI RAE &' N AR B

P ERBRIRECE - ERBRIAEN L E & EE.
RIA ARG 3778 i BR B Fh AT & W, AR I
7l (A2.2.2.6) BHl k5 AN ERER R F| ik TAEER.
PR TAEBR 1. 20 30 4. 5 9 3wk B AL AN 3 0 R AR
K2 A 4pug/mL, 8 pg/mL, 12 pg/mL, 25 ng/mL F7 40 pg/mL.
TE 4°C~8°CUKAg 1R 77> AR 1 ANH.
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A22.52 REEER

M2 3 -v i B AL AE A Hh & B W IRAR A AR #R AR IR 500
mg (FF# 2] 0.1 mg) KAE, mAE| 50 mL WA EMF, A
EHREMALL 2em LT, RGBT FIACE R, KIE
BLERER, AHRBEA (A2226) BH BRIREH AR 50
ng/mL B3R B

M E N-7. Bt 4GB0 3 - BRILRAE S BN RAHE
W BRI S00mg ($5F 2] 0.1 mg) RKAE, AmAZ| 50 mL
HAEME, IRKZAEMAL LN 2em LT, RkGERE
FAER. HBEE ERER, FAHEERN (A222.6) B
BRI LY A 1 mg/mL B RAFER . BRI N7,
A2253 ZGEFERR
A2253.1 FGu3E A MR 5 B B

7 G038 FI MR B0 - i BL B - VB AR BRGE B 30 R
FAEM A R, 3R B ILRAE A I A R fr N- Bt &

BB, ETETFNEEMRT, AKEMRER, BHE

B JF PR R AR A R R IR E A A 1.0

mg/mL.

F o3 MR I 1 BUE B 2 3 A MR i S
INFBEER (A222.6) , B&E &G FTEEBREH AN
50 pg/mL By 7 Gt 3E P30 R 1.
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F 3 I AR I B 2: BUE B A S 3E A R S
MNFEBEEF (A222.6), B REM R BREHLH 2
ng/mL By & o i M B R 2.

ZAEFMERBER3: REERZREAERBER 1,
TNFBEBER (A2.2.2.6) , BLH| kR GIRELH AN S
ng/mL B & FuiE F P B R 3.

A22532 Z5ERERR

Bow LT AER, AT #EAT AR R e 2

—— AENEZGERAMREER 1~3 0, FANBERF
3w i BR FLAE B 18 T AR 5 9K B AR K R SR =0.995;

—— R G RIS AR | i o, 3R B LA
PERBILRES N- LB E @ BRN > HEN =15, H3-
VS R BR HE UAE ve)  AEL B AR RS ARV R = <<2.0% (n=6) ;

——Z G E ARG AR 2 B, 3R R ILE W
12 %t =>150;

WA ST EELE Na'. N-ZLBiZ A8, 3%
B ILRAE . 3R R ASE N SF 65 E S LM & B2,
A226 ERITHE
A22.6.1 3ERBRIAMEN L (LTI SGEHNE

3ERBRIEN LN ER T IMIEEE. L3RR
HAEG I R FIARE TIEE®R (A225.1.1) HH 3 -ER BRI
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PEAN I IR T A8 AT, TN ey mEAR A A, Sl iE R
B R &, R P ERBRIENLE S EN T ESD
¥ owsiER (AS) iHE.

— 4% 4 0
5 —4x1000>< X 100% ....ccovvvvveeeenn, (A.5)

A

Co —— IR M 415 B A AR T 30 78R LA 4
HEIRE, B ABOLEZT (pg/ml) ;

Vo —— RN EAER, BMUAHZEA (mL) ;

my —— RENRE, FUAER (mg) ;

f—— ®HBET;

1000—— #%H 4.

= RSAFEN E G R WA AR E AT 2%, R
HAFHMHE,

PERBRAENEEE (LTHEI) WRESH we
X (A6) HEH.

6= 7% 100% woooooccrrrrnn (A6)

A

ws —— FERBRIENE2ENTELIR %

w —— REFARFURETE %.

ERRE DA L.
A2262N-2BiWE AR 2 ENE
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DL N-Z B 2 5B 2 5| AR vE TAE R R0 R h 1% AR AT,
Xt oL B U T AR g N ARAR, 22 ] 3 R B IR AR 4
N-ZB AR BREEN R ES R 012 (A7) HE

:& 0
7= g X X 100%............ (A7)

A

Cs —— MIriE i &5 2| A BT N-L B & AR
HRE, BN EZES (pgml) ;

Vs —— RN EARR, BAAEA (mL) ;

ms —— RAENFTE, BEULHER (mg) ;

f—— ®HBET;

1000—— #%H 4.

ARITEWREIRA 0.28 %,
A22.633-EHRBRIARMELENE

DA 3-vE iR BR SLAE N 3k R P AR VE TAE B K (A2.2.5.1.3)F
3°-va i BR FLAE B4 T 09 IR A A AR AT, XT R B A T AR AL AT
S| 1R N = KA

PERBRIARECENNES R ws % (A8) IHH

— 6% 6 0
8 <1000x1.03 x  x100%.................. (A.8)

A
Cs —— AR B 415 B3R AR 377 7 B L AE 40
HHRE, B EEZI (pgml) ;

17



Ve —— AR AAERR, 2UANZEN (mL) ;
ms —— WAHENRE, BMLAHZEN (mg) ;

f— WBHET;
1.03—— 3R BRI AE AN Hh 45 40l 3 - BR LR AE Y
W E 2

1000—— 3 5 Z 4K
ARJ7 i R A 0.11%.
A3 D-FLAEH E
A3l BB EE-T E
A3l FHERE
D-AMEETARE, ERAGIEAFNEHEEELYET2H,
T EI T BN, SMMrikEE.
A3.1.2 FA Fo bt Rt
A3.12.1 D-FAEXTEE & (CAS 63-42-3) : D-ILAELE=95%
RAT B ENER .
A3122 L. &g,
A3.13 NEH&&
A3.13.1 BRAEAAEEN: BETZILRNE.
A3.132 T RF: = 0.0001 g.

A3.1.4 B1E 51
A3.1.4.1 #Big4E: A6 EAE, 250 mm x 4.6 mm, 5 pm

18


https://www.aladdin-e.com/zh_cn/catalogsearch/result/?q=63-42-3

SR,

A3.1.42 Fahtl: HEAK=72:28 (viv) .
A3.1.43 iR 25°C.

A3.1.44 FEFCRIMEBIRZ: 40°C,
A3.1.4.5 JiiE: 1.1 mL/min,

A3.1.4.6 #tA&E: 5uL.

A3.1.4.7 ZATE[E: 30 min.

A3.15 AT PR

A3.1.5.1 Ao VE AU

D-FA AR R BB H: 2R ER AR =0 & & 8 D-
B R E TN A EMR T, AAEMHEEZ, BH K D-
HHMERE A K 0.5 mg/mL. 1 mg/mL. 2 mg/mL # & 7| Ax/E %
W 1~3. BB A RA F 2°C~8°CHR BT RAF, ARMA 4
A
A3.1.5.2 BT &

F#RIY) 500 mg (K5 2| 1 mg) AF, AmAZ| 10 mL
BEME, WARKEREMRZZEA 2cm LT, RGEH, A
KER, B K IRE A A 50 mg/mL B RAEER . BFARAE
ST
A3.1.53 ZGEFHE KR

HERHAFE D 3 RAME NARE R 3, HATRRE M

19



AR, B R UUT SR ir, T #EAT A I e 0 A€

— — PR B B[R] B AR XS AR B R £ <1.0% (n=3) ;

— — v oL A8 B A A AR VE R Z <2.0% (n=3) ;

RABEAEEELAHT, D-IUAEN S 6 E LI X
B.3.
A3.1.6D-IMEEENE

DA 2 B A AR 7 o o D-FLA% B9 9K 24 1 AR A, RERE
BT AR A P AT, SRR A SR &, B AR
R B o D-FUAE YIS AR, AT VR S EIRAF A R IR
D-AMEH 2 E wo iz (A9) IHH,

0 = L X 100%...ccorrrrrreeereeseerrrereee (A9)

A
Cr —— B M 415 2] B AR R o D-FUAE B IR
BN ERFEN (mg/mL) ;
Vi —— RN EARR, BAAEA (mL) ;
m—— RHWARE, BLAZER (mg) .
ERFEENEAFEHA. KT EHRBRA 0.50%.
SR T BR, WEREZETN<0.50%.
A32 BT EE-Fkor 2k
A321 HiERE
REETA, RABTEEESE, kw2 el fe

20



M, DL D-3LAE x B8 o By 0k B B D), AMIT T E E

A.3.2.2 WA Fo bt R

A322.1 SAAMWBER: FELH 50%.

A3222 ZKELEMN: BG4,

A3223 RA: #4)E>99.99%.

A3224 —KAED-JAEXE &K 8 =950%547 A B H

EE .

A323 N EAEE

A323.1 BT EIEN: BLA MK AN B

A3.232 o XF: BE 0.0001 g,

A324 SFEEEFH

A3.24.1 @i ZH IR REFR/ = LIk FEFK R (55%2 8k )
R 6%28BX 214 B 6 b 3L BB B € AR B PR 4P 4 (50 mm
x3mm) HERHTEEE, KEXFN2EH (250 mm x 3

mm ) HFRH T E A,

A32.42 i 20°C,

A3.2.43 ML A: K, k¥R B: 100 mmol/L £ A 44+ 125
mmol/L ZER 4N, W C: 100 mmol/L & & b4k %3 .

VA Ay RV A WRVEI B Wk C=125:30:45 (v/v).
A3.2.44 jiE: 0.4 mL/min,

A3.2.4.5 iZ4TH[A]: 30 min.

21



A3.24.6 #tAFE: 5.0uL.

A3247 WNBIRE: 35°C.

A3248 WM BRENE: 2Hz,

A32.49 BN BWM AN EEMER, K 0.2s FiEIEILE,

2 04sFIE REHWE, ZHNEK A4,
x A4 BN ERK

B E (s)
002104 0410421043044 0.5

¥

BHE (V) 010101 |-20][-20] 0.6 |-0.1]-0.1

A3.24.10 M B 45 Fhhef: R-AMAR.
A325 I H R
A.32.5.1 ki B
MR A (KD 0 02 pm BEELIE, RN, EF
BAE, ARAERERE LR AHAHRY.
M kA B (100 mmol/L F & A4N+125 mmol/L 7. B2 44 %
) . ME17.0g ZKETLEY (A3222), A% 500 mL
KEM, BB Z ILERZERY, AKEA. 0.2 pm EE
e, ERMA, §52mL AAMMER (A322.1) &
& ARABHEME L Z AHAHRY . & H B s .
MR C (100 mmol/L EAMMER ) : EHILKE
THRM, 02pum RERLER, EZHRAEE 52mL A4

22



MR (A3.22.1) BAH4E, L & 100 mmol/L A A
Bk, AAABEHRERMN LM A MAHET. A

AL .

A3252 WEHEH

A3.252.1 FRERFER
D-FLAE AR & AR 10 mg By — K& D-FLAE 3

wm (A3.224) £ 10mL £ M, FEENKERIEA,

BL | AR N 1 mg/mL 89 D-FUAEAR B &% .

A3.2.5.2.2 I TAEB I
D-FMErr v TR %3 A5 #HATELH.

K A5 BRI R T

TAEER it % 7 % D-FLAE H 3
o TAE | B 100 pL D-FLAE % &7 | 44 10 pg/mL
B Z 10mL ZEME, FAAE

A
FrE TAE | RELSO uL D-AAER & E | A0 5 pg/mL
) 10 mL &M, FHACE 2.
FrvE TAE | B 1.0 mL AR vE TAEER 2 | 494 0.5pg/mL
B3 Z 10mL ZEME, FAAE

.
B TAE | BB 1.0 mL ARV TAEWE 3 | E A 0.05 pg/mL
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Bk 4 Z 10mL ZEMF, AXKE

N
7

B

A32523 KHEHER
A3.2.523.1 R ER

MEN 10mg WAET 10mL ZEMR T, FAEEKEMHE
E2. BNREBRANTAT,
A.3.2.5.2.3.2 D-FLHE 2 & W & IR AF I

FEL 0.5 mL RAEMF &R T 10mL EEMAF, FAAER.
A3253 M=

R A6 AT 5N N 2 KA B R D-ILE A E.
ATV T AR o R B oI 1, B B S LI % B4
DR TAE 7 D-FLA% 8 IR O A% A A, 3ot R o U T AR Ol
PAAR, B T SRR T S RIEATE 1 Lt B
R DI A E.

* A6 HMHIRT

BT R

1 =H (K)

2 B TEBE® 4. 3. 2. 1

3 D-FLE2 = E F A BE®R (A3.2.5232)

F 1l REEROHAERK, EABERHAE—K.
F 2 FEEMENONBRAFBREEE LR 2, EHLE IFE
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S

A32.54 ZEEFME
D-FLHE AR it & B A = R BN =>0.999.

A326 IHE
D-IECEN R ESH wioiEX (A10) HE.
— 8% gx20 0
10 _—8><1OOO 100%................. (A.10)
AP

Cs —— BT M & 15 2] B9 AR D-FUAE B iRk Z
BAAMEZEN (pg/mL) ;

Ve —— WAFE AR E AR, BMAAZES, (mL) ;

my —— REFNRE, FMUEX (mg) ;

20 —— FREAEE

1000 —— #®HEZH,

ZERU2KATUNEEROENFHERT. YER=
0.1%H, RE—fL/MEG HER<0.1%H, R EHA/DEL
D-FLEEA M B4 H R 0.03%. EZERMKTHBR, NER
F 7 4 <0.03%.
A4 REEAEENNE
A4l FTHERE

Z 0 i e T B R 5 A W B E RO, E 595 nm K
K AR MR AR A BOE T . D4 fLiE & & A AR BT

25




ZRAER S, WERETEENSE.
A42 RF| FoAt
A421 FiEaEaxtER: TASENEAERERER.
A422 L ERMN: TE, EAT 0.1 mg/mL~14
mg/mL & H 2 & W E.
AA3 BEFR %
A43.1 OGN EIT.
A432 AT RF: BEE 0.0001 g,
Add PR
A44.1 AU B R AR AT

TE 20 mg AFiFEEE B E (A42.1) T 10mL &
AR, RARBR. BAFEE.
A442 1A E A AR R

KA 100 pL 4 M % B & G AR i & (A4.4.1)F 10 mL
BEME, ARER. BAFEE.
A443 KHEBER

FREL 250 mg i AE, FIEEMKEM, #HE SmLAE
A, K EAZEAE.
A444 i EE A TRETEBR

Wk AT B &4 B B R A AR E TR

F AT R EAERAE ILE G E A AR T B
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BEWE | K| BSA#R | LR
(mg/L) | (pL) | &R | ERA
(WL) | (L)
= E B 0 800 0 200
2= E IR 0 300 0 200
2= E IR 0 300 0 200
4 E H & E
o, L 1 750 50 200
KR TAEER 1
40 iE AR E
A L 2 700 100 200
KR TAE R 2
40 iE R E
_ L 4 600 200 200
FroE TAEVE TR 4
4 E H & E
A L 6 500 300 200
IR TAEER 6

A4.4.5 AR NBER
R BOREE IR 600 pL(A.4.4.3) F L@ ILF, fu X 200 pL
4 o 3 E R EAVEE R (A4.4.2) K& 200 L # I # 5% R A
(A422) .
A4.4.6 AN E
bR EEER. A E G A TR AR A A
WM E R T#E 10min. DUKA S, KK E 2B E
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595 nm By RN E
A4S BERUTE

A4 v B R A AR TAE SRR . IR AR B RO R
B 3ANE BB RO A, R IESOLE .
4t iE B & B AR T R IE RO B A oA A R R
(mg/L) % —KArf th &, Arodth &y B E LMK C.1.
FRPEEL2E 0n R (A1) HH

=8 %9 % %1000 (A1)
0.6x% 9

2

Co —— TRAFAF M VA AL A o ) 2 P 2 L B IR A, %
LA EEZEA (pg/mL) ;

Ceatt —— MEBER A WEAFREE, BN AEES
(pg/mL) ;

Vo —— WAFER N EZAEM, BMUAZES, (mL) ;

my —— RMHWHE, BMLAIZER (mg) ;

f—— BRAEERmEES (wEA)

0.6 —— 1 mL AR KA AR AR 0.6 mL;

1000 —— #®HEZH,

HERU2 R FATRBMNEERNENFHELT, RE
—fi/N . EREER A 50 mg/kg., BEEEMTEEIR,
W £ R & 7~ 4 <50 mg/kg.
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% B3 -"Ei R ILME. 3B BMILRE. N-LBwE A8
o D-FLAE X B i 5 1

B.1 MAHE G- R BEAGET 3 -wm*@ N- 7. Bt 4

ZEB. 3 ERBRIREANE B SE AL

Zk (mv)
50 SE
i ) o
& = g
] i =l e
® &
25— Nl] B §
b z N °
lan]
= g
B :
0 !\J\
————] —— [ e e 1
0 5 10 15 20 25 30
B8] (min)

K B.1 U B 15 M B AT 3" BR FLAE . N- Bk
MERER . 3 -"ER BRI ENE RS A
F B.1 UM B - MR B A T B R 5 PR B B ]

& PR B B 18] (min)
N- LB 4 A8 8.4
37 i BR 3L R 14.9
37 i BR AL 16.5
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B.2 AR - F XM B AT Nats N-ZEt 225 .
3R ILRAE . 3R AR R e 1y S 1

B2 (pA)
35.0 -
30.0 ® o
& w22
& BE
| ks B
20.0 W g
5 b o
z
1 w0 & Q8
10.0 - = - N
. O o
— — AN
v—l1 1 1 1
1M A A M
-2.04! - - - —_— = = . : : . ]
0.0 10.0 20.0 30.0 40.0 50.0

Bt E (min)

K B2 mAEE - EAANBLAET Na'. N- LB £ 2R
3°-v ik BR FL AR AE A 3R B S AT HE R S

& B.2 A B % E AN B A T2 5% %G w e

& P& B B 18] (min)
Na* 12.0
N- B & 2R 16.1
375 i BR HL R AE 20.6
3w i BR 3L 21.6
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B.3 A B3 Z M B AT D-FUEX B & 5% & 15

Z R (mV)

12,5

10.0-

7.5}

5.0

0 5 10 15 20 25 30 35 40 45
Bt e (min)

K B.3 Wt Eig-r 20 NMB LT

D-FLHE xt B i 5% 1
& B.3 A E3E-R 20 BT D-FUESF IR E i

== Pk B Bt 8] (min)

D-FL 4 11.8
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BT ek 2 RN EAGT D-IEAE R SE A
e
4)%E 4 (nC)

323

|nC

200

2809 D-I.¥E

100

min
=27
0,0 20 4,0 6,0 8,0 10,0 12,0 14,0 15,0

B[] (' min )

B B.4 & T &35 fkor AR A4
D-FL 88 xt B i 5% %
X B4 BT BT ZERNERMT BN SE
& ¥ At Jg]
&4 Rt lE (min)
D-3L4& 2.8
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fif sk C 7 ¥ & 8 BT 8 5 1n v i 4
C.1 Iz i B i 5 inE 4

0.35

0.30

I
oy = -0.004013x2 & 0.071951x + 0.000085
R?=0.999736

e

0.05
0.00 &

0 1 2 3 4 5 6
HEKRE, mg/L

HClHLmE a5 RfEls

33



= EANRENEEKRWRBFIMAKREER (GRE)
LEAEER

L& RS BFRAFET FFaK LR LEed N, A
ERUN RS

1.2 FA.3% GB/T 14454.2 L% th 7 iE AT .

2. 32038 AR

21 RAAEHEREE. MAARABHFHEELMT A LN
HERAT.

2.2 #7458 3% GB/T 14454.4 HL % th 7 AT .

2.3 M 3% 4% GB/T 11540 HLE B 77 3 $04T .

2.4 VEARE 1% GB/T 144553 1% B /7 i AT

34



ffx A KB &FmEEHNE

Al B %
A.l.l B3N ZEBGB/T 11538—2006% &5EH .
A12 Bt F@EHE.
Al13 R Ak E TN,
A2 M E T iE

E AR T —4vik: %P8 GB/T 11538—2006 # 10.4 % #.F
M EKeE&FMaE.
AZEEAURERERT

1% 18 GB/T 11538—2006 # 11.4 4 #L5%.

B b N AR K A AR B B (T AR )T — iR S L
3k B.
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i3k B R i AN m il oK A A i
B.1 £ i A A7 K R A 81 B LB

w5 (pA)
5500
5000

45004
1000

b
] =)
10004 ]
kY o
35007 e |
30004 14
25001 ™ =

opopd 3 56 5.7 58 5

1500+ ,\]

1000+

5004
0

0 1 2 3 4 B & 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 26 26 27 28 20 30 31

i}ﬂﬁﬂ: it e (min)
—— i 3 K T
2—RAKEHMW.
B B.1 & B A K T A A 1
B.2 15 1F
B.2.1 &iH: F4% 4, 30 mx0.25 mm.
B22 EEAM: RL_%.
B.2.3 J&)E: 0.25 pm.
B.2.4 G} IEE: 150°CIEE8 min, PA20°C/minFHig £230
°CI& 820 min ( 3£1+32 min) .
B.2.5 #AFHIEZ: 230°C.
B.2.6 il g iEE: 230°C,
B.2.7 Bl EKMEE TN E.
B.2.8 #A: 4A.
B29 # A &: 1 mL/min.

}
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B.2.10 #4#&: 0.2 pL.
B.2.11 7w tk: 100:1.
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	附件2
	2026年第1号公告中D-阿洛酮糖-3-差向
	异构酶等11种食品添加剂新品种
	配套参考检验方法
	一、食品营养强化剂新品种3’-唾液酸乳糖钠盐
	A.1一般规定
	A.2 3’-唾液酸乳糖钠盐（以干基计）、N-乙酰神经氨酸和3’-唾液酸乳果糖测定
	A.2.1高效液相色谱-紫外法
	A.2.2 高效液相色谱-电雾式检测法

	A.3 D-乳糖的测定
	A.3.1 高效液相色谱-示差法
	A.3.2 离子色谱-脉冲安培法
	A.3.2.2.1 氢氧化钠溶液：质量分数50%。
	A.3.2.2.2 三水合乙酸钠：色谱纯。
	A.3.2.2.3 氮气：纯度>99.99%。
	A.3.2.2.4 一水合D-乳糖对照品：含量≥95.0%或标明含量的等同物。
	A.3.2.3.1 离子色谱仪：配备脉冲安培检测器。
	A.3.2.3.2 分析天平：感量0.0001 g。
	A.3.2.4.1 色谱柱：乙基乙烯基苯/二乙烯基苯底物（55%交联）吸附6%交联季胺官能化乳胶胶粒
	A.3.2.4.2 柱温：20℃。
	A.3.2.4.3 淋洗液A：水，淋洗液B：100 mmol/L氢氧化钠+ 125 mmol/L乙酸
	A.3.2.4.4 流速：0.4 mL/min。
	A.3.2.4.5 运行时间：30 min。
	A.3.2.4.6 进样量：5.0 μL。
	A.3.2.4.7 检测器温度：35℃。
	A.3.2.4.8 检测器采集频率：2 Hz。
	A.3.2.4.9 检测器波形为四电位波形，从0.2 s开始数据记录，到0.4 s停止采集数据，参数
	A.3.2.4.10 检测电极：金；参比电极：银-氯化银。
	A.3.2.5.1 淋洗液配制
	A.3.2.5.2 溶液配制 
	A.3.2.5.2.1 标准储备液
	A.3.2.5.2.2 标准工作溶液
	A.3.2.5.2.3 试样溶液
	A.3.2.5.2.3.1 试样储备液
	A.3.2.5.2.3.2 D-乳糖含量测定用试样溶液


	A.3.2.5.3测定
	A.3.2.5.4 系统适用性 
	A.3.2.6 计算


	A.4 残留蛋白含量的测定
	A.4.1 方法提要
	A.4.2 试剂和材料
	A.4.2.1 牛血清白蛋白对照品：标明含量的蛋白定量标准品。
	A.4.2.2 考马斯亮蓝试剂：市售，适用于0.1 mg/mL~1.4 mg/mL蛋白含量的测定。

	A.4.3 仪器和设备
	A.4.3.1 紫外分光光度计。
	A.4.3.2 分析天平：感量0.0001 g。

	A.4.4 分析步骤
	A.4.4.1 牛血清白蛋白标准储备液
	A.4.4.2 牛血清白蛋白标准溶液
	A.4.4.5 试样待测溶液
	A.4.4.6 试样测定

	A.4.5 结果计算

	B.1 液相色谱-紫外检测器条件下3’-唾液酸乳糖、N-乙酰神经氨酸、3’-唾液酸乳果糖对照品参考
	B.2 液相色谱-电雾式检测器条件下Na+、N-乙酰神经氨酸、3’-唾液酸乳果糖、3’-唾液酸乳糖对
	B.3液相色谱-示差检测器条件下D-乳糖对照品参考色谱图
	C.1 考马斯亮蓝直接测定法参考标准曲线
	附录A 大茴香脑含量的测定
	A.1仪器和设备
	A.1.1 色谱仪：按照GB/T 11538—2006中第5章规定。
	A.1.2 色谱柱：毛细管柱。
	A.1.3 检测器：氢火焰离子化检测器。

	A.2测定方法
	A.3重复性及结果表示

	附录B食品添加剂大茴香脑气相色谱图
	B.1食品添加剂大茴香脑气相色谱图见图B.1。
	B.2操作条件


