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T

Al

AERHEE B GB/T 1.1—2009 25 AL N2 8,

At YY/T 0606.8 2008{ AR TREESF =i 4 8 M4 MMM IIEIT. SYY/T 0606.8—
2008 FH, R4 B U T HEBE AR T -

— R EA RS MRS TR ESFRRM™ R RN,
BT GB/T 16886 R FIFIL S| HC{F (L GB/T 16886.1 R &) (I 2, 2008 4ERRH 2);
—— B T S| B S GB/T 2828.1.GB/T 16886.1.YY/T 0313 70 [E 25 # A AR A< 5 (UL
2, 2008 4EfIY 2) 5

—— MR T 2R S PR Y B R ORI vk AR B A (L 5.11,2008 4EfRAY 4.11,5.11) 5

—— B T B S BRI 2k (L C, 2008 AERE B3R C) 5

B T S% ik ASTM F2064 [iiA5 (JL£7% 3CHR, 2008 4FJREY 25 3CHRD

M B T bR S DO Rk RO 3 R VTR (2008 R RE B B SR D)5
N T £330k USP35-NF30 (L 22 3C#h) .

HHEEACHEMNEERETRE R TR . RS &Y AR R X R B 5T,

AARAE R R B SR,

A EEIBEADMFEGEEEAEAZRGHATRETSSRT M AER S
(SAC/TC 116/SC 3)HMO,

2 o A B A < SR SR E T AT B

IR FEREA NS EEE BRR B AR

Zhm HE S A AR HE I DI IR SR AR R AR LA -

——YY/T 0606.8—2008,
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HATREFHEMTR BERR

1 jEE

AR E T HE TR AAAE S JRUR B0 2R R BR TT v AL i R AR
AR ESE F T ol A 4 4R R BT A ™ i B L ST R T B

2 WS AxH

FF SO T A S R R R B A ARTT A LT B R 5] 3O AU B R R AR TS R A S
. FLEAE B ISR STE IS AR (R 36 T8 B B ) & R F A 3.

GB/T 191 G iiEEREE

GB/T 2828.1 FHEEEMGIRET & 1 34 FREBURE R (AQL) K F W B HE K 10 il FF 31 X1

GB/T 16886.1 [ESTasmi L 2EiTH 4 1 ¥4 NGBS H Hire 558

YY/T 0313 BER®E TR AR H & i L E B a2k

rhAe AR 2L [ 2 4 (2015 FE RO

3 RiIEMEX

T RARE R E S T A S,
3.1
4rfi#  decomposition
B TR FIERE A S0 B R S BOS SRR 9855 14 59 A , 4l ol B s T 180 C L a4
A O W R N A TR
3.2
Fefi# degradation
R B B R A B e AN IR A AR L SRS I R A R K B A AR i B SR T ke 5
W EZANOESRERS. BRBAZSM. IREYMN S, BFETRIEREE.
3.3
f282  depolymerization
AWt (1 BE 4R /N R B A B . R SR T LUK SRS N SRR/ EOR A oT . X SR AR BN
MHEHHHAKEREENTERE.,
3.4
KEFH hydrocolloid
7K A e 7K T R A T L B A
3.5
EHSFE  average molecular mass ( average molecular weight)
EHATREFEHOREFRNERS S FEMOMEH S FEM) HEFRLOMRR) .
M,=3NM,/>N; e (1)
M, =SwM,/Sw, =SINM, 2 /SINM, oo ( 2)
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A
N, —HBERESTEM #4378 E;
w, HARESTEM, WrTFRE.

FE—PEBRRT .M, >M, . MJ/M, 85572 HAEME, BRERHNN M/M, BF N 1.0~
3.0,

k 75 875~3 390(b),1 613(s).,
1416(s),13 R s W TR s w EST b
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5:&.-&3@-

§§§ g«%’v”{
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A

45 FREE
MAKT 15.04 (EESED.
46 ®H
BE2R 18.0%~27.0% (FRE /40 .
47 BEERER

Dt EESEBENAKT 0.004 % (RESHD , Kb & BN A KT 0.000 15%(EESHD .4
HEMNAKTF 0.001% (EESED,
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48 BEHREE
REAKRTF 0.3% (FRESED .
49 WEMEER
Bi/hF 0.5 EU/mg,
410 MEMRE
20 TR B ¥ BB AR KT 200 CFU/ g,
411 E£WEESN
ST 745 A A 530 8 5 AR o Atk T R R R AT 4328, 4 R GB/'T 16886.1 BTiR By 2k A
RN AT S T TR,
5 WEAE

5.1 fEdk

BARILEE, i & 4.1 HLE .
5.2 %3

i I B S B 2T A S (FT-IR) W 2 QRABSIE 8D, AT & 4.2 HIALRE .
5.3 HMEM

SR H-# B AL 4R 61 (NMRO K W, 35036 77 6 JL I 3% AL BEAT & 4.3 BIRLRE .
54 FHHTERESTESH

A FRTE S LT BRI B e i B e B, L R Bl (1 A £ A B OGNS I A2
L (SEC-MALLSE 4 T8, IR A= B, A S 4.4 BHLE.

55 FRRE
R G A A R L 0 [ 2 ) (2015 4R g0 PUFRE N 0831 FUsE I dEM A . NIAF A 4.5 MIALE .
5.6 k&

fR R R A A B R0 E 25 8 ) (2015 4F D 9308 W] 0841 Y M 2, HEFEAE 800 C T M EERE D
6 h, MAF4& 4.6 WHLE.

57 EgREEE

FEaR S ERECPE AR E 28 )(2015 4200 PUFRE N 0821 5 £ B A A B8 Bl a2 , of
B B B AR AR SR A R 25 81 ) (2015 4F JiR) PO0E | 0822 MhEh iy b 88 — B &, A & s R B 42
A Bt F0 25 8 ) (2015 4F 5D PO #B38 W] 0406 JEF R4y JaoG Bk 8 — g, NAT & 4.7 BRLE .

S RS S T T R IR AR A [ 25 4 ) (2015 4 ) PSS I 0412 iy BE AL A 45 8 TR SRR
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58 EHRSE
IR R C HUEBI I B AE . BT 4 1.8 HIHLE.
59 HENHEE

iz B P A R LA 25 L) (2015 4F R DU T 1143 #1058 09 sk AT O . B 4.9 RIELRE
510 RAEMRE

iz B A A B S0 [ 2 3L ) (2015 A AR Y3 38 ] 1105 AL 7 R a2, BEAT & 4,10 BIRLRE .
5.11 £

&M GB/T 16886.1 AT i i 1 A Jsl W 34647 A ¥ 0 4 M VE 4

6 I

6.1 #HwL

6.1.1 =& LR B 808, [/l — T4 = 09 7= R R — it 5.
6.1.2 I BEAT 4.1.4.5.4.6.4.7.,4.8.4.9.4.10 A9,

6.2 BXKE

6.2.1 Tk AR,
6.2.2 ZIzUKZSR RS A KLU0 T B RS i R RE S BN GE ARG

6.3 KL
R RIEM GB/T 2828.1 #47,

7.0 REBENA T IR
a) EPEIT A ML
by PEEARR
o) PEEENS AT RS S
d) SRS
e) AEHtEEH I
D REHW;

g) WAEEM.

7.2 /NELZEENAT T BIbRK
a) AR
by AR 4 Mk
¢)  FrEAHAE;

d) EFEHtSE H
e)  JFURRIE;
D KA
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M F® A
CHE 3 1 Bt =%
HEBIAR S AR F 7 S 2R R 7 &

Al EHE

AT AT VR T 4 AR TR BEST M AVELHE A M B YU R
A2 HEREEBMESH, G Fo(G &) FuM &) M/G.Ne>1GES G 9750 T 550
KT 1B IR A H-MOM-EA ) G BT THRED %,

A2 ERmAENM

T H-NMR 8975 8 2605 00 2 B, 16 356 R 0V W A 26 ME 4 T BE 380 NIMIR 358 i 58, B T 5% e )
SET . B AR I R R T S AR A B R A K R R R R A S IR OB . ST SRR
BET 99% DO 2T, BHHEMT 99.92% DO Mk MMM &K H.O T BOER. =2
RN S CTTHA) # AR B & ) LABY 1k — 40 BE S 5 0 B BR AN IR 7, D B2 B 7T L B 4R i ¢
LL AR S50 B B R B R

A3 #HH

A3l =R

A3 EEREEES .

A3.1.2 EBTFK.

A.3.1.3 HCI(1 mol/L,0.1 mol/L),

A.3.1.4 NaOH(l mol/L,0.1 mol/L),

A3.1.5 D,0(99%~99.9%,99.9%),

A3.1.6 =SZ WA Z#(TTHA,D,O ¥ 0.3 mol/L,DCl 2§ NaOD # pH % 5~5.5),

A3.2 (s

A3.2.1 ZpHiR¥F0.1 mg),

A3.2.2 RE#.

A.3.2.3 pHif,

A3.2.4 k(100 Ty,

A325 HTHHE.

A.3.2.6 NMR {% (3E#F 300 MHz [X 5 3% 2 o 99 i) .

A4 BB

A4 EmblE

A4.1.1 1% 100 mL lmg/mL 159 B K A .
6
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A.4.1.2 HCI(1 mol/L,0.1 mol/L)# pH 3k 5.6 6 H BT 100 TA#EHH 1 h,
A.4.1.3 HCI(1 mol/L,0.1 mol/L)i# pH 3 3.8 4 H ¥ F 100 C/K¥%+ 30 min,
A.4.1.4 NaOH( mol/L,0.1 mol/L)i# pH K 7~8,#k TG ® .

A4.1.5 7 99%~99.9% D, O 5 mL ¥R 1 8 AR GARE & TR T .

A4.1.6 ££99.9% D, O 1 mL hEFEHRMMNEES 10 mg~12 mg,

A4.1.7 4 NMR RS PIA 0.7 mL MG BRNAE S, FEIA 20 pL,0.3 mol/L TTHA,

A42 HERBHE
A4.2.1 BEBRM H-NMR S¥

"H-NMR Rz 80 'C,20
JRF#

ST P 5
EEEL RV
st 4 B 6]

JF [k nhdf
14 1 ]

Bis

Bz: =
B : MG
B.: MM
Cx GG

?‘mﬁﬁzﬁiﬁ’aE%&%bﬁ%%ﬂﬁ?w%mﬁwﬁﬁ%%ﬂfﬁ,E&m‘rﬁ-ﬂﬁﬁmﬁo
A43.2 MEARMAAD~H(AID.

G=05[A—4CH05(B,+B;+ B;)] soreerrmemmmmiiinniiin...

M =B, +0.5(B, + B, + B;)
GG =0.5[A +C —0.5(B, + B, + By)]
MG =GM =0.5(B, + B, + B;)
MM =B,

7 Kk A%

(A1)

e (A2)
e (A3)
(A
e (A5)
GGM =MGG = (B)0.5(B, + B, + B;)/ (B, + By) wwrereeeessusseuerns

(A6
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MGM = (B)0.5(B, + By + By)/(By 4+ By)  weevesesseessesunnenn (A7 )

GO0 =806~ CEM wevararmiaems st A
Fo =G/(M+6) AOVECTR— g N}
Fu=M/(M~+G) s wssssssamel K10 3
Foo =GG/(M+G) RRSS—————— | [ T
Fyw =MM/(M +G) D L
Fou =Fye =MG/(M +G) U Gl N I
Fess =GGG/(M +G) AI——————————
Fuew =MGM/(M + G) sasvesessnansnneannareranerses { A 15 )
Foou =Fyoe =GOM /(M +G)  wreverresemsnmenenesnnnnnnacn( A 16)
Ne=Fq/Fgu SRR nad AL §
N1 = (Fo — Fygw)/ Feom sevasssenarssrasesnesserasass (A 18 )
Nu=Fu/Fuc = A19)
W reducing end signals tL4% #2147 (“red-a” fl“red-b"™) , WL 4 B2 & BF B9 3E4E L2 (AL20) .
DP,=(M+ G +red-a+ red-b)/(red-a - red-b) s AR )
A
G —— o LT P REEE R
M —B-D-HER B 5
GG GGG o LT B R R IR i B
MM .MMM —B-D-H e IR A B
MG .GGM \MGM — o L3y BB TR A B-D-H S0 M R A i BL
Fy a-L-7 R &
Fu
Fge Fogs —aL- EE%@@% H”’)“C& R
FQM\FMQM\FC-(_}M aL+*'%?§@$ﬂBDﬁﬂa$§ﬁﬂﬁiﬁi,
Ne ——HEBEAY o L B R R R
N g4 BEEEH o L-7h B BRI SR ) T BB R T 1 EUE, A B H-MGM-1
M G IR K,
Ny R B-D-H E R R AR R T e
DP, —FHRGE.

AS HRERBEEMER

A5.1 F, RHEHARMERZE (SD) MFERE 0.01,
AS2 GHEEMERBMNSAH GEE, . HI,.F; 5 0.68GrMERE=20.01),
MEBEREBEBRYNSAE M &R, I, Fy b o.66(GriERE=20.01),



YY/T 1654—2019

Mt % B
(L3 P Bl 3R
EEBRNTHSsTFERESFESHHMNRAE

B.1 &

MRS 5 7 AR LA U SRR 1T LRI s s
RO B LT 10 SKTOORGG. T J - 0 15
TS WG T 5 (MO KR, TLLE

x‘i'Fi?sz‘i'CB{E“&”UE .

B.? {kiB4EMEFIE

25 LY (2015 HRpf) TUE EIEee s = —p e ) C 280, ), K K=
2'0X1075 a= L= 2

B3 HEKEE &I )T o B 5 7E L (SE WEBEENFEHTTERES
TESH

=3 il ﬁ?’rﬁﬂ;}ikd% ] 7 ok iR 2. Eh T E 3&&5’3{4&(@%@% Eﬁﬁf&ﬁm , GPC %4 SEC-
MALLS J7 i il FE B oy FRBE T HNEE.

%I R TSK G4000Pwx i At ; £ M & OG0 A% A 7= 28 97 64 W % s W sh AR N
0.1 mol/L NaNO, & ;K ¥ 0.5 mL/min,

K H GPC &4 SEC-MALLS, % 690.0 nm A<M 25 CF I a2 U J6 TR . 60 30 750 1 3 VL 1l 5 711
JpRaik, WRERE ARG AAHERE NEATFEMESTFES. B Zinm BRASMERITHE M.,
M, LB FROGIRE M. /M,
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M = C
(HSEHEBR)
BERMNEARESENE

C.1 HiE

P s iE G-250 EAPMANR ARERETEL6G, SEORSSREN GO, BHARRS
B BB R IE t

C2 &&
C.2.1 4¥rk¥E.
C.2.2 A3t EH.
C.2.3 HERKEET.
C3 BHEAME
. SIIF HAR A K K AR A
C.3.1 JESHiETE G-250 I FREUE S % G-250 100 mg BT 50 mL 8 95 % Z B+, BHimA
85 % (BRI BUBEER 100 mL,3F HAEKFREE 1 000 mL, & FHEAEN . EETF.
C.3.2 EBOFEARMERE KB 5% 4 M A EAFHER 0.2 mL F 1000 mL AR, HERKHRE
FUE 4 CTFIAE,
C4 Hmil&E

B SR LY 5 meg KEHHFE, B TRE D, BT 1000 mL FRHPHBBKBERES. AR

WHIRA e, B C. DI EME T RES S 2 (pg/mL),
o, =m/1 000 (C1)>
A,
m—— G BEER G i, B A TOR (pe) .
C.5 MEFE
C5.1 #FC1HFEARFMHBERT
RCl FEARGEERRRIRE
HEs 0 1 2 3 4 5
O AR AER I/ mL 0 0.1 0.2 0.4 0.8 1.0
FEW K /mL 1.0 0.9 0.8 0.6 0.2 0
EAEEE/ (ug/ml) 0 1 2 4 8 10

10
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C.5.2 FEtrER A RARE AR KE R HMA S mL B ESI 521 G-250 . JHERXES
MUK EFERIT T RE. H 0 SEAEXT I, H 4606 B E 595 nm b 4% 57 oE 8 A &8 1R

G
C.5.3  F#m i 22 OG B - Bl 2 R IR S RO BEME ARt 28 L &R R RS R R BT &,

C6 HERERFR

SR COHFTBERMEARERE 0. (20):

ps =p,/p, X 100 T G oD |
.
o, HMEPEARTR, LA MBI RET (ug/mL);
o, FRAE PSRBT R LGN MO B EZ T (peg/mL) .
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