kR TE (2025)

6.4 JT7=UUMER
6.4.2a BEBRAIOTNTSTE
(1) W=

ZORBRIEIIIEENE 35, ZORBRIED3FEIE Type B THY, DR E 1% 6.4.2-2017 3% Gd-N.a-1 &
T5,

IHTREHIKEZMA T 7 =T a2 L, sk n~ 8777 (HPLC) AL, §3FEPEA A A #iL Ty
FLTHEEL, W& 190 nm THIEL, oWkl o 7 =00 283 (Gd-N) 23R D, 20 HIEDOMEREIL i
617,

ZOHEICEST BTy MEZESHE (BN) VU T UV TIRMEZESE (DA-N) | JRFEMZESE (UN) LT 7=
IVIRFEMEZE S (GU-N) ARIFHZHIE TE5 (% 5 20,

(2) BE HERUUKIL, ®KIZED,

a) K: JISK 0557 IZHETD A3 DK,

b) YABZKFEHAUDL: JIS K 9007 (ZHE T D4k UTFED SWE OB D,

¢) YAER: JIS K 9005 I[ZHLE T 245 UXFAED SEDOED,

d) T7=UUMERIEBER (GA-N 2000 pg/mL)D: 77 =2 RifgtE [CoHioNe HaSO4 120.515 g 20059
BEIZED, ZDOEH &% 0.1 mg OHTETHIE TS, D EDOKEIMATENL, 100mL &7 7ANIBLA
AR ETKREINZD,

e BREERI7=CUMERIEER(GA-N200 pg/mL)V: 77 = P2 NG (Gd-N 2000 pg /mL)
10 mL % 100 mL 2877 A2(280 | R ETKENZ D,

f) RESAIT 7 MBERIEER(GA-N 50 ng/mL~100 pg/mL)D: 77 = PE2E FIEHERR (GA-N
200 pug/mL)25 mL~50 mL % 100 mL &7 7 AZED | KRR ETKEMZ D,

g) REHRI7-UHEFREER(GI-N 1 png/mL~50 ng/mL)V: IS 7 = 22 FE g
(Gd-N 100 pg/mL) % 1 mL~50 mL % 100 mL &7 7 AR LD ERETKRENNZ D,

E) FERGICTHY, HEINC B AR D,
(2) ZT7=U R E LT 98 % (EH &5 3) L EOHFE OFRIENTHIRSILTVD,

BEE 1. 77 =VU RIS L7 AV ARG & OB AL K OB T2 LD il T,

(3) WMEARUEE HFAKOEEIL, kOEBVETD,
a) BIERAEIOTNIFT: JISK 0124 ITHE T Hmisik ik a~ T 7 CIROBEMHEHT=TH O,
1) 3L N 75 mm, £X 100 mm DAT VRO BT LEITRIAEE 5 pm~10 pm OFFEMEA A %8
BtiEE T TALIZL O,
2) ASLIKE: W7 LHHREE% 30 °C~45 °C THEITEHH O,
3) B/ WO ER SR TR 190 nm T THRIE TEDH O,
b) RTRFYIRE—F5—
¢ EEEIDSEER: 8000Xg~10 000X g T LB FTREZRL D,

{#§% 2. 77 L0% Asahipak ES-502C 7C D4 F CHRSIL TS,
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(4) BERERME

(4.1) M X KOEBVITI,

(4.1.1) ¥RoTRAEM

a) MTEREF 1 g &2 1 mg OHTETIEDDED, 200 mL $:42 =47 T 2212 A,

b) 7K 100 mL Z/x, v 32 F I A2 —F—% TR 10 3 ZIRES,

o) HE%, FEAKYE 1.5 mL e Ok EAE W12 1.5 mL RREE LD,

d) 3077 8000 X g~10 000X g THI 5 /rflim Ly BEL S | LAz BRI 35,

FE Q) RENRERFOTT =D M HE (GAN) IBEDSREARO EREZBZLBENNH LA, LER
WDO—EREKTHIRT D,
(4) RV7 el EO R LB CRIEICEBLNWD O,
(5) [Al#REE 7.2 ecm~8.9 cm M ONEJ#54% 10 000 rpm CTiz L /] 8100 X g~10 000 X g FRE L7225,

(4.1.2) BRoWAREM

a) MR 1 g % 1 mg OHTETIINNED, 100 mL 2287 7 AU AILD,

b) /K50 mL /1% CO | HRVIEED,

o) FERRETAKEZMZ, 1.5 mL e ik D12 1.5 mL FREED,

d) =077 8000 X g~10 000X g THI 5 /rflim Ly BEL S | LAz R 35,

FE(6) REHAKT DI T =Y M%EF (GA-N) RESHEMRD LIRZBZ 5B ENRHLL T, ERL
T2 R D — TE B2 /K TR %,

#5 3. (4.1.1)¢) ~d) XiF(4.1.2) ¢) ~d) DEAEITZ T, BAKME PTFE ®oOA TV 70052 — (FLEE
0.5 um LA F) TAL , AREFEHAKREL THEV,

(4.2) BIE MIEZ IISK 0124 L ORDEFRVITH, BARRIZRME BAEZ, IE A2 m s ks a<k
777 DEAETIEIZL D,
a) EERBREIOTNTSTDOREEY: WESRKO—FELTFIRT, ZNVESBIZLTRIET D,
1) HS5L: S A 2SS 7 2 (NEE 4.0 mm~7.5 mm, £ 100 mm~150 mm, $7£E 5 pum~10
pm)
2) WSLIERE: 40°C
3) EEERY: WABR KFEHVTL392g KOV 0.12 g /KA LT 1000 mL &35, #l/ki: PTFE
WO TV T S — (FLEL 0.5 um LA F) TAIlT %,
4) JRE: 0.6 mL/min
5) FAE: 10uL
6) R YOOLERKIEE, WIERKEK 190 nm

BE 4. FREERIE. VAR KFEHIVT L 19.6 g LOVARE 0.584 g Z/KIZIENNL T 500 mL &L, M IRTT
L. fEHEHCZO—TEEE 10 fFI2H L, Bk PTFE oA 7L 07402 — (FLA2 0.5 pm L F) ©
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His L GRELTH L,

b) RERDOIER
1) B EMRAEER 10 pL ZmEiiAk o< 771IFE AL, 5K 190 nm O/~ 7 L% kL, B
— I EE&ERDD,
2) BiRESHIEERO 7T =V MR (GA-N) RE LR 190 nm O —7mS LD @A 2,

o) HEMOAE
1) BUEHATR 10 pL 2 b) 1) LRI EAET 2,
2) E—UmESHhoR BRI ST = % H (GA-N) AR a7 T =V g R (GA-N) &
FHT %,

{#5 5. ZORBRIETIIEVL Y MEES (B-N) | JREMEZEFHE (UN), D37 U7 INEEFRE (DI-N) , 77
=V UM (GA-N) KO T = )VIR FE M2 FAR AR (GU-N) O[RIFHIE 2N AT RE Th D, £ DAL,
510.a & 5 25O L,

&% 6. HEDFHGDIZD, 77 =/VIRFADEHH TR 1 8R4 FH TN ERIER 2 2 U725 2R
371 % (B ESER) | 1.85 % (A E/yEH) 1 0.371 % (B &5y 3H) OUML~ L COFEHREIERITENE
A 91.2 %, 94.0 %% X 100.0 % CThH 7=,

FEEORHMOT=D 77 =)V IRFBAEEH W B 228X TOOMTHRE RIS DOWT, — el @ 0 o ira
FAWTIRETL, DM TR R OV RIS E 2 BN U R AR 1 IORT, Fo, BBRIEOZ S RO
DL [FIFRBRO RE K OIS A 2 1T,

725, ZORBRIED E R TIRIL 0.02 % (B 8 3R) FLE LTS,

£l IT=UUMEFZO R EE 2 TR DT RS R

DHTHRE Hh F S
N A %" m&;{%” s:”}) RSD,” sm: RSD 1)
r (%) (%) (%) (%) (%)
7T =)V PR AR 5 1.81 0.01 0.8 0.04 2.0
1) 2807 &L 7= A 4% 5) DHTHE T (R =
2) EBME (HE(T) XOMHT740(2)) 6) AT 2=
3) HEnFE 7) R R AT U

4) PHTEE R
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#22 T = MR F R BRIEO 2 Y R @f_%@ﬁﬂuﬁ%ﬁﬁkfa@ﬁ#ﬁfﬂ‘%

2 4 6 7

e :t%ﬁ;) rrifm?g) ) st )3) RSODr SR )3) RSODR )
= (%) (%) (%) (%) (%)
fERAE sk 12(0) 4.91 0.18 3.7 0.29 5.8
{ERRAERER2 12(0) 3.94 0.16 4.2 0.27 6.8
{ERRAEEL3 11(1) 3.03 0.06 2.0 0.12 4.0
bR AE 4 11(1) 2.05 0.05 2.6 0.09 4.2
7T =)VIRFEER 11(1) 5.13 0.21 4.0 0.19 3.6

1)
2)

4) PHTIE MR 2

SE X
1) AEIEZ, AR, E#%‘IL"
yMEERFEORE —
2) IRARACTR, AATHER
FORE  — IR —,

(5) REBEOO—2—k JERhOS T =00

X1

BT FE

AR BR = O e Hos L7l =550
R (n = RhaRER B RO (2))

pigi =N %2
(ERE s

3) %

5) PHTHXIEEHE(R 2
6) = BIE R R =
7) B R Ve R

B R u~ 7 T7 (HPLC) JEIC K DRk R DR FMEZE S, oL

—RBRE DY MR —
.ma%«ﬁzﬁwuvw 77 (HPLC) KIZ LR D JRFBIEE R, B UL MEZE
10, 86~100 (2017)

, EEHFZEEH S, 10, 72~85 (2017)

FRBREO T — —MAZRITTR T,

| BB ) 1 g | 1 medHFET 200 LI =487 5 AT S

< 7K 100 mL

ISR

i

| i35 L5 il

| ~7xFvr2E—F— 105

e DI E . 8000xg ~10 000xg | 557 fH

AUEHA TR IR
[
e s a~<hr 77

fEgtth D77 =

FREBREO7a——b (T ERE (4.1.1) R OYIE)



ek ERTE (2025)

[ oratB Rt T g | 1 mgd#FET 100 mLART 5221030 ES
— /K9 50 mL

| RO |
— K (R EC)

| a0y B | Sk LU, 8000xg ~10 000xg , 553
[

| PUBHA | EEin
|

| B | ko~ 57

X2  JEER O T =V kR FZRBREO 7 o— — (HERE (4.1.2) K OVIE)

BE /7= MEROMBRMBEERO/ 0~ T LEIRITRT,

(2}
1
|‘ (s)
‘. :?:: III|
- | = |1
ﬁ |
o 4) [ 1
) 1:] | Ll | |
:: I | Il | Iy |
||| | 'I | 1 ._|
'y § i r 1
[ — — e T ——— — S S
£EK  HERHIRAEAER (4 10 ug/mL) O HPLC Z7u~h/J 4
v —r4

() R#FEEZEHE QUL oMEEH Q) TrI7INMEH
Q)7 T=U MR )T T=NVIRFAMESR
HPLC O 7E S
#1725 Asahipak ES-502C 7C (N£% 7.5 mm, £ & 100 mm, Ki£E 9 pm)
Z DD ST (4.2) a) HPLC HIE SO B RDOLEFY



