AR ERTE (2024)

6.4 J7=UUMER
6.4.a BERRAEIATNI 5%
(1) #M=E

ZORBRIEIIIEENE 35, ZORBRIEDSFEIL Type B THY, DL 514 6.4.a-2017 X% Gd-N.a-1 &
ERAN

SIHTREHIKEMA CT 7 =V it L, il k7 n~h7 77 (HPLC) IZE AL | 59Fe A2 25 h
FLTHEEL, W& 190 nm THIEL, DMkl o7 =00 M2 3 (Gd-N) 23R D, 2O HIEDOPEREILE
61T,

ZOHEICEST BTy MEZEFHE (B-N) , VU T UV TIRMEZEFE (DA-N) | JRFEMESE (UN) LT 7=
JVIRFEMEZEFE (GU-N) BRIHIZHIE TE 5 ([§%F 5 28,

(2) BFE HERUUKIL, kiZED,

a) K: JISK 0557 I[ZHETD A3 DK,

b) YABBZIKFHUDL: JIS K007 ([ZHET HRHFESULFRED ME DL D,

¢) YABE: JISK 9005 IZHIET KRtk ULFED M EDHD,

d) F7OMERIZER (GA-N 2000 pg/mL)D: 77 = Hiilkth [CoHioNg HaSO4 120515 g 20
IEMLIZED, EDE &% 0.1 mg OHIETHE T D, D EOKEMZ TENL, 100 mL 2E7TAIBL
AR, R ETREMZ D,

e) BEBRI 7O U MERIBER(GA-N 200 pg/mL)D: 77 = P FIEUERR (G-N 2000 pg
/mL) 10 mL % 100 mL 4= &7 7 23280 = ETREIMZ D,

f) REHRJT 7 =D UMERIBER(GA-N 50 uyg/mL~100 pug/mL)V: 77 =2 M2 HIEAEL (Gd-N
200 pg/mL) 25 mL~50 mL % 100 mL 2877 A=3|2E0 | R ETKEMZ D,

0) BEHBIT 7 MEREEK(GA-N 1 ug/mL~50 pg/mL)D: fHHKCT T = M2 Himus
#% (Gd-N 100 pg/mL) % 1 mL~50 mL % 100 mL 77 A= ZE ALY FER £ TREINZ 5,

FEQ) FARMITHY, BEIISCIZBERR D,
(2) 7T7=UU RS T 98 % (H B R) LU EOHME ORI TREN THD,

BE1L 77 =VURBREITE 7 AV AR & OB AL R OB T LD RSN T D,

(3) BARUEE HEKOEEIX, ROEEBVETS,
a) BEREIOTNT ST NSK 0124 \THETDEEIAT 0~ 7 T7 CIROEHETT-TH 0,
1) h3L: N 75 mm, £X 100 mm QAT L AFO BT LEITRIEE S pm~10 pm OIFFEMEA A48
Bl e 2 KA LB O,
2) ASLWE: HT7LMERES 30 °C~45 °C THETTEDH D,
3) WA WO MR THE R 190 nm AU THIE TEX LB 0,
b) RTRFYIRE—F—
C) EEEIDSEER: 8000X g~10 000 X g Tizt Lyl rl e/ S D,

{§% 2. »7 203 Asahipak ES-502C 7C Z DA M THIRS LTV,
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(4) FRBRIRME

(4.1) #H X KOLBVITI,

(4.1.1) RS ITAEM

a) MTERE 1 g &2 1 mg OHTETIEDDED, 200 mL $:42 =47 T 222 Anb,

b) /K100 mL Z/MZ ., v 7 3T v I AL —F—7% FHVTH 10 3 [EIEIRE D,

C) HE%., FEAKY % 1.5 mL ke Ok EAE D12 1.5 mL BREE LD,

d) 077 8000X g~10 000X g THI 5 43 EE DA BEL S | Iz i BHA IR & 975,

FE Q) BEHRIR T 07T = R (GAN) IBESRERO ERAB 25BN HLLA1X, BB~
RO—EREKTHIRT D,
(4) AVT L SO IR OIS THIE IR ALV D O,
(5) [Al#R4E 7.2 ecm~8.9 cm M ONEl#54K% 10 000 rpm T[> /] 8100 X g~10 000 X g FEJE L7025,

(4.1.2) BwRHHTRAKH

a) HTEUEF1 g & 1 mg OHTETITNDED, 100 mL E&ET T7AUZAND,

b) KK 50 mL 21z CO IRVIEED,

¢ HEBRETAKEMA, 1.5 mL AR DILEAE 912 1.5 mL FREELD,

d) 1EL0 77 8000 X g~10 000X g THKI 5 4y MiE LAy EEL O | BB AREHRE T 5,

F(6) BT Or T =V MEFR (GA-N)REDSHBERD LIRZBZ 5B ENNHLLET. ERL
TSR D — TE B2 K THRRT 2,

& 3. (41.1)c)~d) Xix(4.1.2)c) ~d) DEAEICZ T #AKME PTEE 8o AT L7 02— (FLEE
0.5 um LLF) TAIL . AR REHAREL THEV,

(4.2) B WEIL IS K 0124 Z RO EFVITH, BARRZRRERRIEL, WE I T2 msiR ks <k
777 DEEITIEIZE S,
a) BEBREIOTNFTOREEE: WERKO—FIZLU NIRRT, INESBICLTGRET S,
1) AL A A 2R 7 2 (NEE 4.0 mm~7.5 mm, £& 100 mm~150 mm, F7£E 5 pm~10
pum)
2) HSLMERE: 40°C
3) BEERDY: VAR IKFEHIITL392g KTUVARE0.12 g Z/KIZEEAL T 1000 mL & 95, Bk PTFE
DA TV T NH— (FLEE 0.5 um LLT) TAIET 5,
4) H|E: 0.6 mL/min
5) EAE: 10uL
6) RHER: YORERHE, WIER K 190 nm

% 4. HRERIE, D ABEIKFED Y 75196 g KV ABE 0584 g Z/KIZHEALTS500mL & L, &
R L, BRI E O —E &% 10 f5ICAR L, BlAKYE PTFE oA 7L 70— (4L£ 0.5 um
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LUF) TAHBL CRREL Th LW,

b) HREMRDIER
1) B AR 10 pL 2@ o~ b7 771 AL, R 190 nm O7a~ T 55508k, B
— @S aRDD,
2) HRESEEROT T =V ME TR (GA-N) JRE LR 190 nm O —7 @S EO R EREER T 5,

c) EHHDAIE
1) BUBHAW 10 pL % b) 1) ERIERICHAET S,
2) B—UEENLMEMINT T = MR (GA-N) BEE2 KD ekt 077 = % 2 (Gd-N) %
HHT 5,

% 5. CoRBRIETIIE VLY MEESE (B-N)  JRFEMHEFE (UN), D70V 7IRMEER (DAN) 77
=V MR (GA-N) R OVTT =V R FEVER B ERR (GU-N) O RIRFRIE D FTRE T, £ D5 A1,
5.10.a @& S 22O,

&% 6. FHLEZOFHMOT=D, 77 =/VIRFNEHTI RGO 1 8002 I CHINRI R 2 FEh L 72 6 5L
3.71 % (E&E573) . 1.85 % (E &%) K 0.371 % (E&02) ORIV~ L TOVHE IR T ENZE
AU 91.2 %, 94.0 %% T} 100.0 % CTh o7,

FEEEDFHIDT-8D 77 = VIR FE ARV W B 2 2 COHHRERIZONWT, — ol & oz
FWTHEBTL , DHTREEE R OV RS EE 2RI L R AR 1 IR T, Fo, BRIEO Z S MR D729
DS [RIFRER D pliAE M ORHTRS R 2 2 1”7,

2B, ZOMBRIED TR T IRIZ 0.02 % (E 855 R) R L HEEShz,

#1 TT=ULMERO A EE 2 TR BR AR OEATRE R

DHTREEE Hh A
—_ A %Y %@Cﬁ” 5, RSD,” sim”  RSDim”
T (%)? (%)¥ (%) (%)¥ (%)
TT =)V R FEEE 5 1.81 0.01 0.8 0.04 2.0
1) 2mPHMTorTEEiEL- B 5) DHTHEIRHE HE (R 2=
2) FHE (BE(T) X OM740(2) 6) A e 2=
3) HaEmNFE 7) R AR M (R

4) PHTEEE R 2=
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K2 T =2 MR FTRARIED 2 VEHERR DT80 O H [l BB RS O TS AR

s e Mﬂ%) “4)3> RSODTS) SRG; RS?R7)
e (%) (%) (%) (%) (%)
@D ar 0 12(0) 491 0.18 3.7 0.29 5.8
{bRRAEER2 12(0) 3.94 0.16 4.2 0.27 6.8
fEECAL L3 11(1) 3.03 0.06 2.0 0.12 4.0
Ap9isE! 11(1) 2.05 0.05 2.6 0.09 4.2
7T =L SR 3 Ak 11(1) 5.13 0.21 4.0 0.19 3.6

D) AR (b Ez s Lo =50
2) FEE (n=A ik B = Ho R (2))

Zigi =N 2
3) EEog®

4) PHTIEHERZE

SEXH

1) BRI, AAHER, B Hmin:
Y MEERFEORE —H—RBREOZ YL —

5) BHTHI AR R
6) SE[H] A EARE(R =
7) ER AR R

E IR~ 7T 7 (HPLC)EIZ LA O R FIEE SR, BUL
, IEEMFZEH®R S, 10, 72~85 (2017)

2) FARALTS, AFEEG: Eikik e~ 57 (HPLCO) VEICLAMEEI P O R FMEHE, Ly MEZRHE
SEORE  — ILFERBRAGE —, IEEHFZEH#R S, 10, 86~100 (2017)

(5) REEZO—>—k ERH oS T =Y R HZRBEO e — L — MR RIZ TR T,

| SipTalEr k) 1 g | 1 mgDHTET 200 mLILAR =477 220300 LD

< 7K 100 mL

INEIRA

iy B

|
| i
|
|
|

AUEHA TR bR
|
e ik ra<rr7>7

1 RO T =2 o E
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| AR GES) L g | 1 medHFET 100 mLA &7 7 A0 LS
— /K 50mL

| VIR |
— AUEHRET)

| 5 L4 | i LB, 8000xg ~10 000xg . 5431
[

| Rl | Emai
[

| 7= | s ra~trs

K2 g o 7o RO T — L — G HEERE (4.1.2) B OVHIE)

BE /7= MEROBEBHRMEER DO/ 0~ T L RITRT,

(2)

i

|‘ (s)
‘. 13)
N |
- (4) | |
(1) || I
[ | ,l | 1 :' I.
.I 1 | {

1 1/
I W

v—74
(D IRFEMZEHE  QEVLyMEEHR Q)T T UTINMER
@) rT=UuoEFHzR (57T =V IRFMESR

HPLC DI S A+
7172 Asahipak ES-502C 7C (N£¢ 7.5 mm, £ 100 mm, $7£% 9 um)
Z DD G113 (4.2) @) HPLC JI7E SO BIRDOLEFRY
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