AR ERTE (2024)

510 EYLyMMEER
5.10.a EEBREIOCNT 5%
(1) #M=E

ZORBIEITAIKE R M NENEEG A URWIEEHZIE 35, ZORBRIED53HEHIT Type B THY, ZDFE
5% 5.10.a-2017 (¥ B-N.a-1 95,

IHTREHZ K ZMZ TE ULy M L, @ik a~h777 (HPLC) (S8 AL, 39feiEA A4 2k Z
LCHBEL, B R 190 nm CHIEL, oWralft oLy MEZESR (BN) 23R D, ZOHFIEOMERIIEE 6
WRT,

COFEIZIST, TP TINEF (DA-N) | JR#FEZEZE (UN) 77 =20 EFE (GA-N) KOV
=VIRFEMZE S (GU-N) DRIFHZHE CE 5 (6% 5 1),

(2) BFE HERUUKIL, kiZED,

a) K: JISK 0557 I[THET5 A3 DK,

b) YABBZIKFHUDL: JISK 9007 ([ZHE T HRHFESULFREDME DL D,

¢) YABE: JIS K 9005 (ZHLE T DR UTIFRED M E OB D,

d) EYLy FMEZEFRFER (B-N 2000 ug/mL)D: B 7L RhCHsN30.]20.491 g ZO L) &ILIZED, &
DEE% 0.1 mg OHTETHIET D, VEDOKEZMZ T, 100 mL 2877 A2IBLALL, 50 °C ([ZA0EL
TEDPL, B O BAERETREMNZ S,

e) EVLy MEZFRFERB-N 200 pg/mL) : BV MEEFEIZEUER (B-N 2000 pg/mL) 10 mL % 100
mL &7 T7AIELY AR ETKEINZ D,

f) E9Ly MEEREBEER(B-N 50 ug/mL~100 pg/mL): BVl MEZERIEAER (B-N 200 pg/mL) 25
mL~50 mL % 100 mL &8 77 A2(2&0 | R ETKEMZD,

9 REZREYL Y MEZEFRIFEER (B-N 1 ug/mL~50 ug/mL) : i FHERCE Lo MEZE S HEE (B-N
100 pg/mL) % 1 mL~50 mL % 100 mL &8 77 A3 TR ED | B ETKENZD,

Q) REGICHY, MEIR U &AL TS,
(2) EULyRELT 97 % (E &R UL EOMEOREN T RSN TS,
(3) ULy MEZEEAER (B-N 2000 pg/mL) & M E CIRAFTHENT D BN ERHHD T, &
IR CORFEHERET D, Flo, QIR ENTRET 727380,

EE 1. EULyNIE L7 AOVARDEREE, BIRL T R OB T2 I HiikE T %,

(3) BMARUERE HFHKOEEE L, kOEEBVETD,
a) EIEBEIOTNIFT: NISK 0124 ITHE T HEiEiR Ik v~ T 7 TIROBEMHE =T H O,
1) A5 N 75 mm, £E 100 mm DAT 2L AO BT LE TR 5 pm~10 pm OFFEEMA A28
Bl iE 2 KA LB O,
2) WSLWE: HT7LMERES 30 °C~45 °C THETTEDH O,
3) BRHER: WO ERE TR 190 nm I CRIE TELH D,
b) RTRFVIRR—F—
c) EIEEDSEER: 8000Xg~10 000X g TiE LA FTREZRL D,
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%% 2. 7720% Asahipak ES-502C 7C 25 D4 BT RS LTS,

(4) HERERME%E

(4.1) #H X KOEBVITI,

(4.1.1) RS ITAEM

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

b) /K100 mL Z#/NZ ., v 7 R F v I AL —F—7% FHWTH 10 3 [EIEIRE D,

C) FREH., FEHIRYZE 1.5 mL e OIEEE 912 1.5 mL fRELD,

d) 077 8000X g~10 000X g THI 5 4y Loy BfEL © | B Az AR & 95,

F @) AEHEE T oYLy MEZER (B-N) IREDSRERO LRZEBEX 568N 0HL5 613, BBAK
D—EBEKTHRT D,
(5) RVTevL BSOS CRIEICEEL2WE 0,
(6) [H#RYEE 7.2 cm~8.9 cm K ONE#EEL 10 000 rpm TizL> 77 8100 X g~10 000 X g B2 L7225,

(4.1.2) BwRHHTRAKH

a) HTEUEF1 g & 1 mg OHTETITNDED, 100 mL E&ET T7AUIAND,

b) 7K 50 mL 200 T, #IVIEED,

c) FERRETAKZMZ D, 1.5 mL $keim kg 912 1.5 mL f2E LD,

d) 077 8000X g~10 000X g THI 5 43w Loy BEL © | B iz AR & 975,

F () RApHAETOE YLy MEZER (B-N) IREPRERO LIRGEZ DB TNBHLE AT, ERLL
WD —E B2 /K THART D,

& 3. (41.1)c)~d) Xix(4.1.2)c) ~d) DEAEICZ T #AKME PTEE 8o AT L7 02— (FLEE
0.5 um LA F) TAHIL | ARZFEHARKEL THEV,

(4.2) BIFE HIEIZISK 0124 KL OKDEFVITH, BARRIZRREBAEZ, BIEIHE A 2m sk k7 e~k
777 DEEITIEIZE D,
a) BEBREIOTNFTOREEE: WERGO—FIZL NIRRT, INESBICLTGRET S,
1) HhS5L: A A 2R 7 2 (NEE 4.0 mm~7.5 mm, £& 100 mm~150 mm, F7£% 5 pm~10
pum)
2) HSLFERE: 40°C
3) BHEERDY: DARE_IKFEHIITL392g KUVARE0.12 g Z/KIZEEAL T 1000 mL &35, Bk PTFE
DA TV T NH— (FLEE 0.5 um LLT) TAIET 5,
4) |E: 0.6 mL/min
5) EAE: 10uL
6) RHER: ORI, BIER K 190 nm
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& 4. REERIT, VAR KEHIT A 19.6 g L OWARE 0.584 g Z/KIZIEDLT 500 mL &L, MR
L. fEHBFCZO—E % 10 512/, 8K PTFE fo A7 L7 402 — (FLE 0.5 um LA F) T
AHimLUCHREL TH I,

b) HREMRDIER
1) HEHARELER 10 L @ik v~ 7 7712EAL, R 190 nm O27n~ b7 Z L%FEiL ., v
— @S aRDD,
2) HRESVIEEROE YLy MEZESRE (B-N) RE LR 190 nm OE—7 @S LD BE#REER T 5,

o) RAEDAE

1) BUBHAW 10 pL % b) 1) ERIERICHAET S,

2) B—I@EE&hbRERIVE Ly MEEH (B-N) B2 KD, SRR oL MEE SR (B-N) 25 H
T2,

& 5. CoORBRIETIIE YLy MEZEFE (BN), DV 7oV 7 INE%EH (DA-N) | JR#EMEZEHE (UN), 77
=VUMEFR (GA-N) KOV T =)V IR FMEZE FAEAERK (GU-N) DORIRFIIE DS /I HE T D, £ DHa 13,
7Ly MAEZESERE YRR (B-N 1000 pg/mL) | JREVEZE FEEMERR (U-N 2000 pg/mL) . > 7 VT INMEE SR
FEAERR (DA-N 2000 pg/mL) | 77 =2 P aE AR ENR (Gd-N 2000 pg/mL) e V77 = /L JRFE M2 FR A v
% (GU-N 2000 pg/mL) D—E &&IRA L, K THRL TRAIEHER (200 ng/mL) O ZFHRL, (2)e) DL
ULy MEZE SRR (B-N 200 pg/mL) IZZ X TEMT 2, LA, (4.2)b) LRIBRIZEAEL , stk ho
N E S S R EE E R T,

&% 6. HEOFHEOTD, TN VT ERHEA RFIE (LRAEEE, Bl A IR WORE & IEE R OF
BRI 25 FHAE A AEELS 1 86104 O CIHRINEIGRERZ SR L 72 /5 5. 0.2 % (B &5 3) | 0.1 % (&%)
KR 0.02 % (B 5533) OIRMNL~L TOFLEEIGRITZIZ I 87.0 %~95.1 %, 90.6 %~101.1 %%
W 91.2 %~105.5 % T 7=,

FEE DRI D728 | Bl A NEEE, ALANEE & O 2R = A A IR FIVW 2 H 228 2 TO BRI
DUNT, — LR E S BT A I TREST L, DM TR EE R OV E A R LR R A £ 1 1R, $7e,
FRBRIE D Y MEREFR D 7280 D FE[FIFRBR 0D Bl AR S O RG A2 2 1R T,

728, ZORBRIED E R FRRIZ 0.005 % (& 55y 3) FREE LHEE Sz,

{B%& 7. AIKERIIETL v MELEE (B-N) ORIEICHET RS DNHLDO T BETHIE,
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#1  EULYMEEFROH 2 X 7R ORI RE

D THGEE Hh A
-y BEY SEE? s¥ RSD sin®  RSDym”

T (%)? (%)% (%) (%)% (%)
Al Ak 5 0.204 0.0006 0.3 0.0017 0.9
bR e 5 0.0969 0.0006 0.7 0.0016 1.6
FBE [ == A A R 5 0.0103 0.0001 0.9 0.0001 0.9
1) 2807 a Rl 72 B 5) DT AR 22
2) EEfE (BE(T) X P T750(2)) 6) HEEEE(R =
3) EEIF 7)  FREAE o R R =

4) DHTIR R 2=

2 BTl MERE RO 2 S PEHERE DT 0 O S Rl 2R plkE DR R

A e %m%f) “4)3> RSOD;) SRG; RS?R7)
£V (%) (%) (%) (%) (%)
@D a0 9(2) 0.009 63 0.000 30 3.1 0.000 29 3.1
{bRRAEER2 10(2) 0.0201 0.0003 1.6 0.0007 3.4
fEECAL L3 12(0) 0.114 0.013 11.7 0.017 15.3
Ap9isE! 11(1) 0.212 0.017 7.8 0.026 12.4
JR % 12(0) 0.832 0.050 6.0 0.086 10.3
1) AahalBsE Ot E s Uil B =40 5) BHTH R HE w2
2) EIE (n=A R BR=HOGREHL (2)) 6) A PR BT UE(R 2=
3) B 7)  EE B R

4) PHTIEERZE

SEXH

1) EEEZ, KRR, BAlE: @mdiRiEs7a~h7 77 (HPLC)VEIC KD B DR FEE R, B UL
Y MEEREFEOWE —H—RBR=EOZ Y MEMR —, IREHMIFZEHRE, 10, 72~85 (2017)

2) FAARACTS, AFTHERS . Eliiksu~hr o7 (HPLC) IRIC KD IBEIF D R FMEESR, oLy MEESE
HORE — LFEBEBREGE —, EEHFZEERE, 10, 86~100 (2017)
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(5) ABREIO—I—F EEhoryLy MEEFRRBRIEDO T n— 2 — MeRITRT,

[ iratB O 1 e | 1 medHFET 200 LA = 175 2Tl 3 A0 LS

— 7k 100 mL
| A |~ xTForas—5— 105
| %ﬁ |
| @ﬁﬁ% | iR . 8000xg ~10 000xg. 5471H]
| ﬁﬁﬁ& ECEAT
| ﬁ&t |t~k r57

X1 fEEtRor oL yMERFRRBREO 72— — (BHERE 4.1.1) & ONIE)

| B G Lg | 1 med#iE T 100 mLA B 7 AT A0 LS
— 7K &) 50 mL

| ROIRAE |
— AKEEHRET)

| 0 | s L LR, 8000xg ~10 000xg , 5431
[

| BRI | Emni
[

| i | itk ra~er 5T

X2 fEEHhoE L o MEEREREREO T o —k (hHERIE (4.1.2) & OHIE)
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BE UL yMEEZROMEBRAERER OO~ T LH 2 RITRT,

Q2.

15.381

aio.

oo,

Qos.

004

-ace.

200 400 600 a0 1000 1200 1400 1600 1800 2000

ZEK REHRHIRS R (£ 10 pug/mL) © HPLC Z7a~ K7 Z A

v—r4
() R#EMZEHE QoL oMEEE Q)T Uo7 INMES
@) rT=uMER 57TV IRFEMESR
HPLC O E 14
737 25: Asahipak ES-502C 7C (N££ 7.5 mm, & 100 mm, F7£% 9 pm)
Z DD LM 1% (4.2) @) HPLC Il E S0 Bl R0 LY

M
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