kR TE (2025)

510 EYLyMEESR
5.10.a EEBRKIOCNT 5T
(1) W=

ZORBIEITAIKER K NENEEA ULRWERHZIE 95, ZORBRIED 3 FEIT Type B THY, DL
1% 5.10.a-2017 XX B-N.a-1 & 75,

IIHTREHI K E A Ce v Ly el L, @ik a~h7 77 (HPLO) (8 AL | 55tk A 4 23k —
LTHBEL, B 190 nm CTHIEL, Atk ory Ly MEEHE (B-N) 23K 5, ZOHIEOVEREILEE 6
WRT

COHEZEST D7 VT INEZESE (DA-N) | RFAVEZEFE (UN) |, 77 =V MR (Gd-N) LT
=VIRFEMEZEFE (GU-N) RIFHIHE CE5 (f§F 5 ),

(2) BE HERUUKIL, ®KIZED,

a) K: JISK 0557 IZHETD A3 DK,

b) YABZKFEHUDL: JIS K 9007 (ZHET D4k UTFED SWE DL D,
¢) YAER: JIS K 9005 (ZHLE T 24 UXAED SEDOED,

d) E9LyMEEREER(B-N 2000 pg/mL)V: Bl CHsN30,] 20491 g Z O FHELICED, ZD
H &% 0.1 mg OHTETHET S, DEDOKEMZ T, 100 mL &7 T7AUIEL AL, 50 °C ([ZHEL T
L, s OB E TAREMZ 5,

e) EVLyMEZEFRIFER(B-N 200 pg/mL) : 7L MEZEFREHERK (B-N 2000 pg/mL) 10 mL % 100 mL
BT TANIED FEMMETKEMZ D,

f) EVLyMEEFRIZEERK (B-N 50 pg/mL~100 pg/mL) : 0L v MEZEFEEAER (B-N 200 pg/mL) 25 mL
~50 mL % 100 mL 587 T 23280 B ETREMNZ S,

g) BEHAEYLYMEERIERER (B-N 1 pg/mL~50 pg/mL) : I YL MEZFE YR (B-N
100 pg/mL) % 1 mL~50 mL % 100 mL 2877 A3 ZEMEAICED | BERETKREINZ D,

FEQ) PFERBICHY, MBS EE TR TS,
(2) EULwRLT97 % (B &5 %) LLEOMEE DGR T ARSI TS,
(3) B ULy MEZEFRFEAER (B-N 2000 pg/mL) &4 E CIRIFTHEMT N BNLZENH LD T, &
IR CORMFEHELES 2, Tz, BEZRGANTRET 727880,

EE 1. EULyMNIE L7 AAOVARDEMEE, BIRLS R O LAk T3 S TS,

(3) BERUEE HBEKOEEIX ROLEBHVETD,
a) BIERAIOTNT ST JISK 0124 [ZHE T DEEIRIK a~ N7 CIROBEAT-TH D,
1) Hh35L: N 75 mm, £X 100 mm ODAT LV AFHO BT LEITRIAEE 5 pm~10 pm OFFEMEA A58
Bt EZ T CALIZH D,
2) ASLIKE: W7 LHHREE% 30 °C~45 °C THEITEHH O,
3) #ER: WO R TR 190 nm L THIE TELH O,
b) RTRFYIRE—F—
o) EEEIDSEER: 8000X g~10 000 X g Tt Ly FI e/ LD,
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%% 2. W7.L0% Asahipak ES-502C 7C D4 B CTHiRSIL TS,

(4) BUERERME

(4.1) #H X KOEBVITI,

(4.1.1) ¥RoTAEM

a) ONTEREF 1 g &2 1 mg OHTETIEDED, 200 mL 42 =47 T 2212 A,

b) /K 100 mL 2%, v 32 F w7 A —F—% TR 10 3 ZIRES,

¢ HE%, EERAKYE 1.5 mL ke Ok EE 912 1.5 mL R LD,

d) &0 7T 8000 X g~10 000X g THI 5 HyfEim Loy BEL © | LIz BRI 15,

F @) AEEE T oLy MEZESR (B-N)IRESRERO ERAEBEZ5B8ZN1HL5 613, BBARK
D—E K THIRT D,
(5) RV7 el MO e LB E CRIEICEEBLRNWDH O,
(6) [AIHEHAE 7.2 cm~8.9 cm & ONEIHEEK 10 000 rpm Tiz.Lr 7] 8100 X g~10 000 X g FEE L7025,

(4.1.2) BRoWAREM

a) MR 1 g % 1 mg OHTETIINED, 100 mL 22 &7 7 AU AILD,

b) K% 50 mL Z01% T, IRVIEES,

o) FEBRETAKZMZ D, 1.5 mL ke im Lk 912 1.5 mL f2E LD,

d) 15077 8000 X g~10 000X g THI 5 2y D AyEEL © | A A R ET 5,

F () AR THOE YLy MEZESR (B-N) IREPSRERO LIRGEXDBTNBAHE AT, EAELL
IR D —E B2 /K THRT D,

fE%E 3. (4.1.1)c) ~d) XiF(4.1.2) ¢) ~d) DEAEITRZ T, BIAKME PTFE ®o ATV 7 02— (FLEE
0.5 um LA F) TAHL | ARZEHAKEL THEV,

(4.2) BIE MIEZ IISK 0124 L ORDEFRVITH, BARRIZRME BRI, IE A D m s ik a<k
777 DEAETIEIZL D,
a) EERBREIOTNTSTDOREEY: WESRKO—FELFIRT, ZNVESBIZLTRET D,
1) HS5L: S A 2SS 7 2 (NEE 4.0 mm~7.5 mm, £& 100 mm~150 mm, $7£E 5 um~10
um)
2) ASLFERE: 40°C
3) BEERD: AR KFEHIIVL3.92g ROVARE0.12 g Z/KIZ¥EDNL T 1000 mL &35, Hl/KPE PTFE
WO TV T H— (FLEL 0.5 um LA F) TAIlET 2%,
4) JRE: 0.6 mL/min
5) FAE: 10uL
6) HRHIR: VORI, WIEK R 190 nm
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@& 4. REERIT, VAR KEHIT A 19.6 g M OWARR 0.584 g Z/KIZIAEDLT 500 mL L. WIEIRTT
L. fEFHBRCZO—EBE 10 52/ Bk PTFE oA 7L 074042 — (FL 0.5 pum BLF) C
AL THREL TH I,

b) RERDOIER
1) B EMAEER 10 pL Z2mEifk o< 771IFE AL, 5K 190 nm O/~ T L% kL, B
— I EE&ERDD,
2) K EHEREROE YLy MEZESR (B-N) IRE LR 190 nm O —7 @S LD EREVER T 5,

¢ HEHEDRAE
1) FABHATE 10 pL & b) 1) ERIBRIZHEAET 2,
2) E—UEEhDbEREIVE YLy MEZES (B-N) &2k | ikt oryLy MEZE S (B-N) 25 H
EE:S

& 5. CORBRIETIIE YL Y MEZESE (BN), DU T VT INEZE S (DA-N) | REEEHE(UN), 77
=VUMEEE R (GA-N) KO T =)V R %2 AR UERR (GU-N) O RIFHAIE AN FTRE T D, ZDHEIE B
ULy MEZESEIEMERR (B-N 1000 pg/mL) | JRBVEZEFEEERK (U-N 2000 pg/mL) , P> 7P TINMEEFR
FEHEWE (DA-N 2000 pg/mL) | 77 =2 PR EE FEVERK (Gd-N 2000 pg/mL) K N7 7 = /L R FE M2 R UE
% (GU-N 2000 pg/mL) O—E &a 1AL, K THRL TRAEHERK (200 ng/mL) O 2%, (2)e) O
ULy MEZESEEAERR (B-N 200 ng/mL) (222 THEHT %, LLT, (4.2)b) LRIERIZEAEL ., S0 #ralkl R o
B E S GBI BT,

{#%& 6. HEDFHEOTD, TN AT ERHEG RFIE (LRAEEE, B A IR R A IEE K 0%
BRI 25 A AEES 1 861 -V CIRINEIGRER A FER L 725558, 0.2 % (B #4533) | 0.1 % (H &5 %)
J O 0.02 % (E 553 2R) O~V TONBEIERITZENZE I 87.0 %~95.1 %, 90.6 %~101.1 %X
O 91.2 %~105.5 % ThH -7,

R FE DFAM D7z | Bl A BEAEE, ALAAEEE K& UG R R 25 A G Ik -2 B 228 2 TO Tl AT
DNT, —JCEEE T E O TIRETL . DR TREBE R NP IR EE 2 LI LT A R 1 TR T, Fe,
PR L D 2 Y MERERR O 7280 O I [FIFRBR D S M ORGSR A2 2 1R T,

2B, ZORBRIED E R FIRIZ 0.005 % (B 85y 3R) FLE L E ST,

£ 7. AKEZRIZITETL Y MEZESE (B-N) OHIE BT DR NHLD T EETHIE,
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1 UL yMEREFO A2 2 7R ORI R R

DM TREEE R R
— %" u?téﬂ%” sr‘”3 RSD,” sin” RSDim

T (%) (%) (%) (%) (%)
i e 5 0.204  0.0006 0.3 0.0017 0.9
H@53uke" 5 0.0969  0.0006 0.7 0.0016 1.6
FRE [ == A R 5 0.0103 0.0001 0.9 0.0001 0.9
1) 2R0MT Oz SEEL7- B 5) DM T e 2=
2) EHE (BE(T) X PHT50(2)) 6) IR A
3) HEmy® 7)  H TR AR YE A 2

4) PHTEE YR =

£2 UL MEERRBIED TS RO T b3 AR B OREATH: R

- ;ft%ﬁ;) ﬂ?iéj{fi)z’ s,“’3) RSOD > sRﬁ; RSDx”
=3 (%) (%) (%) (%) (%)
LR AR 9(2)  0.00963 000030 3.1 0.000 29 3.1
@02 ap ) 102)  0.0201  0.0003 1.6 0.0007 3.4
LR e 12(0) 0.114 0.013 11.7 0.017 15.3
LR IEAEH4 11(1) 0.212 0.017 7.8 0.026 12.4
JR 3% 12(0) 0.832 0.050 6.0 0.086 10.3
1) ARaBRsEE MVEZ S L7 BR =) 5) PHTHRHEEUE (R 2=
2) SEME (n=F 2B s HoaE L (2)) 6) == B R A=
3) HESE 7) =SB AR R R A

4) PHTIEHE R 22

BE
1) BEEZ, KFEER, AfeiE: ik sa~hs 77 (HPLC) JEICK DRI DR FMEESE, oL
yMEERZEOWE — B —RBREOZ Y MM —, IREMIFFEHE, 10, 72~85 (2017)
2) WAAKDR, AFTEERS: EEIEAZ7 <7 (HPLO) BIC A IR R O R FMEEHR, oL ME%ER
HORE —LEBEREGE —, IEMFZEERE, 10, 86~100 (2017)



kR TE (2025)

(5) ABEIO—I—F EEhoryLy MEEFRRBRIEDO 70— — MRITRT,

| SIHTRCE B 1 g | 1 mgDHTET 200 mLIAR = 47T 2212300 &%
< 7K 100 mL
| PEIRAE | ~rxForas—5— 1050
|
| i
|
| a0y B

Hepp TR . 8000xg ~10 000xg . 557 L]

AUEHA I b
|
e ik ra~hr7>

M1 et orolryMEERRBIEO7m——~ (I EE@.1.1) L OWIE)

| BB G 1e | 1 medHiET 100 mLA BT T A=A LS
— 7K #J 50 mL

| RO A |
— KEEHRET)

| LSy | SR LRI 8000xg ~10 000%g . 53 TH]
[

| PBHA | kB
[

| W | wtkra~rr57

X2 fEBf oLy MEZEZERBREOT T — —k G EAE (4.1.2) K OIE)
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BE ULy MEERORBERIIEREIRO 0~ 7T L2 RIS,

e
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ZEX HERAIRAELER (% 10 ug/mL) D HPLC Z7u~h7 7 A

v—r4
(DIRFEMEEE  QvEvuboMEEFR QU TV TINMESR
Q)7 T7=U MR )T T=VIRBMESR

HPLC O #IE S
7172 Asahipak ES-502C 7C (N 7.5 mm, E& 100 mm, Kif% 9 um)
Z DDA (4.2) a) HPLC HIE SO FIRD EFY



