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85 J7-ILRFMER
8.5.a MERHEIOTINI ST
(1) #M=E

ZORBRIEIIIEENE 35, ZORBRIEDSFEIL Type B THY, Z DL 751X 8.5.2-2017 XX GU-N.a-1 &
ERAN

SHTRREHIKEINZ TT 7 = VIRF AL | @R A 72~ hZ7 (HPLC) AL, §9eMEA A 2 #h
A7 L THBEL, IR 190 nm TRIEL ., 583k H 07 7 = VIR FEMHEZE TR (GUN) ZRb D, I ikOMEE
£ 6 lTRT,

ZOFIEIZEST, EVLyMEZEHE (B-N), DV 7P 7IRNMEZRE S (DAN) | JREMZESHE (UN) RO 7=
VMR (GA-N) BEIRFCHE CES (fE 5 2 ).

(2) BFE HERUUKIL, kiZED,

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

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

¢) YABE: JIS K 9005 IZHIET 2Ktk UL FED M EDHD,

d) Y7 ZIREFEEZRIZER(GU-N 2000 pg/mL)D: 77 =)V R E R [ C4H1:Ns02- H2S04] 20,540
g ZOLOEIMICEY, ZDOE &% 0.1 mg OHTETRIET 5, D EOKEIMZ TEL, 100 mL &7 T2
UL, R ETKREMZ D,

e) J7ZIRRMZBFRIFEER(GUN 200 pg/mL) : 77 = /LR FEMEZEFEHER (GU-N 2000 pg/mL) 10
mL % 100 mL 27 7RI & V) | ERETKEMNZ D,

f) REERIT 7 I REIUEFRBEEK (GU-N 50 pg/mL~100 pug/mL) : 77 =/L R M 48 48 Ui
(GU-N 200 pg/mL)25 mL~50 mL % 100 mL &7 7 A2|2 & V) | R ETREMNZ D,

0 BREGRIT 7 ZILRFMZRIFAER(GUN 1 ug/mL~50 ug/mL) : i FHEEC 77 =)L R %8
YEZ (GU-N 100 pg/mL) Z 1 mL~50 mL % 100 mL &7 7 A = [ZEEPERIC & 0 | R E TR EZ 2
el

FEQ) RRBITHY, BBEIS U R a5,
(2) 77 =/VIRFERIBRE L LT 98 % (B 45 5R) ML EOMEDOREN RS T,

& 1. 77 =/VIRFEBRMEIIRE AL M OO XD RS TS,

() MARUVEE HEKOHEEIL kOEEBVETD,
a) BERBEEIOTRNT ST NSK 0124 |THE T DEEKIKT 2~ 777 CIROBE AT T=TH D,
1) A5L: NEET75 mm, £X 100 mm OAT LV AAO BT LETRIEE S pm~10 pm OFFEEMEA A48
BtiEE T TALIZH O,
2) WSLWE: HT7LMEREE 30 °C~45 °C THETTEDH D,
3) BRHER: WO ERTE TR 190 nm I CHRIE TELH D,
b) RTRFYIRE—F—
c) EIEEDSEER: 8000Xg~10 000X g TiE LA EEFTREZRL D,
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&% 2. 77.20% Asahipak ES-502C 7C D4 B CHiRSAL TS,

(4) ERBRIRME

(4.1) #H X KOLBVITI,

(4.1.1) RS ITAEM

a) HTEE 1 g % 1 mg OHTETIIADED, 200 mL 42 =477 2212 Avd,

b) 7K 100 mL Zx, 7 R3F v I A —F—% H TR 10 3 EnXIRES,

c) H%%%}é F¥EAGE D % 1.5 mL dekeim LIRS 12 1.5 mL B LD,

d) 077 8000X g~10 000X g THI 5 /rffim L BEL S | BBk A s AR &5,

F Q) BRI T O 7 = VIRFEMEZEFE (GU-N) IRED R ERO EIRZBE2 2B EN1BH5561%.
BIIRD— & B /K THINT D,
(4) RV av'L RSO IR OIS CRIEICEEL2WE 0,
(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,

(4.12) BwRHHTRAKH

a) HTEUEF1 g & 1 mg OHTETITNDED, 100 mL &7 T7AUIAND,

b) 7K 50 mL Nz T, IRVIEED,

c) FERRETAKZMZ O, 1.5 mL $keim kg @I 1.5 mL f2E LD,

d) %0571 8000 X g~10 000X g THI 5 srMim LBl Y | R Ak NI E T 5,

F (6) FEHRK T O T =)V IRFEMEETR (GU-N) IRED RO LIRZEZ 5B T RH5 B3, E
AU D—E B2 /K THAIRT 5,

f&& 3. (4.1.1)c)~d) Xix(4.1.2)c) ~d) DEIEITR AT, BIAKME PTFE #oA 7L o7 00— (FLEE
0.5 um L) TAIL , ARZRERRIREL THEVY,

(4.2) BE MEIL,JISK 0124 HORDEFVITH, BARBYRMEBRIEL, RIE A58k s 7 a~ b
777 DEAEITIEICLD,

a) BEBREIOTNFTOREEE: WERGO—FIZL NIRRT, INESBICLTGRET S,
1) HSL: FHERIVEA A AHAIE 7 A (NAE 4.0 mm~7.5 mm, £ 100 mm~ 150 mm, *ﬁ% 5 um~10
pum)

2) WILIERE: 40°C

3) BEERD . VABETIKFEAITL 392 ¢ KOVAEE 0.12 g ZKIZEENLT 1000 mL 975, Bl
PTFE DA TV 7405 — (FL£2 0.5 um LLT) TAHIET 5,

4) |E: 0.6 mL/min

5) EAE: 10uL

6) RHER: YOCRERHE, WIER K 190 nm

% 4. HRERIE, D ABEIKFED Y 75196 g KV ABE 0584 g Z/KIZHEALTS500mL & L, &
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JEARAE L EHIRFIZ 2 D—E &% 10 512/ L, BAKME PTFE oA 7L 7402 — (FL4% 0.5 pm
LLF) CAIELCRRIL ThE,

b) HREMRDIER
1) HEHARELER 10 L Z2@aigik 7 v~ b7 7712 EAL, R 190 nm O7n~ 7T L%FEikL ., v
— @S ERDD,
2) HiREMAIEEROZ T =V RFVEZETR (GU-N) IR LR 190 nm OB —7 mSEO Mz ERK T
2o

o HEHOAE
1) ABHAE 10 uL % b) 1) L[RIERICHRAET D,
2) E—mEbREREN ST =V RFENEESR (GUN) BE RO Skl o7 7 = VR k%5
(GU-N) & H 7%,

{#%& 5. ZoORBRIETIIE YL MEEHE (B-N) | REMEH (UN), V70 V7 INEZEFRE (DAN) , 77
=VUMEF (GA-N) KO T =V R FE S B R (GU-N) O RIRFHE R ATRE CTh D, £ DH A 1%,
5.10.a @& S 2SO,

&% 6. FHLEZOFHNDT=D, 77 =/VIRFNEERFRHEEURE 1 80402 IV CHSINRI R 2 FEh L 72 6 5L
36.7 % (&) 352 % (H &) KU 33.4 % (E&E53H) ORI~V TOFEEIRITZNZER
103.8 %. 104.6 %% O} 105.6 % T o7z,

FEEDOFAM DT80, 7T =V IRFENENE -2 B 222 TO BTG RIZOW T, — el & 5 BT
Z TR T RIREEE R O TR E 2 B UM R AR 1 WORT, £, ilBRIED Y PR D72
3D O I [FIFRER O AUhE K OFRITAE A2 2 1R T,
¥, ZORBRIED E B T IRIE 0.006 % (B 845 3R) P LHEE Sz,

K1 TT=VIRFEMERO H 222 TR AR O IRHT A R

BFF TS EE RS
" Y EmE? s RSD,” sim”  RSDym”
T (%)* (%)* (%) (%)* (%)
TT = )VRFEIEE 5 37.0 0.3 0.7 0.3 0.8
1) 25T AL B %K 5) P THE S (R 2
2) SEHIE (A% (T) X HF7%5(2)) 6) RS
3) ERyHE 7) R R R

4) PHTIE R 2=
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K2 7T =)V RGN FEPIRIE D Z S PERERR D72 O H R R AR O TR R

s e y@%w “Z R%ﬁ) “2 R%h”
0. (%) (%) (%) (%) (%)

LAk AmEH 12(0) 2.20 0.09 4.2 0.17 7.7
{bRRAEER2 11(1) 4.38 0.07 1.5 0.19 43
LR AEAEL3 11(1) 5.83 0.08 1.4 0.52 8.9
Ap9isE! 12(0) 7.43 0.43 5.7 0.78 10.5
7T =L SR 3 Ak 12(0) 30.3 0.4 1.5 1.1 3.6
1) BahalrEs b iEad s Lo BE ) 5) DHTAH G e 2=
2) EEE (n=F 2h kB = B (2)) 6) [ PR BT UE(R 2=
3) BEyE 7)  EE B R

4) PHTHR AR 2=

BEXM

1) HEIEZ, KA, ARG @Rk r7a~h777 (HPLC) IEIC LD IEEHh DR #E1E%E %, B oL
yMEERFOWUE — B —REBREOZ YR —, IREMFZE RS, 10, 72~85 (2017)

2) fARRETS, ARFEERE: EliiAr7n~h7 57 (HPLC) IRICKDIEEI P O JRFBMEEFR, e oLy MEEFH
HORE —LFEBEREGE —, R, 10, 86~100 (2017)

(5) HEBEOO—2—F BT =V IRFEMEFRRBRIEO 70— — M RITR T,

[ b i 1 g | 1 mgmHFET 200 mLAHe = 175 ATl 340 LS
— 7k 100 mL

bty | EiRAE, 1053
[

| Kt
|
| LAY B

o iat O PREEE . 8000xg ~10 000xg , 547

|
| |
ARBHE R
I
|

e EE IR~ ST

X1 AEEh 7TV R FEEERRBEEO e — v —b (HRE (4.1.1) K OSHIE)
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| BB G Lg | 1 med#iET 100 mLA B 7 A2ZE 20 1S
— 7K #J 50 mL

| Hhit | iR
— K EHET

| 0 | R PR | 8000xg ~10 000xg , S43TH]
|

| B | Emai
[

| p | ms R

42 R o7 = R ESERBRIEO T m— 2 —k (AR (4.1.2) X OVIE)

BE U7V IRFNERORBERIERIE O <t 7T L2 ISR,

«
2

15.381

—_
K=

_—#-13.385

200 400 600 800 1000 1200 1400 1600 1800 2000

ZEK RERHRASEEER (4 10 ug/mL) ® HPLC Z7a~ k7 Z A

v—74
(DJRFMEEFE  QEULyMEER  Q)Uv T 7INMESR
@) T7Tr=vtkER  (5) 77 =VIRFEMESR
HPLC Ol & 544
7172 Asahipak ES-502C 7C (N£¢ 7.5 mm, £ 100 mm, $7£% 9 um)
Z DD ZE1E (4.2) a) HPLC HIE SO BIR DY
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