kR TE (2025)

85 J7 I REMER
8.5.a MEARHIOTNTSTE
(1) W=

ZORBIEIIIEENE 35, ZORBRIED S FEIE Type B THY, FDFL 513 8.5.2-2017 XL GU-N.a-1 &
T5,

IIHTRBHIKRZINZ T 7 = VR FEEHH L mndik A7 v~ 57 (HPLC) IZEE AL | 59FaMEA A A8
AT LTHBEL ., #R 190 nm THIEL , sl o7 7 = VR FEMEE R (GU-N) &3R5, 2O HFIEDMERE
IXEE 6 lTRT,

ZOHEICEST BTy MEZESHE (BN) VU T UV TIRMEZESE (DA-N) | JRFEMZESE (UN) LT 7=
V2R (GA-N) ARIFFZHIE TE5 (& 5 2 1),

(2) BE HERUUKIL, ®KIZED,

a) K: JISKO0557 \ZHETD 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) J7 I REFMHEFRZERK(GU-N 2000 pg/mL)V: 77 =)L IR BRI [ C4H12Ns0,2-H2S04] 20.540
g ZOXHEIITED, ZOEEE 0.1 mg OHTETHIE T2, D EOKEZMZTHENL, 100 mL RETTA
B LA, ERRETREMZ D,

e) T7ZILREMERIZER(GU-N 200 pg/mL) : 77 =/LIRFE M2 FEUERR (GU-N 2000 pg/mL) 10
mL % 100 mL 2877231280 ERETKENZ D,

f) REHRAJT7-IVRFEEREEK (GUN 50 ug/mL~100 ng/mL) : 77 =)L R F M 42 10 Ui
(GU-N 200 pg/mL) 25 mL~50 mL % 100 mL 287 7A2ZE0 B ETKEMNZ D,

g) REBRAIV 7 REMERIZLR(GU-N 1 pg/mL~50 ng/mL) : TS 7 = /LR FE V2 FHHL
Y% (GU-N 100 ug/mL) % 1 mL~50 mL % 100 mL 2877 2B BRI LD R ETREMZ D,

FEQ) FARGITHY, LEISCIBERE D,
(2) 77 =)V IRFEMBREEL T 98 % (R R) ML EOMBEOREN TS TV,

EE 1. 77 =)V IRFREREI I L M OB XD RS TvD,

(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,

F Q) REHRR T 077 =)V IRFEMZESR (GU-N) IREDS B ERO LREZEBR5B8ZA1HL 55T, b
B IR D —TE B /K THIRT D,
(4) AVT L SO IR OIS CRIE IR AL D O,
(5) [EHEYAE 7.2 cm~8.9 cm K& OVAEHEEL 10 000 rpm Tiz L /1 8100 X g~10 000 X g FEEE L7205,

(4.1.2) BRoWAREM

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

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

o) FEBRETAKZMZ ., 1.5 mL e in LikEE DI2 1.5 mL f2E LD,

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

F(6) WEHAET D7 T =V IRFEMZEFR (GUN) IRENRERO LIREBI DB CNBHLLE L, E
U IRO —E B2 /K THRT D,

#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) B MEIL JISK 0124 RO EFVITH, BARALHEBAIEZ, WEIHEH T o m iR 2~k
757 DEAEFIEICLD,
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 um~10
pm)
2) WSLIERE: 40°C
3) BEERDY: VAR T KFENITL 392 ¢ KOWARE 0.12 g Z/KIZEEHLT 1000 mL &35, #kME
PTFE DA 7L 7 45— (L4205 pm LLF) TAHIET 5,
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. i HRHCZO—E B 10 f5ICARL, BLKME PTFE oA 7L 07 04— (FLAZ 0.5 ym LA F) T
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His L GRELTH R,

b) RERDOIER
1) B EMRAEER 10 pL ZmEiiAk o< 771IFE AL, 5K 190 nm O/~ 7 L% kL, B
— I EE&ERDD,
2) A RREAFIEAER DT =)V RFEVEETR (GU-N) BE LR 190 nm DY —7 \S LD B A ER T
%

¢ HABOAIE
1) #REHANE 10 uL % b) 1) LRIERICHERIET D,
2) B—UEEDLREREIVS T =V RFENEE SR (GUN) B2 RO okt o7 7 = VIR FEMEE R
(GU-N) 2R 75,

{#5 5. ZORBRIETIIEV Ly MEZES (B-N) | JREMEZEFHE (UN), D37 U7 INEEFE (DI-N) , 77
=V MEFE (GA-N) KO T = )VIRFEMEE R R AERR (GU-N) OIRIRFHIE S ATRE Th D, £ DHETE.
510.a & 5 25O L,

&% 6. HEDFHEDIZD, 77 =/VIRFADERTR G 1 80N A FH W CHINIENN ERER 2 F2 i U725 2R
36.7 % (EH &) | 352 % (H &) KUV 33.4 % (&5 H) ORI~V TOFEEIRITZNLEN
103.8 %, 104.6 %% 1 105.6 % T 7=,

FEEE DR DT=8 , 7T =/VIRFENEEE V2 B 22 2 TOOHHRERIZ DN T, —Jold & 50 8T
ZHTHATL D TR EE e VR RIS EE 2 R L2 fE SRR 1 IR, F72, SRBRIEO 2 Y MR D72
D D H: [FFRER D Al K OFRHTHE R A 2 1”7,

728, ZORBRIED E B TRRIZ 0.006 % (& 85y ) FRE LHEE STz,

£l IT=VRFIEERO AL RB AR OMTHE R

DHTRE Hh T
— " m&;{%” s:”}) RSD,” sm: RSDyn”
T (%) (%) (%) (%) (%)
TT =)V R FE AR 5 37.0 0.3 0.7 0.3 0.8
1) 2807 &L 7= A 4% 5) DM TARXHZE (R 2=
2) EBME (HE(T) XOMHT740(2)) 6) AT 2=
3) EHES% 7) AR R 2

4) PHTEE R =



K2 7T =)VIRFENEE R IRTED R PERERR T2 8D D 3L [F) 3 BR R O ATt R

kR TE (2025)

B4, e Mjﬁgf) s’4)3) RSOD‘S) SRG; RS?R”
FH (%) (%) (%) (%) (%)
fERAE sk 12(0) 2.20 0.09 4.2 0.17 7.7
bR ER2 11(1) 4.38 0.07 1.5 0.19 4.3
{ERAEREL3 11(1) 5.83 0.08 1.4 0.52 8.9
bR AE 4 12(0) 7.43 0.43 5.7 0.78 10.5
7T =)VIRFEER 12(0) 30.3 0.4 1.5 1.1 3.6

1) A= (OhhiEz el Lo IR =5
2) VI (n=A 2hal BR=HoaEHL (2)

3) W RSy

4) DHTREYE R 22

S5

5) PHTHXIEEHE(R 2
6) SE WA Y 2=

7) SRS R M 2

1) BEEIEZR, ANERE, B0 mEEE7a~~ 77 (HPLOEIZL DR PO R FEMEZER, v oL

yMEERZEOWE — B —RBREOZ Y MM —, ILEMIFFEHE, 10, 72~85 (2017)
2) fARRLTS, AFEERE: mdikiArn~hr 77 (HPLC) IBICLDIEEI DR FEMEZE SR, oL v MEZE
HORE —ILEBEREGE —, IEMFZEEE, 10, 86~100 (2017)

(5) REEO—>—bF BB OT T =V REME

[ BB () 1g | 1 mgoHfE T 200 mLithe =475 220130 &%

< 7K 100 mL

FEFRBIEOTO—L — N RITTRT,

S | R 10557

[
| i
[
| 334 BE

AU EEAE
I
e mRE R a~ T

K1 Rt Or7 7 =V RBVEE SR

RERIED7 m——h (R AR 4. 1.1) L OWIE)

3)

HAe 1w DI . 8000xg ~10 000xg | 543 H]

e
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| BB G 1 e | 1 meoHfET 100 mLA R F AT 3A0 LS
— 7K #J 50 mL

| i | EviRe
— KEEgET

| BLAHE | kLR, 8000xg ~10 000xg , 543
[

| B | R
[

| il | ka5

B2 JERR s T =V IRFEMEFRRBRIEOT v ——b (R A (4.1.2) L OMIE)

BE 7=V IRFMERORBERAIEEIE O 0~ 7T L2 RITR T,

_>-13.385

200 400 600 200 1000 1200 1400 1600 1800 2000

£EK  HERHIRAEAER (4 10 ng/mL) O HPLC 7u~h7J 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



