kR TE (2025)

6.1.b BEBEIATNTS57iE(2)
(1) ;=

ZORBIBITIEEHTE H 35, 72720, AR EE SR (30 AEL P DR, ZORBRIED 7 HHIT Type B THY,
ZDFLF1X 6.1.b-2017 XX DA-N.b-1 & 55,

SIFTRREHIAKREIMNA TV TP TINERI L @ik e~ 757 (HPLC) [T AL | §5EMEA A48
Hh17 L THBEL ., R 190 nm THIEL, 0ATakE R oo s 70 T IRMEZE SR (DA-N) Z23kd D, 2D ED
PEREIXIEE 6 [T~ T,

ZOFEIZEST BV MEZEFR (B-N) | REMEFHE (UN) , 77 =V %8 F#E (Gd-N) KO T =/VRF#E
PEZE SR (GU-N) BEIFFIZHIE TED (18 5 2).,

(2) BE HERUKIL, ®KIZED,

a) K: JISK 0557 IZHETD A3 DK,

b) YABZKFEHUDL: JIS K 9007 (ZHET D4 UTFED SWE DL D,

¢) YAEE: JISK 9005 IZRET SFr S ULFED BB DL D,

d) SOTUCTIFBERIZAER (DA-N 2000 pg/mL)D: DTV TIR[CHNG] P03 g O kS EILIC
LV FOEE% 0.1 mg OHTETRET D, L EDOKEIMZTEHENL, 100 mL £ETZTAIB LA, R
BRETKEMZ S,

e) REBRASI7ZUCTIFMEREZER (DA-N 200 pg/mL) V: P70 V7 IR 2 FEAER (DA-N
2000 pg/mL) 10 mL % 100 mL 877231280 =R ETKENMNZ D,

f) REFACIO7UCTIFHERIEER (DA-N 50 ng/mL~100 pg/mL) V: 37V 7 IR HIEYE
% (DA-N 200 pg/mL) 25 mL~50 mL % 100 mL & &7 7 A22E0 FERETKREMZ D,

g) REFASOTUCTIFMEREZLERK (DA-N 1 pg/mL~50 pg/mL)V: RIS 7O T7IRME
ZEFEHEUER (DA-N 100 pg/mL) % 1 mL~50 mL % 100 mL 45877 A3 (ZEEPEAYIC LD R E TR ENZ
Do

E) FERGICTHY, HEINC B AR D,
(2) VTV TIRELT I8 % (& =) LA EOHE OFEEN T RS TD,

BE1. DT UTINEEEA bR T REIVTHIRESN TWD, 2, & 7 AV LRGSR & OB B b 2R L
DoV T IUTIRELTHIRESIL WA,

(3) WMEARUEE HFAKOEEEIL, kOEEBVETD,
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 LEITRIEE 5 pm~10 pm OFFEMEA A %8
Bt EZ £ CALIZH D,
2) ASLIKE: W7 LHHREE% 30 °C~45 °C THEITEHH O,
3) BHE: OO ERHER TR 190 nm £ THIE TE 560,
b) RTRFYIRE—F5—
o) EEEIDSEER: 8000X g~10 000 X g Tt Lyl FT e/ LD,

[u—
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%% 2. U7.2L0% Asahipak ES-502C 7C D4 B CTHiRSAL TS,

(4) BERERME

(4.1) M X KOEBVITI,

(4.1.1) ¥RoTRAEM

a) ONTRREF 1 g &2 1 mg OHTETIEDED, 200 mL $42 = 7T 2212 A,

b) /K 100 mL ZHx, v/ 3xF I A% —F—% TR 10 73 ZIRES,

¢ HE%., FEAKY % 1.5 mL e Ok EAE W12 1.5 mL RREE LD,

d) &0 7T 8000 X g~10 000X g THI 5 HyfElim Ly BEL S | LAz BRI 15,

F Q) REHEEP O L7 U7 INEE SR (DA-N) IREDS R RO EREAEZ 582N 5G1E,
BRI D —E B2 /K THIRT 5,
(4) AVT L SO IR O E CHIE IR AL D O,
(5) [AHRHAE 7.2 cm~8.9 cm K& OMAEHEEL 10 000 rpm Tiz L /1 8100 X g~10 000 X g FEEE L7205,

(4.1.2) HRoWAEM

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

b) K% 50 mL ZH1% T, IRVIEES,

o) FEBRETAKZMZ ., 1.5 mL ke im Lk DI2 1.5 mL f2E LD,

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

E(6) BRI OY LT U TIRMEE R (DA-N) BENKRERO EIREB2BENNGLGEIT. E
RUIIBIRO—EB&Z /K THIRT 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 , AREFEHAREL THEV,

(4.2) BIE MIEZ IISK 0124 L ORDEFRVITH, BARRIZRME BAEZ, JIE A Dm s ik a<k
777 DEAETEIZL D,
a) EERBREIOTNITSTDOREEY: WESRKO—FIELTFIRT, 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
pm)
2) ASLFERE: 40°C
3) EEERDY: WABR KFEHVTL392g KOV 0.12 g Z/KIZEAEL T 1000 mL &35, Bk PTFE
WO TV T S — (FLEL 0.5 um LA F) TAIlT %,
4) JRE: 0.6 mL/min
5) FAE: 10uL
6) RHHER: WO MR, WIER K 190 nm

@& 4. WEERIT, VAR —KEHIT L 19.6 g L OWARR 0.584 g Z/KIZIAEDNL T 500 mL LU, W IRTT
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L. fEFHBRICZDO—EB% 10 52/ Bk PTFE oA 7L 07402 — (FL 0.5 pum BLF) C
Al LTI L Th Iy,

b) RERDOIER
1) B EMAEER 10 pL Z2mEiik o< 771IFE AL, 5K 190 nm O/~ 7 L% kL, B
— 7 EE&ERDD,
2) BRMEMRAEEROVY TV TIRMZES (DA-N) BE LR 190 nm OE— 7B S EORERETER
T5,

¢ HABDAIE
1) #REHANE 10 uL % b) 1) LRIERICHERET D,
2) E—VEINORERID T T U7 INEE S (DA-N) 82RO | B RO T O IR E
# (DA-N) ZHE 5,

% 5. CoRBRIETIIE YLy MEEHE (BN) | REMEHR (UN), D70V 7INEZER (DAN) , 77
=V MEFE (GA-N) KOV T = )VIR FEMEE FEEMERR (GU-N) DOIRIRFHIE S ATRE Th D, £ DA 1T,
510.a & 5 25O L,

&% 6. HEDFHEDTD, TN AT ERHEG RFALE ALRACEL, B AR R S TR 05
BRI 25 FHAE A IR REE 1 80472 O CHRINEIGERER A FEhi L 7R 5 3 % (B &%) | 1.5 % (EESF) &
O 0.3 % (EH &5 HR) ORI~V TOFEENLFEITZENZI 96.3 %~96.3 %, 94.5 %~99.7 %M O}
88.9 %~100.6 % T -7,

FEEEDOFHmOT=0 | Bl A AR, AL ANEE K UG E bl == A IR V2 B 228 2 TO Tl ki
DT, —JLELE S BT A TR L DM TREEE R OV RIS A RN LR R AR 1 IR, Fe,
FBRYVE D 2 B HERE D 726D O LR FRER D pliE Mo OFRMTHE KA K 2 1R T,

728, ZORBRIED E R TIRIZ 0.01 % (B 8 3R) FLE LTS,

#1 VTV TINERO A 2R TR AR O RS SR

OHTHEEE Hh A B2
e A% u?tfgc.g” si) RSD;” sy’ RSDim”

T (%)” (%)” (%) (%)” (%)
i o R 5 3.03 0.02 0.5 0.02 0.5
A3 e 5 1.45 0.01 0.9 0.02 1.6
S ERE S A e 5 0.145  0.001 0.9 0.003 23
1) 2RGHMT T2 L7 A 2K 5) DFTHR AR e 2=
2) FEEME (BE(T) X 0HT7%0(2) 6) HRIFEAE(R 22
3) HEDR 7) R R AR R (R

4) PHTEE YR =
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2 DTV TINMEZABRIED Y M @f_w@iﬂuﬁ%ﬁﬁkfa@ﬁﬂﬁf*%

-y :t%ﬁ;) Ii’;j{gﬁ)z) s,4)3) RSODr sRﬁ; RSDx”
FEH (%) (%) (%) (%) (%)
{ER AR 10(2) 0.0464  0.0023 5.0 0.0148 31.9
{ERARER2 12(0) 0.206 0.011 5.1 0.031 15.2
B R AR L3 12(0) 1.69 0.05 2.8 0.12 7.0
LR AR 4 10(2) 2.76 0.07 2.6 0.12 4.4
1) AR (OMUEZRELIZRBREED)  5) DM TSR (R =
2) FHMHE (n=A2hekBREHoalEHR (2)) 6) == [MHBUEMER 2=
3) BESFE 7) = B AR Y (R 2
4) PHTEEER 2=
BE XM
1) BEBIEZE, KFEERE, AR mliRiAr7a~h7Z7 (HPLC) IEICLDIEEH R DR k% #, e oL
yMERRFEOUE — B —RBREOZYMEMR —, LB HE, 10, 72~85 (2017)

2) FAARACTS, ARFTHERE . Ed ks n~ 757 (HPLC) IR L AR R D R #E M2 #, oL o MEZ
HORIE —LEBEREGE —, IEMFZEERE, 10, 86~100 (2017)

(5) HEEZO—I—F ERFODL T TINEREERBRIEO 70— — N RITTRT,

| OratE i) 1 g | 1 mgHiET 200 mLis: = f57 52212l 0 L5
— 7k 100 mL
A |~ xForas—F— 1050

|

i
[

| 330 |

the LR S  8000xg ~10 000xg . 545

\

[
AUEHATR

VELR
|
& ERRIR <~ T 57

1 fEER O T TIRERRBREO 7 o ——h (HERE (4.1.1) K OYHIE)



| bk G 1 | 1 meoHiET 100 mLAT I A TI3A0 LS

— 7K #J 50 mL
| IRVIRE |

— KUEHET)
| mLsEE |

[
T
|

B AHIE

| 7

BRI~ T

Stz DULRCE | 8000xg ~10 000xg | 577fH]
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'EJ
X2 R OUY T O TN ERARRIEO T n——h (Gl A (4.1.2) K OMIE)

BE LT UUTINEEZROR BERAERR O~ T LB EIRITRT,

i[zb
|

‘ (3]

£E X
v —74
() JRFEMEEE QrEevulbyMEESR

Q) 7= MEEEdH
HPLC OMIE 51

L N e

=

T

4

148

(3

=

()DL T UTIRMEZEE
(5) 77 =)V RS

AR IR A YETE (45 10 pg/mL) ® HPLC Zu~ k7' 4

7172 Asahipak ES-502C 7C (N 7.5 mm, E& 100 mm, Kif% 9 um)

F DD ZA1E (4.2) a) HPLC I ESAEDOBIRDEFD



