kR TE (2025)

7.6 2-RIIF7=IVTFIRFF7YJ—IL(ST)
7.6.a EERBHRIOCNT 5T
(1) H;=E

ZORBRIEL 2- ANV T 7=V TIRF T Y — /L (ST) G e lERHTE H 975, ZOERIED S HEIT Type C T
BV, ZDFL 1T 7.6.a-2017 XX STa-1 &7 5,

AR )= — K (1+1) M BHIINZ T 2- AL T 7= L PIRF 7 — LA L EdiE iRy a~hr57
(HPLO) IZE AL, A7 X T2 NI IR TN BT N THEEL ., R 285 nm THIEL ., Tk D 2-2
NI 7= VT IRF TV =)V (ST) 3R D, 70k, ZORBRIEDOVEREIIES 6 1277

(2) HEFE EROKIL, KiTED,

a) K: JISK 0557 \ZHETD A3 DK,

b) AR/—JL: JIS K 8891 (ZHLE T~ DHefk UK IF D S DR,

o) AR/—Ib: EHEEI N TT DEBERICE T2 A% ) — WX @ iE R IR 7 v~ 8757 TR %
D EE ORI,

d) 2-RIITFZIVTIRFTYI—ILZEERK (1000 pg/mL) V: 2-Z)L 77 =)L 7INF 7> —/L [CoHoN30,S;]
@0.1 g #OXHEIIZED, ZOE EE 0.1 mg OHTETHIET 5, KEMZTEIL, 1000 mL £ &E7TA
NIBLANAERETAY ) — L — K (14+1) BN 2 5, TRECRIFL, FH54% 6 - H UL B L7=b 0
AL,

e) 2-RILITFPIVTIRFTY—ILEEERK (100 pg/mL) : FEFAFFZ 2-2)L 7 7= )L 7INF T — LR AL
(1000 pg /mL) 10 mL % 100 mL &7 T7A2|ZE)  AEFRETAY /—/)L—K (1+1) I 25,

f) BREHA 2-RILI7ZIVTIRF7Y—IVEERK (10 pg/mL~50 pg/mL) : i HFEZ 2- 217 7 =173
RF 7 — /A HER (100 pg/mL) D 5 mL~25 mL % 50 mL 2 &7 7 A3 ZBERERIC LY R ETAZ ) —
V=K (1+1) ZZ25,

g) BEHRH2-ALI7ZIVTIRFT7Y—ILEBER (1 ng/mL~10 pg/mL) : fFHRICHRERH 2-2L7 7
=NVTIRF T — VAR HERE (20 pg/mL) O 2.5 mL~25 mL % 50 mL 2877 A3 ZEREMIC LD, iR E
TAZ ) — ) —K(1+1) BNz D,

E) FWEpGITHY, LEIG U EA TS,
(2) 2-ANT 7=V TIRTF T — )L ELT 98 % (B &0 3) UL EOHMEORIER T IRSI TV,

BE 1. 22 ANV T7= L TIRTF TV — MTHE LR T3, & L7 AV ARG R OB b AL~
I T =L ELTH RSN TWA,

(3) B EEIX. ROLBVETD,
a) BIERAIOTNT ST JISK 0124 |[ZHE T DEEIRIKI a~ N7 CIROBEAT-TH D,
1) 3L AN 4 mm~6 mm, £ 150 mm~250 mm DAT LV ASD 17 WG\ ZA T 2T UV Ea b
FEALIZV AT NV EFTETALIZBHD,
2) WL H7LMRE% 30 °C~45°C THREITZ5H0,
3) BRHE: WEEERIHAETHEER 285 nm (U THIE CX5H0,
b) RTRFYIRE—F—
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o) SEDSEEE: 1700 X g Tt L orHERTREZRR S D,

d) EEEDSEER: 8000Xg~10000Xg T LBt BEZRL D,

e) BUTIIFH—NI)YCHSL: BT AT 500 mg~1 g 2 F TALIZLODITHEFE 10 mL A58
L. A% /=)L 3mL &AL, it FEE5,

FG) AE3ImL~6mL OATAIZIIHT L 500 mg~1 g ZF CALIZI—R v N THE,

&% 2. 77A0F Inertsil ODS, Mightysil RP-18, L-column ODS, Shim-pack VP-ODS, U7 C18M 4D,
Puresil Cig, COSMOSIL 5C18-MS-II%: D4 FR TS TUD,

&% 3. M7 A —R)wlT Bond Elut AL-A, Sep-Pak Alumina-A. Supelclean LC-Alumina-A
EDHRTHIRSIL TN D,

(4) ERERIRME

(4.1) M HHHIE KOLBVITI,

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

b) A% /—N—7K(1+1)100 mL 2%, ~7 RF v I AL —F—% H TR 15 53 EIRES,
o) HE%. FEARMKE 50 mL ke DIEEAE IZ S0 mL FREE LD,

d) =07] 1700 X g THI 5 4y O BEL @ | BB i A iR S &%,

@) AR AR 16.5 cm K OVRIHEEL 3000 rpm Cimf /) 1700 X g FEFE L7225,
(5) BEHRIEF D 2-AVT 7= VT IRF TV — VIR E PR ERO LREZBZ5BEOHL 541X,
RO —EBE A% ) — NV CTHIRT D,

(4.2) DU=2P9T V=T o7 IE RO EBVITI,

a) fHHREZRIET AT — NP AT A AND,

b) FIOOWEHIEK 3 mL &2 T, ZDO%OF IR 2 mL 25 BRE 1285,

¢) FEHEE 1.5 mL e DL 1 1.5 mL LD,

d) =077 8000 X g~10 000X g THI 5 /rflim Ly Bl 7| LAz R 35,

E(6) RV el U EO IR LIRS CRIEICEELRNE D,
(7) [El#EY4E 7.2 cm~8.9 cm K OVMAEl#EEK 10 000 rpm Tz L /7 8100 X g~10 000 X g FEE L7022,

B 4. (4.2)c) ~d) DERAEITZ T, PTFE B AT L7 V&2 — (FLA 0.5 pm LLF) TABL., Al
AERAIREL TH &,

&% 5. HMEEHLURWIEERIOSAITIE, RO FIETHRERT2ZEMNTED,
(4.1) ¢) ~d) }2 18 (4.2) a) ~b) DEAEEEHEL . (4.2) ¢) D IWRHIK ) % [FE %, BB AR N 2 THRAE
SRR

(4.3) BAIE WEILX JSK 0124 K ORDEEVITH, BEARBZLRIEREMEZ, EIHEHTHEmERIK 72~k
777 DEETIEIZLD,
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a) BERBI/OINSTOAREY: &HKEI o~ T77ORESRLEO—F%LL FITRT, Zhes
BIZLUTRHET D,
1) BSL: F7FFTUNIEEALFEREA LISV B 7 BT 2 (NEE 4 mm~6 mm, £& 150 mm~250 mm,
HIFE 5 um)
2) HWSLIERE: 30°C~40°C
3) Bk AY/——IK(2+8)
4) FE: 1 mL/min
5) HRHER: YOOLERIIER, WIE KR 285 nm
b) BREBROIEM
1) FMERAH 2-AV T 7= VT IRF T — UEEHERR 10 uL Z @ik a~h7 7712 AL, I 285
nm D/~ TLEFEL, B — VBT ESE KD D,
2) BRREHH 2-AVT7 7= VT INTF TV — VEEER DR FE LW R 285 nm O — VAR X T mS L O &
PRAAERT 2.,
¢ HABDAIE
1) FUEHAWE 10 uL % b) 1) LRIERICHERIET D,
2) BEROD 2-ANT 7= VT IRF T — )V &EZRD | AT ER D 2- 2L 7 7 =)L 7IRF T — /L (ST)
ZHE T2,

& 6. LAACEL( ) K OEAIEE (2 45) 2 AW TR ERZ F2 i LT 5, 2- AV 7 7 = LT IRFT
V=L T 1.0% (E &) | 0.4% (E &) LTN0.1 % (E &5 %H) OREL L TOFERILERIL
101.2 %~102.1 %, 99.6 %~101.7 %% 1 99.4 %~101.0 % TH->7-,

728 ZORBRIED E ' FRRIZ 0.005 % (E 855 R) IBE cLHEsh-,

BE XM
1) BEIIE: mREE e~ 774 —IZRD R D 2- 2V T 7 = VT IRF T — VD FE EIEIZ DWW,
JERRETER, 44 (1), 10~20 (1991)
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(5) 2-RANIFPZITFERFFYIY—IL(ST)REBEZI7O0——F BRI D 22217 7= L TINF TV —)L
(ST) RERVED 71— —  MRITTR T,

| ObEEEle | 1 medHiET 200 mLIE =17 T AT ED
— AX)—)L—K(1+1) 100 mL
MEIEAE |~ I ERFosAE—T— 1553

i DULBAE | 1700% g | 5531H]

|

| |

| |

| i3 L5y B | AR LIS | 8000xg ~10 000xg . 553 TH]
| |

| |

IV—2T 7 [Ny B A NV S v N
|
|
AEHAIR
|
HIE [EIBES (4 A=t A

EED2- 27 7 =)L TIRF 7/ — )L (ST) RBr1E 7o — —h

SE BREHH 2-2ALT7 7=V TINF T — )L (ST) EEHERR O HPLC 71~ T MMilZRIT RS,
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BENK 2-ANT7=)LTINF TV —/L(ST) D HPLC /1~ hr7T 1

HPLC O E S
7172 Mightysil RP-18 GP (% 4.6 mm, £ 150 mm, KifE 5 um)
2-ANT 7 =)V T INF TV — LEEHERR (200 ng FHY &)
Z DD 2413 (4.3) a) HPLC OHRE SO FIRDEFD



