kR TE (2025)

5.7 RIVI7IVE(TSFRER)
5.7.a AA2/OTNTSOREEERFIOTNT F7E(RBRTVE=T)
(1) H;=E

ZORBRIEIIMEE T =T AT 5, ZORBRIEDO/IEIL Type D THY, DL 1% 5.7.a-2017 U
AS-acid.a-1 &35,

INTRREHI K INA CALVT 7 L, A4 7u~ 57 (10) idm gk k7 n~ /<~ (HPLC)
(ZBAL, AF 5T L ToHEEL  EXUnEER R THIEL ., il E o2 L7 7 (T INhiE)
ZRDD, ek, ZORBRIEOVERRILIEE 5 17T

ZOIFIECE ST, AV T 7V R O G B L) (T4 T U7 B =0 L) ISAIREE R TE2 ([§F 4 &
)

o

(2) HEFE HEROKIL, KiIZED,

a) K: JISKO0557 [ZHETD A3 DK,

b) ZRIVER: HE 98 % (E =5y 3H) UL EDFEE,

¢ pEFOXSZREFR: MK 95 % (EEHHE) LLEOREK,

d) 1-FH2RIVHRUBEF )DL HE 98 % (E YR LI ORI,

e) 1I-~AFXHYIURILKRVEEF NI L HlE 98 % (EESyR) LLEDOREK,

f) [Z58E: JIS K 8863 (THLE T DR SUIIAIED B DOFREE,

g) BEERDYY: TXLEE0.083 g, p-tREX TR EAERE 0.552 g, -4 7 X ANVRVERTRIT A 0.195 g, 1-
ANFY VR BT T A 0.376 g, 1FHFR 6.183 g & 1000 mL T T A0 ED | KH) 500 mL &
INZ T, BITERETRENMZ S, BKYEPTFE fD A 7L 7 402 — (FLER 0.5 pm LA F) THil
5,

h) RILIT7IVERIEZEK (1000 pg/mL) (V: JIS K 8005 |[ZHIE T 54 &0 HEE Y E 7 IR g
[HOSO:NH210.1 g Z# O ) EMLIZED, ZDE 8% 0.1 mg DHTETHIE T 5, D EO/KEZNMZT100mL 4
BT TANTE LA, B ETKEMNZ S,

i) RIWIT7IUBBEETRK (10 pg/mL) V: S, 217 73 B HERR (1000 pg/mL)2.5 mL % 250 mL
BETIANILY SFERETKREMNZ D,

i) BREHBAXNI7ZIVEBIZZRK (0.3 ng/mL~3 pg/mL) : {FHFHIALT 7 FRIEUERR (10 pg/mL) O 3
mL~30 mL % 100 mL 2877 A B R ETKREMZD,

W Pt

k=

F Q) FARGITHY, LEIG U EE TS,
(2) PRI ORI, 72V 0.5 mmol/L, p-t RuXx 2 B&FEE 4.0 mmol/L, 1-4 74 ARy
fe U7 0.9 mmol/L, 1-~FH 2 AL Rt R A 2.0 mmol/L, 192 100 mmol/L £7¢2%,

(3) BERUEE HBEKOEEIX ROLEBVETD,
a) AA2HOINTSTRITERKEFEHIOTNT ST JIS K 0127 ICHETHAA 70~ 7T7 XL IS K
0124 |ZHUE T Dmdik iRy v~ 57 TIRO B A2 TH D,
1) H3L: A4 mm, EE 100 mm DAT UL AHD AT DETRIFE 5 um D 4 7 T= DILaHE
ALIZBARMEAZ IV — RNV EFTETALTZH D,
2) WL V72 ES 55°C~60 °C THIFEITE5H0,

1



kR TE (2025)

3) BHE: BB,
b) AUTL2I4ILB—: FLEL0.5 um LA T, BlAKM: PTFE

;¥ (3) Shodex IC NI-424 ZED 4 FRCHiIRESIL TS,

(4) BERERME

(4.1) M HiHIX KOLBVITI,

a) HTEEF 1 g % 1 mg OHTETIINED, 100 mL 22 &7 7 AU AILD,
b) KK 50 mL ZHNZ, IRVIEE CTADL, FITERETKEMZD,

o) RRRRD—EREEED, K TIEMEZ 12.5 (54 RT 5,

d) A TVLr T H— (L 0.5 um LA F) THBL, i EHATRE 5,

(4.2) B WHEIE IS K 0127 XIS K 0124 K ONMRDEFVIT, BARMZLMIERRIEZ, MIEIHEH T2
AF v ra~ 7 T7 AT ERIE R v~ 777 OEE IR LD,
a) AF2HOTRTSTORIEERBFRIOTLTSTDRAREY: WESHO—FIEZLTIORT, Zhas
BIZLTRET D,
1) BS54 FART =0 B EEES LIBUKEAZ 7V — 27T 5 (N 4 mm, B 100 mm,
RIFE 5 um)
2) WILIEERE: 58°C
3) BER: 2)g ICkvIRLZbD,
4) FE: 1mL/min
5) FAE: 20puL
6) R/ BRGNS

b) REBRDER
1) BRESRAEERK 20 uL A4 7u~ N7 T EEE s a~ b I 71E AL, ERGEE O /m
v T LEFERL B — A R D,
2) HBEMAEERORE BRI EOY =7 EOREREEK T 5.
MEAROMERUL, BEHORERFITAT,

fwmE 1. RERROWPEIZBWT, v N w7 ADZBIZIWE — 7 E S CTORER HTIREIEEME T4
DA NDHDH, 2D, B — A AW TR ERETERTHZE,

c) EHDAE
1) #UBHAW 20 uL % b) 1) LRIERICHEET D,
2) E—JHBENORERIVANL T IV EEREERD DT EHFR O AV T I8 (TINHLER) #HE 55,

BE 2. BMEBROEREFERIZ, BEHRIRT O~ ) w7 ZADEBEZBS I 57280, B — 7 HENHiEE A2 H
H3azt,
B& 3. BEEHKICAA XTI L TNDI2D  R—=AT A L E DT IR A2 B4 50 Tl E
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THZ&, PIEBRLARITC, £ 120 HRREOL E(LR 2 LD e 20,

@5 4. KRABRIETIIANVT 7V B R O HF R (F A>T 87 =0 L) OEREN ATHE Th D,
FOEEITL ANT I BEEHERR (1000 pg/mL) A7 U EET - E=0 AEAERR (1000 pg/mL) O —E
BARAL K THRL TRAIEER (10 png/mL) 2751, (2)1) DAL T 7 BEFERENR (10 pg/mL) (&
BERTET D, LT, (4.2)b) LRRITHERIEL , Z0ATslB P O BRI E I S EIREZF T2,

% 5. W7 T=7 (3 $4iF) OBEIERERORE RiZ, 0.25 % (HE57) KT 0.075 % (B &533) O
AL LTI EN R AN 99.4 %~103.5 %K% U} 94.4 %~100.8 % T o7z,

7B ZORBRIEDE R THRIL 0.04 % (B & R) BE L ESh,

BE X
1) FEHRIA, ARG A4 7~ N I7RICEAIRT =T WO T IRILY B AL T 7l
[FIRFHE, IEEHIFZEER S, 5, 1~23 (2012)

(5) REEIAO—S—k HiET7T L T=T7 FORL 77 IUBERBIEO 70— — NIRRT,

| OB g | 1 mgKiETI00 mLA T T AENN LS
—7K 50 mL

| HRD iR | 2875 2a0mzLCENT
Ik (EE#RET)

| A | kczspcam
[

| 5iff | 7L = (0.5 pmil F)
|

| alpai |
|

| HIE | A rmvtr5o

WilE T E=T ORI T 7 I ERERE 71— —h
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BE B ERER K OBRBWEE FRIET v E=7) DAL T 7V R ONTF A T UBO 1C 7a~hrS
2B EIRIZ T,

pSlem
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r T T T T
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T T T T
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(A)IREFEAER (AN T 7V, FTA LT UBT o E=U 5L T4 60 ng fH2 & (3 pg/mL, 20 ul))

pSI-:m 7 pSfem :
331.30 - = | ANVT 7IURYE — 7R RIX
330.88 -
331.20 A 330.84 -
33080 1
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331.00 + mss]
_momT "
330,90 A o it S (RSPt e
h 1 - 33056
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\ 1
oo | ! 2
1
330,60 -,,,_] ! '
| 1
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T T T T T T T T
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T T T T T T T
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(B) AEHAE (Wi T =T HICANT IV, TA VT VBT o E=U L LT 0.25 % (8 &
4y (2500 ng/g) A4 BEERN)

BEX ANT IV OTF AT RO IC Ja~ T A
(B—27: LAV T 7V 2T AT UET = L)

IC DHIE S
7172 Shodex IC NI-424 (%% 4.6 mm, £X 100 mm, Kif% Spum)
Z DML (4.2) a) ORTE SO B RO LI



