kR TE (2025)

7.7 34-DAFIVE SV —ILY AEIE (DMPP)
7.7.a BERERHIOTNT ST
(1) H;=E

ZOREBRIEIL 3,4-C AT T — V0 AFEYE (DMPP) % & T EEAREHIE H 35, 72720, AiEE & T
AR K OVR/V L7 VT BRI T PR B AR L8 A & DR, ZORBRIED /7 $E1T Type B THY, ZDFEF1E
7.7.a-2021 XX DMPP.a-1 £9°%,

SIINTRRBHIAKZMZ T 34-TUAF NVETY — L0 AU (DMPP) ZfhH L, @ik a~~2"Z~7 (HPLC)
WZBAL, A7 ET NI IACT Y AT N AT L5 THEEL, 1R 224 nm THIEL , el o 3,4-0AF 1
B 7 — 0 /Ul (DMPP) % 3K 5, 7035 ZOFIEDOMERRIXEE 5 1277,

(2) HEFE EROKIL, KiIZED,

a) K: JISKO0557 [ZHETD A3 DK,

b) YABZKFRFIIDLZKIMM: JIS K 9009 [ ZHLE T 286k X IE[F %D E D

¢) THrr=MIII: mEFEIE7 v~ 777 HXAXE%ED SE ORI,

d) 34-DAFIESY —ILYABEIE (DMPP) 2% (2000 pg/mL) V: 3 4-UAF ATV — LY AFEYE
(DMPP) [CsH1N2O4P] @02 g ZDFH EIMICED, ZOE E% 0.1 mg OHETHIET D, L EDOKEMNZ
T 100 mL 2@ 77 AN LA, BT R AERE O TSR LI TENL, ERETKEMNZ S,

e) RERA 34-DCAFIESY—ILYAEEIE (DMPP) #23% (200 pg/mL)V: 3 4-UAFLETY — 1LY A
R AE YE (DMPP 2000 pg/mL) 20 mL % 200 mL 2877 A |ZE0) SR ET/AEMNZ S,

f) BREHA 3A4-DAFILESY —ILY AEEIE (DMPP) 2% % (50 pg/mL~100 pg/mL) V: 3 4-UAFLEZ
V=L JUBRTEASE HER (DMPP 200 pg/mL)25 mL~50 mL % 100 mL 2877 A BEPERIIC & | FEH %
TKREMZ D,

g) REHA 34-CAFIESY—ILYARRIE (DMPP){Z## (5 ng/mL~25 pg/mL)D: 34-UAFLES
V= 0 JUBREAE HER (DMPP 100 pg/mL) 5 mL~25 mL % 100 mL &7 7 ALY R ET
KEMZ D,

h) REBA 34-CAFILESY —ILY AR (DMPP)ZE## (0.5 ng/mL~2.5 pg/mL)D: 3 4-UAF LY
FV = V0 AR RS HER (DMPP 10 pg/mL) 5 mL~25 mL % 100 mL & &7 7 A3 ZBMEHIC LD B ET
KEMA D,

1)

=3

k=

FA) ERGITHY, MEISUT-BEEZRIT D, 2B, 34-UAF LT —)L0 AEYE (DMPP) FEHER 1T
REERDT, e) ~h) IOV TG 228, d) ICOWTIRTEBEREE FT 1 4 A R H

HRETH D,
(2) 34-CAF LT — L0 AN (DMPP) EL T 98 % (& B4y 3R) LU Eo#liE 0N T RS T
Do

#5 1. 34-UAF AT — D ARBIEITHR UL TEXO T RSN TND, Fio, B L7 AV LFEHiSE
KOO 3,4-UAF NETY — L ELTHIIREIV TN, £z, 3,4-TAF LETY — L0 A (DMPP) 12
iz T, 34-TUAF VBTV —/L (DMP) & W Tl it H DMP AR HEIR AR 2284, TE 5, ZOHH .
BRI AER O IR EE (DMP) X3 (4.3) THELIVZHIEE (DMP) |2 # HA% % (2.019) Z 3 U Corbradst
D 3.4-DAF BT — L0 AR (DMPP) 25 45,
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(3) WMERUEE HAKOEEIL, kOEEVETD,
a) BIEREIOTNIFT: JISK 0124 ITHE T Hmisik ik a~ T 7 CIROBEMHZHT=TH O,
1) HS5L: P 4.6 mm, £E 150 mm DAT UL ZHDOHT LETRIEE 5 pm DA 7Z T2V ez v 2Efs
ALV PNV E T TALIZLD,
2) ASLKE: BT LMEREE 30 °C~45 °C THEITTEDL O,
3) wRER: WOOLEER AR TR 224 nm 3 THIE TE L0,
b) RTRFYIRE—F—
¢ EEEDSEER: 8000Xg~10 000X g T LA BEFTREZRL D,

&% 2. »7 A% Discovery C18, Inert Sustain C18, >'U4 C18M 4D, Mightysil RP-18GP, STR ODS-II,
TSKgel ODS-100Z 2D &4 F CHIREN TD,

(4) BERERME

(4.1) M X KOLBVITI,

a) OATEREIP1 g 2 1 mg OHTETIEIADED, 200 mL #:48 =4 77231 Anb,

b) /K 100 mL ZHx, v 32 F I A —F—% TR 10 53 ZIRES,

¢ HE%, EEAKYE 1.5 mL e Ok EAE 912 1.5 mL RREE LD,

d) =077 8000 X g~10 000X g THI 5 iz Ly BEL © | LAz R 35,

E Q) —HORBHZB W TUIRBATORE I 34-VAF NVETY — 0 AR (DMPP) & A &K
T 5720 WEHIAFZECOITH T 228,
(4) REHERF O 34-TAF NETY — V0 Al (DMPP) 8 035 &R O _ERRA B X D32 0305
e, EBARRO—EBEZ K THINT D,
(5) RUTme L RO LRI OIS CRIE I ELZ2N D0,
(6) [Al#R£E 7.2 cm~8.9 cm M ONEJ#E4K 10 000 rpm CTiz:Lx /] 8000 X g~10 000 X g FRE L7225,

#E 3. (4.1.1)¢) ~d) DEAEICIR AT, BAME PTFE DA 7L 7 0 #— (FLE 0.5 pm BLF) TAi
L. Azl BHa kL Th v,

(4.2) B HEILJSK 0124 K ORDEFVIT, BEARRIZRBIEEAET . MBI 2 mndii ke~
777 DEAEFIEIZL D,
a) EERBRAIOTNTSTDOREEYE: WERKO-FIEZLITFIRT, ZNVESZIZLTRET D,
1) h3L: AT LNV INACTVATF BT 5 (NEE 4.6 mm, £ 150 mm, KiEE S pm)
2) ASLFERE: 40°C
3) BEERDY: VAR KFETNTL KM 1.56 g ZKITENLT 1000 mL &L, ZHUST Eh=R/L
175 mL Z1BA %, BKYE PTFE ®DO A 7L o7 40 F— (FLEL 0.5 pm LA F) TAIET 5,
4) JRE: 0.7mL/min
5) FAE: 10uL
6) BRHER: WOCER MR, HIER K 224 nm
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B 4. EEERIT. DARE —KFEFTRIDL ZKFI 15.6 g Z2/KICEED LT 1000 mL &L7=6 DA S BRI
(1 °C~8°C) L, fEHFRFCZD—ERZ 10 fFIZARL, ZHIZ 0.175 fFFEDT BR=NILZRE LI,
BUKME PTFE DAL TV 07 40— (FLR 0.5 um LLF) TAHBL CGREIL Th LW, ZOWmERIFLIZY
ABBE ZIRFEF NI L KRB 6 7 A ATRETEA3 i IS 7o o T, IlE s N2 & | fE e
RO PRFFREH] e O — 7 RIS H DN e WD e e 95 28

b) RERDOIER
1) MEMAELER 10 pL 2@l o< I 71 EAL, I 224 nm O/~ T L& 0L, B—
JifEE R D,
2) 34-UAFNAETY — Y AR (DMPP) DR FELHE R 224 nm O — 7 AR E O L T AR 2 ERL T,

¢ HABDAIE
1) #BHAIE 10 pL % b) 1) ERFRICEYEL T8 —ZiRifEZ K 5,
2) WRERND 34-CAF NE TV — V0 AR (DMPP) DR EARWD | S3HTalEl R D 3,4-0AF LT —
SV AR (DMPP) 25 H3 5,

{E 5. HEFMROD, 34-UAF LT — L0 JUERYE (DMPP) 3EE A O R ALEIEE K OB A Ik
%1 88 % T 3 SO T CIRINIEII GRBR & S0 L 7= #E 5 0.01 % (& 557 28) ~0.5 % (B 5 3) DR
I~ COEH R RIL 96.9 %~101.3 % TH-7=,

PR3 IRAE AR (LEAEE (4 50 K OBELA AERHE -V 2 H 228 2 TO ks Rz C, —Joid
BT 2 O TRRATL , O TR EE R O RS EE A HEE LA SR 2 2R 1 IR,

Fio, BRIEOVERRZ TG 35720 EFRANHEEL S D 2 S YRR 7 15 TR M L FRBRZ FEhE L |
DR TAE B ) OVER [ - BURS S 2 4 8 LT R A 25 2 1R 37, ZoRBRIED & & N IRIE 0.003 % (B &
S E) R LHEE SN, ks, ML FEIRBRICITFRIC 3,4-CAF LTV — 0 A (DMPP) &
BRI NESWGRERE V2,
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#1  DMPPD H %25 2 7= 3R B AR O fRHT b R

D THE B Hh R
e A %" u?tm%” sr“; RSD,” s1(T)i)) RSDim”

T (%) (%) (%) (%) (%)
PRE 5 0.258 0.0011 0.4 0.0036 1.4
RAEE Rk 5 0.145 0.0011 0.8 0.0039 2.7
{ERAEER 5 0.105 0.0004 0.4 0.0044 4.1
{ERAEER2 5 0.0533  0.0004 0.7 0.0019 3.5
{ERAE L3 5 0.0372  0.0003 0.8 0.0012 3.3
bR A4 5 0.0325  0.0004 1.4 0.0006 1.9
B & ek 5 0.0184  0.0004 2.4 0.0005 2.8
1) 20T &EhEL7- A %K 4) PHTIZHE R 2=
2) EEME (RE(T) X 0FH74(2)) 5) DFFTHR G HE (R 2
3) RS 6) HEIREE R 2=

7) TR AR HE R 2

K2 34-UAFNETY =V ARERYE (DMPP) 3R 5 D 2 24 VERERR D 72 8 DL [R) 3R B O AT R

e e FHIEY si” RSD;” sz RSDR”
v S R ZE L e %) %) %) %)
GEE e 2l 11(0) 1.63 0.030 1.8 0.045 2.8
TR 9(2) 0.277 0.010 3.8 0.017 6.0
JR3E 10(1) 0.283 0.005 1.9 0.009 3.1
B ZERIE 11(0) 0.130 0.004 3.0 0.004 3.3
(LA 9(2) 0.0825 0.003 4.0 0.007 8.9
FRLBLEL 10(1) 0.0184 0.001 5.1 0.001 6.3
1) AsBREH N VEZRELZRERESD) 5 DM THEHEER 2=
2) EEIE (=20 BRE R X AR (2)) 6)  =[EHEIAEER A
3) HEnH 7) =S R R e R

4) DHTERE R 22

SEXH

1) fiiARI: HPLC ZMH W2 jBEF > DMPP (FEEE{b bl A oAk DB %E, IEEHFZE#R L, 14,
39~52 (2021)

2) FHEESE, BARE, KBS HPLC ZHWEEtH o DMPP (FEERLEANHIAL) O AT O MERE
PEA — =S L EIRRERI S LD 2 Y MR —, IERHIFIE R, 15, 54~65(2022)



(5) HABEIO—I—k

B

[ Sobratt (0 1 g | 1 mgoii T 200 mLIHe = f57 5 22220 L%

«— 7K 100 mL
| »xiEe | ~sxForrz—5— 1051
| %%I% |
| ﬁf@lﬁj\%ﬁ | ki ILRE . 8000%g ~10 000xg , S43TH]
| azwlfm | i
| ?EIJIE | mihr o~ 57

A
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JEEFR D 3.4-2 AF VBT — L0 AUl (DMPP) iBR{ED 7 01— — R IR IR

JEEFF D3,4-0 AF )L BT — L0 AU (DMPP) Bk D7 n—3—k (B EE (4.1.1) O &)
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BE 34-UAF T —LY RN (DMPP) Otk B R HEK D /o~ 7T L2 IRICR T,

Q0164 (1)
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2EZX RERHEER (10 pg/mL) ® HPLC Z7a~h7'J A

v—74
(1) 34-PAFNETY — 0 Ak (DMPP)

HPLC Ol & 54
7172 : Discovery C18 (£ 4.6 mm, K 150 mm, KifE 5 pm)
ZDOMLD ST (4.2) a) HPLC JIE S OBl R DL



