kR TE (2021)

6. ZDMDOHIRFERIZHLHHR
6.1 SVTUUTINMEER
6.1.a EERKBEIOTSSTEQ)
(1) H;=E

ZORBRIEITAIRER K OENZ G0 ERNCE T 5, ZOREBRIED /S HIL Type B THY, D71
6.1.a-2017 X% Dd-N.a-1 £ 55,

AZ )=V HTREHIINZ T T 7 IR (D) i L, mifigik e~ 757 (HPLC) I AL, 7
TRENIIBT AT ETHEEL, R 215 nm TRIEL ., oralkthor s 7 o7 IRE%E SR (DA-N) %
Ko, eds, ZORBIEOVERIIESE 4 ([T~ 7,

(2) BE i3 ®kicks,

a) A2/—)L: JISK 8891 |ZHIE T 25k LRI ED B DRI,

b) AR/—IV: @HIRIEI 0w N T OEBERIE A T2 A% ) — /W@ ER IR 0~ 757 TR %
D iE DRI,

o) FZELZNJI: EEEA7a~ 77 BRI SE ORI,

d) SVUTFPUCTIFZEK( mgmL) YV DU TUUTIRICGHINL] P01 g ZOXHRILICED, ZDE BE
0.1 mg OHTETHIET D, D EDOAZ ) —)VEINZ TEHENL, BET T A2 100 mL (2B LA, R ETIHE
B2 N Z 50 MRTEIFE CIRAEL . 8% 6 o A FILL BRI L7b DIEEHI L7V,

e) DUTUUTIFIBER(0.1 mg/mL): VT UUTINFERER (1 mg/mL) 10 mL 4277 A2 100 mL
(&0 R ETAY ) — NV E IR D,

f) BEHERASO7UCTIFEER(10 pg/mL~50 pg/mL) : I HKFCY S 70O 7 IR #ER (0.1
mg/mL) D 5 mL~25 mL 287722 50 mL (ZEBEAICED | R ETAX ) — L& NZ D,

g) BERASIT7UOTIFEER( pg/mL~10 pg/mL) : AR ERHA Y 7P 7 INERER (20
ug/mL) D 2.5 mL~25 mL %4577 A2 50 mL \ZBREAICED | ERRETAY ) — L EINZ D,

E) FERGICTHY, LN B AR D,
(2) VT UTIRELTI98 % (EESr=) LLEOHE OFEEN T RS TD,

BE 1L VT UUTINEE LAV LT OB LR 0T T U T IREL THIRE TN,

(3) B HEEIT. ROEBVETD,
a) EREEIOTNT 57 NSK 0124 [THETDEEEIKT 0~ 7 T7 CIROE A T2 H O,
1) AL A4 mm~6 mm, X 150 mm~250 mm DAT LV ABHD T LEZTI/FTTI/ 71
ENRELFEREA LTV AT NV ERTALIZLD,
2) hSLIE: V7 LMRE% 30 °C~45°C THREITZ5H0,
3) BWEER: POOLERLEARTEE 215 nm L CHIE TELHD,
b) BEEEEIEESHE: TIRUNTH T —E AN TEET T2 250 mL % 300 1£18 4y (HRIE 40 mm) T
EEAERVIBEEIEONLHD,
¢ EEEIDSEER: 8000 X g~10000 X g TiE LAYBERTREZL D,
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% 2. 77 A% Hibar LiChrosorb NHa, Inertsil NH,, Unison UK-Amino, Mightysil NH,, Shim-pack CLC-
NH,. Shodex NH-5A, Unisil Q NH, ZDAFRCTHilREIL TS,

(4) ERBRIRME

(4.1) M X KOLBVITI,

a) HTECER 1.00 g 213 0D, 3k =477 2= 200 mL~300 mL (2 AiLD,

b) EHIZAZ/—/L 100 mL 2%, 300 {£1 4y (HRHE 40 mm) THJ 10 43 FHRVIEE S,
o FRER, FESEE R DILEAE 91.5 mL 12E D,

d) 33047 8000 X g~10000 X g THI 5 4By 29,

e) {ELNE 1 mL ZREHAR ST 5,

Q) ERHPITHE T DEE BENRELIRDDT, BHHIZAZ ) —/VENNZ D,
(4) AVT L RO IRE OILEE CRIEICRE L WH O
(5) [EHRYAE 7.2 cm~8.9 cm K& OVAEHEEL 10000 rpm TizLx 7] 8100 X g~10000 X g FRFEL725,

£ 3. (4.1)c) ~e) DEAEICNZ T, PTFE -DA T L7402 — (L 0.5 pm UL F) THBL., A%
REHARELTHEW,

(4.2) B HEILJSK 0124 K ORDEFVIT, BARRIZRBIEEAET . MBI 2 mndii ke~
777 DEAEFIEIZL D,
a) BERBIAINSTDRESEY: FEREI <77 OWESREO—HIZLL FITRT, Zhaes
BIZLUTHET D,
1) ATL: 7TIUREITIImeVEEA L EREG L2V V7 5 (N 4 mm~6 mm, £ 150 mm
~250 mm, KifE 5 pm)
2) ASLFERE: 30°C~40°C
3) BHEEK: TER=RIAL—AZ ) —L(6+1)
4) FE: 1 mL/min
5) BRHER: YOORER M, HIER K 215 nm
b) RERDOER
1) &REHRAT ST U TINERERR 10 L ZF KK e~ b I7103AL, R 215 nm v~k
T LEFLERL B2 EE TR S E R D,
2) FRREMAT T UTINEREROWRELIE R 215 nm OV — 7 fE XL E S EOR B A ER T2,
¢ HABOAIE
1) #REHANKZ 10 uL % b) 1) LRIBRICERET 2,
2) BEHNOETTT VT IR (D) &a R T E O T YT IR (D) IR EA R T,
3) WORITE- TV TP T IREZEF (DA-N) 2R 5,

SINTRCEH R DL T T IR EEE SR (DA-N) (% (B &5 R))
=AX (MW\/MW,)
=4X0.6664
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A SHEREIROT T TIRN(DA) (% (B 8455 3R))
MW,: BFED 4 FFE(56.027)
MWy TV TIRDSr 5 (84.080)

&% 4. AREFR QG 5 LOCAKREFRAVELEIEE 2 5) 2 AW TRIGRERZ E LI fE R, v 7y
TINELT 6 %(EHEDFR) KD 0.6 % (EHEDH) DREL L TORILERIT 94.9 %~105.1 %X
95.6 %~103.5 % CTH 7=,

Fio, RERE D Z 4 MEREGR O 723D O L [RIFRBR O sl o OFRMTRE AR 1177
725, ZORBRIED E R FIRIZ 0.01 % (B 8 3R) FLE L f TS,

1 VTP TINMEE R RERIED R PEHERR 072 8 O IR SR B O BT i R

e ;ft%ﬁl) %fgr}[ﬁ)” sr“>3) RSD;” SR6>3> RSDR”
BV (%) (%) (%) (%) (%)

FIKZEFH ] 9 0.0321 0.0010 3.2 0.0012 3.8

FIRZEF2 10 0.159 0.002 1.3 0.006 3.8

IR 223 11 0.245 0.002 0.7 0.008 3.3

B A Ak 11 0.124 0.001 0.7 0.002 2.0

B A AE k2 11 0.410 0.007 1.6 0.008 1.9
1) AT R BR = 5 5) DHTHERHE HEfR 722
2) EEME (n=RBREHoa R L (2)) 6) =M BUE R 2
3) BEEy=E 7) 2 [ P B RS A 2=

4) PHTEEE R

BEXM

1) BARE—, wREEHRR: AKEHELEFOILTUUTINEERNE —EEikkra~v N S571E—,
NEEMFZE A, 2, 25~31 (2009)

2) BHAHE—, BN AIREZBETODL TV TINEEZNE — LRERBRAGE —, IEBHIFZEH
5, 2, 32~37 (2009)
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(5) DUV TIFERRARZIO—

EREEO 70— — NIRRT,

U—b AIREFERLAIKRE
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HraEkth oo T TR

057 [

FRBET7o— —h

%) D HPLC 7~ T Az RIZR T,

Dd 8.458

1 2 3 4 5 6 7 8
min

9 10 11

AUBHAE

| oWkl 1.00g | 36 =457523 200 mL~300 mL
— AX/—,L 100 mL
| IR | WEAAIEE K (00PEH 4y, #RiE40 mm) | 1
|
| e |
|
| L | Stk LY, 8000%g ~10000xg . 543
| fwm& | ki
|
| Wl | Ed ka5
GIREF R OGIKEF a2 GAT DI OV 7o DT IR
SE MERHT YT U T INEERR S OFEHARTE (A K
0.11 - 0.11
0.10 7 0.10
0.09 = 0.09
[=]
0.08 0.08
0.07 0.07
0.06 0.06
=} =
< 0.05 < 0.05
0.04 0.04
0.03 0.03
0.02 0.02
0.01 0.01
0.00+ 0.00
0 1 2 3 4 5 6 7 8 9 10 11 0
min
1) #FEUER 2)
BEK VTV TIRO HPLC Za~ T F 4
1) PVTUVTINEYER (U277 IR 100 ng F12%4 & (10 pg/mL, 10 uL))

2)

AUBHA I (A IR % 5%)

HPLC DH|7E -1

7172 : Hibar LiChrosorb NH, (N£E 4.6 mm, £ 25 cm, Bifk
Z DD S (4.2) a) HPLC O
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6.1.b BEBEIATNTS57iE(2)
(1) ;=

ZORBIEIFIIEEHTE H 35, 72720 AR E SR (0 AEL P DR, ZORBRIED 7 HHIT Type B THY,
ZDFLF1X 6.1.b-2017 XX DA-N.b-1 £ 55,

SIFTRREBHIAKRZEIMNA TV TP T INERI L @ik e~ 757 (HPLC) [T AL | §5FeMEA A48
Hh17 LTHBEL ., R 190 nm THIEL, 0ATakE R ooy 70 T IRMEZE SR (DA-N) Z23kd D, 2D ED
PEREIXIEE 6 [T~ T,

ZOFEIZEST BV y MEZEFR (B-N) | REMEFHE (UN) 77 =V FE (GA-N) KO T =/VIRF#E
PEZE SR (GU-N) BEIFFIZHIE TED (8 5 2).,

(2) BE HERUKIL, ®kIZED,

a) K: JISK 0557 IZHETD A3 DK,

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

¢) YABE: JISK 9005 IZHIET 5 Rk UL FEEDBEDHD,

d SVUTFUOT I FHEEREER (DN 2 mg/mL)V: DT YT IRICHNG] @0.300 g 2O k)L
\2E0, ZOE % 0.1 mg OHrETHIET D, D EOKEMZ THEML, 27723 100 mL (2L AL,
MR ETREINZ D,

e MEBRACO7UO7 I FHZERIBER (DA-N 200 pg/mL)V: o7 V7 INEZEFEUEL (DA-N
2mg/mL) 10 mL #2877 A= 100 mL (2&0, R ET/KEMNZ S,

f) MEBRASOT7UO7 S FHBRRBER (DA-N 50 pg/mL~100 pg/mL)V: Do 7 U T7INMEER
FEHEWE (DA-N 200 pg/mL) 25 mL~50 mL #4877 A= 100 mL (20 AZfRET/KREMZ D,

g) REBRADV7UOT7E FHEEREZER(DA-N 1 pg/mL~50 ng/mL)V: fHHEHZ T POTIR
P28 FAEUERT (DA-N 100 pg/mL) % 1 mL~50 mL % 100 mL 425877 A= (ZBEPEAYIC LD A8 £ T/AE N
Z 2

E) FERGICTHY, LN B AR D,
(2) VT UTIRELTI98 % (EESr=) LLEOHE OFEEN T RS TD,

BE1. DT UTINTEEA bR T REIVTHIREN TWD, 2. & 7 AV LRGSR & OB B b 2R L
DoV T )T IRELTHIRESIL WA,

(3) WEARUEE HEKOEEIX, kOLBIETD,
a) BIERAIOTNTST: JISK 0124 [ZHE T DEEIRIKI a~ N 77 CIRO B A T-TH D,
1) 5L N 75 mm, £X 100 mm ODAT LV AEHO BT LEITRIAEE 5 pm~10 pm OFFERMEA A28
Bt EZ T CALIZH D,
2) ASLIKE: TR % 30 °C~45 °C THEITEHH O,
3) B WOCRERHE TR 190 nm £ THIE TE 560,
b) RTRFYIRE—F5—
o) EEEIDSEE#: 8000X g~10000X g Tt /LB Al HEAL D,

533



kR TE (2021)

%% 2. H7.2L0% Asahipak ES-502C 7C D4 B CTHiRSAL TS,

(4) ERBRIRME

(4.1) #H X KOEBVITH,

(4.1.1) ¥RoTRAEM

a) ZHTEER 1.00 g 21300 ED, Mo =722 200 mL I AHLD,

b) 7K 100 mL /%, ¥~/ X F I AH—F—% TR 10 43 fDEIRESD,

¢ FHEH., RESIRD 2R OIEEE P15 mL 12D,

d) =077 8000 X g~10000 X g THJ 5 4y Mmooy BEL S | B Az sl bR &5,

F Q) BEHARRTOUT T U TINMEE S (DAN) B EDRERO ERAEB 258 ZN0NHH5 1L,
AR D—EEEIKTHIRT D,
(4) AVT LSO IR OIS CHIE IR E LW O,
(5) [Al#REEE 7.2 em~8.9 cm M ONE[#EEL 10000 rpm T /L /7 8100 X g~10000 X g FRJE L7275,

(4.1.2) HBRoAEM

a) ZHTRUER 1.00 g 21300 &) 227722 100 mL (2 AL,

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

¢ PERRETAKEMZ O LA L IEE Y15 mL 128D,

d) 300 7] 8000 X g~10000X g THJ 5 /3l L BL S | R Ak E BRI E 35,

FO(6) RENRIKRT O TV T INMZESE (DA-N) IBESBRERO FIRABZ2BZFN0HH5E 1.
ERU-IRIED—E B&Z /K THIRT5,

#5 3. (4.1.1)¢) ~d) XiF(4.1.2) ¢) ~d) DEAEITZ T, BAKME PTFE ®oOA TV o7 0052 — (FLEE
0.5 um LA F) TAL , AREFEHAKREL THEV,

(4.2) BIE MIEZ IISK 0124 L ORDEFRVITH, BARRIZRME BAEZ, IE D m s ik a<k
777 DEAETEIZL D,
a) EERBREIOTNTSTDOREES: WESRGO—FIEZLTFIIRT, ZNESBIZLTRET S,
1) AL S A 2SS 7 2 (MBS 4.0 mm~7.5 mm, £& 100 mm~150 mm, $7£E 5 um~10
pm)
2) ASLFERE: 40°C
3) EEERY: WABR KFEHVTL392g KOV 0.12 g Z/KIZIAEL T 1000 mL &35, Bk PTFE
WO T VLT H— (FLEL 0.5 um LA F) TAIlT %,
4) JRE: 0.6 mL/min
5) FAE: 10uL
6) R/ YOOLERKRIIEE, MIERKER 190 nm

@& 4. WEERIT, VAR —KEHIT L 19.6 g HOWARR 0.584 g Z/KIZIADNL T 500 mL L. WIEIRTT
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L. fEFHBFCZDO—EBE 10 52/ Bk PTFE oA 7L 07402 — (FL 0.5 pum LLF) C
AU THIREL Th vy,

b) RERDOIER
1) SHEMRAELER 10 pL 2 @& ks o< 7772 AL, R 190 nm Oru<h7 I a2 ek, v
— @& ERDD,
2) FRERAEEROVY TP TINMEE SR (DA-N) AL K 190 nm OB —7 @S O B A 1R
T2,

¢ HABDAIE
1) #REHANE 10 uL % b) 1) LRIERICHERIET D,
2) BV EIPORERIDT YT T INEE R (DA-N) &2 RO | AT EH R O T O IR E
# (DA-N) ZH 5,

&% 5. CoRBRIETIIE YLy MEEHE (B-N) | REMEHR (UN), D70 V7 INEZER (DAN) , 77
=V MEFE (GA-N) KO 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 IR A IR REE 1 80472 O CHRINEIGERER A FEhi L 7R R 3 % (B &) L 1.5 % (EESF) &
O 0.3 % (BH &5 HR) ORI~V TOFEENREITZENZI 96.3 %~96.3 %, 94.5 %~99.7 % & O}
88.9 %~100.6 % T -7,

FEEE DR D728, Bl E IR, ALRNEE & 0GB == 8 & IEEHE VT H 22 2 TORAERERD
FRBR AL DU C—TnBLE 0 BT A IO THRREAT L, DRSS R MM TR EE 2 R L7 e & 112
R, Fo, RBRIED 2 Y PEMERR DT80 O L [RIFRER D Bl & O RE R A2 2 1R T,

725, ZORBRIED E R TIRIZ 0.01 % (B 8 3R) FLE L f TS,

x1 DT UTINEREFRO A 2L X TORAGEERBGR O T R

= SRR qztéﬂ[ﬁz) Sr4) RSD rS) SI(T)6) RSD 1(1)7)
AR " 1 3) 3) o 3) o
B2k (T) (%) (%) (%) (%) (%)

B A AR 5 3.03 0.02 0.5 0.02 0.5

(B RS AE A, 5 1.45 0.01 0.9 0.02 1.6

5 R == P A R 5 0.145 0.001 0.9 0.003 2.3

1) 2507 BRE I L 7= 35k A 2K 5)  DFFTHRE A HE (R 2

2) EEME GRER B 30(T) X OHMTRR%(2)) 6) AT R 2=

3) HEmo® 7) AR R

4) PHTIE YR =
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K2 VTV TINEEFERBRIE O Z S PEHERBOTZ D O I R RBR BAT O MEHT RS R

=n 2 4 5 6 7
e j%ﬁ*; m@rig) ) st >3> RSODr > SR ; RSﬁ)R >
£ (%) (%) (%) (%) (%)
bR e 10 0.0464 0.0023 5.0 0.0148 31.9
{ERl A2 12 0.206 0.011 5.1 0.031 15.2
{ERAEES3 12 1.69 0.05 2.8 0.12 7.0
(bR A4 10 2.76 0.07 2.6 0.12 4.4
1) RIS F -k BR == 5 5) DHTHEHE HE(R 2=
2) FEIE (n=RRBRE SR (2)) 6) =] PR BUE VR 22
3) HEmHE 7) = ] PR B SR R R 2

4) PHTIE R

BE

1) BEEEZ, KMEER, ARG mRiksa~hr 77 (HPLC) IEIC L DRI DR FPEEHE, B
yMEERZEOWE — B —RBREOZ Y MM —, IREMIFFEHE, 10, 72~85 (2017)

2) WAAKDR, AFTEERS: EEIEAZ <~ b7 (HPLO) EIC KA IEE P O R FMEEFR, oL MEZER
HORE —ILEBEREGE —, IREHFZEERE, 10, 86~100 (2017)

(5) HEEIO——F JEBFOULTUUTINERZRBRIEO 70— — NIRRT,

[ aratk () 1.00 | 3648 = 4475222 200 mL

«— 7K 100 mL
| z%{w |~/ ERF oA —T— 1053
| e |
| Eit\lﬁr@iﬁ | SEHRELIERE . 8000xg ~10000%g , 553 1H]
| *fw:zg«?z R
| i | wtkrn~rr57

M1 JEEtth oy T O TINEERARIEOT n——b (Gl ERE 411 R OIE)
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[ >#atkl i) 1.00 g] - 47522 100 mL
«— 7K #J 50 mL

| B0 |
— KEHET)

| 50y e | St L PRI . 8000xg ~10000%g . 553 1H]
I

| AR | kB
|

| 7 | wtkrn~rr57

M2 JEEthOUT T O TINEERABRIEOT n——b (il ERAE (4.1.2) K ONIE)

BE LTV UTINEERZROR BERAERER DI~ T LB EIRITRT,

illi
I
|

4

2EK  HERHIRAEER (4 10 mg/L) ® HPLC 7~k A

v—r4
() RFEMZEFE  QEVLyMEEHE Q)T UTIRMESR
@) rTr=vtkER  (5) 77T = VRFEMESR
HPLC O E 514
717 2: Asahipak ES-502C 7C (N 7.5 mm, E& 100 mm, Kif% 9 um)
Z DD ST (4.2) a) HPLC HIE SO B RDOLEFY
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6.2 X
6.2.a 1AV YIRATNT 57
1) H=E

ZOFBRIEIIAREE N R, IR RERIEE T TR, T HEIRICE T 5, ZoRBRE
Do3FEIE Type D THY, ZTDFL 1T 6.2.a-2017 XiZ Cla-1 &35,

IIMTRREHTKRZ N2 THALA A R L A4 7~ 7 T7 (IO ZEAL,, A4 2T L THY L
T RSB AR THIE L, o Hralet P OISR (CD) 23k D, 7236, ZORMBIEDOHREIIES 3 (TR
T

(2) HEFE EROKIL, KIZED,

a) K: JISK 0557 IZHLET D Ad DK,

b) 1 mol/L REEFRIILBK: (470~ rF770—HDOL0,

¢) FRIVER: M 98 % (H &) LL ORI,

d) 6-FS/NFHURRD: M 97 % (EH &) L Lo,

e) Zx=)LARAVER: HE 97 % (E &) UL EOREIE,

f) BIEMAABER(CI 1 mg/mL) : [HFEEEAEC N — T TR LA A AEHERR (CI 1000
mg/L),

g) BIEYMAAAZER (CI 100 pg/mL) @ HALWA A FEHERR (CI 1| mg/mL) O—E B2 2B’ 7T A2
LD HEETKREINZ D,

h) REHAEEYAAAZLER(CI 5 pg/mL~50 pg/mL) @ HALW)A A4 AZUERL (Cl- 100 pg/mL) 5 mL
~50 mL Z& 8|77 A2 100 mL 1280 B ETKEMNZD,

i) BEBRABIEYMAAAZER(CI 1 pg/mL~2 pg/mL) @ WA HHLA A YR (Cl 20 mg/L)
5mL~10 mL 247527 100 mL (29 St E TR EZ S,

i) YLy —ERBBAE®: 1 mol/L REET N ARIK 6.4 mL 24277 A2 1000 mL (Z&D | ZHRET
KENMZ BIAKME PTFE 8D A7V 07 02— (FLEE 0.5 um LA F) TAHiB$ 53,

k) JoBTLyY—ERBERY: 72V 0349 g, 6-7 I/ ~FH U 0380 g, V==LV R 0.732 ¢
ZAET7 723 1000 mL (2E0, KK 500 mL MR TR UARRRE TREINZ |, BiAKYE PTFE oA 71w
T AN — (FL#2 0.5 um LLT) TAHIE 350,

FQA) WK 6-T-n-h 7 a fEEB N,
(2) FAEFITHY, LEIS U RE TS5,
(3) FEAIC 10 FFEERAZFRRLL, ZOHE 10 fEa ML T AL THI,

E5 1. Q) DHEALIAA AZERITIRZ T, EFFHEARRE IS — T VR b A A AR (C1 0.1
mg/mL) Z F W TR SR AL A A AR 2T R 5 28 b TE D,

(3) #mEKOEEE FHJEKOIEEIL, ROLBVET D,

a) YT RFVIRE—F5—

b) SEIDSEEHE: 1700 X g TiiLoyHERTEE/R B D,

o) AF2HaTrT ST NSKO127 IHET DAL 7a~ N T77 TRO B A T-TH 0,
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1) h3LhL: V7LV —JEIHHTHA, N 4.0mm, KBS 250 mm, KIFE S um (25 4 T E=0 A

BEAREALIERIE AT L a— VR LB FA2FTELT-H 0O,
oY Ty —EIE 554G N 4.6 mm, RS 100 mm (256 4 7 =0 LEEZ RS G LICHIK

PERY AR YL —NR TNV TR LTZH D0),

2) WL HI7LMREL 40 °C IZHEITE5H0,

3) YTLyb—: B R UIREZ VWb O Th LI L,

4) BRHE: BRSGERTR.

d) A2TL2I4IE—: L& 045 um LU T, BIKME PTFE $Y

;¥ (4) Shodex IC SI-52 4E Z£ DA FRCHIRSIL TV,
(5) Shodex IC NI-424 DA FRCHilRSN TS,

(4) BERERME

(4.1) #il HHHIEX ROLEEBVITI,

a) HTECER 1.00 g 2130 &0 ke = A7 723 200 mL IZANLD,

b) 7K 100 mL Z#/Mx , 7 X F I AH—F—% TR 10 43 fDEIRESD,
¢ HHER. RE AR A IRE DI 50 mL IZE 5D,

d) =078 1700 X g TR S 43 Do EEL O R A kA RS 35,
e) THIEO —~EEELY, K TIEREIZ 20 (57K 350,

f) ATV 7B —(FLFR 0.45 um LLF) TAIEL, iEHERET 5,

E(6) T—H—F1%16.5 cm & ONEIHREL 3000 rpm Tiz s /) 1700 X g FREEE72D,
(7) BEREBZD551203 20 5L ECRINT 2,

EE2. 4.1)c) KONd) DEAEICRZ T, A 3 FEEHWTABEL., AikZfHiKE L Th Xy,

(4.2) AIFE HWEIZ.JIS K 0127 K ORDERBVITH, BRI HE#RET, WEIEHT 147~k
7 DEEFEZLD,
a) AALHIOTNTSTOOBIESEE: WESEO—FIZLLTIORT, ZhaBEICL TRETS,

aa) YITLyY—i&k

D B34 # 4 BT LA G LRI =TV a— VRS UL T T A (N 4 mm, B
250 mm, KifE 5 pm)

2) ASLFERE: 40°C

3) BEEER: () ICXVIRRL-b O,

4) RE: 0.8 mL/min

5) FAE: 20uL

6) BRERB: EBEXSGEHRNE

ab) /oY TLyH—ik
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1) ASL: 54 BT =Y LEEBEE LTBUKERIAZ VL — MR 7N A17 5 (NEE 4.6 mm, X 100
mm)

2) WSLIERE: 40°C

3) AR QK ICIVRRLELO,

4) FE: 1.0mL/min

5) FEAE: 20uL

6) BRHEB|E: BRUGEHINE

b) BREROEMR
1) ARSI 20 uL A4 ravhr 57 AL, BRI yav by T METL, B
AR DB,
2) AR B R U O L AR E DL — 7 FE L O B YRR,
M BLROTERE . BB BIEIHIZ(T5,

o) HMDAIE
1) FUBHAHE 20 pL 22 b) 1) LRIERIZHERET 2,
2) Y —VHBENOR BRIV A AR 2R | Al P o fiSR (C) 2FH H 45,

#E 3. HRERINE, FBELM R 1 BERENE, 45 A MK O T RICERELT 1.8 %(E &Y
) ~33.4 % (H &) O¥AL T D AEPINMUIZR EHE O T Ly — ik CIRINENGRER 21T
ToAES . 33.4 % (EEYH) . 10 % (BEDFR) ~13.4 % (EEDHR) LN 1.8 %(EEDHR) ~9.1 % (E&
Oy DHEFR L L TORIML~L TR IT 100.8 %, 98.6 %~101.1 %% 1 96.2 %~103.2 %TH
0, 2Tyt —{ETIE 100.2 %, 96.4 %~97.2 %} 1} 93.3 %~101.4 % TH-7-,

FEEEOFEAR OO 728D | RitER NN | BiEER N B 1| BRI B | A5 AV HENR B OV T By K& VT H
%28 2 T O AR RBR O TR AT DU N T— JolL B BT 2 IV TRRFT L . Hr RS EE M OO TRE FE %
BHLICREREER 11T T,

2B ZORBRIEOER TIRIT 0.1 % (E&E0R) BELH TSN,
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1 BEER ORI RS ORI
KHRE T s RSDS sim”  RSDim)

HE 5k W R A% (T) i (%)3) (%)3) (%) (%)3) (%)
. . Fie e i B 5 9.93 0.01 0.1 0.03 0.3
KAt TR 5 6.13 0.03 0.5 0.07 1.1
T EER 5 4.86 0.01 0.2 0.08 1.7
DT y— BRI 1 5 4.89 0.02 0.4 0.06 1.2
5 Eoq I 5 4.85 0.02 0.4 0.06 1.3
A5 AHERE 5 13.15 0.04 0.3 0.16 1.2
1) 2507 % JEhE L 7= 38R B £ 5) DFHTAERHZE HE (R 2=
2) SEEfE GRER B (T X O TR (2)) 6) HHIEER A
3) EHEH 7) AR A A

4) OHTIR AR 22

SEXM
1) YOFMET, BERERT, AHBE: (4 ra<hr57 (10) B LAIRE o FZORIE, IEEHFSE
W, 8, 50~60 (2015)

(5) REE7O—>—b PR oEFRRBREDO 70— — e RITR T,

| setrateoog | 3t =7527 200 mL
«— 7K 100 mL
A | ~rxForrs—5— 1050

|
1oy B
[

St D ILBAE | 2000 X g 1057 fH]

|

| |

| AR | 2067, A

| 732‘@ | BAKPEPTFEA 7L > 7 (L5 —(0.45 pm)
| C |

| i | a7

RECEEH O3 FERBRVE 77— —
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FUBHA TR (MBI 1 K O3 oK) O IC 7u~ b7 T MMl iRITR T,

e Cl

pSien ]

2:0 4:0 6:0 8:0 10'.0 IZI.O 14:0 16I.0
(A) WINEE+Dra~< 7T
(7Lt —ik)

Cr

pSfem

e

ML A,

T T T T

Il I
T T

00 20 40 60 80 100 120 140
(C) BT ROIO~ TN
(FT Lot —ik)

T
160 min

123.80 +

123.70 4

12360 4

123.50 4

123.40

123.30 1

123.20

123.10 4

123.00

v Cl

A

124,20 4

124.00

123.80

123.60

123.40 '\—J

2.0 4.0 6.0 8.0 10.0 12.0 min
(B) fifnE S+ ra<whr I
(oY7L ot—ik)
Cl

il N

/TT_ LA ' T I I I| T

0.0

r
20 40 6.0 8.0 10.0 min

(D) fa ¥ RO7a~hT T L
(YT Lot —ik)

SR HACMAAT LD IC 7~ T
(B—7: 1Yk A14> (Cl))
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6.2.b THERERE
1) =

ZORRBRIEIHRBANE . RN H R ORI 1038 55, ZORBRIED S Type E THY, 2
DFLFIE 6.2.6-2017 i Clb-1 £9°5,

OINTRRBHTK &I A THAL A A 2l L, 0.1 mol/L itk SR A% Uik < 72 (L) L. so#r skl th oot
5 (C) &R D,

(2) BE HEROUKIL, &IZLD,

a) K: JISKO0557 [ZHETD A3 DK,

b) REER: JIS K 8541 (CHIE T 245#% (HNO; 60 % (E &4y 3R) ) RO E ORI,

¢) 0.1 mol/L FHBRERBIAE " : JIS K 8550 (ZHLE T HANEEER 17 g 28— H—2000 mL (ZIZ20 &0, 7K 1000

mL ZINZ TENL ., & BRI T 2,

R JIS K 8005 [ZHLE T & & I EME O LT N D L% 600 °C+25 °C T 1 REFJINEAL | 73
r—H—HTHRH LI, 1.5 g Z#0X0&IIZED, ZOE &% 0.1 mg OHTETHET D, D EOKT
WL, BT 7 A2 250 mL IZB LA, MR ECREMZ THAL T RD 295Kk E T 2D, 0.1 mol/L iR
SRR O B 42, H bR 20E1R 10 mL &2 =477 A2 200 mL (280, fE/REEL T/ LiEhY
o LV (5 g/100 mL) Zfi 2%, 0.1 mol/L AR ERTAIE CIRIR D S RIS EIZ /2 ETHE T 5, IRD
RUZE-T 0.1 mol/L fEERERIAIR D7 77 X — % H 35,

0.1 mol/L fHREERIAIR D7 7 7 % — (f)
=W, X (4/100) X (1/58.44) X (V1/V>) X (1000/V3) X (1/C)
= (W X A/V3) X (4/58.44)

wi: ERIRUIZHEA LT N AOE & (g)

A: HAET NI AOREE (% (E &5y =R))

Vie SyELTHEALT R LR 0O 45 (10 mL)

Var AU T RID LR O E 4 (250 mL)

Vi: EIZELTZ 0.1 mol/L AHEASRYAIK D4 & (mL)
C: 0.1 mol/L SRR DX E = EE (0.1 mol/L)

d) Y0LEH)DL(5¢100mL) V: JISK 8312 (THETDHI/uLEEHIIT LS g &K 100 mL (IZIEDT,
FQ) FARBITHY, MBS U BE RS,

(3) WMERUEE HBELOEEIT ROLEBHVETD,

a) YTRFYVIRE—F5—

b) pH FEE#E: R ICAOA T HERSE-H 0T, pH 1~pH 11 OFFAZHEIE T, pH 1 RkFE

DEARPIRMN S THDH D,

{##E 1. pH SBKIT UNIV BRSO L TR T,
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(4) BERERME

(4.1) #il HHIEX ROEEBVIT,

a) SHTERCER 1.00 g 213200 | 3eke =M 7722 200 mL I ALD,

b) 7K 100 mL Z#/Mx , ¥ X F v I AH—F—% TR 10 43RS IRESD,
¢ A3 TAHHEL, WEHRIRE T2,

(4.2) FE WEE KOLEIT,

a) RBHAWE 25 mL A h—/Lt—H—200 mL |Z&5,

b) pH ARERHL T O pH ZEd L, SEEAMED S &I EE (1+410) THTT %,

¢) FERHELLTIRARBEAYD LEHR (5 g/100 mL) 402, 0.1 mol/L AHFESRYE IR CHSIR D A IR1E
D ETHET 5.

d) RORICE TR oS (CD) 2B 5,

TR DOHESE (% (&5 53R))
= VX CXfX (35.45) /W2 X (100/1000) X (Vs/ Vs)
=VaXfX (35.45/25) /W,

Va: AREHAOTEIZE LT 0.1 mol/L FYERERIANE D73 & (mL)
C: 0.1 mol/L MRS IR DR E I EE (0.1 mol/L)

S+ 0.1 mol/L WISk D=7 70 54—

Vs: (4.1)b) 28T DML 72K D% & (100 mL)

Ve: (4.2)a) IZB W T EICHE LI 3UEHANR O 43 Bt E: (25 mL)
Wa: SyHTaEt OB (g)

BEXM
1) BEPIEFE: 5B UGTREHRIEE AT, p.199~201, FEE A, HAT (1988)
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(5) HBEIO—L—b i BERORFRRBIEDO 7 m— — M RITR T,

| obsteno0g | e =m75 2200 mL

— 7K 100 mL

| A |~ ERFosRE—T— 10531
[

| % | A
[

| BRI |

Bl File i A R o SRR A 7 v ——b (A1)

T
|

| mm @smy) | b—pe—n—200mL
|

| P2 | pHEtE

—fiHfg (1+10) HEIMEOSE | ]
—Ia LRIV T LR (S g/100 mL) £

0.1 molVLAl R ERIAIR

W RIS 51212 % £ C)

B2 File i B o SRR AT v —— (HE )
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6.3 [RFMER
63.a VL7—H&
(1) W=

ZORBIEIIIRFBEE TR I T B T VTR A IR BEORFICAWITE AT 5, 72720, B X
VRS HF K EFRFEOLA W & T IREHZILE A TR WA 105, ZORBRIED /3 EIL Type D THY,
ZDFLF1E 6.3.a-2017 XL U-N.a-1 £§5,

REGHTFREHIINA THIHL . L7 — B2k o — & BITMA TIRFEET - E =0 DAT ATNIK S5 fiE
T 5, KEBRALT NI DRI E N2 Qa7 VA IVEIC L TKRR AR T 5, B 727 E=7% 0.25 mol/L
Wil CHIFEL . RFIDOHEHEE 0.1 mol/L~0.2 mol/L /KER{b T RIT AR (FFm) &L, AliEvL 7T —tE22
R LT — B AR R ZE AR OB EMZ A IEL COodralEbh o R FBPEZEFE (UN) 23R D, U, oo
L7 B =T HEIBIRIL CHIEL . 7o E=U L4 % 0.25 mol/L Fifig < (FhFn) &L, RERCHHEL T
OITRREE P DR FEMEZEFE (UN) 23R D, 7235, ZORBIEDOVERRIHRESE 11 (TR T,

(2) BE i3 ®kicks,

a) 0.1 mol/L~0.2 mol/L KE{EF R LKV : /KK 30 mL ZRV=F L UARICED HEILZR2S JIS K
8576 \ZHLET DRI LT NV 25 35 g 20 B Dz T L, B L C4~5 BRERE T2, =0 L
FH 5.5 mL~11 mL ZHARRAFAZRITED | /K 1000 mL A2 5,

B JIS K 8005 ([ZHIE T A BT FAEEME O 7 INFilEZ T3 /r—4—HIZ 2 kPa DL T THI 48 IF
ECE L CHER L7214, §9 2.5 g Z OB ENLIZEY , ZOE &% 0.1 mg OHiETHIET 5, D EOKTHE
L, BETTA3 250 mL (ZBLAN, ERETKEMZDY, ZOH—E &% = A 7722 200 mL~
300 mL 28V FEREEL T RETF E—/L 7 /L—FHR (0.1 g/100 mL) #2112, 0.1 mol/L~0.2 mol/L
KA T R LRI CHSIR O BRI D E T E §5, IROAUZL ST 0.1 mol/L~0.2 mol/L /Kf#
bR DR D7 772 —%E T 5,

0.1 mol/L~0.2 mol/L /KE&(tF RN w LNEHR D7 7274 — (i)
= (W1 XA4X0.01/97.095) X (V1/V2) X (1000/V3) X (1/Cy)

Wi BRELTETINRREROE & (g)

A: TINHREEOMEE (% (B &5 5%))

Vie Sy EUTE T IRBRIBEA IR D45 & (mL)

Var TINWREEA IR O E %S # (250 mL)

Vi EEIZEELTZ 0.1 mol/L~0.2 mol/L /KE&{b. TN AVRHR D7 & (mL)
Ci: 0.1 mol/L~0.2 mol/L /KT AFEHR O F% E I FE (mol/L)

b) ERIE=T RO L JIS K 8432 ([THIE T DK UL RS D SV DRI,
¢) BRER: JIS K 8951 |ZHIE T 245k ILFI%ED FE DI,
d) 0.25mol/L FEEE V@ : Hilei) 14 mL Z2H5 UK 100 mL 2 A8 — I —ITNz TRIOERE,
/KT 1000 mL &35,
BSE: 0.25 mol/L il —E &% =4 7742 200 mL~300 mL (20, AF /Ly R —AF LU 7V —iRE
VS ER 2 N Z . 0.1 mol/L~0.2 mol/L /KE& (bR AFIK CHRIR D DN Kk DI b E TR E T 5,
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WO (1)12X->7T 0.25 mol/L il 1 mL ([ZAHY 7% 0.1 mol/L~0.2 mol/L /KE&{t. TR AR D &
PEHT 5, XiE, kOR(2)12E-T 025 mol/L fileD 7 772 —4 8 4%,

0.25 mol/L fffi& 1 mL (ZFH24 3% 0.1 mol/L~0.2 mol/L /KEE{t,F N AEIK DF & (B)
— V4/ Vs — eeees ( 1 )

0.25 mol/L Kt D7 72 4 — (f)
:(ﬁXCIXV4/V5)/(C2><2) ..... (2)

Vi: JEEIZE LT 0.1 mol/L~0.2 mol/L KE(bF N AFRIR D4 & (mL)
Vs: FEEIZHELTZ 0.25 mol/L g 45 & (mL)

Ci: 0.1 mol/L~0.2 mol/L /KT AFHR O F% E I FE (mol/L)

Cy: 0.25 mol/L Hiilk D% & £ (0.25 mol/L)

e) [F5ERBMR(40 g/L): JIS K 8863 ([THLE T HIFHEE 40 g Z7KIZIEHL T 1000 mL &35,

f) DL7—E: UL 7 —E0.5g TRFE 025 g #2BI0fiF T 50K,

g) JKEBRIEFRUDLBRSg/L)V: JISK 8576 \ZHIET Z/KEE(LT RT A S g Z/KIZEEAL T 1000 mL &
ERAN

h) IEER: JIS K 8180 |ZHIE T 245k XILIF %D S E DL,

i) TOEFE—ILIIL—E#% (0.1 g/100 mL) : JIS K 8842 ([CHETH7 nEFE—/L7/)L—0.1 g & JISK
8102 ([ZHET D=4 /—/1(95)20 mL TIAENL, /KT 100 mL &7 5,

j) AFILLYRERK (0.1 g/100 mL) : JIS K 8896 (ZHIE T HAF /LR 0.1 g & JIS K 8102 [ZHLET D=4
/—/1(95) 100 mL (Z¥EDN T,

k) AFLUTIL—iBi# (0.1 g/100 mL) : JIS K 8897 |[ZHETHAFL 7 /—0.1 g% JISK 8102 [ZHET
Bk ) —/1(95) 100 mL (ZIEDNT,

) AFILYR—=AFLYTI—BERRE: ATV RER (0.1 g/100 mL) 2 FEICH L, AF LT —IK
# (0.1 g/100 mL) 1 K&EAMZ D,

m) TOLHLY—ILT) -2k (052100 mL) : JISK 8840 I[CHETH7 0L/ — LT )—1 05g %
JISK 8102 IZHE T 54 /—/1(95) 100 mL (2T,

n) AFIILYF—TOLILY—IT)—ViREBEK: AT LUy REKR (0.1 g/100 mL) IZFRIED T aLsrL
=T — R (0.5 ¢/100 mL) A1z 5,

FEQ) PFHRBICHY, MBS EE TR TS,
(2) JEBHATEE (1992 FE0R) DFAEMERERTR 0.5 M (1/2 Biili) FR ISR 3 2,
(3) 5mL~10mL
(4) FHEOANDREF AR KR AR TR a3 5,

& 1. (2)a) D 0.1 mol/L~0.2 mol/L /KE&{LT R AAERRIZHLZ T, ISO/IEC 17025 %Fh&? 0.1 mol/L /K
fR{bF R DRI LT 0.2 mol/L KER{L T R D AR = FAV VD ZEH TE D,
& 2. 2)d) D 0.25 mol/L WifRIZ#iz T, ISO/IEC 17025 5t 0.25 mol/L Witz W52 8t TE S,
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#E 3. VL7 —PiL, TV AR RO N TSN TS, HREICIRFEL TBW THIEENEBHZ
ERHHOT, AT JIS K 8731 IZHETDIRFEZ AW TRERIZRERL TEOIEEE R T A2 HE
ﬁfﬂj—éo

(3) WEARUEE HFAKOEEIL, kOEEBVETD,

a) WHEE: koL TFEEXEEEVREH U~ 2T v I RS —TF—

aa) ETEEKXEEGRYESHE: 2877223 500 mL % 30~40 [Alfiz, /4y C L Fisf L CRlizstons
HO,

ab) YT RFYIRE—F—

b) KEKFEBEE

o) FEEISRO: KAKAHEBR IER CELI N — VT TR IIIET TA=

d) KA. 40 C~45 CICHHEITEDHLOD,

(4) BERERME
(4.1) HH X, kOEBVIT,
(4.1.1) ETEAXEEGRYEEHEZAVLES

a) ZHTREL 5.00 g Z1d0ED, 2ET7 T A3 500 mL 12 AL,

b) 7K 400 mL ZANZ ., 30~40 [Hlf5, 53 TR 30 /0 EHRVIEES,
o) HERETKEMZD,

d) A3 FETAEL, MHKET 5,

@& 4. (4.1.1)a) DFIET, oHTRE 2.50 g 21300 ED, 27T A2 250 mL IZ AN TH RV, ZOHE
1% bYDFEAETAKR 200 mL Z 125,
EE 5. (4.1.1) OEAEIL. 4.2.4.2 D (4.1.1.1) LFRIEEOERIETH S,

(4.1.2) RITRFVIREG—F—FRALDIEHE

a) HTRE 1.00 g 21300 &0, ke = A 7722 200 mL IZAD,

b) K100 mL ZH1 %, =7 FF w7 AL —F—% U VTH) 10 53 EiRE5,
¢) A3 FETABL, kLT 2,

BZ6. (4.1.2) OEAEIL, 6.3.c D (4.1) LFEEROEIETH S,

(4.2) IL7—EIZEBMKDME MAKDIRL, IROLEIBVIT,

a) RO —TEUNELTI0mg FHSELIE. N LT 10 mg~100 mg fHX4 &) 27288 77 A2 300 mL
IZAND,

b) KZEMZ CTEEZEK S0 mL &35,

¢) AF VLRI (0.1 g/100 mL) Zif Nz | ER O D) TOEAR A/ D ETKERL T NY AV (5
/L) XUFHERE (14200) 2N 25,

d) MR ORFE SRS DD DREOTL T —BE Mz P® | #ELT 40 °C~45 °C DKIBH T
MR35,
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e) MmL GREHAIRET %,

) HhHRZERBRE LT, BIORE 77235 VT a) OFEE R LY | RO MBI AR 5,

g) VLT —EZREREL T, BIOEBE T T7AT% HWTD) ., d) K De) DEAELFEMML® 10| 22 3BT Ik A
%,

3¥(6) pHS5.6~pH5.8
(7) TLT7—EORMED —§ZH#E 10 |87,
(8) LT —EBREIDBERE T DW= E D EOKTHRNIELT,
(9) FREHAMROFRLL [F = O R A 55 BT 5,
(10) HEHAKOFHELRI FEOTL T —EEINZ 5,

(4.3) Z&B AT ROLEBVITH, BRI BT, E IR T2 K2 AR AL E O #7151 K
Do

a) 025 mol/L gD —EB/WAEZIRWDITLY AF )Ly R —AF LU T —IRAEREEZINZ ., 0%
P KA ARG B OERE 35, XU IFEEIKR (40 g/L) O—E & WEZ @ IDIZE AF NV Ly R =7
BLIVL S = VT = ARBTRIII RN Z . 2D gk KRR R B RS 35,

b) BHATD AN-T-FRE 7 T A b~ R T2 g~3 g AW | DR 7T A0 % KRG R 4
B HAET D,

¢) KREKEAKETITAIIRY | K77 ANOERZINEL B8 HHEE 5 mL/min~7 mL/min T2 41T
Do

d) 120 mL~160 mL 23MA HH L7726 % 1D 5,

e) ZENDOEIREBE LT KRR IR BB O3 2D BOK TR, EiRE IR A DED,

) RO Z a) ~e) LRBRICHEL TR IRERBRIA TR LD O ik 2155,

h) ZERBRIRIRE a) ~e) LIABRICHYEL CTAER BRI L0 O ik A 155,

F1) 5mL~20mL
(12) Z2IARRARRGIEE OB RO H 0% 0.25 mol/L Filg SUKIEHFEIRIE (40 g/L) ([ZiREDH =14
7F A= 200 mL~300 mL X|FE—75—200 mL~300 mL % f\ 5,
(13) MEZSUT, D EOVIa—l\ENZ 5,

& 7. (4.3)b) DEEIT. REENDO T E=T H AN LN E RS E i+ 5,

(4.4) RE WEIL KOEBVITH,
(4.4.1) (4.3) T 0.25 mol/L Hilig% AW =454

a) k% 0.1 mol/L~0.2 mol/L /K& {7 R A CHSIRD ANk W72 D F TR E T o
b) RORARGEIE I O kA a) LRERICEAEL TRE 5.

o) ZERBRINIK IV OB A a) ERIERICEREL CRE T 5.

d) RORIZE->THWrRE P ORFMESRE (UN) ZH T3,

SYBTBRBHR D IRAPEEH (UN) (% (RS
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= ((BXVs—V7) — (BXVs—V3) — (BXVs—Vs)) X C1 Xfi X (V1o/V11) X (14.007/W>) X (100/1000)
= (= BXVs) — (V73— Vz— Vo)) XC1Xfi X (V1o/V11) X (1.4007/W>)

B: 0.25 mol/L fiifi# 1 mL (ZFH24 3% 0.1 mol/L~0.2 mol/L /K&t TR 7 MATR DR &

Ve: (4.3)a)IZBWTZERITEHSTZ 0.25 mol/L A D ZE & (mL)

Vo (4.4.1)2) [IZBWCEEICELTZ 0.1 mol/L~0.2 mol/L /KEE{t TR AR D 45 & (mL)
Vs: (4.4.1)b) 1B W CREICELZ 0.1 mol/L~0.2 mol/L /KE(LF N AFRIE DO 75 (mL)
Vo: (4.4.1)¢) IZBWTHREIZELTZ 0.1 mol/L~0.2 mol/L /KEAL TN AERIE O 75 & (mL)
Ci: 0.1 mol/L~0.2 mol/L /Kt 7~ LES IR D 7% E i (mol/L)
it 0.1 mol/L~0.2 mol/L /KE{t. T FIY LGSR DT 77 #—

Vie: (4.1.1) o) (2B 2RO B2 (mL) X% (4.1.2) b) (2331 DK DM E: (mL)

Vie: (4.2) a) [IZB W TR RIS HE L 7 b R oD 43 Bk (mL)

Wy (4.1.1)a) X% (4.1.2) a) IZBIT D000k OHE & (g)

(4.4.2) (4.3) TIFIHFEIEK (40 g/L) W56

a) B HIEE 0.25 mol/L Hilg TR D A1) T WL I b ETRET 5,
b) ARORREREIK L O kA a) ERERICEEL TRE T 5.

o) ZEHBRIFIKE O/ k% a) LRIBCEEL CIRET 5,

d) KOXIZES>THMRE PO R FEMZE S (UN) Z2H 5,

I HTEREH D PRFEMEZESR (U-N) (% (H &)
= (V2= V13— V1a) XC2X2Xf5X (V1o/Vin) X (14.007/2) X (100/1000)
= V2=Vi3= V1) XC: XX (Vio/V11) X (2.8014/W2)

Via: (4.4.2)a) IZB W TREIZE LT 0.25 mol/L it g D45 & (mL)

Vis: (4.4.2)b) IZBWTREIZE LT 0.25 mol/L fifi i D %5 & (mL)

Vig: (4.4.2) ) IZBWTREIZE LT 0.25 mol/L Fiifig D% & (mL)

C>: 0.25 mol/L FiiEE DR E R (0.25 mol/L)
S 025 mol/L Wifg D7 77 5 —

Vio: (4.1.1) ¢) IZBIT DR O EZ 8 (mL) X% (4.1.2) b) (81T DK DM E: (mL)
Vie: (4.2) a) [IZB W TR 3 RIS L7 fl ik oD 45 B (mL)

Wr: (4.1.1)a) XiE(4.1.2) a) IZ31F 5 Hral Bt o E & (g)

—

—_

—_

FE14) FRENPDITWVALAIZRS TR Z R E T2,

#E 8. Wb~/ x>V LERNHIETEY, R REREIZ 35 B bR FEOTDITHE R
WS ATE, 2RI TR E 1~2 I L MAEILIZRIEE T 550,

&% 9. BEEELEEZHNTQ)a)EE. (2)d)BE KV (4.4) D EBAEE I THLNTED, HE
TG B O RUHITE ST A— S —DF% B N Z a5 O g, 35 B 8 B2 E O L O
BIE R B LD,
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&% 10. VL7 —BORME K O E &O IR,
RFBOEZHEDPHEE TELHE. (4.2)a) IZB T MRS BE P ORFOEITRAUTIVE TS
o,

FhH e o 4y BBt o0 R FE O HEE B (mg)
= (D1/100) X WaX (Vu/ Vio)

Dy SyHTRREH T O R FEDOHEE B (% (B EH))

Vie: (4.1.1)¢) X1 (4.1.2) ¢) IZB 1T DA HIE D 758 B (mL)
Vs (4.2) ) IZBW OIS AR BEL 72l R oD 53 R (mL)
Wy (4.1.1)a) X% (4.1.2) a) IZBIT D000k OE & (g)

IRFBEDOEGH BEDBHE CERWIGEIL, RELEWMOIRFEEROEH TR E IR TR RO
FREBENDT BT HER L OHIRIEERE E LW ERBEIRFEMEESE (UN) OEFHFEOR K
BHTELTRED S, Z05E . (4.1.1) T (4.1.1) OEAEZ D (4.2) a) IS T DR O Sr B O R
FORERIFIKRAICIVE RSN,

RO B DR FE D R E (ng)
= (D2/100) X (60.056/(14.007 X 2)) X W2 X (Vi1/ Vio)
= (D5/100) X 2.1438 X W, X (V11/ V1o)

Dy ZpHrak B o JRFENEZE SR (U-N) O AR & (% (B &5 3) )
Vie: (4.1.1) ¢) 1% (4.1.2) ) \ZH U D K D E 4 & (mL)
Vi (4.2) a) [IZ3V TR RIS HEL 7= hil H i oD 45 Bt & (mL)
Wa: (4.1.1)a) X% (4.1.2) a) IZB T D5 Wl o E & (g)

L7 —E1E10.5 g LN TRFE 0.25 g ZERUATHHET HHD | EHESILTNDZEND, JRFE 1 mg D
SIRZITTL T —F 2 mg BREEM B LD, FHE O 5y BUE o JREEOHEE BT R B4 43 mg (R
FHERELTH 20 mg) ELT-HE . VL7 —BI13H8 86 mg B L7025, 7L 7 —F (J)fi 130 unit~150
unit) 0.2 g ZMA 7284 JRFEMEZEFE (UN) LT 10 mg~100 mg f12%4 B2 54 2k z Koy i
THIEINTED,

7B, IRFMEEFRLLTHI 20 mg Hr ERL72BR | SRR HO B IR O E 18 ((4.4.1) a) X3 (4.4.2)
a) ) LR FRBREIE L0 OB R O E E ((4.4.1) b) X% (4.4.2)b)) DZEL, #E#REL T 0.1 mol/L /K
b ND YRR E O35 4003 14 mL R, 0.2 mol/L /KER(b TR w AT A V354803 7 mL 2
FE. 0.25 mol/L fitfg% V235513 3 mL fFREEEHEES LD,

{#E 11. EEOFHMOTD 6, ALRAREL, A7 F LT VT eRFEE R R OBV LT VT ER TR
FAVEAIEEMS 1 AUCRBERIML CRARLU 23062 O CRNEIGRER 21 T o7 fE 5, 1.58 % ('8
BER) ~39.96 % (B0 R) DTN~V TOIFH AL ERIE 98.7 %~103.7 % THh-7=,

FEEOFHMOT= | JRFE & OV UF AVERIERS 1 Ra2HWT, 222 TORERBROERAGEIZ
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OUWT TR E S ATE IV TR L, TR R O PR EE 2B LT R 2R 1 LR,
ZORBIEOE R TIRIT, 0.4 % (H &5 F) RELHTE S,

#1  JRFMEFROH 222 TORAEREREGE DT RS R

- KRB Ty s RSD:” SI(T)6) RSD I(T)7)
ﬁin'Zl w 1) 3) 3) 0 3) 0
H %% (T) (%) (%) (%) (%) (%)

IR & 5 43.17 0.36 0.8 0.43 1.0
UFAD{LEZAE R 5 2.39 0.07 2.9 0.12 5.2
1) 2507 ERZ 206 L 7- 35k B £k 5) P TR SHE R (R 2=
2) P GRBR B E0(T) X D TalBRr% (2)) 6) R AR =
3) HaEho® 7)  HR R AR YA A

4) BHTIR R

BE 8

1) BREFIEZ: o “UGTEAMRAREIATIE, p.56~59, B HL, HA (1988)

2) JEEFMBCC, MBRASE, BB, KF RN, R, ARG RBEEEFRRPE (VLT —EE)
DOMERETE, BV MEEESOWE — B RBREOZ 4R —, IEEFJES S, 10, 195~207
(2017)

(5) REUEREBRZTIO——F OEFORFHEFRHBRIEO 70— — M RITRT,

| Wt S.00g | @RTT23 500 mLICEAED
«—7K#J400 mL

| RO | TS IR IR (30~40[E1E, 43) . 30451
K (AR ET)

| 5;‘@ | A

| S |

X1-1 JREMHEZABRET7o—2 —b (HIHEREG1.1))

| bt 1.00g | =752 200 mLICEAWES
7K 100 mL

| mERE | ~rxForas—5— 1050

| 23 | 2uBHE
|

| HhHi |

X1-2 REMEEFABRET7o—2—b (MHEE4.1.2)
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| Hh i |
|
| mm(—ER) | 7722300 mL

—7K (REDHI50 mLIZ72 5 ET)

—AF LR (0.1 g/100 mL) i

a2 (14200) ST AKERL TR 7 Lk (5 g/L)
(DD T VIR HET)

<UL T =B (BT RFE LT3R i o 8)

| R |40 °C~45 °C_ 15
|

| Wity |
]

| SOEHAI |

—fR{~T R T2 g~3 g

e =723 I —H— 200 mL~300 mL

0.25 moVLAifE—E &, AT VLR —AF Lo 7 —IR AR
KA R L& B XX

RN (40 g/L) — &, AF N yR—T by — s
V—IRA VR

| IRARRIRAE | B HHEE © 5 mL/min~7 mL/min
|
| mmse | R 120 mL~160 mL

K (AN OB L PR TR R AL B DER 3 2 W)

0.1 mol/L~0.2 molVL/K[iE{t 7 N o LERIR (IR DSIK Sk (278
e HET)  XiE
0.25 molVLIffE (IR 3D T UL 72 B FET)

X2  RHBEMEZRRRETO—2—h (DL T —BIZEDMKS iR, 7588 K OV E R E)
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6.3.b EERBEIOTN 5T
(1) ;=
ZORBRIEIFIEEHTE 5, ZORBRIEDSEIE Type B THY, FDF1% 6.3.b-2017 X% U-N.b-1 &
T5,
SPTREHI AR Z I Z TR FBEHIH L, Ediikrn~<r2757 (HPLC) (AL, §9RaVEA A 58405 T
SYBEL . 3K 190 nm THIEL , 0ArsbEl P O R F# 2 #E (UN) 23R 5, ZOHIEOHEREILEE 5 17T,
ZOFEIZEST EVLyMEZESR (B-N) UV T U VT IREZE SR (DA-N) | 77 =V MEE S (GA-N) L O
7 =)V IR FEMEZE S (GU-N) A RIFFICHIE TE5 (& 4 21),

(2) BE HERUUKIL, ®KIZED,

a) K: JISK 0557 IZHETD A3 DK,

b) YABRZKFEHUDL: JIS K 9007 (ZHET D4k UTFED SWE OB D,

¢) YABE: JISK 9005 IZHIET 5 Rk UL FEEDBEDHD,

d) FREMEFREER(U-N 2 mg/mL)D: JIS K 8731 IZHET HIRFHE 0429 g ZOLHEMIZED, ZDE
#% 0.1 mg OHTETHET D, L EOKEMZTHENL, BETT7A2 100 mL IZB LA, FE#ETKE
nz5,

e) REBARFMERIEZELER(U-N 200 pg/mL) : JRFEVEEFIEAER (UN 2 mg/mL) 10 mL =277
A2 100 mL {2 &V | AFERRETKEMZ D,

f) REBAREMHZFIELR(UN 50 pg/mL~100 pg/mL) : JRFEMZEFEAER (U-N 200 pg/mL) 25
mL~50 mL 22 & 7722 100 mL 12 & ¥ | fE=#RETREMNZS,

g) REFARZEMHERELER(UN 1 pg/mL~50 pg/mL) : (2R 31 %8 F R (U-N 0.1
mg/mL) Z 1 mL~50 mL % 100 mL 287 7 2 2 (CEFEMICE 0 | BERE TKkENZ D,

FE Q) FARGITHY, LEISCIBERE D,

(3) WERUEE HAKOEEIL, kOEEVETD,
a) EIERAEIOTNTT: JISK 0124 ITHE T Hmisik ik a~ b T 7 CIROBEMHZHT-TH O,
1) A5, HE 75 mm, £E 100 mm OAT L (OB T HE RIS 5 pum~10 pm OFIEEMEAF %8
Bt ig 2 KA LB O,
2) ASLIKE: BT LHEEEE 30 °C~45 °C THEITTEDL O,
3) B®RHE: WOLER S TR 190 nm I CHIE TELH O,
b) RTRFYIRE—F—
¢ EEEDSEER: 8000Xg~10000X g T LB AT RE/RL D,

%% 1. U7.20% Asahipak ES-502C 7C D4 B CTHiRSAL TS,

(4) BERERME

(4.1) #il HHIEX ROEEBVITI,

(4.1.1) BHRoHTARHE

a) HTEUER 1.00 g 21320 &0 | 36k =M 7722 200 mL I ALD,
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b) /K 100 mL ZI1z, ~7 3F w7 A% —F—% T 10 2y EIRE 5,
¢) EEH., BRIk LB E 1.5 mL 12D,
d) 300 7] 8000 X g~10000X g THJ 5 /rfilim iy BL @ | R A a s BRI E 375,

FO(Q2) BT ORFEMZER (UN)RENRERO LREEBZ2BENRHL5GEIE, BB
—EBEZKTHIRT 5,
(3) ARVFae’ L RSO AR DI RS TRIE IS LN D0,
(4) [EHR2E 7.2 em~8.9 cm J OMEI#EEL 10000 rpm Ty 77 8100 X g~10000 X g FLfE L7275,

(4.1.2) BREHTRAEE

a) HTEER 1.00 g 2130 ED | AT T 22 100 mL (ZAND,

b) /K& 50 mL Zh1%x T, I;RVIEED,

o) MERRETAKEMZS, LA LIS Y 1.5 mL 1285,

d) =077 8000 X g~10000X g THI 5 /yflim L iyBfEL @ | LA AREHRKET D,

E (5 AMEHAIE P ORFENMEZESR (UN) IRENREMRO EIRZEZDBZNDHL5E 3, ERLITRIR
D—E AR THRT D,

#E 2. (4.1.1)c) ~d) XL (4.1.2) ¢) ~d) DEAEITRZ T, BAKYE PTFE ®OA TV 7 002 — (L
0.5 um LA F) TAHML | ARAEHAKEL THEV,

(4.2) BIE HIEZ JISK 0124 XL ORDEFVITH, BARRIZRREBRLEZ, WIE T 2@l ke~ k
757 DEAEITIEICL D,
a) EERBRAIOTNTSTDRIRES: WEFRMGO—BIEZLL NIRRT, ZESZIZLCRIET D,
1) HASL: FERMEAA L AZHRIR 77 A (NEE 4.0 mm~7.5 mm, £ 100 mm~150 mm, $7£% 5 pm~10
pum)
2) WSLIERE: 40°C
3) BHEERDY: VAREIKFEHIITL392g KTUVARE0.12 g Z/KIZEEHL T 1000 mL & 55, Hi/KME PTFE
BIDA TV T 4N — (FLR 0.5 um LU T) TAila T2,
4) FHE: 0.6mL/min
5) EAE: 10uL
6) RHIF: WOCRERHE, WIER K 190 nm

BE 3. BEERIT, VAR KFEAIVT L 19.6 g KOV AME 0.584 g Z/KIZEEHLT 500 mL &L, WEERAT
L. i HEHCZO—E &% 10 52K, BIKYE PTFE oA T L7 00— (L2 0.5 um LA F) T
AL TR L TH XV,

b) REHDIER
1) BHREMAEER 10 pL Z2mEikk o< 77123 AL, 5K 190 nm O7a~< T 5%k, v
— I EEERD D,
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2) HHESIEERORFVEZER (UN)IRE LR 190 nm O —7 &S LD E#REER T 5,

o HMDAIE
1) FUBHAHE 10 L 22 b) 1) LRIERIZHERET D,
2) E—U@ESinbiR BRI IRFBENEZE R (UN) B2 R | el Bl o R FEMEEFH (UN) 25 H T2,

% 4. CORBRIETIIE YLy MEEHE (BN) | REMEHR (UN), D70 V7 INEZEH (DAN) , 77
=V MHEFE (GA-N) KOV T = )VIR FEMEE R R (GU-N) OIRIRFHIE S ATRE Th D, £ DHETE.
5.10.a & 5 22O L,

728 RV LT VT RN RSE (UF) % & A IR R O R FPEZE 32 (UN) O 3#H1IZ HPLC A7 A
&L T Asahipak ES-502C 7C #2456 IRFEMEZEFE (UN) OE—2 & UF RO DFRHERR 53 O
— 7DV HESIUT IRFBMEZE TR (UN) ORENRTE20, 2084 HPLC fl7 4% PRP-X200 1[4 X
HTLICE o TIRFEMZETR (UN) OB — 7 LMy DY — 7 MV BESHL, UF 28 e S IEE P DR 3
PEEE SR (U-N) 04T T& D, 7272L, HPLC H A7 A8 L CPRP-X200 77 2% W 354, IR FMEEE T (U-
N) LE DLy MEZSE (B-N) LD [FRFRIE L TERU,

&% 5. HEOFHMEDTD, 7N VT ERHEG RFALE, ALRACEL, B AR WK S TR 05
B35 I A IR EEE 1 8614 A TR INEIGREBR 2 S5 L7 /G 5L 6 % (E &7 3R) | 3 % (H &) KO
0.6 % (B 857 =) DU~V TONYLENTFRIZZEI 983 %~102.9 %, 98.9 %~105.2 %KL
92.3 %~99.9 % T -7,

FEEEDRM D72 | Bl A MR, ALAIEEE X G RER = & IR W T H 22 2 TORAE AR O
FRBREAE I C D W C— SRl E S WO A O TRRAT L, BRSOV TR EE A R LT SR A 2R 1 1
R, Fo, RBRED RS MR O 728 O I [RIFEBR O RiE B OFENTE Bea 2 2 1R,

728 ZORBRIED E R TIRIL 0.03 % (B 8 3R) FLE T ST,

#1 RFVEEFROHELE 2 TORAEBRAAE DTS R

Sk KRS pwe” s RSDS s RSDi)
AR " 1 3) 3) o 3) o
H 3 (T) (%) (%) (%) (%) (%)

B A AR 5 6.24 0.03 0.5 0.05 0.8
(RS 5 3.01 0.03 0.7 0.04 1.4
S RERE 2 A e 5 0.315 0.003 0.9 0.005 0.9
1) 28 0MTRBRZ SEE L 7= 38k 0 £k 5) DM TR E(R 2=
2) A GREBR B £0(T) X O TR (2)) 6) HFAEER A
3) HES®E 7)  HR AR S AR 22

4) PHTIR R
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—_ *it%f sEE? s RSD:” sk’ RSDR”

£ S VO R O (%) (%) (%)
LR AR 8 0.296 0.011 3.6 0.012 4.1
{ERATER2 10 0.589 0.015 2.6 0.024 4.1
{EAAEEL3 10 3.08 0.04 1.1 0.06 2.0
{bR AR 10 6.03 0.11 1.7 0.20 3.4
(bR ATEES 10 46.5 0.6 1.4 1.3 2.8

1) fEHTIC O B
2) PME (n =R BRE BB (2))
3) HEH

4) PHTEE MR ZE

S5

5) BHTFIR R R
6) =] AR HE (R

7) R AR R E (R 22

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

yMEZERFOUE — B BREO 2L VR —
2) FRARACTR, ARFTHERE . mdA v~ 7T (HPLO) IEIC I DB DR FMEESR, ULy MESE

HORE —ILEBEREGE —, IEMFZEEE, 10, 86~100 (2017)

, EEHFZEEH S, 10, 72~85 (2017)

(5) HEBEIO—I—bk JERPORFMEEFRRRIEO T 01— —MIZRITRT,

[ aratkr () 1.00 | 3648 =475 222 200 mL

«— 7K 100 mL
| z%{w |~/ ERF oA —T— 1053
| i |
| ﬁflt\lﬁ%gﬁ | SEHE L L | 8000%g ~10000xg , 553 1H]
| *fw:zg«?z | ki
| i | wtkrn~rr57

1 AR o RAEMEFRHBRIEO 7 o ——b (lH#EE 4. 1.1) R OIE)

557

e



kR TE (2021)

[ >#atkl i) 1.00 g] - 47522 100 mL
«— 7K #J 50 mL

| B0 |
K (B ET)

| 50y e | St L PRI . 8000xg ~10000%g . 553 1H]
|

| SUBHAE R
|

| 7 | wtkrn~rr57

2 R oORFEMEEFRHBRIEO 7 n——b (lH#EE (4.1.2) R OIE)
BE REMEROMBHMEEROI/ 0~ T L2 RITRT,

Q(Z)
| (5)

(3)

(1) (f)

Z2EX 1 HEHFBESIEER (4 10 mg/L) © HPLC Z7u~ k4
v—74
(D) RFEMZEFE  QETVLyMEEHE Q)T UTIRMESR
Q)7 T=U MR )T T=VIRFAMESR
HPLC O E 514
#1725 Asahipak ES-502C 7C (N£E 7.5 mm, £ & 100 mm, Ki£% 9 pm)
Z DD ST (4.2) a) HPLC HIE SO B RDOLEFY
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1.00

080~

. 0604

0404

0204

Qoo

SEK 2 MERR IR FE M2 FE YRR (20 mg/L) KOSV AT VT ER TR EE D
HPLC Za~h/F A
v—r4
(DIRFEMEFE  QrErULyMEESR
HPLC O #IE S
7172 PRP-X200 (N4 4.1 mm, & 150 mm, Ki£E 10 pm)
Z OO LT (4.2) a) HPLC JIE SO BIRD LR
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6.3.c p-CHAFITI/RVXTINTERRRSER
(1) ;=

ZORBIEITIRFEMEREZECIEEHIEH 35, 72720, A7 F AT VT eRfEA IRFIEEL, L LT L
TERII TR FBAEL, AIKE R | TGIRIRENE L O R IEEHIBRS . ZOFERIED /1T Type D THY, DL
1% 6.3.¢-2018 3iX U-N.c-1 &5°5,

IRTRREHIKRZ N A TIRFBZERH L, AT VT IR XTIV T ERERIG L THET D R A2 W6 CTHlE
L. skt o JRFEMEZE S (UN) 23R D, ZOFIEOVEREIIEE 3 1R,

(2) BE HERUUKIL, ®kIZED,

a) K: JISK 0557 IZHETD A3 DK,

b) REEZFEBRED: JISK 8496 [ZHIET D p-PAF LTI/ RURT VTR 20 g 2 JISK 8101 (ZHETS
T4 /—71(99.5) 1000 mL K& (N JIS K 8180 [ZHIE T DL 100 mL IZIEN L — & iE 35,

¢) REMEBHFRIZER(U-N2mg/mL)V: JISK 8731 ITHET HIRFE 0429 g 2O rH EILICED, TDOEE
% 0.1 mg OHTETHIE TS, P EOKEMZTENL, £2ETT A7 100 mL ITBLA L, R ETKEN
25

d) REMZFRIZFER(U-N200 pg/mL)D: JRFEMHEEFIEHER (U-N 2 mg/mL) 10 mL 24877 A2 100
mL (T & 0 AEBRETKREIMNAD,

FEQ) FRRBITHY BENIS U B AR D,
(2) BEHIANTRTFT D,

(3) BERUEE HANOEEIL, ROEBVETS,
a) DMILEEEF: JISK 0115 ICHET AR,
b) YT RFYIRE—F5—

(4) BERERME

(4.1) #H X KOLBVITH,

a) ZHTEUER 1.00 g 21300 &Y, =M 7722 200 mL (2 AL,

b) 7K 100 mL Z#/Mx, 7 X F I AH—F—% TR 10 43 fEIRED,
o) HE%, A3 THBL, EHAIRET D,

EZ 1. 4.1) OEEIZ. 6.3.a D (4.1.2) L[FEEEOHANETH S,
EE 2. (4.1)c) ORBHARIENE AL CERBICHENDLGA T, IEMER 05 g BREAZINZ, AR 3 ETAH
MWL, BAENPRETEXELOLRBHAIRE T 5,

(4.2) @ AL, ROEBYITI,
a) AEHAKRD—EE (UN LLTO0.5 mg~5mg &) 2 L8774 50 mL (285,
b) FEEFIEEHL 20 mL 2 N% , ITEESRE CTRENIZ T21% . K9 30 3 RIGE 5. -

(4.3) BIFE WEILX TS K 0115 K OWRDEEVITH, BRI EERIET, PIEZHEH T 50 EH O
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EFEICES,
a) PORXEFORTEHE HIOEHOMESMtL. L TE253EICLTHRET S,
MR 450 nm

b) RERDOIER

1) JRFEMZEFIEAER (UN 200 pg/mL) 2.5 mL~25 mL #2877 A= 50 mL (2B ED,

2) (4.2)b) LFEEEDOEMEEZFT>T U-N 0.5 mg/50 mL~5 mg/50 mL O EH IR B MRS FIE AR LT 5,
3) BIOAETT AT 50 mL 2O\, 2) ERIBROBAEEAT > Tl Sl H 223k &%,

4) R Ze BRI A xR & U CRR B A IR R 1 2 SR YRR O I & 450 nm OWYEFEZRE T 5,

5) FREAR AR B S BRI O IR BT TR (U-N) SR E LR L O &t 2B 35,

o) HABORE
1) (4.2)b) DIFHEIZHOUWT, b)4) LIRIBRDEIELAT > THOLEZHIE %,
2) MR DIRFENMESR (U-N) B2ReD | oAl b o JRFMZER (U-N) 2H 5,

{#%E 3. EEOFMOH ALEALEL, BB AER AR & OGO TN BN SR A S i L
ToAE R IRFBMEE SR (U-N) LT 20 % (B E53) | 10 % (B R H) KO3 % (B E5H) OIRINL~v
TOFHEILERITENZT 100.0 %~102.4 %, 100.5 %~102.0 %% X 98.0 %~103.3 % Th -7z,

FEEE DRI DT | JRFE | FEER S B & OME B E AW T H 228 2 T A s 0 3R il 1
DUNT— Il B/ BT 2 D CTRREST L . TR BE M OV TR EE 2 R LR R A & 1 IR T,
72k, ZORBIEOE R TIRIL 0.2 % (H &) Tho,

#1 RFVEEFROH AL 2 TORAEBRAAE DTS R

ok RERR Y e RSD" s RSDiw
2 7{‘/"% " 1) 3) 3) 0 3) )
H$(T) (%) (%) (%) (%) (%)
JR 3 7 45.9 0.89 1.9 0.91 2.0
FRERLA et 7 7.45 0.16 2.1 0.20 2.7
Ap 9 [k 7 1.12 0.02 2.2 0.03 2.9
1) 280 TRERE E L 7= 308k B 4% 5) DTSR =
2) “FEfE GRER B E(T) X OHTRERE(2)) 6) HRIAEE(R
3) HEo® 7) R REAE e AR R

4) PHTIR R

BEXM
1) BEPEF: 5 UGTRERNEE TS, p.60~62, ZEHE, HUA (1988)
2) HEEHEE: WO EEIC LA IR R D IRBEMEZEZOWE, EEFEEHRE, 11, 54~62 (2018)
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(5) AEEZO——F JERHFORBUEEZRRIEO 70— — RIRT,

[ stk () 100 g| =752 200 mL

< 7K 100 mL

| MERAE |~ xForRs—F— 10551
|

| i

|

|

2 | 2uBHE
|

[
AUEHATR

1 e R FEMEEFRRRE T v —— (B ERE)

| SORHA |
|
| smER) | 2&77za50mL

R EOPIIATE 20 mL

Ik (R T)
| Hici | 30531
[
| i | EREE R (450 nm)

X2 B ORBMEEFRARET 0= — (HE#RIE)
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6.4 JT7=UUMER
6.4.2a BEERAIOTNTSTE
(1) W=

ZORBRIEIIIEENE 35, ZORBRIEDFEIL Type B THY, DR E1E 6.4.2-2017 3% Gd-N.a-1 &
T5,

IHTREHIKEMA 77T =T a2 L, sk n~h7 77 (HPLC) AL, B3FEPEA A A #iL Ty
FLTHEEL, W& 190 nm THIEL, oWkl o 7 =0 283 (Gd-N) 23R D, 20 HIEDOTEREILiE
&6,

ZOHFEIZEST BTy MEZE S (BN) VU T UV TIRMEZESE (DA-N) | JRFEMZESE (UN) LT T =
IVIRFEMEZE S (GU-N) ARIFHZHIE TE5 (% 5 20,

(2) BE HERUKIL, ®KIZED,

a) K: JISK 0557 IZHETD A3 DK,

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

¢) YAER: JIS K 9005 |[ZHET 5 Refh ILFEDME DL D,

d) J72CMEBRIZELER(GIN 2 mgmL)V: 77 = il [ CoHioNg HaS04 120.515 g 20089
BMIZEY, ZOE EE 0.1 mg OHTETHET 2, DEOKEIMNZ THEIL, RE77A2 100 mL (IZBL
AL, ERRETKREINZ S,

e) REKRAIT 7O U HMERIELER(GI-N 200 pg/mL)D: 7' 7= MEFIEUER (GI-N 2 mg/mL)
10 mL 2287722 100 mL (280, HE#RETKEMNZ D,

f) REBRI7 = U MERIEHERK(GA-N 50 ng/mL~100 pg/mL)V: 77 = P2 FE U (Gd-N
200 pg/mL)25 mL~50 mL #4877 A2 100 mL (289 R ETKkEMNZ D,

g) REBRAIT 7O UMUBREERX(GA-N 1 pg/mL~50 pg/mL)D: RIS T =0 PhaE A EYE
% (Gd-N 100 pg/mL) % 1 mL~50 mL % 100 mL 277 A= ZBEMEAIZED | R ETREMNZS,

E) FERGICTHY, LN B AR D,
(2) ZT7=U R E LT 98 % (H &0 3) L EOHFE OFRIEN T RS TVD,

EE 1. 77 =VURBREITE L7 AV ARG & OB AL R OB T2 LD il s,

(3) WEARUEE HFAKOEEIL, kOEBVETD,
a) BIEBEIOTNITT: JISK 0124 ITHE T Hmisik ik a~ b T 7 CIROBEMHZHT=TH O,
1) 3L N 75 mm, £X 100 mm ODAT LV AEHO BT LEITRIEE 5 pm~10 pm OFFEMEA A28
Bt Z T CTALIZL O,
2) ASLIKE: TR % 30 °C~45 °C THEITEHH O,
3) B/ WO ER SR TR 190 nm AT THRIE TEDH O,
b) RTRFYIRE—F5—
¢ EEEDSEER: 8000Xg~10000X g T LayBE AT RE/ L D,

% 2. 77 20% Asahipak ES-502C 7C D4 F CH RS TS,
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(4) BERERME

(4.1) #H X KOLBVITI,

(4.1.1) ¥RoTRAEM

a) ZHTEER 1.00 g 2130 En, oA =722 200 mL I AHLD,

b) 7K 100 mL Z#/Mx, 7 X F I AH—F—% TR 10 43 fEIRESD,

¢ FHEH., REAIRD Z R OIEEE P15 mL 12D,

d) 300 7] 8000 X g~10000X g THJ 5 /3l L BL S | R A E s BRI E 375,

F Q) REWARP O 7 =M% (GA-N) IREN R ERO LIRZEBX 2B ZN01H55 651X, L
R D—TE B K THIRT D,
(4) RVFeEL  RED IR OIS CRIEIZEEL RN O,
(5) [EHRYAE 7.2 cm~8.9 cm K& OVEIHEEL 10000 rpm Tz Lr 7] 8100 X g~10000 X g FEFEL725,

(4.1.2) HRoAREM

a) oHrEEr 1.00 g 2130 e 2R T T A3 100 mL (2 AND,

b) /K50 mL /1% CO | HRVIEED,

o) PEMRETKEMA, Hfm DILEE 91.5 mL 12ED,

d) 300 7) 8000 X g~10000 X g THJ 5 /rfilim o BEL S | R A E s BRI E 375,

F (6) REHAIEP DT =2 METR (GA-N) IR ERO ERAER DB ENNHLGEIE, ERL
To R D —TE B2 /K TR %,

#5 3. (4.1.1)¢) ~d) XiF(4.1.2) ¢) ~d) DEAEITZ T, BAKME PTFE ®oOA TV 74052 — (FLEE
0.5 um LA F) TAL , AREFEHAKREL THEV,

(4.2) BIE MIEZIISK 0124 L ORDEFRVITH, BARRIZRME BAEZ, IE 2 m sl ik a<
777 DEAETEIZL D,
a) EERBREIOTNTSTDOREES: WESRGO—FIEZLTFIRT, ZNVESBIZLTRET S,
1) A5 S A 2T T 2 (NEE 4.0 mm~7.5 mm, £ 100 mm~150 mm, $7£E 5 um~10
pm)
2) WSLIERE: 40°C
3) EEERDY: WABR KFEHVTL392g KOV 0.12 g /KA LT 1000 mL &35, Bk PTFE
WO TV T S — (FLEL 0.5 um BLF) TAIlT 2%,
4) JRE: 0.6 mL/min
5) FAE: 10uL
6) MRHHER: WO AR, WIER K 190 nm

& 4. BRI, 0 ABR T IOKFED U 7L 19.6 g KOYD AR 0.584 g Z/KIZIENLTS00mL & L, %
JEARAE L EHIRFIC 2 O—E &4 10 5 R L, BKME PTFE /oA 7107 02— (FLAE 0.5 pm
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LUF) TAHIBL CREL ThEu,

b) REMRDERK

1) SHEMRAELER 10 pL 2 @&k a< 7572 AL, R 190 nm Oru<h7 I a2 ek, v
— I EEERD D,
2) HRREAHERER D7 T = M EE SR (GA-N) IR E LR 190 nm OV —7 @S DO EfrE BT 5,

M ORIE
FUBHATE 10 uL & b) 1) LRIBICHRIET 2,
2) E—UESHOIRERRED S T =V AR (GA-N) BEA R | ATk 077 =P % 3 (Gd-N) &

R,

{#5 5. ZORBRIETIIEV LY MEES (B-N) | JREMEZEFHE (UN), D277 INEEFRE (DI-N) , 77
=V UM EFE (GA-N) KO T = )VIR FE M2 F AR AR (GU-N) O[RIFHIE S AT RE Th D, £ DAL,
510.a & 5 25O,

&% 6. HEDFHGDIZD, 77 =/VIRFADERTREGERE 1 8R4 FH TN ERER 2 F2 i U725 2R
371 % (B ESER) | 1.85 % (A E/yH) L 0.371 % (B &5y 3H) OUML~ L COEHEIERITENE
A 91.2 %, 94.0 %% T} 100.0 % CThH 7=,

FEEOFHM D78, 77 =/VIRFEEEE HWTHZZE 2 TORERBROBBRAFE IOV T—IohliE
GBI A A TRRNTL . IR R OO TR E 2B LR R AR 1 IR, e, Bk o 24
TeRR D720 D I [FIFRER D Bl o OMRAT G a2 2 1R T,

725 ZORBRIED E R TIRIL 0.02 % (B 8 3R) FLE LTS,

Kl 7=V MRERO A A TORAEHBR A OB R R

e R i) RSD,” sin’’ RSDin
ﬁiﬂ'ﬁ w 1) 3) 3) 0 3) 0
H%(T) (%) (%) (%) (%) (%)
TT = )VRFEOE 5 1.81 0.01 0.8 0.04 2.0
1) 250MTERZ S50E L7- 38R 0 2k 5) OHTAHRH I UE(R 2=
2) F¥E GRER B (T) X PHT#RER S (2)) 6) IR 2
3) BHES®R 7) AR e A U

4) PHTIE YR 2=
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K2 7T =V MR FRABRIE DR VERERE ODfL&)O)itﬂuﬁﬁﬁkfa@ﬁﬂﬁf*%

e ﬁ%ﬁ;) Iliiéj%” sr4>3> RS;Dr SR6>3> RSﬁ)R”
EI (%) (%) (%) (%) (%)
{ERZAEERL 12 4.91 0.18 3.7 0.29 5.8
{ERZEES2 12 3.94 0.16 4.2 0.27 6.8
{ERCAEEL3 11 3.03 0.06 2.0 0.12 4.0
{LECAE 4 11 2.05 0.05 2.6 0.09 4.2
7T =)V R AR 11 5.13 0.21 4.0 0.19 3.6
1) RN BR = 5K 5) DFTAE e e 2=
2) SEEIME (n =B Hoal kL (2)) 6) == [H P BT E MR 22
3) BEEy=® 7) = P B R (R 2

4) DHTHR el 22

BE

1) HEIEZ, KAHEE, ARG BEEiA7a~h 77 (HPLO) IEICL DR R O R FEMEZESR, B oL
yMEERZEOWE — B —RBREOZ Y MM —, ILEMIFFEHE, 10, 72~85 (2017)

2) WSAKDR, AFTEERS: EEIEAZ <~ T7 (HPLO) EIC LA IR P O R FMEEFR, oL MEZER
HORE —ILEBEREGE —, IEMFZEEE, 10, 86~100 (2017)

(5) REEI7O——F JERHFOS T =D MEEFERBRIEO T a— 3 — MAERITTR T,

[ W7kl (90K) 1.00 | Ik =48775 2= 200 mL
«— 7K 100 mL

| DERAE | ~7xFvrrs—F— 1050
|

| i |
|

| 4y | St LIRS | 8000xg ~10000xg . 5531
|

| AEHEI | ki
[

| i | wtkrn~rr57

M1 et or 7= mERRBREO7 e ——h R 4. 1.1) L OIE)
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[ >#atkl i) 1.00 g] - 47522 100 mL
«— 7K #J 50 mL

| B0 |
— KEHET)

| 50y e | St L PRI . 8000xg ~10000%g . 553 1H]
I

| AR | kB
|

| 7 | wtkrn~rr57

M2 et os T =v o ERRBRIEOT n—— (HERE (4.1.2) L OHE)

BE /7= MEROMBRMBEERO /0~ T LEIRITRT,

illi
I
|

4

2EK  HERHIRAEER (4 10 mg/L) ® HPLC 7~k A

v—r4
() RFEMZEFE  QEVLyMEEHE Q)T UTIRMESR
Q)7 T=U MR )T T=NVIRFAMESR
HPLC O E 514
#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
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6.5 ARERAIBEER(KICETIER)
6.5.a ARBRERE
1) H=E

ZORERIEIIANV LT VTR TR EEENC#EH 75, ZORBRIED 53 FEIE Type A (Def-M) THY, D
FLA1E 6.5.2-2017 X% Buf(C)-N.a-1 £ 95,

D A PBHE AR (PRARETIR) 2 0 T el BHI N2 Tl U, Bieledl (1) FoKFnd | il & OSREE Vo L&A
A — WAE TR L CRRB IR W IR 2 Ha T B = AAF AT, AKER b T NI AR A N2 T
KRR T D, LT 7 8 =T7 % 0.25 mol/L Fiifg THIEL . RFIDOHEES 0.1 mol/L~0.2 mol/L 7Kk
R LS C (PR T E L oA alBk i O M RE R AT 2 38 OKICHEIT 28 3HK) 23R D, XU, FrBEL 72
T URET HIIIBRIL CTHEL, 7o E=U L4 0% 0.25 mol/L FilE T () e L., AT alel F oz
TER T TRIE 2R S OKICIR T D EF) 2k D,

(2) HE FHHi3 wicks,

a) 0.1 mol/L~0.2 mol/L JKERIEFR U LERY: A 30 mL 2RV =F L UHICED, BEILAHE JIS K
8576 \ZHLETDKEALT NV 25 35 g 20 B oz T L, B L C4a~5 BREIRE T2, =0 L
F 5.5 mL~11 mL ZHARRAFAZRITLED | /K 1000 mL A2 5,

RE: JIS K 8005 [ZHUE T 2R B/ IEEME O 7 INIEEZ T 2 —4—H1Z 2 kPa LL T THJ 48 Iif
IHGE L CREEL 7282, £9 2.5 ¢ OO RIICEY , ZOE &% 0.1 mg OHTETRIE TS, D BOKTH
L, BETTA3 250 mL (ZBLAN, ERETKEMZDY, ZOH—E &% = A 7723 200 mL~
300 mL (Z&Y | FERFEEL T RETFET—/L 7 /—¥E#E (0.1 /100 mL) £ A 1%, 0.1 mol/L~0.2 mol/L
IKEEAL TR DESHR TER DA FR IR D ETHE T2 IROAUZL-T 0.1 mol/L~0.2 mol/L /K
bR DR D7 77 2 —%E T 5,

0.1 mol/L~0.2 mol/L /KE&(tF N W LNEHR D7 774 — (i)
= (W1 XA4X0.01/97.095) X (V1/V2) X (1000/V3) X (1/Cy)

Wi BRELTETINRRER O & (g)

A: TINHREEOMEE (% (B &5 )

Vie Sy EUTE T IRBRIBEA IR D45 & (mL)

Var TINWREEA IR O E % # (250 mL)

Vi EEIZEELTZ 0.1 mol/L~0.2 mol/L /KE&{. TN AVRHR D7 & (mL)
Ci: 0.1 mol/L~0.2 mol/L 7KE&{tF N7 AR D% E B EE (mol/L)

b) BREE: JIS K 8951 ([ZHUE 3Dk SRS D S DRI,
¢) 0.25 mol/L BEEEV @ FilAK) 14 mL ZH 5 UK 100 mL 2 A8 — I —TNz TRIERE,

/KT 1000 mL &35,

ETE: 0.25 mol/L it — & &% = 7722 200 mL~300 mL (20, AF Ly R —AF LU TV —RE
WEEGRZ N Z . 0.1 mol/L~0.2 mol/L /KE&{ b T~ AVEIR CHRIR D AN Kk W17 5 ETHE T 5,
RO (1)12L-7T 0.25 mol/L ik 1 mL IZFH4 975 0.1 mol/L~0.2 mol/L /KEE{b. TR AR D75 &
RIS, E, kDK (2)1I2E->T 0.25 mol/L il D7 77 2 —%H 5,
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0.25 mol/L fifi& 1 mL (ZFH24 35 0.1 mol/L~0.2 mol/L /KEE{t.F R LRI D & (B)
— V4/V5 ..... (1)

0.25 mol/L Wil D7 7 7% — (f3)
:(ﬁXCIXV4/V5)/(C2><2) ..... (2)

Va: JEEIZELTZ 0.1 mol/L~0.2 mol/L KE(L TN AERIE D5 & (mL)
Vs: FEEIZHELTZ 0.25 mol/L gD 45 & (mL)

Ci: 0.1 mol/L~0.2 mol/L /KT AFEHR D% & I FE (mol/L)

Cy: 0.25 mol/L Hiilik D% & ¥ £ (0.25 mol/L)

d) [F5ERER (40 g/L): JIS K 8863 IZHIE T HIFOME 40 g Z/KIZEEAL T 1000 mL &35,

e) JKEBIEF )Y LTERK (200 g/L~500 g/L) V: JIS K 8576 [ZHIE T H/KER LT R A 100 g~250 g %7K
(LT 500 mL &%,

f) FOEFE—ILNTIL—BiHK (0.1 g/100 mL): JIS K 8842 |[ZHETH7 0EFE—/L7/L—0.1 g% JISK
8102 ITHE T DX /—/1(95)20 mL T L, /KT 100 mL &35,

g) AFILLYFiE#& (0.1 g/100 mL) : JIS K 8896 ([ZHIE T HAF /LLwR 0.1 g Z JISK 8102 IZHE T H—4
J—1(95) 100 mL (Z¥&EDT,

h) AFL2TIL—EiK (0.1 g/100 mL) : JISK 8897 (ZHIETHAFL 7 /—0.1 g % JISK 8102 I[ZHHET
Bk ) —/1(95) 100 mL (ZIEDNT,

i) AFILYR—AFLUTL—RBEBK: AT /WL yRERK(0.1g/100mL) 2 F&EIZH L, AF LT —
#2 (0.1 g/100 mL) 1 KE&EIMZD,

i) FALILY—ILT) =K (0.5 2100 mL) - JIS K 8840 [THETH7 0LsLY — LT )—1 05 g &
JISK 8102 |ZHET HT4 /—/1(95) 100 mL |Z¥EN T,

k) AFILLYR—=TALILY—=INT)—VRBERE: AT VLR (0.1 g/100 mL) IZ[AEOT LI
=T — BRI (0.5 ¢/100 mL) Z A1z 5,

) YABRRBRR: JIS K 9007 [ZHLETDHVAEE —/KFEHIT L 3.63 g L OVIIS K 9020 (ZHE T D0 AmEK
F TR 5.68 g A7k 1000 mL (ST, EAICERL CL IR A 25 °C ISR 35 (iEEnR)

FEQ) FHRAICHY MBS EA TR T D,
(2) REBFHTE (1992 4R OFEAERTERIK 0.5 M (1/2 Hili) Vi 2335,
(3) 5mL~10mL
(4) HHREPDIEH G TR GIIR TR E KR ET 5,
(5) pH 7.0+pH 0.2

& 1. (2)a) D 0.1 mol/L~0.2 mol/L /KE&{LT R AAERRIZHL 2 C, ISO/IEC 17025 %Fh&? 0.1 mol/L /K

fR{b 7 R BRI T 0.2 mol/L KER{bF R AR = -V VD ZEH TE D,
EZ 2. (2)¢)? 0.25 mol/L WifEIZH#iz T, ISO/IEC 17025 5t 0.25 mol/L it a FiW A28t TE S,
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(3) BERUEE BEKOEEIT, kOEBVETD,

a) LTiGEXEERRYEEH: 87722 250mL % 30~40 [z, /4y C L FiEf L CEEZS 551
Dy

b) KEREKBEE

¢ FEISARD: KAKKRELEITERE CELr VA — VT T Aa

(4) BERIRIE

(4.1) ¥ HHHIZ KOEBVTTI,

a) HEEHY1.00 g 21300 e, £2ET T 23250 mL IZ AN,

b) VWARRHEERIE 200 mL Z01%., 30~40 [Hl#is,/ 43T 30 43 FHREVIRE D,
¢ FEFETKEMZD,

d) A3 FETAHBL, fhHiRET5,

F(6) AT HEEHIMES 3 12X 5,

& 3. HBHIX 850 um OS5\ EEIETHE T, albR iz Lok, FLREEA AW TELIE,
@& 4. NKDROBENDILNGHTFRELOS AT, D ABRIERIARZ TRERWTHE,
EZE 5. 4.1)b) ~d) DEAEICBITHEIRDIBEIL 26 °C LT &35,

(4.2) TIWE—IVGER SR ROLBVIT,

a) ABHAMKR O —E B (BRI AR EL T 0.5 g FIS BLLT) 2R~ 7 A2 300 mL (2 ATLD,

b) JIS K 8962 |ZHLE 3+ HhiEEER (11) TLKF# 10.1 g 200z, BITHER 5 mL 2002 TIRVIRE., #rx (2n
B OKEHRFESED,

o) itk JIS K 8962 IZHIE T ALY I 1 g ZM& | MEL THiRT 5,

d) T30 o HITRET D,

e) Mmth., WED 30 mL 12725 ETIRVIEE 20 BKE X AL Tk 35,

FE(7) MBS THRIZT D,

(4.3) KB ZAHIT ROLEBVITH, BARBYLZZREBAEIT, PE I T 2 KR KRR EE OB IEIC K
%

a) 025 mol/L it D—E RO FZ IOz LY AT LR — AF Lo T ) — IRV N % . Z D55
Ze K AR KRR HE & HAE 5, T I EIERIRIE (40 g/L) D—E RO &ZZZONED AF L YR —T 1l
IV = VT )= ARGTRIRBG A N A . 0%tk KRR AR E B IOER 35,

b) KERILT R AV (200 g/L~500 g/L) i 10 2 3 fERICIN 2. D53 R 7 7 Aok KRR AR LRI
LN ET D,

¢) KEKEFRE T TANIIEY | 78 7 T AN O IR ZINEAL , 8 3 5 mL/min~7 mL/min TR %17
D6

d) 120 mL~160 mL 23F N L7268 E A 1D D,

e) ZENORIREBE LT KRR ARG EE O 20 BOK TR, kA HiIRE A DD,
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E(8) 5mL~20mL
(9) ZARTKARLRARGEEE O KO 0% 0.25 mol/L Hilg SUXIZOBETAIR (40 g/L) ([ZIRE5 =/~
F 221 200 mL~300 mL 3 {ZE—%—200 mL~300 mL %\ 5,
(10) WHRETRT VAV T D207k, HENETD,

(4.4) R WET, KOLEBVIT,
(4.4.1) (4.3) T 0.25 mol/L File% H =354
a) k% 0.1 mol/L~0.2 mol/L /K& {7 R NI CHSIRD AN Rk W72 D F TR E T Do
b) ORI L S THONT BB ORI AR R AT 5,
ST REE R O IMAREIR P PEZE 3R (% (B 5 3E) )
= (BXVs—V7) X C1 X fi X (V/Vo) X (14.007/W2) X (100/1000)
= (BXVs—V7) X C1 X fi X (V/Vo) X (1.4007/W>)

B: 0.25 mol/L fiiifi# 1 mL (ZFH24 3% 0.1 mol/L~0.2 mol/L /KE&{LF N7 MAIR DR &
Ve: (4.2)a) 2BV TZERITESTZ 0.25 mol/L FifEDZE & (mL)

V7: TREICELTZ 0.1 mol/L~0.2 mol/L KEE{bF N AR DO %5 & (mL)

Ci: 0.1 mol/L~0.2 mol/L /KE&{tF N7 AFRIKE D% E I (mol/L)
fit 0.1 mol/L~0.2 mol/L /KEE{t.FNID LIS D7 77 54—

Vs: (4.1)¢) IZBT DAl D E 45 & (mL)

Vo: (4.2)a) IZBW T A — Vo RIZHEL 7 fli R 0> 43 Bt & (mL)

Wa: SyHTaEt OB (g)

(4.4.2) (4.3) TIIOMIEHE (40 g/L) &= W25 5
a) BEHE% 0.25 mol/L WiliE TR D) T UKL WD 222 5 E T E T D,
b) ORI THONralE O iEEIR Al AR RZ 2R T 5,

SyRTRREH R ORI r AR R R (% (B &0 R))
=VioX Ca X2 X X (V11/V12) X (14.007/W>) X (100/1000)
=VieX Co XX (Vii/Via) X (2.8014/W5)

Vie: TEIZELT= 0.25 mol/L g D %5 & (mL)

Cy: 0.25 mol/L Hiilk D% & ¥ £ (0.25 mol/L)

foi 025 mol/L e > 7 727 5 —

Vii: (4.1) ) lZ3 1 DRl R D 7 45 & (mL)

Vi: (4.2)a) IZBW T AL — L fRICAE L 7Rl R D 53 B & (mL)
Wa: SyHTaEt OB (g)

FEAD) AL TWRLAIZ RS TR Z & i e T2,
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EE 6. FHENETEEZNNTQ) a)EE. (2) JREML T (4.4) O EBRIEEFENE§ 5L TED, HE

TT T IR O TE T A—Z— DR B N
BB IEIC LS,

B& Xk
1) BUBFIEFR: 5B UGTREEIEEN I HTIE, p.67~68, B, BT (1988)

(5)

ARERABEEEREREIO—S— LT VTR RN O R R AT

BRyED 77— — e IRITTRT,

[ btk 1.00 g
<O APFEYEYE 150 mL

| JRDIRE
7k (AR ET)

| il | 23T
|

| i |

X1

| S |
[

| omER) |

Wil (1) ToKkFn4 0.1 g

iz 5 mL

| I
|
| fath |

—HiBRAI T L1 g

| e | s, 512305
|
| Hiclhy |

— K (B30 mLIZ/2 5 E T)

| A |
[
| SR |

X2
(s =V oy iR AR

572

O AL A i B

Anr~r DA

3 fiR7 2 A 300 mL

] o 2L

AVVLT VT e R TR 32 AR o D I R ] =

(3. B0 BB E R E O R L D

EE N

LT 723 250 mLIZIE0ES

E R AR D IR (30~40[R1E5,57) | 3047 [H]

AVVLT VT ER I TR A ML T O U s vl etk = SR alBRis 7 v — —h

FERBRETr——h
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Sy |

—IKERAL TR AR (200 g/L~500 g/L)

A =75 2a NI — A — 200 mL~300 mL

0.25 mol/LAfifit— & &, AF VL vk —AF LT NV —IRETRIR
KA KA E B X%

O ERYRIR (40 g/L) —E &, AF Ly —TassLy — s
U — ARAVRIRE

KRR | BT - 5 mL/min~7 mL/min
|
R | st 120 mL~160 mL

K (AN OBIRE PR T 2R R AL B DER 3 2 W)

0.1 mol/L~0.2 molVL/K[iE{b. 7 N o LZRIR (IR DSIK Sk (275
e HET)  XiE
0.25 molVLEffE (IR D3 T UL 72 B FET)

43 AVLT VT ENINLIR FRE ALK O R i vl st 2 R aliRisE 7 m— —h
(R B O E B AF)
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6.6 BEEARRIAMEER BKICBEHTIER)
6.6.a BEERE
(1) W=

ZORBRIEIIAT O— VR FEESIEEHIE A5, ZORBRIED S EIL Type A (Def-M) THY, ZDFE 51
6.6.2-2017 /% Buf(H)-N.a-1 £ 5%,

BN USRS IR (B RN IR) 2 S0 AT R BHI N 2 CEGR TR AT E S SR A TRIEL . RYEFR ZWRIE A1) T L
ORERER (11) HoKFW) M O Z N Z ., 7 VA — WAL CRTLERL CAVR IR NIATE R R T VBT b A
AT, KT N LR 2 IR CORERAE T D, /rBELT27 E=7 % 0.25 mol/L fiile THiZEL | RRF
DEiilg%Z 0.1 mol/L~0.2 mol/L /KE&{t, T Fw M T (WA i E L. /0 Hrslkh h O BVE R Nt 22 5 4
KD, X, BELI= 7 o E=T RO CHitEL . 7 E=U A4 % 0.25 mol/L fitlE T (HFn) i &
L. oWk O BVREIR R AE R AR D, BIE 4101 ICEOHELZEHE LR (T-N) HOEVEEIR AR
PEREFRE LB & BVRER ATATEE R BUKITEHT %) -T2,

(2) BE i3 ®kicks,

a) 0.1 mol/L~0.2 mol/L JKERIEFFUILIEEKY: /KK 30 mL 2RV =F L UICED, IHEILHE JIS K
8576 \ZHLET DRI LT NV 25 35 g 20 B Dz T L, B L C4~5 BRERE T2, =0 L
FH 5.5 mL~11 mL ZHARRAFAZRITED | /K 1000 mL A2 5,

RE: JIS K 8005 [THUE T 2R B/ IEEME O 7 INMREZ T 2 —4—H1Z 2 kPa LL T THJ 48 It
I HGE L CREEL 7242, £9 2.5 ¢ OO RIICEY , ZOE &% 0.1 mg OHTETRIE TS, D BOKTH
L, BETTA3 250 mL (ZBLAN, ERETKEMZDY, ZOH—E &% = A 7722 200 mL~
300 mL 28V FEREEL T RETF E—/L 7 /L—FHR (0.1 g/100 mL) #2112, 0.1 mol/L~0.2 mol/L
KA T R LRI CHSIR O BRI D E T E §5, IROAUZL ST 0.1 mol/L~0.2 mol/L /Kf#
bR DR D7 772 —%E T 5,

0.1 mol/L~0.2 mol/L /KE&(tF RN w LNEHR D7 7274 — (i)
= (W1 XA4X0.01/97.095) X (V1/V2) X (1000/V3) X (1/Cy)

Wi BRELTETINRREROE & (g)

A: TIRHREEOME (% (B &535))

Vii 7 BUTE T IR ERES IR D %5 2 (mL)

Var TINWREEA IR O E %S # (250 mL)

Vi EEIZEELTZ 0.1 mol/L~0.2 mol/L /KE&{b. TN AVRHR D7 & (mL)
Ci: 0.1 mol/L~0.2 mol/L /KT AFEHR O F% E I FE (mol/L)

b) BRER: JIS K 8951 I[ZHIE T DHRpfk XIS B DFEE,
¢) 0.25 mol/L BEEEV @ FilAKY 14 mL ZH 57 UK 100 mL 2 A8 — I —TNx TRIERE,
/KT 1000 mL &£5°%,
ETE: 0.25 mol/L it — & &% = 7722 200 mL~300 mL (20, AF Ly R —AF LU TV —RE
VSR 2 N Z L 0.1 mol/L~0.2 mol/L /KE& (bR AFIK CERIR D DKk DI b TR ET 5,
RO (1)12L-7T 0.25 mol/L ik 1 mL IZFH4 975 0.1 mol/L~0.2 mol/L /KEE{b. TR AR D75 &
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PEHT 5, XL, kOR(2)12E-T 025 mol/L filkD 7 772 —4 8 4%,

0.25 mol/L fffi& 1 mL (ZFH24 3% 0.1 mol/L~0.2 mol/L /KEE{t.F N AEIK DF & (B)
— V4/ Vs — eeees ( 1 )

0.25 mol/L Wil D7 77 % — (f3)
:(ﬁXCIXV4/V5)/(C2><2) ..... (2)

Vi: JEEIZELTZ 0.1 mol/L~0.2 mol/L KE(b TN AFRIR D45 & (mL)
Vs: FEEIZHELTZ 0.25 mol/L gD 45 & (mL)

Ci: 0.1 mol/L~0.2 mol/L /KT AFHR O F% E I FE (mol/L)

C>: 0.25 mol/L Hiilk D% & ¥ (0.25 mol/L)

d) [F5BRBER (40 g/L): JIS K 8863 IZHIE T HIEOWE 40 g 2 /KIZHENL T 1000 mL &35,

e) PARRAERIC : JIS K 8962 |[ZHIE T HHilL I Y AL JIS K 8983 (ZHLE T AR (11) HKFIH ©% 9
xt 1 OEIGTIRA TS,

f) JKERIEF R LR (200 g/L~500 g/L) (V: JIS K 8576 (ZHLE T2 /KE LT R L 100 g~250 g 27K
(LT 500 mL &%,

g) TOFEFE—ITII—iE#K (0.1 2100 mL): JIS K 8842 ITHET 57 nEF T —/L7/L—0.1 g% JISK
8102 IZHET DX /—/1(95)20 mL T L, /KT 100 mL &35,

h) AFILLYRTERK (0.1 g/100 mL): JIS K 8896 |[ZHLETHAF VLR 0.1 g % JISK 8102 IZHETHTH
/—/1(95) 100 mL (Z¥ADNT,

i) AFLUTIL—E# (0.1 g/100 mL): JIS K 8897 |ZHIETHAF L7 /0—0.1 g & JIS K 8102 (ZHET
Bk ) —/1(95) 100 mL (ZIEDNT,

i) AFILYR=AFLUTN—BEBE: AT VL oRE (0.1 /100 mL)2 FEICXHL, AFL T L—
YAk (0.1 g/100 mL) 1 FEEZIMNZ 5,

k) FALILY =T —2 7 (0.52/100 mL) : JISK 8840 ([CHETH7 B/ — /LT )—1 058 %
JISK 8102 IZHE T 5= /—/1(95) 100 mL (2T,

) AFILYRE—=TOLILY—IT)—VREBR: AT VLY REN(0.1 g/100 mL) (IZ[AEO 7T abLrL
=T — R (0.5 ¢/100 mL) A1z 5,

m) BYABIERK: JISK 9007 IZHET DM “KEHVTL3.63 g KOS K 9020 (ZHLUET DY AME
KFEZFRITL 568 g &7k 1000 mLAZIEAT 7, EAICEELC, Wb 35 CHIE T2 (BRI .

FEQ) PFERBICHY, MBS EE TR TS,
(2) BB AT (1992 FE0R) DFAEMERERHR 0.5 M (1/2 Biili) F ISR 3 2,
(3) 5mL~10mL
(4) HERENDIEH G TR GIIR TR E KR ET 5,
(5) BERIDTHRS LTS,
(6) MEIZIGCTHERIZT D,
(7) pH 7.0+pH 0.2
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& 1. (2)a)® 0.1 mol/L~0.2 mol/L /KE&{LT R AAERRIZHLZ T, ISO/IEC 17025 %t 0.1 mol/L /K
BTN A X 0.2 mol/L KER LT N D AR A WA Z 2 TE 5,
EFZ 2. (2)¢)? 0.25 mol/L WifEIZH#iz T, ISO/IEC 17025 5t 0.25 mol/L it a FAW A28t TES,

(3) WEARUEE HEROEEIT kOLBVETD,

a) JKih: KREWESELIENTEDHLD,

b) KEREKBEE

¢ SMRIFRI: KARRARLEEITERE CEL TN — LT T A=

d) HEISRO: KAKAEHEBR I GER CELI N — VT TR IIET TA=

(4) ERERIRME

(4.1) ¥ L kOEBVITI,

a) ATElEH®1.00 g #1300 LD h—LbE—H—300 mL IZA{LD,

b) EWAEIRE 100 mL 200 %, FoNIhEIRED,

¢) bbb —h—%REHIL TR, WBIE/KIE T T 10 532 LSRR85 30 4y FINEVT 5,

d) EHIZAK 3 FETAIBL, Hand 20 A RIETAIR 100 mL CREEY % 2 TAHK EICBL AL, BITE
K CARYER e D,

F8) AT HEEHIES 3 I2XVFRT S,
&% 3. HBAZ 850 um DSDWVEIEIE T HET, BBR A2 LA K OFLEZ IV TIELI,

(4.2) TILE—IVRME R ROLBVIT,

a) (4.1)d) DREIRY % AT L2253 iR~ F 2= 300 mL~500 mL (2 A D,

b) FEIHER] 5 g~10 g 2%, EITHEEE 20 mL~40 mL 212 TIRDIEE | FE00 35,

o) JANEU oo TOBERERD BN AETHE TN D,

d) HHEYNERRETHETHRATLO,

e) Mtk LEOKENZTRIRVIEE, K TEET7TA2 250 mL~500 mL (B L AN & (ZHRYIE
®5,

f) Fnth ERRECKEINZ, DRSS,

F ) WROOHEELRI2>Tpb, BIZ 2 FEHILLEINE %,
(10) AE CREHRIRZ SR T 55613, BT ITAITBLANLBEI LR,

(4.3) Z&B AT ROEBVITH, BRI B EIT, E IR T2 K20 AR AL B O #E 7 I K
Do
a) 025 mol/L gD —EBEWAEZIRWDITLY AF )Ly R —AFL U T —IBRAVEREEZINZ ., 0%
P KRR ARG B OERS 35, UL IFEEIKR (40 g/L) O—E & WEZ#@RIVIZED AF NV Ly R =T
LIV — VT = ARBVRIRERZ N A D% % KRR ARG IS E IS T2,
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b) RO TE &R 7722 300 mL &0, KERET R AVER (200 g/L~500 g/L) # &Y &M
ZDFEE T T A% KRR B RN EFE T 5,

¢) KREKEAKETTANIIRY | K7 7 ATNOERZINEL , 8 HHEEE 5 mL/min~7 mL/min T2 41T
Do

d) 120 mL~160 mL 23F N L7268 B A 1D D,

e) XnMNOWHRERELIIKIRRRAILE DOy 2D BOK TR, ez HiRE G DED,

1) 5mL~20mL
(12) ZEIKFRLARRIEE O HROH 0% 0.25 mol/L g SUKIEHERIANR (40 g/L) IIREDH =14
75 %=1 200 mL~300 mL X|FE—75—200 mL~300 mL %\ 5,
(13) IRIRAESRT NAVPEIC T DI o7, HONET5,

(4.4) Bl WEIL KOEBVIT,

(4.4.1) (4.3) T 0.25 mol/L Wilie% F\ /=354

a) K% 0.1 mol/L~0.2 mol/L /K&t T N D AVEIR CHRIRD IR FEE PIZ/R D ETHET 5.

b) RORKIZE S THHRE T OBREIR AR EEREZE N T 5,

o) A& 4.1 KRB LI E R A E (T-N) D OEWREIR NETEERE 2 LT W CEEIR ATatE s 5 s
j@;})é(wo

SIHTRUB R OBE R AN E TR (% (&)
= (BXVs—V7) XC1 X fi X (Vs/Vo) X (14.007/W>) X (100/1000)
- (Bx Vﬁ* V7) X Cl ><f1 X (Vg/V9) X (1.4007/W2)

B: 0.25 mol/L fiifi# 1 mL (212492 0.1 mol/L~0.2 mol/L KE&{bF N7 AR DR 5
Ve: (4.2)a) lZBWTRZERITESTE 0.25 mol/L A D% & (mL)

Voo EEICELTZ 0.1 mol/L~0.2 mol/L /KE&b TR AR D F5 & (mL)

Ci: 0.1 mol/L~0.2 mol/L /KE&{tF N7 AFRIHKR D% E IR L (mol/L)

fit 0.1 mol/L~0.2 mol/L /KE&{t. TN DS D7 72 51—

Vs: (4.2)0) 281D K 0O EZF & (mL)

Vo: (4.3)b) (2 TAERRITHEL 7= fih K o> 47 B & (mL)

Wh: SyHTakEloE & (g)

—_

FE14) EFREE(TN) L UBEEIE AN EMEE R ITBIEO o &2 T L2 WVET =22 0D,

(4.4.2) (4.3) TITHMRIAIE (40 g/L) &2 W56

a) B HEA 0.25 mol/L filik CIAR DN UV U2 b E TR E T D,

b) RORIZE > THWREF OBRER AR IEE R E RN T 5,

¢ A& 410 [ZXORELIZE R R (T-N) D OEGEEHR N ETEE R 22 LT O CEMEEIR nl A= s
kw5,
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TR OBRE A TATE R (% (B &)
=Vio X C2 X2 XX (V11/V12) X (14.007/W2) X (100/1000)
=VieX Co XX (Vin/Via) X (2.8014/W5)

Vie: TEICELTZ 0.25 mol/L Aiifig D7 & (mL)

C>: 0.25 mol/L FiiFE DR E R (0.25 mol/L)

for 025 mol/L WifED 7 77 54—

Vi: (4.2) D3 D53 IR D E 45 & (mL)

Viz: (4.3)b) I TAERITHEL 7= Hl ik o 43 Bt (mL)
Wa: MO E & (g)

FEAS) FREPDITWRLEIZ RS TR E R LT D,
BEE 4. BHRTEEZNNTQ) ) ERE. (2) JRE LT (4.4) O EBRIEE I § 5L TED, HE
7T B J O RHE ST A= F— DR EW NN e FF DR gl 92 B 8 E L E O AR L O

BIETIEIZ LD,

BE& Xk
1) BUFFIEFR: 5B UGTREEIEEN I HTIE, p.68~69, B, BT (1988)

(5) BEEmEABEUERAREIO—S—F AFo— VRFBEANEE OBGEER A = R BRED
Ta——h eRIZRT,

| obakE 100g | b—srb—7— 300 mLIZiZAn LS
R ABEHE 150 mL

| MEIRAE | #ic
|
- Db A
10532 A &R 1353043 ]
|
Aith A3
BLAR YR A 1T, B4 A BRIRR100 mL
—HK L
| e |
BRI AT L R AN BRI FT VA A R 7 m— s —
CIEED
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| SR |
|
| BLAR | ARk, 537 5272300 mL~500 mL

—o A 5 g~10 g
<~ 20 mL~40 mL

| A | FEeie
|
| e | BT EL < Ao Tt A ASTE AR % TR A
|
| Heh |
—K D
| BLAR | 4E75 27 250 mL~500 mL, k&
| hH |
Ik (FEBET)
| s |

2 AFm—/VRFBEG N OB ER TR =R R RE 7 o ——h
(TN — oy AR

| PRI |
|
| om—Em | AE7I==2300mL

—IKERAL TR LR (200 g/L~500 g/L)

Za: =723 I —H— 200 mL~300 mL

0.25 moV/LAfifig— & &, AT VL R —AF L o7 — R BRIk
KA AR AL E X%

I FIERIRIE (40 g/L) —E R AF VL YR —TabsL ) — L7 —
BB IR A

| IKFR R K | B HI AT . 5 mL/min~7 mL/min
| R - | 87 120 mL~160 mL

—IK (ZRRNOIRIR LB UT- 7R BB HE & DRy i)

0.1 mol/L~0.2 moVL/KER{t.F N o AR (VI ISR Sk o272 B %
i E <) XiE
0.25 molVLIffE (FRUR 3D T UL 72 B FET)

X3 AFm— VR FEA LT OBGEER nia M F Rk 7o ——h
(ZRHE N ONHIE #1E)
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6.7 ZXROEERE
6.7.a BERE
1) H=E

ZORERIEIIANV LT VTR TR EEENC#EH 75, ZORBRIED 53 FEIE Type A (Def-M) THY, D
FL51% 6.7.2-2017 X Al-N.a-1 £ 75,

IINTEREHI AR Z N X THK PSR E B A TRREL | RIS 2 ilE ) D L Ot gl (11) FAKFn) J O
fifea Nz 7 VA — VB TR TR KRR SRR ET B0 AAF AL KRBT RY KRR Z N
ZOKBRAEE T D, BELT-T > E=7% 0.25 mol/L fiifig THitEL . REIOHEE%Z 0.1 mol/L~0.2 mol/L /K
FRbT N AT (FRF I E L T slBH R O KR EE R R4 RO D, T, BELT= T =T %139
PRV CHZEL . 7 E=U LA A% 0.25 mol/L Hitl T (P M E L . Tl h o K rIa M 2 3825k
D5, B, BN ARGV (BAFRER) A 55 AT s NN 2 CEVGR R AIVAME 22 R A TREEL . LT R DR
ZAT o TH el th OB R AN AVEE R 2 5RO D0 KNSRI OEGE BT AN A EE R 22 L5V
2K AR AR ChRL CE R OTEMER R T2,

(2) BHE 3 wicks,

a) 0.1 mol/L~0.2 mol/L JKEE{LF YD LEKRD: /KK 30 mL 2RV =F L AFRIZED  HEILZRDS JIS K
8576 \ZHLE T D KELT NV 25 35 g 20 B Iz T L, B L C4a~5 BREIRE T2, =0 L
F 5.5 mL~11 mL ZHARRAFAZRITED | /K 1000 mL ZAN1Z 5,

RE: JIS K 8005 [THUE T 2R B/ IR EME O 7 INIEEZ T 2 —4—H1Z 2 kPa LL T THJ 48 Iif
IR L CREEL 7282, £9 2.5 ¢ OO RICEY, ZOE &% 0.1 mg OHTETRIE TS, D EOKTH
2L, BT 723250 mL IZB LA, R E TREIMNZ 50, ZOWR—E f4 =477 A2 200 mL~300
mL (Z&0 | FERIEEL T RETE— /L7 L—IEHR (0.1 g/100 mL) £ % Mz, 0.1 mol/L~0.2 mol/L 7K
FR At N D DS CHSIR O BRI E TR E T D, IRDEUZL-T 0.1 mol/L~0.2 mol/L /Kf#E{t:
TN RERDOT7 772 —5FHHT 5,

0.1 mol/L~0.2 mol/L /KE&(tF N w LEHR D7 7274 — (i)
= (W1 X4X0.01/97.095) X (V1/V2) X (1000/V3) X (1/C)

Wi BRELTETINRREROE & (g)

A: TINHREEOMEE (% (B &5 )

Vie SyEUTE T IRBRIBEAIR D45 & (mL)

Var TINWREEA IR O E % # (250 mL)

Vi: JEEIZE LT 0.1 mol/L~0.2 mol/L KEE(bF RN AFRIR D45 & (mL)
Ci: 0.1 mol/L~0.2 mol/L /KT AFHR O % & I FE (mol/L)

b) BRER: JIS K 8951 |[ZHIE T D%tk XIS B DFEE,
¢) 0.25 mol/L BREE(VD: FiFEH 14 mL 2H 5 UK 100 mL &2 Af7zE —m— 2Nz TRIOEREE, K
T 1000 mL &9°5,
BE: 0.25 mol/L il — & &% =77 A2 200 mL~300 mL (Z&D, AF /Ly R —AF Lo T —RA
BB 2N Z . 0.1 mol/L~0.2 mol/L /Kb F- R AESHE CHIR D A KFR M2 2 £ TR E T 2.
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WO (1)12X->7T 0.25 mol/L il 1 mL ([ZAHY 7% 0.1 mol/L~0.2 mol/L /KE&{t. TR AR D &
PEHT 5, XiE, kOR(2)12E-T 025 mol/L filkD 7 772 —% 8 T %,

0.25 mol/L fffi& 1 mL (ZFH24 3% 0.1 mol/L~0.2 mol/L /KEE{t,F N AEIK DF & (B)
— V4/ Vs — eeees ( 1 )

0.25 mol/L Kt D7 72 4 — (f)
:(ﬁXCIXV4/V5)/(C2><2) ..... (2)

Vi: JEEIZE LT 0.1 mol/L~0.2 mol/L KE(bF N AFRIR D4 & (mL)
Vs: FEEIZHELTZ 0.25 mol/L g 45 & (mL)

Ci: 0.1 mol/L~0.2 mol/L /KT AFHR O F% E I FE (mol/L)

Cy: 0.25 mol/L Hiilk D% & £ (0.25 mol/L)

d) [F5EEBR (40 g/L): JIS K 8863 IZHIE T HITOME 40 g Z/KIZIAENL T 1000 mL &35,

e) FRRERI: JIS K 8962 [ZHLET DHHiEE YD AL JIS K 8983 IZHIE T Ahilas (11) L AKFH©% 9
xt 1 OEIGTIRAT 5,

f) JKERIEF R LR (200 g/L~500 g/L)D: JIS K 8576 (ZHIE T H/KERLT KU A 100 g~250 g &K
(LT 500 mL &5,

g) TOFFE—ITII—iE#K (0.1 2100 mL): JIS K 8842 ITHET 57 nEF T —/L7/L—0.1 g% JISK
8102 IZHET D=4 /—/1(95)20 mL TIEML, /KT 100 mL &5 5,

h) AFILLYRTERK(0.1g/100 mL): JIS K 8896 |[ZHLETHAF /LR 0.1 g & JISK 8102 IZHETHTH
/—/1(95) 100 mL (Z¥ADNT,

i) AFLUTIL—E# (0.1 g/100 mL): JIS K 8897 |{ZHIETHAF L7 /0—0.1 g & JIS K 8102 (ZHET
Bk ) —/1(95) 100 mL (ZIEDNT,

i) AFILYR—=AFLUTN—EBEBE: AT VL oRE (0.1 /100 mL)2 FEICXHL, AFL T —
Wi (0.1 /100 mL) 1 K EAEMNZD,

k) FALILY =T —2iEi#(0.52/100 mL) : JISK 8840 ([CHETH7 B/ — LT )—1 058 %
JISK 8102 IZHE T 54 /—/1(95) 100 mL (2T,

) AFILYRE—=TOLILY—IVT)—VREBR: AT VLY RENL(0.1 g/100 mL) (IZ[AEO 7 aLrL
=T — R (0.5 ¢/100 mL) A1z 5,

m) BYARIERK: JISK 9007 IZHET DM “KFEHVT L 1.43 g KOS K 9020 (ZHLUET D0 AME
KFE AT 9.10 g 27K 1000 mL (ZET O, fEHNTERL T, Bh T 5 £ TINET 2 (BRI .

FEQ) PFERBICHY, MBS EE TR TS,
(2) JEBR AT (1992 FE0R) DAEMERERTR 0.5 M (1/2 Biili) FR ISR %,
(3) 5mL~10mL
(4) FHEOANDREF AR KR AR TR a i il 35,
(5) BERIDTIRSIN TN,
(6) MEIJEUTHRIZTD,
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(7) pH 7.54pH 0.2

& 1. (2)a) D 0.1 mol/L~0.2 mol/L /KE&{L.F R AAHRI a2 T, ISO/IEC 17025 %t 0.1 mol/L 7K
fR{bF R 2RI LT 0.2 mol/L KER{LF R w AR = FVW VD ZEH TE D,
EZ 2. (2)¢)? 0.25 mol/L WifEIZ#iz T, ISO/IEC 17025 5t 0.25 mol/L fiilita FiW A28, TES,

(3) BARUEE HHKOEEIT, ROEEBVETD,
a) Ki: KEBESELZENTEDLD,
b) KEK[EBEE
¢) HRISRI: KAEKIEHLE
d) ZYPISRO: KRG KELE

rﬂ}ﬁ

E}ET

OB HRE CEXA VA — )L T T Ra
\HFE XA NS — LT 5 AT LT IE T T A

(4) PAERIR{E
(4.1) #ME HiHIX. ROEBVITH, (4.1.0)0) K (4.1.2)d) DRIEMGEDZENE (4.2) W F— LA RIC
9%,

(4.1.1) BKICKDHEH

a) SPATRUEF®1.00 g 2130 &0, B —F—50 mL [IZAiD,

b) DED JISK 8101 IZHET DX/ — &Mz TGHEL, 25 °C£2 °C D/K 20 mL Mz, EiRES,

o) ST EITIERERNE 15 S E T 5,

d) EEREEAHK2 FETHET D,

e) RNIAfiEY)E 25 °C+2 °C DK T 5 [BIPEEHL, EEAHREZAIBT 5,

f) 25°C£2 °C DI TREFW %2 TAHK BB LA, BIZERREE DK CREFEY A AHEHY 250 mL (272
DETHET 2,

E ) ATHBEEHIEE 3 ICLVRRT 5,
fEE 3. HBHX 850 um DS\ EEIE T HE T, bRt 2FLek, JLESZ2 O TELIR,
(4.1.2) BYABRIBERRERICESHME
a) KN ETR 0.12 g Y EO TR Z1I20 ED | h—/L ' —H—200 mL (2 A5,
b) 0 ARRIEERIE 100 mL 20Nz hEIRED,
¢) M= lBE——%FFFILTEW., AR H T 10 752 LI EIRE2D35 30 o NEVT 5,
d) HEBHIZAK 2 FETAHIELO, Resz bl LT /K CREMMZ 2 TAHR BB LAIL, BIZEELZ/K 100
mL CHREfRY) 2 ed 35,
E(9) AEEEIC 4 3L EORRI A B L5613, iz iE®E 4 (IS B EE ka5 5,

& 4. (4.1.2)a) ~c) DFAEEZFREL /1%, (TWVE L 1 g 2142 T EIRE, (4.1.2)d) DEEEEET 5,
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(4.2) TIE—IVRME SR ROLBVIT,

a) (4.1.0)1) X N(4.1.2) d) D RERY 2 AT L2 LD 53 iF7 7 A2 300 mL~500 mL IZA4L5,

b) FREHER] 5 g~10 g A, FITHiIEE 20 mL~40 mL 212 TIRVIEE, B2/ hin#45,

o) HANAETATe > TOBIREED FIEN AT HETINET D,

d) GHETERT RS HETHREG HU0,

e) Hmtk. VL EOKEMZTREIEVRYE, KTEET7TAT 250 mL~500 mL [ZBL AN, HIZIRDIE
®5,

f) HHIL% . ERETKEIMNZ, SRS 5,

E0) WROONEAL LR Ipo Tk, I 2 R L EInEv2,
(11) & CRENRIRZ SR HTAHA81T. RE 7T ATTBUANDELEITLER N,

(4.3) Z&B AT ROEBVITH, BARIRZ8 R B EIT, E TR T2 K20 AR AL E O #UE 7 I &
Do
a) 0.25 mol/L fifED —ERmIDEZERONTL)  AF )Ly R —AF LTIV —IRAERE 2Nz, D%
T KRR AR LB HAE T 5, UL IIHMIENR (40 g/L) O —E'&DZZAHRINIL  AF VLR =T
BLIVL S = VT = ARBTRIKIR R I Z . 2Dtk KRR R B S 375,
b) SRR —E EE A 77 A2 300 mL 12D, AKEE(LTRT AR (200 g/L~500 g/L) i & 9% %
ZDFE T T A% R KRR I RO R T D,
¢) KEKEAKETITANIIRY | K7 7 ANOERZINEL , 88 HIHEEE 5 mL/min~7 mL/min T2 41T
Do
d) 120 mL~160 mL 23MF HHL7=6&E & 1D D,

e) SZARNDIEHELAR LT KR KRR IEE O 3 2D BOK TR, TR HiRE G HE 5,

F(12) SmL~20mL
(13) ZEHIKRLARRIEE O HROH 0% 0.25 mol/L Filg SUIEHERIANE (40 g/L) I[IREDH =14
7F A= 200 mL~300 mL X|FE—75—200 mL~300 mL % f\ 5,
(14) WHRETRT VAV T D707k, HaNETD,

(4.4) BIE WEIL, KOLEBVIT,
(4.4.1) (4.3) T 0.25 mol/L file% =854
a) K% 0.1 mol/L~0.2 mol/L /K&t T N D AVEIR CHRIRD N IKFEE PIZ/R D ETHET 5.
b) KOXG)IZE> THOHEEHH DRGSR ZE TR (N) K OB E IR AR (V) A2 e HE
%e
o) WOX (A IZEoTHHFEHH DO EROTEMEREA R HY,

IR DI KA FEVEZE SR (V) SUTBGRETR A TEZE S (V) (% (H R R))

= (BX Vs—V7) XC1 X fi X (V/Vo) X (14.007/W2) X (100/1000)
= (BXVs—V7) XC1XfiX (Vs/Vo) X (1.4007/W>) ~ =eees (3)
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B: 0.25 mol/L fifif& 1 mL {ZF8249°% 0.1 mol/L~0.2 mol/L /KE&{t.F R LRI DR &
Ve: (4.2)a) [ZBWTZERITEST2 0.25 mol/L il D% & (mL)

Vi THEIZELTZ 0.1 mol/L~0.2 mol/L /KE&ALF R AFRIE D% £ (mL)

Ci: 0.1 mol/L~0.2 mol/L /KE&(bF R AFRHE D% TE L FE (mol/L)

fit 0.1 mol/L~0.2 mol/L /KEE{t.FNIT LIS D7 70 5 —

Vs: (4.2) DB DRI D E 4 & (mL)

Vo: (4.3)b) ICFVNTARIHEL 7= Hh iR o 43 Bt (mL)

Wa: HTRElOE & (g)

ZE R OTEMARE (%)
((N; =N /N)) X100 e (4)

Nt WK (% (RS E))
No: BVEHICRIERE R (% (B RAYE))

FEA5) WARNENEZE TR (V) SUTBGREHR N A TE SR (V) I ZBUEDO AL & FEhi L RN ET — 22 VWD,

(4.4.2) (4.3) TIFIHFEIEL (40 g/L) W55
a) HHIE% 0.25 mol/L Fifi CIRIRD AT UELAOZ 2 E TR E T 5,
b) KDOX(S)IZIo THMFE T DR (V) K OBEE R AR (V) 22 2+
%e
¢ (4.4.1) DR (@) X THNTREIHR DO EROTEMLR RO L9,

IINTERRBH DI K AT PEZE FE (V1) XUTEMVEEIR AR TEZE SR (V) (% (B &)
=Vio X C2 X2 XX (V11/V12) X (14.007/W2) X (100/1000)
=V X CoXfHX (Vu/Via) X (2.8014/W2)  eeeee (3)

Vie: TEICELTZ 0.25 mol/L it 75 & (mL)

C>: 0.25 mol/L FRFEDF E L (0.25 mol/L)

S 025 mol/L Wifg D7 77 5 —

Vie: (4.2) 0123881 250 ik O E 45 & (mL)

Vi: (4.3)b) IZB W TR HEL 7= ik o 43 Bt (mL)
Wr: SrHTalBloE & (g)

FEA6) FRENDITWRLEIZ RS TR E R LT D,
iEE 5. BENETHEEZNOTQR) ) ERE. (2) JREML T (4.4) O EBRIEE I § 5L TED, fHE

Tl T LR O ITHTE ST A—=Z — DR E N NI Z 4 F DR IE, 2 B Bhil & 2 E O Ak kO
BIETIEIZE D,
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BE XM
1) BEFER: 5 UGTRERNEE TS, p.68~69, ZFEHE, HUA (1988)

(5) BEOEMFRHFAREZIO——F FSALATATERMTRZIEEOEZOTERERBRIED 70—
—RERITRT,

| Sobrate100g | E—— 50 mLIZiEn0 LD,

—pEDTH )—)L
«—7Kk20 mL[25 °C+2 °C]

| A |

[
| 1@ | SRS L E AR 1543

[

At AR T
BLAN KRR % [R AR I, K[25 °Cx2 °C]

«—7K100 mL[25 °C£2 °Cl¥E{H, AR H3HI250 mLIZ7/2HE T

| dokrmin |

K1-1 AV AT VT eI LR B IEE O % 3 OIE AR EERERE 7 0 — —h
(mKICE DR (4.1.1))

IIRTEER (K s
22320.12 ghH4 &)

B\ JUFRYE AR 100 mL

R—/LE—H— 200 mLIZIZAN0 &S,

| MEIRAE |

|

- W AKIR
1053 1 Z LT IRAE 2 353045 [
|

A A2 FH

BLAN BRI 2 R AR L, K LB

—7K 100 mL[ i ] pEg

| svpmrEmy |

X1-2 AV LTIV T eI LR B IEE O % 3 OIE AR EERERE 7 o0 — —h
(B JUBR R VRIR I L DRl HH e (4.1.2))
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MK KRR K OSBRI NS R & 2 e )V 2 — Vo5 i
MR N A ) B R O RE % FEht 92
|
| BLAR | 2L, 4375 %=2300 mL~500 mL

— O fiEHERA] 5 g~10 g
—MilE 20 mL~40 mL

| A | mEenie
[

| e | TBRAE LR 2o T, HHIMNERICHIRT D E T
[

| Hethy |
K DE

| BLAR | 4E75 27 250 mL~500 mL, k&
[

| hH |
K (FEBET)

| YRR |

2 AV LT VT RN IR FIEE O R OIE MR BERRE 7 v — —h

(75— L3 FRARIE)
| YR |
|
| om—Em | AE7I==2300mL

—/KERAL TR LRI (200 g/L~500 g/L)

. =TI 2Aa NI —H— 200 mL~300 mL
0.25 moVLiilE— E & AF L R —AF L 7 L — RS I

IRARR ARG E Xix
I IORRTAHR (40 g/L) —E R, AF Ly —7 by — L) —
TR VI S50
[
| k&g | ®MEE: S mLmin~7 mLimin
[
| R - | 87 120 mL~160 mL

K (AN OB PR T 78R AL B D F 3 2 BE)

0.1 mol/L~0.2 moVL/KE&{t.F N 7 DRI (PR DNK ik 0272 5 %
e <) XiE
0.25 moVLAREE (YIE D3 TV /AR HET)

43 ARV LT VT RN LR RO EE R OTEMAREEBR L7 0 — —h
(R K OHIE R AE)
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6.8 MAABHE
6.8.a JKFFHEE
(1) W=

ZORBRIEIIHIBNEEHE# 35, ZORBRIED 73 5E13 Type A (Def-E) THY, £DF51E 6.8.a-2017 NIk
SDR.a-1 £ 75,

FTHIEE S TR AREL DRy THY . xR E L TER 2R (T-N) L T =T %R (A-N) | iH
FRPEZE SR (N-N) | ZKIETED AR (W-P20s) | ZKIEMENTEL (W-Ko0) J OVKIRMETE £ (W-MgO) 28585,

ARER SRR EINZ | 24 K§fE] 30 °C DK TRIBEE L | XI5 OFTHIE &2 RO 5, BliE 4.1.1, 4.1.2,
4.1.3, 4.2.4, 4.3.3 T 4.6.3 IZXVFY T DR EA RO D, XGRS DY B2 7% 24 T D & ThRL
TR A R 35,

(2) HE T, ®kizxs,

a) BREEARER: ZH0BZNETLIHE 4.1.1 OO,

b) PUESTHERARER: 7ot HERZNETIHAIT 412 OFKHEORIK,
o) MHERMERAMIER: WBMEFRAINETLHE1T 413 OKEORI,

d) KBEMYABRARER: KAEEVABEZNETSHA1T 424 OKEORIE,

e) KBHMBRRERK: KEMENEZNETLHAIL 4.3.3 DFHEDORIE,

f) KBEMELRARER: KRMEE 2T T5551T 4.6.4 OFEDORIK,

(3) WEARUEE HFAKOEEEIL, kOEBVETD,

a) 1EBE8: 30°Ct1°CHD,

b) BREE: EFELEZNETLIHH 411 OFHOmMEKDEE,

o FUERZTHER: TUE=TMERZNETLHAIT 4.1.2 OFHOR B OEE,
d) HEBREER: MHBEEREZNETIHEIE 413 OFHOZ B L UEEE,

e) KBEMYARR: KEMEVABRZRIET 55 A51E 4.2.4 OB R K OHEE,

f) KBEMER: KEENEEZHET 5513 4.3.3 OFHOMMEKOEE,

g) KBMEL: KEMELZWETL5E51T 4.6.4 OB IO E K OIS,

(4) ERBRIRME

(4.1) M X KOEBVITI,

a) ABRE 12.5 g 21300 e ek fhE =47 T 22 300 mL IZ A5,

b) 30°C+1°C DK 250 mL Zi1%. 30 °C+1°C DOIEIRERIC AL, 24 FEFHE 45O,
¢) A3 FETAHLY, AR EIRVIEE GRUBHAIRE T 5,

FEQ) BREREA SR HE S TORWRBR L E VDT 3~5 mBHMT TRBRE FEL . E R
EDEENEZ @O LT ENEELLY,
(2) B DSK P CIREN T 2 LR H B2 s <AL LD KITFFDNIINA, ¢) DAHIEBMFE T
THETHEHARZIRVIEE 2V 28,
(3) NI =77 A3 FET IO T, K O A ST 5,
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(4.2) B B OPINEHEOREILE S T 5 a) ~) DZNENDIHEDLBVITY, 728, FRGTD
HARI 72 E BB RTIS T2 & I XD,

a) BREE: AEHAKO —TEEZLY. 411 OFRBEIIVERZLELTEL, VHEHEL TS,

b) FUEZTHER: REHAKRO - EEEZIY. 4120KE IV T7 =T hEREEREL, YIHIEH &
L%,

¢ MWHEMZER: REHARO - EEEZLY, 413 OFE LB ER L TEL, YRR TS,

d) KBEYAERE: EHAKRO —~TEA2ED, 4.2.4 OFIEICID KA RRE TR, YRR TS,

e) JKBMEME: REHARO —EBEZLY, 4.3.3 OFEICLWKAEMINEZTEL, YRR TS,

f) KBEMEEL: REHAKO —EREZLY, 4.6.4 DFEICL KA S +2ERL, WIIEHEL TS,

(5) FHBLHEROFHE
a)  (4.2) TROTFGRK ST O WIS H &M ORBIRIE L7 @i% 4 4 2Rk 5y Bz I, IRO U I TR
EHIER (%) 2R H 9750,

FIHIE H2E (%)
= (C/C2) X100
Cr: XGRS ORI H & (% (BE &5 =) )
Co: M THR & (% (EEDHE))

F @) 23 SITASEMOREICI > THREL 0 B2 VT, 4111, 4.1.2, 413, 4.2.4, 433 X
4.6.4 |[ZXVERLE (TN), 7oE=TMEFE (AN) | iFRIEZESE (N-N) | ABEMED AUFE (W-P20s) |
KEEHEIN R (W-K20) SR M+ (W-MgO) 2l E 35,

(5) WA &KX U%% 2 T D57 BT DO D & FEi LW AET — 2% VD,

BE
1) BEFIEFS: 5 _dGTREMIRE T, p.288~290, & E ., AU (1988)

(6) MMBRHEHEBEIO—2—F HHEILEOHIE HFRBRIEDO T — — b RITR T,

| BBRS 125g | Zf7523300mL
«— 30 °Cxl °CD/K 250 mL

| i | 30 °cx1 oC 24w
[

| 23t | A
[

| smmoomE | "ERS TR R

PEEIEE O TA R RiE 7 v —2 —h
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6.9 BHEER(BRTB7IVHITEIEGS)
6.9.a EEX
(1) W=

ZORBRIEI TSR AR RN 238 5, ZOFERIED /AT Type A (Def-M) THY | £ DFE1% 6.9.a-2017
1% H-acid.a-1 &35,

Sy HTaEHI IR (1+9) Z N2 CEAVAIRM A VEHEL | RIRRM A AL, RIEMEHOE B2 RIEL ., /8
B ORI 2 RO D, BIRISATRVEHIHERR (149) 20 2 CHRIRIRM 2 TRBEL . RIEFRKIRIE )Y
U LR (10 g/L) AR CT VI VG ZERBEL . NS E AL ek Bl OB ARES T V70 ) AU %
RDD, BRI DINDBEATET V) NGl % 72 UB | & | JETERE (BRANES T VY AT 4y) R T2,

(2) AE AT, wicks,
a) IEER: JIS K 8180 |ZHIE I 2Rk X ILIFZE D i DR,
b) JKERIEF RO L: JIS K 8576 (ZHLET D LRI D SWE DO EE,

(3) B HEEIT. ROEBHETD,

a) RESH

b) Er1RI’: 105°C~110 °C (ST TEDHHOD,

o) BDEWMHSABBER: JIS R 3503 [ITHETDDIETEHTASIEEE 1G4, T 105 °C~110 °C D Hz
FRCMELTA%, T3 — 2 —HhTlm L, &% 1 mg OHTETHIEL THL,

d) ERRIIAYFRD: JIS R 3503 [ZHETHFHITADIHE 50 mm X 30 mm, T 105 °C~110 °C DML
TMBARLIR L T=%%, 737 —2— T L, B % 1 mg ORTETRIEL TR,

Q) EPEFIHTE FRL— 2009 — ISR SN TWD T A= A O B LAV TH RV,

(4) BERERME

(4.1) BRTBRY

(4.1.1) #H HHHIZE, kOLBVITI,

a) HTEE 1 g 2 1 mg OHTETIENED, i LILEE 100 mL IZ A5,

b) R (1+9) 50 mL 20Nz | IREIEE VTP 1 REFIRVIE TS,

o) =LK 1700 X g THI 5 43 O BELS) | B AR EBRE T 2@,

d) KEMZTPERES, 30708 1700 X g TR S /Rl DL, BB AR ERRET 59,
e) d) DEEZ 3[BT,

F Q) ETEEXEERRIESEA S T 2561%, 30~40 [Elis /32T 2,
(3) % 16.5 cm K UNAElEEL 3000 rppm Tizlr /] 1700 X g FREEL/RD,
(4) BRAE A~y NEZ W THRVBERS,
(5) HITAREEZRWTHEIRE | TT AR & LIo AR 2 K Ui L, eV ik 4 ime D n S 12N
Z 20
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(4.1.2) BE WEIL ROEBVIT,

a) /KT4.1.1)e) DREfYE 2 THOEIEH T AA R TITB LA, BIEAIET 5,

b) NN E D OIETEA T AA g & EBITHIBEERIZ I, 105 °C~110 °C T 3 KR IV T2,

o) NEME LN T VA — 2 — B L CRin 5,

d) mth, 2O F AT AA e E T Vi —2—nbBO L, TOE EE 1 mg OHrETHIET D,

(4.2) BRB-—TILAH)TBEY
(4.2.1) #H HHHIE, kOLBVITI,

a) ONTEREL 1 g % 1 mg OHTETIENDED, ke OILEE 100 mL 12 AND,

b) HEE (1+9) 50 mL A% IRESHEPE T FERRIIRDIEE S,

o) LK 1700 X g THI 5 oy O BELS) | BB AR EBRE T 2@,

d) KEMZTOZRES 120778 1700 X g THI 5 3 [z LArBEL), BB AR ERE T 59,
e) d) DEREE 3 AR,

) JKER{LT N AEEHR (10 g/L) 50 mL &2 | #REIHEE T RERHRVIEE D,

g) =S 1700 X g TR S il Do BELO), BBk AR LT 50,

h) KEMNZCTNEIRES, 30708 1700 X g TR S /Rl DL, BB ARRERRET 59,
i) h) O#E(EE 3 [BIEDIE T,

(4.2.2) BIE WEIL, KOEBVITI,

a) RIEfED % AR I OIRE LB IS RER I AL TINEV50),

b) Nt NERYE RIS L X D,

o) NEMEYZ HARITDDIRE EHITHIEEERIZALL, 105 °C~110 °C T 3 FENET 5,

d) NEMVE, ARITIRICEZ L BN T v — 2 — B L TR 5,

e) k., RIINIEET > — 2 =DV L, ZOE &% | mg OHTETHIET 5,

¥ (6) (4.2.2)b) DEEN RIREIZ/RDFEE OIRE CHLERT 5,

(5) BEHEERRODFE
a) RONITI-> TR ER T2,

Bt (% (HL Ry 38))
= (/W) X100— (4o/W2) X100 eeeee 1)

Az (4.1.2)d) THELIZBR N OE 5 (g)

Wi (4.1.1)a) TERIRLIZATRUE O E & (g)

Ar: (4.2.2) @) THITELTCRRATE T V) NS OB & (g)
Wr: (4.2.1)a) TERIRLIZATRUE O E & (g)

B& Xk
1) BEFIESS: & SGTRERIREM TS, p.316~317, BB HL, BAL (1988)
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(5) BHEREAREIO——b EHBARILEO 70— = RITRT,

| ofiatelle

| IR Y R

| iy

| LEERE

—K

| 7 & A

| i L

| LEBERE

23] ik

T At

BLAN

| D

| Hehs

| I

1 mgF T HieiE Ot EE 100 mLIZiEhW0 &5

— G2 (149) %950 mL

&S| 1HFH]

FeAp 1 OIEEE L K91700% g | 5471

St it DR | £91700% g | 557 ]

HONFETEH T AA1E 1G4
YRR 2[R A g2, K

105 °C~110 °C, 3H¢fH]
Tl

1 mgE CHEZHETS

1 SRR AR o DI RE R TABR 1L~ v — 2 — b
(B NI ORER A (4.1))
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SNTRE 1 g

AR E

R[]0 IR 9

AR E

—K

I ERA
|

iz 057 B

R AR E

R[]0 IR 9

TNz

BLAN

TNz

in

e
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1 mgDOHTE T A O LB 100 mLIZIZ S

T2 (1+9) 50 mL

e, 1R¢fH

Iepe s DILEE | §91700% g | 557 ]

i DILRAE | KI1700% g | 557 [H]

—IKEE LT N T LK (10 g/L) 50 mL

LD THRFfH]

Sede it LILRAE | KI1700% g | 553TH

Y

MWEBCE | #91700% g | 557[H]

Hh

SR

105 °C~110 °C, 3IK§f#]
Tl

1 mgF CHEEZHETS

JEEREIR AR o D I RE IR RABR 1L 7 1 — 2 — |
(BT IV AV AT Ol e (4.2))
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6.10 TRER
6.10.1 X%
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6.10.2 WhEgis
6.10.2.a BT (1992 AR D 5.29.2 WiligtE D5 Hrikic kb,

SEHER

1) BEMOKFER BERF MR B HTIE (1992 400, p.145~147, B ARJEREBR EH S, HK
(1992)

2) EEPIEFS: B G TREMRAEEM TS, p.285~286, #E L, B (1988)
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6.11 “EIbixFE
6.11.a BT (1992 4EAR) O 5.20 B bR BEDSHIEICLA,

SEHER

1) BEMOKFER BERFEMMICET: BB HTEE (1992 450, p.121~123, BAREEBR EH S, HIK
(1992)

2) EEPIEFS: B T OGTREMRAEEN TS, p.259~261, #FEE, B (1988)
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