kR % (2019)

6. TOMMDHIREIRIZFHLHAR
6.1 SUFUUTIFMER
6.1.a BEKFEIOATNTSTE0)
(1) ;=

ZOMBRIEIIAIRER K OE N GRS 35, ZORBRIEOSEIL Type B THY, LD 5%
6.1.2-2017 3% Dd-N.a-1 4%,

AB )=V GFHTRABHIINZ CTOv 7 Y7 IR (D) Zfh L, @ik n~h7 77 (HPLC) I8 AL, 7
NI AT NI T NTHEEL R 215 nm THRIEL , otraleth oo w7 oo TN % # (DA-N) &
KD, ek, ZORBIEOVERIIFEE 4 ([T~ T,

(2) BE BT, ®kicks,

a) A2/—)L: JSK 8891 |[ZHIE T DR ILFIED S E DFRFE,

b) A2/—JL: HPLC OEBERIZAE T 2A% 7 — /113 HPLC U RO E DR,

¢) F7Hb=FJJL: HPLC H UIIFIZEDME DRI,

d) SUTPUCTIFEER(A mgmL) Y U7 U U TINICHNI P01 g A ORI RILICEY, FOE &4
0.1 mg OHTETHET 2, D EDOAZ ) —/VENZTENL, 2877 A2 100 mL ([ZB LA, R ETH
W2 5, VTR CIRTEL , 8% 6 - A DL BB L7Zb O L7V,

e) SVUTFUUTIFE#ERK (0.1 mg/mL): VU7 YT INAERER (1 mg/mL) 10 mL &4 &7 7 A= 100 mL
\ZED AERRETAY ) — VB M2 5,

f) BEERASOTUSTIREER(10 pg/mL~50 pg/mL) : AT 7O 7 IR #ER (0.1
mg/mL) ® 5mL~25 mL Z 42877 A2 50 mL (ZEBMEICED | MR ETAY ) — Va2 D,

g) BREHASIT7UOTIFEER( pg/mL~10 pg/mL) : SR DL 70 O 7 IR (20
ug/mL) @ 2.5 mL~25 mL %4877 A2 50 mL IZEPEAICED  BERRETAY ) — V& INZ D,

E) FWEpGITHY, LEIG U AT D,
(2) VT UTIRELT 98 % (E E5r=) LA EOHIE OFREEN T RS TD,

BE 1. VT UTINEE LT AVAFDERE R O LRIy U T IREL TH RS TS,

(3) B EEIX. ROLBVETD,
a) BERAEIOTRSST(HPLC): JSK 0124 |ZHIE TS HPLC TROE A= 4H0,
1) AL A4 mMm~6 mm, £ 150 mm~250 mm O ATV AHD 1T LEZTI/FTTI 7 1
ENEELFEREA LTI NV EFRTALIZLD,
2) hSLFE: H7 248 RE% 30 °C~45°C CHREITE5L0,
3) BRHER: YOCERIAR TR 215 nm i THIE TELH 0,
b) BEEERESH: TIAHTE T A—E AW TEETT AT 250 mL % 300 £18 4y (FRHE 40 mm) T
FEEFEREOSELNDIHD,
¢) EEERIDSEEM: 8000 g~10000X g T Lay B PIREZ2H D,

% 2. 7 A0 Hibar LiChrosorb NH,. Inertsii NH,, Unison UK-Amino, Mightysil NH,. Shim-pack

496



kR % (2019)

CLC-NH,. Shodex NH-5A ., Unisil Q NH, ZD 4 FRCifi St T,

(4) ERERIRME

(4.1) #l HHHIEX ROLEEBVIT,

a) HTRE 1.00 g 210D, ke =75 22 200 mL~300 mL [ AND,

b) HEHICAKZ/—L 100mL %P, 300 118 4y (Rl 40 mm) T 10 /3 FHRVIEES,
) B, B A S RE DB D15 mL 12e5,

d) #0>7/] 8000 X g~10000 X g TKI 5 4yl LB+ 5 ®),

e) LA 1 mL ZRBhAK ST,

FEQ) ERPITHETHEEBENELBRDLDT, BHIZAZ ) — VA& Nz 5,
(4) RVTav’L MO AR E LILEE CRIEIZR B L) d 0
(5) [l#sYE 7.2 cm~8.9 cm K OValfiz4k 10000 rpm Tz L 7] 8100 X g~10000 X g FEEL72D,

& 3. (4.1)c) ~e) DIAEIZNZ T, PTFE DA 7L 7 402 — (FLFE 0.5 pm LA F) TAIL ., A%
AEHAIREL TH LV,

(4.2) BIE HIEZ, ISK 0124 K KD EFVITH, BARRIZRREBRLEZ, BE T 2@ sl 7z~ k
777 (HPLC) DEAEHIEIZL D,
a) EEREAIOTNT ST (HPLC) DRIESEY: iRk n~rr77 (HPLC) ORESMO—HlZLLIT
IZR T, ZNESEBIZLTRET D,
1) #ASL: TIUEITI IRV LRSS LI U7V 7 A (R4 mm~6 mm, KX 150 mm
~250 mm, }ifE 5 pm)
2) HSLFERE: 30°C~40°C
3) BEER: T Eh=NL— A% ) —/L(6+1)
4) FE: 1mL/min
5) fRHHER: WO R, WIER K 215 nm
b) BREBROIEM
1) SMEHRAIY T U7 INERERR 10 uL 2 HPLC ([ZVEAL, #E 215 nm O7a~ /T L E708kL, &
— 7R TS &R D,
2) BB T U7 INERE ORI LR 215 nm O — 7 HiE T m S SO EREER T 5,
¢ HABOAIE
1) #EHAIZE 10 UL % b) 1) LFRERICERIET S,
2) BREMNSETTT YT IR (D) #ERD | TR O T 7 IR (D) IREE R T2,
3) WORICE> TV TP T7IRMZEHE (DAN) 2H 5,

SRR RO T TN %S (DAN) (% (B &3 3))

=AX (MW, /MW,)
=4 X 0.6664
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A: TR O T YT IR (D) (% (B E455R))
MW, ZEFED 4575 (56.027)
MWy VTP TIRDSy - (84.080)

W% 4. KR (3 ) ROVEIRER AV AR 2 ) & IV TR B R R R, D07
FIRELT 6 %(ERYR) KT 0.6 %(E RAYER) DR FEL ~ L TOEILERIT 949 %~105.1 %% OF
95.6 %~103.5 % Tiro7-,

F77 . BRERVED MR O 73D O [E R O B & OB fE A 2 1 1R,
Ao, CORBRIED I B FIRIL 001 9% (L Ry sf) FLE T,

K1 U7 TINMEESERERIE D 2 Y PEHERR 72 O O I R RER B O REHT R

e B EE? s RSD,” SR RSDR"
GRREd s 1) 3) 3) 3)
E054 (%) (%) (%) (%) (%)
IR AL 9 0.0321  0.0010 3.2 0.0012 3.8
IR A H2 10 0.159 0.002 13 0.006 3.8
IR 2233 11 0.245 0.002 0.7 0.008 3.3
Bl ek 11 0.124 0.001 0.7 0.002 2.0
Bl & g2 11 0.410 0.007 1.6 0.008 1.9
1) NIV RBR = 5) DT xR HE (R 7=
2) “EHIE (n =ikBR == Sk (2)) 6) =M HAEERE
3 HEHE 7) =TT LA A VR A

4) PHTIE R

SEXH

1) AR —, WEEHE: AREZESEPOLTUOTINEEHENT —mHRiEkr o571k —,
JEEHIFFEHR A, 2, 25~31 (2009)

2) FEARME—, TR AIKEZETODL TV TINERNE — LFERBRAEGE —, IEBHIFZEH
%, 2, 32~37 (2009)

498



kR % (2019)

(5) SUTOUTIFMERSRRZIO——F AIKEZEMOAIREZE2 SO T T IR
FEREBIEOTO— L — NIRRT,

| btk 1009 | 44 =752 200 mL~300 mL
— A% /—) 100 mL
| R0 IR | BEAAIRLOHE (3007E( 4y, EIH40 mm) | 105)F
| %ﬁ |
| iffjﬁ}ﬁﬁ | 6k OPERYE | 8000%xg ~10000%g | 553
| ﬁﬁ%ﬁ | ki
| zﬁﬁ | Ed ka5
M AIREEROLIREE LG T O 0P 7 TR R ER BT 0 — —

BE MEHY YT U T INEER K OGRERAIR (A K% 3E) O HPLC 7~k L85 IRIZRT,

0.11 0.11

— [
- 0
0.10 £ 0.10 ;
0.09 E 0.09 E
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
01 2 3 4 5 6 7 8 9 10 11 0 1 2 3 4 5 6 7 8 9 10 11
min min
1) e 2) BRI

BEX VTV TIRO HPLC Za~ k7T 5

1) UUTUUTINERER (T YT IR 100 ng A (10 pg/ml, 10 uL))
2) ABHEIR (AKX EHR)

HPLC OllE S

717 25: Hibar LiChrosorb NH, (W% 4.6 mm, £ 25 cm, kif% 5 pum)
Z DDA (4.2) a) HPLC DORIESHFOBIRD EFD
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6.1.b EEKEHIOTHSS5Ti%(2)
(1) W=

ZORBIEIIIEEHTE %, 72720 AR E R L A DR, ZORBIEDO /3 FEHIT Type B THY,
Z D7 1T 6.1.b-2017 % DA-N.b-1 &35,

SIHTERRBHIKZIMMA T 7o DT IR L Edik ik 7 a~ 777 (HPLO TS AL, 99BEMEA A A8
H2717 ZCOoYBEL . IR 190 nm THIEL, AT E oy 7 U U T IR MEZE S (DA-N) 22k D, 2O SED
PEREILIESE 6 [T,

ZOFEIZEST BTy MEZESR (B-N)  JRFEMZER (UN), 7 7=V 2 (GA-N) LV 7 =)VIRFE
PEZEF (GU-N) BFEIFFZHIE TE2 (8 5 21,

(2) BE HEROUKIL, &IZLD,

a) JK: JSK 0557 [ZHET D A3 DK,

b) YABEZKFEHY DL JSK 9007 ([ZHE T8 ULFZEDME DL D,

¢) YAER: JSK 9005 |[ZHIET 5 Refh ILFEDME DL D,

d SUT7UCT I FHERHRELR(DIN 2 mgmL)Y: L7 U7 IRICHNL @0.300 g 2T EH &L
&Y, 2O % 0.1 mg OKTETRIET 5, D EOKEMZ TAENL, £2E7 742 100 mL (2L AL,
THRECTKENNZ D,

o) REBACY7YC7I FHBRELER(DIN 200 pg/mL) P: 7L o MEEFEHER (B-N 2
mg/mL) 10 mL 24257522 100 mL (2&9, fE# TR Z R 5,

) BEBASL7UC7 S FHERREER(DA-N 50 pg/mL~100 pg/mL)D: Do 7o D7 InpheEs
FEHERY (DA-N 200 pug/mL) 25 mL~50 mL #4877 2= 100 mL (280, R ETKREMZ D,

g) BEHACYFUCT I FHERIELER(DA-N 1 pg/mL~50 pg/mL)Y: HHEHIOL 7L Po7 IR
PE%E FFEAERR (DA-N 100 pg/mlL) Z 1 mL~50 mL % 100 mL &7 7 2B PRI &Y | B ET/KZM
AN

F Q) FARAICHY, LEIZSUT- &AL S5,
(2) VTV TIRELT 98 % (E Ey=R) LLEOHIE OFREEATHIREIL TS,

BEE1L DT YT INEHEE LR TREIDTREN TS, £, B L7 AV ARG & OB A L&
WL T P TIRELTHRES TV,

(3) B|ERUEE HBEKOEEIX, ROLEBHVETD,
a) ELEEEZOTRST(HPLC): JSK 0124 |[ZHE 5 HPLC TR OB A4 50,
1) AS5L: NEE75mm, EE100 MmO AT L AHHOD BT LEITRIEE S pm~10 um O 55 A 74 28 #a
RBIEEFETALIZLD,
2) ASLIKE: HT7LMEEE% 30 °C~45°C THEITEHHL O,
3) wRER: WOOREE R HER TR 190 nm 3 THIE TE L0,
b) RTRFYIRE—F—
¢ EEFEIDSEER: 8000X g~10000X g Tz Ly Al REZR L D,
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% 2. 77103 Asshipak ES-502C 7C D4 CHilREN TS,

(4) ERERIRME

(4.1) M HHHIE KOLBVITI,

(4.1.1) #HRoFTRAEE

a) HrElER 1.00 g #1300 ED | ke =M 7722 200 mL IZALD,

b) /K100 mL ZMx, v7 XF v I AEZ—F7—% TR 10 3 I EIRE D,

o) B, EEAE S & L kE DB D15 mL 12k,

d) %0 7/) 8000 X g~10000X g THI 5 4y Ml Loy EEL © | R Az s BHAIE S 5,

FE Q) BRI OV T U T IR (DAN) R E SR ERO EIREBZ DBZNBHIGEIL.
IR D—E BE K THEINT D,
(4) ARVF oL RSO I DI RS TRIE IS ALV b0,
(5) [Al#514% 7.2 cm~8.9 cm & ONEl#5%% 10000 rpm G s /) 8100X g~10000X g FfE L7e 2D,

(4.1.2) BIRSHARH

a) Mkl 1.00g &30 e &E 7722 100 mL (IZAND,

b) KK 50mL 2T, IRVIEED,

¢) HERETAREMZ O, HkpE OIS P15 mL 12k 5,

d) 3.0 /7 8000X g~10000X g THJ 5 43 a4y BEL © | i il & s B sk &35,

F(6) REHRK T OV T UTIRMELE S (DA-N) IRE R ERO LIRZEB R 5B EN 03D L5613,
ER LR D —E 'K THIRT D,

fEZ3. 4.1.1)c) ~d) XiF(4.1.2) ¢) ~d) DEAEICARZ T, BIAMEPTFERID A T L7 402 — (FLE2 0.5
um L) TAHIEL, AREFHEHRIREL THEU,

(4.2) BIE HEZ, ISK 0124 XKD EFVITH, BARRIZRRERLEZ, E T 2@ sl e~k
777 DEAEITIEIZL D,
a) EERBRAIOTNTSTDORIREL: WEFRMGO—BIZLLTFIIRT, ZVEBZIZLCRIET D,
1) BTL: FEVEAA L ARG 7 2 (AR 7.5 mm, & 100 mm, Fi£E 5 um~10 um)
2) HSLFERE: 40°C
3) WEERD: AR T KFEHVT L3929 K OWARR0.12 g & /KICEEAL T 1000 mL &5, Bk PTFE
RIDA TV T 4N — (L 05U LLT) TAilT 5,
4) J|E: 0.6mL/min
5) FEAE: 10pL
6) HRHIF: VORI, WIEKKE 190 nm

@& 4. BEERIT. VARE —KFEHVT 2L 19.6 g L OWARE 0.584 g & /KIZIEDLT500mL L, HEERTEL
fE I ZD—E 8% 10 f5IZA R BIKME PTFE DA 7L 7 42— (LA 0.5 um LL ) TAil
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LGl Thdku,

b) BREBOIER
1) AEft AR 10 pL % HPLC IZIEAL, IR 190 nm D7m~ 7 J 55508kl B — 7 m3 %KD
50
2) BMEBAERERODS T DT IR (DD-N) EEL R 190 nm O — 7 & SO &2 7R
T2,

¢ HEOHE
1) REHANE 10 UL % b) 1) L[RIERICEAET D,
2) E—U@EmINBRERIVI VT VT INMERESE (DA-N) BE RS | HTEE ROV T U T IR E
5 (DA-N) ZH 195,

&% 5. CoRBRIETIIE YLy MEEH (B-N) . REMEEHR (UN), D7 V7 INEZER (DAN) , 77
=V UMEF (GA-N) K O T =)V R FE M % FAEUERK (GU-N) O [RIRFIIE DS FIRE Th D, £ D& A1,
5.10.a & 5 22O L,

&% 6. HEDFHHOID, TN AT ERHEGRFIE (LRAEEE, Bl A IR R & IEE R 0%
[ 25 FHAE A AR RS 1 864 B TR INEIGREBR 2 S5 L 7o A5 5L 3 % (B 54 E) | 1.5 (B R/ H) &
O 0.3 %(E &) DWW~V TOFEEIERIZENE I 96.3 %~96.3 %, 94.5 %~99.7 %MK
88.9 %~100.6 % T -7,

FEEEDFAf D72 | Bl A MR, ALRIEEE X NG RER = & B W T H 228 2 TORAE AR O
BRI Z DV T JolL & 0 BT 2 O TRRATL . R K O TR E 2R LI RE2 %R 112
R, Fo, RBRIED Z Y MEMERR D 728D O L [RIFRER D Bl S OMIRAT RS a3 2 1T~ T,

2B ZORBRIEDE R THRIL 0.01 % (E &35 IE ThHoH,

K1 DT UTINEREFRO A EE R TORAG R ORI R

- FERB EyE? s RSD®  sim?  RSDi”
AR " 1) 3) 3) 3)
H%(T) (%) (%) (%) (%) (%)

B A AR 5 3.03 0.02 0.5 0.02 0.5
(LR AEAE 5 1.45 0.01 0.9 0.02 1.6
5L == F A R 5 0.145 0.001 0.9 0.003 2.3
1) 2:50MTERER A I L7 3Bk A 2L 5) P TAHRIE HE(R 72
2) FEME G B #(T) X M TaR%0(2)) 6) HAEER A
3) HEHE 7)  HR R S VA 22

4) BHTIE R
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F2 VLT YT INPEEFRERIE O % A PEHERR 072 8 O R TR B OFEAT I R

e Ao EymE? s RSD:” SR RSDR"
Aok o 1) 3) 3) 3)
= (%) (%) (%) (%) (%)
(bR iEsskl 10 0.0464  0.0023 5.0 0.0148 31.9
959 s 12 0.206 0.011 5.1 0.031 15.2
{EAAEEL3 12 1.69 0.05 2.8 0.12 7.0
{EA A4 10 2.76 0.07 2.6 0.12 4.4
1) RN 3B =S 5 PHTHXHE (R =
2) SEHfE (n=RRBR=EEEEHL (2)) 6) = EUE R E
3) HaEHE 7) = ] PR B SR R R 2

4) PHTEEYE R =

SEXH

1) HEIEZ, KHHE, ARG BEEA7a~h 77 (HPLC) IEICL AR RO R FEMEZER, B oL
Y MEEFREOREE —H—RBRE O Y MRS —, IEEHITFEHE, 10, 72~85 (2017)

2) MAKLI, AFHERE: EERIAsn~hsT7 (HPLC) IR DIERI P O R FMEER, oLy MEESH
FOWRE —HFERBRAR —, LB, 10, 86~100 (2017)

(5) REREIA—S—b ERF O T U IR FERBRIEDO T n— 0 — M RITR T,

[ wratkE (i) 1.00g]  J64e = 487522 200 mL

< 7Kk 100 mL
| z%{w |~ ERF oA —T— 1053
| it |
| @;u\lﬁ%& | b LR R 8000xg ~10000xg , 543 fH]
| *fw:zg«?z EEEAT
| i | wtkrn~rr57

M1 JEEtth o T T T INEERABRIEOT n——b (il A (4.1.1) K ONIE)
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[ btk Gieh) 100 g] 47522 100 mL
— 7K # 50 mL

| PR |
— K (ERET)

| 350y B | Sk LR . 8000xg ~10000%g , 553 ]
|

| BRI | ki
|

| 7 | wtkrn~rr57

M2 JEEtthOUT T O TINEERARIEO T n——b (il ERAE (4.1.2) K ONIE)

BF VLT UTIMMEROBERMEEE O/ u~ T LRI,

(2)
i
|‘ (3)

‘ (3]

L ':d':|

I L W S, A, N — — N R

[T = T 148

2EK RERHIRAEER (4 10mg/L) ® HPLC 7r~hk7J A

v—74
(DRFEMEFE QrUuLoMEER QU TUITIRMES
A r7T=mmEwFR B) VT NVIRBEER
HPLC D& 51
7172 Asahipak ES-502C 7C (P& 7.5 mm, £ & 100 mm, H7£% 9 um)
Z DD ZAH 13 (4.2) a) HPLC JIE RO BIR D L350
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6.2 &F
6.2.a (A0 5TE
1) ;=
ZOFBRIEIIAREE N B, EREAINE | BREERIN L | AT R, ST HEIRICE 5, 2oL
D53FAIL Type D THY, ZDFL 5L 6.2.22017 XL Clal &35,
IIMFRREHIKRZINZ THALA A L, A4 7~ T7 (IO WTE AL, A4 AT L THyEfEL
Tt BRUSE R R CRIEL , oAralBk ok (C) 2k 5, ek, ZORBIEOHERIIES 3 1R
7

(2) BEF FUEKLUOKIT, KITED,

a) JK: JSK 0557 I[ZHIET D Ad DK,

b) 1 molL REEFFIVLBK: (AL~ F774—HDOHD,

¢ JHILEE: M 98 % (E By ER) L EoitIk,

d) 6-FI/ANFHUEED: {97 % (H R =) DL EOREE,

e) ZTILARAVEE: HE 97 % (E Ry H) LI LS,

f) BIEMAFUBER(CI 1 mg/mL) : EFFEEEICI— S 7 L A4 AZ R (CI” 1000
mg/L),

g) EIEMAA U AEHERE (Cr 100 pg/mL) P (LW AAAEHER (CI7 1 mg/mL) O — & a2 i 75232
L R ETAKREMZD,

h) BEHRIEILYAAAZERK(Cr 5 ng/mL~50 ng/mL) @ (WA FE YR (CI” 100 pg/mL) 5 mL
~50mL Z&E 77 A7 100 mL (20, R ETKENMNZ D,

i) BEHRELEYAAIZER(CI 1 pg/mL~2 pg/mL) @ & LA A FEXER (CI” 20 mg/L)
5mL~10mL #2877 A= 100mL (20, R ETKENZ D,

i) Iy —k A& ?: 1 mol/L REET N AERHK 6.4 mL 247523 1000 mL (2&0 ., FE#ET
KA Z . BANE PTFE 8> 207 L7 4 L2 — (FLER 0.5 pm LA F) THilET 5@,

K) /oY TLyd—ERBERY: 74V 0349 g, 6-73/~F i 0.380 g, V==L 0.732 g
ZA 7T 23 1000 mL 12E0 | 7K 500 mL J1Z TEED UAERR £ TR EZINZ ., BKkYE PTFE oA 7L
74— (FLE 05 pm LU F) TAIET 59,

FEQ) WA 6T - FEEB N,
(2) FRGITHY, LEIIRUT-BEHE S5,
(3) HAMZ 10 FFREEAZTIRL . £OFE 10 AR THE AL THLu,

#EE 1. Q) DHALIAA AEERITHZ T, EFRFHEAREICI —F T A2 b4 R YERR (CI 0.1
mg/mL) %z VTR SR A L A A AR IR AT R 528 TE D,

(3) #AKOEERE WHMAROEET, ROEBVET D,

a) YT RFYIRE—F—

b) SEIDSEEM: 1700X g Tl BErTHERRB D,

¢) AF2oaTrTS57(1C): JSK 0127 [ITHET S IC TROEMETHT-TH0,
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1) Hh3L: V7oV —KIERT 254 W& 40mm, KX 250 mm, K 5 um (255 4 kT =0 A

A LRI AT L a— L RS LBR A T L0 W,
BT —IEICE R T 554 N 4.6 mm, & 100 mm 25 47 B =0 KA FE S LT BIK

PEARY A% 7V — BB N AT L2 b 00,

2) hLE: VI7LMIREA 40 °CICHEITELH O,

3) BILyY—: A4 R IR Wb O TH LI L,

4) BRHEE: BRSEERHER.

d) ATLUI4IE—: L& 045um LU T, Bk PTFE

3¥ (4) Shodex IC SI-52 4E Z D4 FRCHIRSIL TS,
(5) Shodex IC NI-424 %D 4 B CHi RS TN D,

(4) RABRERME

(4.1) #H X ROEBVIT,

a) ZHTEEl 1.00 g Z1d0ED | ke = A7 723 200 mL IZAALD,

b) K 100mL ZMz, =7 3T v A% —F—% FWTH 10 S EIRE,
) HHEM. IR E SR LI 50 mL 12k,

d) EDLJIH 1700X g THI 5 4y Alis LAy EEL® . s gzt e %,
e) HMHIRD—E ALY, K CERIC 20 (57T,

f) ATV T — (LA 045 um LA F) TAHRL , iENATRE T D,

E(6) m—H—Pf% 16,5 cm M ONEl#%L 3000 rpm Tz ls /) 1700X g FRE L7025,
(7) BMEREBZD55120T 20 5L ECTHRIRT S,

#E 2. 4.1.1)c) KON d) OB Z T, A 3FEA AW TAEL, AikZiitike L Thlu,

(4.2) BAIFE WAEILX. IS K 0127 UKD ERBVITH, BARZRAERERIER. REIHEH T4 7~
77 (IC) DEMEF XD,
a) AA2oAINTS7(0C)DRAEEY: NELHO—FHIEZLLTIRT, INEBBIZLTRET D,

aa) YITLyY—ik

1) B3L: B ART =Y LEERES LERIE ATV a— VRS TR 7075 (N 4 mm, B
250 mm, }if% 5 pm)

2) WSLWERE: 40°C

3) B (2)))ICkvFRLIZb o,

4) FRE: 0.8mL/min

5) FEAE: 20pL

6) WS BEXUSEERHE

ab) /oY TLyd—ik
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1) h3h: 5 ART BT LHEERES LIZBUKMERY AZ VL — R 27V 17 5 (N 4.6 mm, FEX 100
mm)

2) ASLFERE: 40°C

3) BEER: QK ICIVFERLZLO,

4) FE: 10mL/min

5) FAE: 20uL

6) BRERB/: BRSGEEHRNE

b) REMRDIERK
1) AR 20 UL % IC ITHEAL, EXUREE O/~ M7 A5kl B —VEfiz R 5,
2) FREHRAREEERORELERGEEOY — 7 HEEORERE R T D,
RRERROVERUL, FEFORIERHAT),

o) HMDAIE
1) PUEHAHE 20 pL % b) 1) LRIERITHERET 2,
2) E—ZEENOR BRIV A BREZSRD | SoAralk b o iR (C) 25 32,

& 3. WREINE, RSN+ EREBINE, FSAHEIE R T RICHEZ L T 18 % (H &y R)
~33.4 %(E &5 %) OEALT MY LERMUEEEE O CH 7 Ly — B CHRINEIGR R A1 T - 72
fE, 334 % (EEYHR) 10 % (EENH) ~134 %(EEHDF) L0 1.8 %(E R H) ~9.1 %(E &5y
) DI FEEL TOTML L TEH AL ERIL 100.8 %, 98.6 %~101.1 %M () 96.2 %~103.2 % THY,
)ALy —15TE 100.2 %, 96.4 %~97.2 %K% ) 93.3 %~101.4 % T 1=,

FEEE DT 728 | BRI | BRI B 1| BRI | 5 AHEIE & Ofan 3 K& VT H
Z 28 2 O AR FBR DR AT DU N C— Jel 5 BT 2 IV CHERTL . H RS BE OO TRE B %
BHUIRERER LITRT,

2B, ZORBIEO TR T IRIT 0.1 % (E &) FLE THho,

F1  HEEZ TOWHEZE AR AR O fEHT s 5
KERBR EE? s RSDD sim? RSDim”

W P i@ ) W (W) (%)
) \ T o B 5 9.93 0.01 0.1 0.03 0.3
YTk TR 5 6.13 0.03 0.5 0.07 1.1
N 5 4.86 0.01 0.2 0.08 1.7
STyt — BB+ 5 4.89 0.02 0.4 0.06 1.2
5 454 | 5 4.85 0.02 0.4 0.06 1.3
4 5 JUHERE 5 13.15 0.04 0.3 0.16 1.2
1) 280 TR Z S L 7= 305 H 2K 5) OH T e 2=
2) ¥ GRER B (T) X 073 %0 (2)) 6) IR A
3 HEH®E 7)  H AR R AR 22

4) DHTIR AR 22
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SEXH
1) SOFHE T, BEHER -, AHWiE: (42 7a~h7 77 (1O EICLD R MR ORIE, IS
W, 8, 50~60 (2015)

(5) REskZo7O—>—b PR OEFRRIEO 70— — kIR T,

[ hrkELo0g | d:k=fi7522 200 mL
< 7k 100 mL
PEIRA | ~rxForrs—5— 1050

i Ly B St D ILBAE L 2000 X g | 1057 fH]

|

| |

| 7R | 205, K

| 5!‘@ | BUKMEPTFEA 7L 7 L4 — (0.45 um)
| R |

| ?E'JITE | At rm~brso

RECEEH O3 FEERBRVE 77— — ]
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SE RBHURIK BRBEINEE R OETHR) D IC 7a~< T L5 RITTRT,

e cr

(A) FiEEINEE Lora~hr T A
(7 Lot —ik)

cr

(C) AT RDIa~r T
(7o —ik)

e cr

(B) WiFEIMEE LDra~<hr A
(BTt —ik)

cr

(D) RO/~ hr I A
(P Tyt —ik)

ZEK AL AF D IC Ira~<hT T
(B—7: 13k 14> (Cl))
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6.2.b THERER%

(1)

M=

ZORRIREITHE N . TSN TR ORI T i 5, ZORIRIED 441 Type E THY, Z
DFLH1E 6.2.b-2017 XiE Cl.b-1 95,

OB EREHT AR A N2 T A %l L, 0.1 mol/L RSRASMEHEIL CIEE (VERY) L, S W stk b ol
5 (Q) &k 5,

(2)
a)
b)
c)

RE AR OUKIE, &kickD,

K: JSK 0557 [IZHLET D A3 DK,

TEEE: JISK 8541 (ZHIE T D45k (HNO; 60 % (L £y 3R) ) UXFSED S DK,

0.1 mol/L F4EEERIAR Y : JISK 8550 (ZHIE T HANHASR 17 g 2 — A —2000 mL (2320 E0 ., 7k 1000
mL 212 T, & IR 5,

EE: JSK 8005 |(ZHLE T HE BT FIEUEY B DY) R 2% 600 °C+25 °C C 1 BEEINEAL . 5

d)

fr— A — TR LT, #9 15 g 20 RIS ED, ZOE &% 0.1 mg O£ TRIET 5, D EDKT
L, 27523 250 mL IS LA, BEfE TR INZ THIL T M 2y 35, 0.1 mol/L fiiik
SRR O B 42, M LT R A0E 10 mL 2 =4 75271200 mL (280, FEREE L Tra gy
T LR (5 91100 mL) #idii 2 Nz, 0.1 mol/L flFRERYAIE TR DB IR I 72D E T E T %, IRD
HZL-T 0.1 mol/L FEEERIEIR D7 77 4 —HH T 5,

0.1 mol/L fsFEERIRIE D7 7274 — (f)
=W, X (4/100) X (1/58.44) X (V1/V,) X (1000/V3) X (UC)
= (WX AlV3) X (4/58.44)

Wi BRI R A0 E & (g)

A: WAL NI AOREE (% (B &B5y=R))

Vo rHUTEHEAL T RID A oo 45 B (10 mL)

Vor AT NI LB 0O 7E %5 i (250 mL)

Va: TEICE LT 0.1 mol/L AlFESRIAIR D2 & (mL)
C: 0.1 mol/L fHERERVEIR D% E = (0.1 mol/L)

HOLEAYYL (5100 mL) V: JSK 8312 |[ZHETH/aLEEHYY L 5g 47K 100 mL 2T,

FEQ) RRBITHY BENIS U B AR D,

3)

a)
b)

BEARUEE HANOEET, kOEBVET S,
ITRF VI RE—F5—
pH R 5 AU A T, RS E=H 0T, pH 1~pH 11 O#iPHAZ M E T, pH 1 EkED

BERPRASNTODHD,

5% 1. pH BT UNIV BB E DA R T IRSN TS,
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(4) BERERME

(4.1) #il HhHIEX ROEEBVIT,

a) HrElER 1.00 g #1300 ED | ke =477 22 200 mL IZALD,

b) /K 100 mL ZNx., ~ 7 X F v I AR —F—% W TH 10 &R ES,
¢ A3 THMBL, EHRIRE T2,

(4.2) BIE WEZ, ROEBVIT,

a) REHAWK 25 mL Zh—/LE—H—200 mL (2&5,

b) pH B TERIKD pH s L, WEANMEOGA136ERE (1+10) THFIT 5,

o) FERELLT/uLEEAYY AR (5 ¢/100 mL) #2014, 0.1 mol/L fHFEERA IR CHIE DD R1B
272D FETHET 5,

d) ORI THHTEEHOMEFR (C) AH 5,

SIHTRRE R DM (% (E & 0F) )
=V, X CXfX (35.45) W, X (100/1000) X (Vs V)
=V, XX (35.45/25) I W,

Vi BRSO EICE L 0.1 mol/L FYERERIAIR D2 £ (mL)
C: 0.1 mol/L fffRERE#E D% &= (0.1 mol/L)

> 0.1 mol/L WIStk D=7 70 54—

Vs: (4.1)b) (Zd1THH T AEL 727Kk D& (100 mL)

Ve: (4.2)a) IZBWTREICHE L7 5UBRAIR D 53 Bt (25 mL)
Wy SpHraElOE & (g)

SEXMW
1) BEPIEFE: 5B UGTRHRIEE TS, p199~201, &AL, HA (1988)
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(5) HABREIO—I—b MBRINES P OERRRIEO7 00— — MRITRT,

| simstenoog | de=g7T2= 200 mL

— 7K 100 mL

| A |~/ ERFusRE—T— 10431
|

| il | s
|

T

P11 File i A R o SRR A 7 v —— (B ERAE)

| BRI |
|

| mm @smy | b—pe—n—200mL
|

| pHiEA | pHatER

—fiffig (1+10) (MM EDSE | ]
=7 LR LR (5 9/100 mL) £

0.1 mol/LfsFasR Ak

iz RIS 512125 £ C)

2 il A o SRR A 7 v —— (HE )
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63 REMER
63.a YL7—tHi&
1) ;=

ZORBRIEITIR B LB TIER LT BN VT e NG IR B EDOIRFBEMITHE A T2, 72720, MBI X
VR B4 K 2 RGO A WA & TN T H CER WA 15D, ZORBRIED /3 FEIT Type D THY,
Z DR 1T 6.3.a2017 it U-Naltdd,

KZEHTFEHIINA THItH L, L7 — B2k O —E &ITMZ TRFBET B0 DAT ATINK G
T %, KA T N DRI A N2 T2 T VL TOKRARRAEE T 5, DBEL=TE=T% 0.25
mol/L Wifg CHitE L . REIOMiIEE4 0.1 mol/L~0.2 mol/L K&t F R 2k T () i@ E L. BlgwL 7 —
BZE B N LT — B R R ZE R BR O B A IE L CodTalElh O JR FMEZEFE (U-N) 2R D, X,
LT T B =T RN CIEL . T =T A4 % 0.25 mol/L AR C () i E L . [RIARIC A E
Lot o R B2 TR (U-N) Z3Red D, 7285, ZORBIEOMEREIXEE 11 1R T,

(2) BE I ®kicks,

a) 0.1 mol/L~0.2 mol/L KERIEF R LBRD : /KK 30 mL 2RI =FLUJRICED IHILZAR35 IS K
8576 | ZHIE A /KER (LT MY 2K 35 g /b BT O TR L., BIeL T4~5 BMKE S5, =0 LiE
A% 5.5 mL~11 mL Z AR FAARITED, 7K 1000 mL 2012 5,

E5E: JSK 8005 ZHLE T AR &N M E O T INNiEEZ T > /r—4—HIZ 2 kPaLl T T 48 IRf[H]
HiE L TR LT £ 25 g ZOEH EICEY , ZOE &% 0.1 mg OHrE THIE T 5, D EDK T
L. 87522 250 mL IZBLAN, EETKEMZSY, 2O —EBE =477 2= 200 mL~300
mL (20, FERIEE L T e EF T — /L7 /L —HK (0.1 g/100 mL) #fE 2 0% . 0.1 mol/L~0.2 mol/L 7K
fe b RID DESHE TR DD RN D E T E T 5. IROFAUZE-T 0.1 mol/L~0.2 mol/L /KFE{t:
TR LR D7 77 5 —%FH T 5,

0.1 mol/L~0.2 mol/L /KE&(tF NI MR D 7 72 2 — (f1)
= (W1 X A4 X0.01/97.095) X (V1/V5) X (1000/V3) X (1/Cy)

Wi BEELT=TIRHREE O'E & (g)

A: TIRFREEOME (% (& &5=))

Vie BT T INRRERVAIR DO 45 5 (mL)

Vor TIRTREAAIR D & 45 5 (250 mL)

Va: fEEIZE L= 0.1 mol/L~0.2 mol/L /KE&(b TN AERIR O 45 & (mL)
C1: 0.1 mol/L~0.2 mol/L 7KEE{bF R AR D% E R EE (mol/L)

b) BRIERT R L JSK 8432 ITHLE T DRFESULFRIZED S B OFREE,
¢) TRER: JSK 8951 (THIE T HRFIK ST D S B DFREE,
d) 0.25mol/L BEEE D @ : FilEH 14 mL ZH 57 UH/K 100 mL 2 ANIZE —H—I2MAZ TRLIMERYE,
/KT 1000 mL &9°%,
EE: 0.25 mol/L it —E&®% =75 22 200 mL~300 mL {280, AF AL YR —AF L7 )—iRA
VSR E# AN Z., 0.1 mol/L~0.2 mol/L KL TN 7 LI TR D MK ikt D225 £ Tl E T 5,
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wD (1) 12X -7T0.25 mol/L Hifig 1 mL 12482445 0.1 mol/L~0.2 mol/L /KE&{t. 7 R 7 AR D5 B
BHT5, Xt IkOR(2)12E-T 0.25mol/L WifeD 7 772 —5EH T 5,

0.25 mol/L & 1 mL (2FH24 4% 0.1 mol/L~0.2 mol/L /KEE{t.F R LRI DO & (B)
— V4/V5 ..... (1)

0.25 mol/L #iEE D7 77 5 — (f>)
=(AXC X VAV (CyX2)  eeees (2)

Va: TEEICEL 0.1 mol/L~0.2 mol/L /KEE{.F N7 AERHR D45 5 (mL)
Ve: FEEIZHELTZ 0.25 mol/L Fiifg D7 & (mL)

C1: 0.1 mol/L~0.2 mol/L ZKEE{bF N7 AR D% E R EE (mol/L)

Cy: 0.25 mol/L itz D% E 2 (0.25 mol/L)

e) [F5MBR(40 g/L): JSK 8863 I[ZHIE T HIEOME 40 g A /KIZHEAL T 1000 mL &7 2,

f) OL7—E: VL7 —E 059 T/KFE 0259 5503 253k,

g) KERIEFPUHLBEG g/L) P JSK 8576 [THIE T H/KM LT MY A5 g A& /KIZH/L T 1000 mL &
5,

h) 18EE: JISK 8180 (THLE T DHeik SUXIFISE D S DRI,

i) FAEFE—INTIL—FEHE (0.1 g/100 mL): JSK 8842 [ZHHETH7nEFE—/L7/L—019g% JSK
8102 ([T ET HTH /—/1(95) 20 mL TIENL, KT 100mL £3°%,

i) AFILLYRiER& (0.1 g/100 mL) : JSK 8896 I[ZHIE T HAF/LLw R 0.1g% JSK 8102 IZHET H—X
/—/1(95)100 mL (ZiED~ T,

K) AFLUTIL—i&#& (0.1 100 mL) : JSK 8897 (ZHETHAFL L7 —019% ISK 8102 (ZHET
ZxH )—/1(95) 100 mL (ZIEHT,

D) AFILLYR—=AFLUTI—RBERRE: AT /WL oRENZ(0.1g/100 ML) 2 FEIZH L, AF LT —IR
2 (0.1g/100 ML) 1 HEEIMZ D,

m) FALHILY—)LT) =2k (0.5g/100 mL) : JSK 8840 T ETH 7 ubsL ) — N7 )—059%
JISK 8102 (ZHLE T HT4 /—/1(95) 100 mL [ Z¥ED T,

n) AFILLyR—TALILY—=IWT)—VREBE: AT VL REK (01 /100 mL) ([ZFED 7 nsrL
=7 ) — PRk (0.5 g/100 mL) &z 5,

FEQ) FHRAICHY MBS EA TR T D,
(2) JEEHIHTIE (1992 AERR) OFEMERREEIK 0.5 M (U2 Hithk) I\ kST %,
(3) 5mL~10mL
(4) HFEROANOHEEH AR CTRFRAIZIR TR AR LT D,

& 1. (2)a)® 0.1 mol/L~0.2 mol/L /KE&{L.F R AAEHRI a2 C. ISO/NEC 17025 %t)& 0.1 mol/L 7K
fR{b 7 R 2R T 0.2 mol/L KER{bF R D DR E -V VD ZEH TE D,
HE2. 2)d) ™ 0.25 mol/L WilglcH#iz T, ISO/NEC 17025 %) 0.25 mol/L Wit WA Z Lt TX S,
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fB&E 3. VL7 —BiL, T~ AR ROBERE AT IRESN TS, BB EICHRIEL TBW THIRERE LD
ERBHLOT, FEHANZ ISK 8731 ITHETDIRFEZH WO CRIBRICERL TEOIEM AR T D224t

i’%—g—éo

(3) BERUEE HBERKOEEIX, ROEEBHVETD,

a) WMHERE: ROEEGERVESH U~/ 2 F v/ 2F—F—

aa) [EIERIRYEEH: ©&77 22500 mL % 30~40 [z, /4y C E Fisf L CHEESEoNn550,
ab) YT RFVIRE—F5—

b) KESXKBEE

o) BBISRO: KARAHEEIHEFECTXLINE — VT TR INET TA=

d) KiB: 40 ‘C~45 CICHEIT&5H D,

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

a) ZoHTaE 5.00 g I &, 7T A3 500 mL IZ LD,

b) 7KHJ 400 mL A hN% ., 30~40 [=l#xs, 43 TR 30 4 HHRVIEE S,
o) HERETKEMZD,

d) A& 3FETAEL, KL 5,

£ 4. 4.1.1)a) OEAET, 9Frakkl 250 g #1300 e, 2B 7T A2 250 mL IZ AN THEW,
EE 5. (4.1.1) OEAEIT. 4.2.4.2 D (4.1.1.1) LRIEEOEIETH S,

(4.1.2) RIRFVIRI—S5—HRDIHGE

a) S HTElEE 1.00 g 21320 L0, ek =47 T 2= 200 mL IZ AL,

b) 7K 100 mL ZHx, =7 FF w7 AR —F—% W VTH) 10 s3I EiRE5,
¢) Ak 3FETAIML, kLT 2,

EE 6. (4.1.2) DEAEIL. 6.3.¢c D (4.1.1) L FIEEOEAETH D,

(4.2) IL7—EIZEBMAKDME KDL, IROLEIBVIT,
a) RO —EEU-NELT10mg Y4 ELL . N ELT 10 mg~100 mg A4 &) 27884 77 A= 300 mL
IZAND,
b) JKZENMZ T EZKI 50 mL &5,
¢) AFNLoREERR (0.1 ¢/100 mbL) HaiNZ SR O 03T VIR AUT R D E CRER LT RNID LK (5
o/L) XITHERR (1+200) 2125 ©,
d) KT ORBZE DR D=0 EOTL 7 —PE iz O ® %L T 40 °C~45°C D AR T
MR35,
e) L CGRENAIRET D,
) HHHKZERBRE LT, BIORE 7T 2% FIWT a) O EE I L O | RO MERBRISK AT 2,
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g) ULT—BZERBREL T, BIOEETTAaZHNTD) | d) K e) D#EREZFNEL @ 1O 223 BRI T
%,

7¥(6) pH5.6~pH5.8
(1) LT —BORMED—FZEE 10 1R T,
(8) UL T —ERALBOBEREICOWEA D EOK TV EET,
(9) FREHAMR O FRLL [Fl B O R A 53 BT 5,
(10) HEHAKOFHELRI FEOTL T —EEINZ 5,

(4.3) KB AT ROLBVITH, BARBYLZ8 R BAEIT, BE I T 2 KR KRR EE OB IEIC K
%

a) 0.25 mol/lL Fifieod—E &M EZm®Ic Ly AF AL YR —AFL o7 N —IR BRI 2, Z0%
A KRR SRS T 5, AT IEOREIRIL (40 glL) O—E B 222l AF Ly R =7
BLIVLY = V)= ARG TRWE T 2 N A 2D 287% KA R B S 8 s 95,

b) HEHAKD AT 7 T AU B~ 7 KT L 29~3 g & MA P | OB 7T A% KKK KR
AL T D,

¢) KEREFRE T TANIIEY | 78 7 T AN OEEIRZINEAL , 8 HEEE 5 mL/min~7 mL/min TR %17
Do

d) 120 mL~160 mL 23 HL7=bAE- % D D,

e) ZENOEIREBE LT KRR IR BB O 2D BOK TR, eiRE B HIREEDED,

) RORARBRESI A a) ~e) LARRICEEL TR MBRIA IR KO O/ R E 155,

h) ZERBRIEIZ a) ~e) LIARICHYEL TA2aBRIEIR 0 O iR %155,

iz

1) 5mL~20mL
(12) ZEIARRARRIEE O O H 0% 0.25 mol/L Atz SUXIEIEEIRHL (40 g/lL) ([CiRE5=F
7Z A= 200 mL~300 mL X iFE—7—200 mL~300 mL % f\ 5,
(13) MEIZSUT, D EOVIa—l1E Nz 5,

{B&E 7. (4.3)b) DEEIL. BENDO T E=T H AN LN E R ERiT 5,

(4.4) RE WEIL KOEBVITH,
(4.4.1) (4.3) T 0.25 mol/L HilitZ =456

a) B Hi% 0.1 mol/L~0.2 mol/L /KER{LT N AR CIRIE D S IRkt DI/ b ECRET 5.
b) ARORARBREIK L O kA a) ERERICEEL TRE 5.

o) ZERBRINIK I OB kA a) ERIBRICEREL CRE T 5.

d) KOXIESTHMRE PO R FEMZE S (UN) ZH 5,

SINTRE R D PR L ZE SR (U-N) (% (B &5r3K))
= (= (BXVe) — (V7= Vg—Vg)) X CiX fi X (V1o/ V1) X (1.4007/ W)
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B: 0.25mol/L fifif& 1 mL (ZFH24 9% 0.1 mol/L~0.2 mol/L /KE&fb TR AIRIE O 75 &

Ve: (4.3)a) 2BV TAZERITE 72 0.25 mol/L A% & (mL)

Vi (4.4.1)a) IZB W THEICE LT 0.1 mol/L~0.2 mol/L ZKEE{bF R AEIR D25 & (mL)
Ve: (4.4.1)b) IZBWTREIZE LT 0.1 mol/L~0.2 mol/L KEE{LTF R iR O 45 5 (mL)
Vo: (4.4.1) ¢) IZBWTHEIZE L7 0.1 mol/L~0.2 mol/L K&K 2R O 45 5 (mL)
Cy: 0.1 mol/L~0.2 mol/L 7KE&{bF R T LA O E = EE (mol/L)
Ji: 0.1 mol/L~0.2 mol/L /KEE{t. T FIY LGSR DT 77 #—

Vie: (4.1.1) &) IZB T DR D E 2 B (mL) XUE (4.1.2) b) (Z351F H7K DN & (mL)

Vu: (4.2) a) [IZB W TR RIS L 7 flh H ik oD 45 B (mL)

W (4.1.1)a) X% (4.1.2) a) IZFBI1T D040k O'E & (g)

(4.4.2) (4.3) TIIOMEVSHK (40 gIL) & W56
a) 4 Hii% 0.25 mol/L il TR D 3 WL IS/ 5 £ T E T 5,
b) RORERBRIAK LV O KA a) LRERICEAEL T E T %,
o) ZERBRIRIKE OB HikE a) LEBICEREL T ET 5,
d) ROKIZISTHOHTREF O RFEMEZESR (U-N) ZE T 5,

SIHTRREH R DR FE 2 (U-N) (% (B &)
= (V2= V13— V1) X CoX2X foX (V10/V12) X (14.007/W>) X (100/1000)
= (Vio—Vag—Vaa) X CoX foX (Vg V) X (2.80141 W)

Vig: (4.4.2)a) [IZBWTHEICE L7 0.25 mol/L AfifE o 25 & (mL)

Viz: (4.4.2)b) IZHB WV THEIZZE L 0.25 mol/L fiitlig D %5 & (mL)

Vig: (4.4.2) ) IZHBW TR EIZELTZ 0.25 mol/L fitfig D75 & (mL)

Cy: 0.25 mol/L it D% E 2 (0.25 mol/L)

for 0.25mol/L Fiifg D=7 727 5 —

Vio: (4.1.1) o) (BT DR O B2 (ML) X% (4.1.2) b) (2331 DK O AN E: (mL)
Vu: (4.2)a) [IZB W TR RIS AL 7 hh R oD 43 Bk (mL)

Wo: (4.1.1)a) XiE(4.1.2) a) IZ31F D5 Wl Bl o E & (g)

FE14) FRENPDITWVALAIZRS TR Z R ET D,

% 8. Wb~ VL& HNHZETIY, RIS RFEE I Bk 3 2 iBLIRFEDT=DITHE R R
VAR, R T IR E 1~2 &L MHEILIZBIET 5L L0,

&% 9. BEEEEELHOTQ)aEE. 2))REL O 4.4) D EBRIELFERT DL TED, #E
TaT T LR O TR TE ST A—H— DR EW NIZ 2 FOREL, T2 BB EEBE O L)
BRIER R LD,

#E 10. VL7 —EBORMNEL OV E RO —FIEZRITRT,

RFBEOEGH BEPHEE TELGE . (4.2)a) IZB T DR D 53 Bt o JRFE O B IT R AT I E S
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o,

R O 4 B th o JR O HEE & (mg)
= (D1/100) X WyX (V33! V1)

Dy: SrHTREHR O IR FE OHEE & (% (E &5 )

Vie: (4.1.1)¢) X3 (4.1.2) o) 121 DAt IR D E 25 (L)
Vu: (4.2) a) (2B TR R B LAl iR 0> 53 R (mlL)
Wy (4.1.1)a) i (4.1.2) a) IZBIT A0 al kO - & (g)

REOEGHBEDHEE TERWGAIX, REMEDOREFEUEZOEFFRE IR SRR BEOE
FREENOLT VBT HEER L OMWMBIEEREZ LW R EEZIRFEESE (UN) OEFEORK
BHTELTRED S, Z0WE . (4.1.1) T (4.1.1) OEAEZ D (4.2) a) IS T DR O 47 BLE H O R
FoRERITKRAICIVERSNS,

RO BT O R O FBAg R (mg)
= (D,/100) X (60.056/(14.007 X 2)) X Wy X (V14l V1o)
= (D,/100) X 2.1438 X Wy X (Vy1l V1o)

Dy ZHTak B D R FENEZE TR (U-N) O AR B (% (B 75 3) )
Vig:  (4.1.1) ¢) XiE (4.1.2) ¢) IZEB T Bl O B4 & (mL)
Vu: (4.2) a) [IZB W TR RIS AL L 7 flh ik oD 45 Bz (mL)
W (4.1.1)a) X% (4.1.2) a) IZFBI1T D040k OE & (g)

L7 —BIL105 g LL T TIRFE 0.25 g 5 RUCHET 500 | EHESITNAIEND, JRFE L mg D
IIRIIT LT — 8 2 mg FR L EE 72D, FHHR D43 B oD R 58 OHEE 8 I LR &A1) 43 mg (R
FMEFRELTK 20 mg) LL7-5G . VL7 —BI3K) 86 mg MELL72%, L7 —8 (J)ii 130 unit~150
unit) 0.2 g ZNNx =554 IRFEMZEFE (U-N) LT 10 mg~100 mg 8% &4 &4 D iR A K o) i
THIENTED,

7B IRFMEFRLLTH 20 mg 43 ERL 7B SEHE IR HO B IR O E 8 ((4.4.2) a) X3 (4.4.2)
a) ) LR RN LD O IR OW A ((4.4.2) a) X1 (4.4.2)a)) DZE, i EKEL T 0.2 mol/L 7K
BRAL TR DA T =350 14 mL FREE . 0.2 mol/L KER{L TR A A IO =340 7 mL 72
&, 0.25 mol/L itz % 235613 3mL fREE L HEES LD,

& 11. EEOBOTD ., Fil, ALRARE, Y7 F AT LT eREE R E R OBV LT VTR I TR
FAVEAIEES 1 ASUCIRFBEZRIL TR 72308 O CHNBIGRER A1 T 7o A5 5, 1.58 % (&
FER) ~39.96 % (Z B/ R) ORI~V TOIFH AL 2R 1L 98.7 %~103.7 % THh- 7=,

KB DR OT=8 | JRFE M OV UF AVERAEERE 1 8% FHWT, B 2282 TOREAEROFRERAEIC
DWNT—JCEE S TR IV TRRENTL . DM TREEE R OV R RS A R LT R A R LIRS,
ZORBRIEDE & TIRIZ, 0.4 % (H &5 BRETHD,
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#1  RFVEEFRDOH AL Z TORAEBRAAE DTS R

e FERBR pwE? s RSDY  sin?  RSDi”
W sl N 1) 3) 3) 0 3) 0
H % (T) (%) (%) (%) (%) (%)

IR & 5 43.17 0.36 0.8 0.43 1.0
UFAY LR IR 5 2.39 0.07 2.9 0.12 5.2
1) 25 0HMTREBRA I L7 5ER B %% 5 PHTHxHERE(R
2) F¥ME GRER B E(T) X O TakBR % (2)) 6) HE (R
3 HEH=R 7) T R R e A A 7

4) BHTIE R

SEXMW

1) BREPIEZ: 6 UGTERMEANE TS, p.56~59, #E H, H AT (1988)

2) FEEBOCC, MERAS, B RS, KRR, OHRGT, Adein: REFEEEFRHABE (VLT —BE)
DOHEREHA, By MEEREOWE — B R EOZ Y MR —, IEEHFZEHRE, 10, 195~207
(2017)

(5) REFEUEBRFEBRZIO——F OB ORBMEEFRHBRIEO 70— — M RITR T,

| HbatE 5009 | A&7 Tx= 500 mLicidnes
—7K:K93400 mL

| RO | R B (30~ 40[HE  4Y) . 3043
K (R E )

| 73;‘@ <l

| HhHi |

XK1-1 JREVEEZRBRE7o—— (MiE#EALD)

| itk 1009 | gt =752 200 ML ES
«—7Kk 100 mL

| A |~ ERFosRE—T— 1053

| %3l | A3t
|

| HhHi |

}1-2 JREVEEZRBRIE7o—2— (MiH#EA.L12)
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| i |
|

| pm(ER) | Iz s00mL

—K (fEEHH950 mLIZ /2 B ET)

—AF )L Lk (0.1 g/100 mL) ¥

I (1+200) X3k ER b7 R o Lk (5 glL)
(R T WHAR IR HET)

<UL T —E (GBI RFBZ 3 TR g 5 &)

| P | 40°C~45°C, 15
|

| Wit |
]

| SOEHAIK |
—fRf~r3ro 7 829~3 g

. =TI 2a N T —H— 200 mL~300 mL
0.25 mol/LFfifit— & & . AFLL vk —AF LT )L —IRATR

IR AR AL E W U
I EVFRIRIR (A0 g/L) \ AT VL wR —TabILy — )L 7 — R,
R el
[
| IR TR | BAHEEE : 5 mL/min~7 mL/min
[
| B | B2t 120 mL~160 mL

K (AN OB L PR TR R AL B DO F 3 2 BE)

0.1 mol/L~0.2 mol/L/K g7 ) w7 2R (IR DSK Fk 1275
e HET)  XiE
0.25 mol/LHfEE (IR 39 LA/ D ET)

X2 JRHBEMEZRRBRETO—2—h (UL T —BIZEDMK iR, 7588 K OVl E#AE)
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6.3.b BEKEEIOTNITSTE
(1) W=
ORI RN 35, ZORBRIED I Type B THY, ZDFE1d 6.3.0-2017 X1 U-N.b-1 &
SRR
SINTREHI AR EINZ TIRFEMHL , @EiEks e~ 57 (HPLC) IZE AL, §9IEEAA L AW T AT
SyBfEL . 5 190 nm CHIEL . TRl kEb R O JRFEMEZE SR (U-N) Z22RD D, ZOFEOVEREILESE 5 1”7,
ZOIFEICEST BTy MEZEF (B-N) DV 7o D7 IR #E (DA-N) |, 77 =0 %23 (Gd-N) . O
T =V IRFEMEZE FE (GU-N) ARIFHIHE CE 5 (f§F 4 ).

(2) RAFE AFELOKIL, KITED,

a) JK: JSK 0557 [ZHETH A3 DK, ,

b) YABEZKFEAUDIL: JSK 9007 (ZHET DR UTFZED HEDOLD,

¢) YAER: JSK 9005 |[ZHLET D Refh ILFREDME DL D,

d) REMERIZER(UN2mg/mL)Y: JSK873LICHET 2R 0429 g% VLI EILICED, ZDH &
% 0.1 mg OHTETHIE TS, D EOKEMZTENL, £2E7T7 A7 100 mL [ITBLA L, i ET/KEN
20

e) MEKARRKMEEFRIZER(U-N 200 pg/mL) : JRFEMEZEFIEAER (U-N 2mg/mL) 10 mL 22 &7 T A
2100mL (2 & D BERRETKRENINZ D,

f) REBAREMEREER(U-N 50 ng/mL~100 pg/mL) : JRFEMZEF R (U-N 200 pg/mL) 25
mL~50mL #2877 A=2100mL (2 &V | ERETKENZD,

g) RESAREMERIZELERZR(UN 1 pg/mL~50 pg/mL) : IR IC IR FE M4 FEAER (U-N 0.1
mg/mL) Z 1mL~50mL % 100 mL &7 7 A 2 ZEMERIC L U | ERE TKREMZ S,

FEQ) RRBITHY BEIIS U B AR D,

(3) WEARUEE HEKOEEIX, kOLEBIETD,
a) BERAEIOTRSST(HPLC): JSK 0124 [ZHIE TS HPLC TROE A= H 0,
1) AL NEE7.5mm, X100 mm D AT L AOD 717 LEITRIEE S um~10 um O FFERMEA 4 22 #i
RIEZFE TALTZH D,
2) ASLIKE: T LFREE% 30 °C~45°C THEITEHH O,
3) #ER: WO R AR TR 190 nm I THIE TELH O,
b) RITRFYIRE—F—
o) EEEIDSEE#: 8000X g~10000X g T LB Al E/AL D,

% 1. 77203 Asshipak ES-502C 7C D4 CHilREN TS,

(4) BERERME

(4.1) M X KOLBVITI,

(4.1.1) RS TARENH

a) HrEER 1.00 g #1300 ED | ke =477 22 200 mL IZALD,
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b) /K 100mL #hz, ~7 R F w7 AZ—F—% T 10 2y BEIRE 5,
o) BHEL, FELE 2w DIbEE @15 mL 12k 5,
d) 3E.027] 8000X g~10000X g THJ 5 4y filist D4y HEL 9 | LB A R EHATR ST 5,

F () PUENAR T ORFEMEESR (UN)RESRERD EIRZB22BTNRHIEGE1X, EBAIRD
—EREKTHRT D,
(3) AV v LSO IR OIS CHIE IR ALV O,
(4) [AHERY4E 7.2 cm~8.9 cm & UVElfiE$% 10000 rpm Tz L /) 8100 X g~10000 X g FRE L7225,

(4.1.2) HBRoWAREM

a) rHratEl 1.00 g #1320ED, 2R T T A3 100 mL IZAs,

b) 7KK 50 mL ZMZ T, IRVIEED,

¢ HEHETAREMA®, HkELLEE P 15mL 1I2k5,

d) %0 /) 8000 X g~10000X g THI 5 4y Ml Loy HEL @ R Az s BHsIE S 5,

F (5 REHAIE P OIRFNMEZESE (UN) RENREMRD LIRZERDBZNDHLH AT, ERLIEIK
D—EBZKTHRT D,

EE2. (4.1.1)c) ~d) XiF(4.1.2) ¢) ~d) DEAEITARZ T, BIAKEPTFER DA 7L 7 02— (FLEE 0.5
um L F) TAmL , ARAERERRREL THEV,

(4.2) BIE MIEZ, ASK 0124 K ORDEFRVITH, BARRIZRME BAEZ, HIE A Dm s ks a<k
777 DEAEFIEIZL D,
a) EERBREIOTNTSTDOREES: WESRGO—FIEZLTFIIRT, ZVESBIZLTRET S,
1) BASL: FHRIEAA L AHRBIE 7 2 (WA 7.5 mm, £ 100 mm, F7£E 5 um~10 um)
2) WSLWERE: 40°C
3) BEEED: LABE KFEHVTAB.92 g M UWARE0.12 g A KIZEHL T 1000 mL &35, HokME PTFE
WO TV T H— (FLEE 0.5 um LA F) TAIlT %,
4) FE: 0.6mL/min
5) FAE: 10uL
6) MRHHER: WO R, WIER K 190 nm

& 3. AEERIE. VAR —KkFE AV T2 19.6 g L OW AR 0.584 g & /KIZIAEDLT500mL L, WIEERTEL.,
A Z DO —E A 10 527 IR BUKYE PTFE DA 7L o7 L F— (L 0.5 um LA T) TAifE
L CRARLTH L,

b) BREHRDIEM
1) A ER AR 10 L % HPLC IZ AL, I E 190 nm O/~ 7T L& ik, B —7 @ &%a KD
50
2) B EMRAERERORFEES (U-N) BELIE 190 nm OB —7 & X0 B A 1B T2,
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o HMDAIE
1) ABHATR 10 uL % b) 1) ERBRIZHEAET 2,
2) E—UESDR BRI IRFEEFE (U-N) 2R | el O R FEMEETE (UN) 25 H T2,

{#5 4. ZORBRIETIIEV LY MEZES (B-N) | JREVEZEFHE (UN), 27U T INEEFE (DD-N) . 77
=V E SR (GA-N) KO 7 = /LR 2 A IR (GU-N) O [IRFHIIE 23 AT RE T D, £ DH A1,
5.10.a & 5 25O L,

7B BNVLT VT ERINTIRSE (UF) 28 A IEE O R FPEZE R (U-N) O34T HPLC 7 4
£LC Asahipak ES-502C 7C & W =356 JRFBEZE SR (U-N) DY —27 L UF H RO DMK 53 DY
— 7DV ST IRFBMEE SR (U-N) ORENRTER, 2084 HPLC 7 5% PRP-X200 124 % %
ZEZE o TR FEMEZE T (U-N) OB — 7 LM Sy OB — 7 03y BfESHL, UF 25 e A IRE R o JRFBE
225 (U-N) 20 C& 5, 72721, HPLC A7 81T PRP-X200 17 2 W= 354, IRFEMEZE S (U-N)
LE ULy MEZER (B-N) ZEE O [RIFFREIX TE20,

{#%& 5. HEOFHEOTD, TN AT ERHEG RFIE (LRAEEE, B A IR R & IEE K 0%
Bl 25 FHAE A AR RS 1 86104 B TR INEIGREBR 2 S5 L 7= A5 5L 6 % (B 54038) | 3 % (E &) KO}
0.6 % (E &%) OWRML /L TONYEEGERITZENZEI 98.3 %~102.9 %, 98.9 %~105.2 %K
92.3 %~99.9 % ThH 7=,

FEEE DR D728 | Bl & IR ALRNEE & DG == 8 A IR VT H 22 2 TORAERERD
FRBR A I C D W C— SRl E S WO AT A O TRRAT L, BRSOV TR EE A R LT SR AR 11
Y, o, RERIED Y PERERR O 760 O I [FIFRBR O i [ OIS AR 2 1”7,

2B, ZORBRIEO TR FIRIL 0.03%(E &%) RETHD,

#1  RFVEEFRDOHEE 2 TORAGTBRAAE DTS R

—_ }i?ﬁ%ﬁ@ﬁ; e s RSDY  sim?  RSDi”

EE ORI O R O (%) (%) (%)

B A A 5 6.24 0.03 0.5 0.05 0.8

(R 5 3.01 0.03 0.7 0.04 1.4

2 EE 2 A e R 5 0.315 0.003 0.9 0.005 0.9

1) 280 TR Z S5 L 7= 38R B 2K 5 OHMTHXHEER 2=

2) FEME G B (T) X O TaRE(2) 6) HRIEER

3) HEHE 7)  HR R S AR 22

4) BHTIE R 2=
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K2 JRFAMEEFRABRIED Z A MEHERR O 728 O I [FFBR A OREHT RS R

e g EymE? s RSD:” SR RSDR"
Aok s 1) 3) 3) 3)
= (%) (%) (%) (%) (%)
bR AL 8 0.296 0.011 3.6 0.012 4.1
bR ATER2 10 0.589 0.015 2.6 0.024 4.1
{EAAEEL3 10 3.08 0.04 1.1 0.06 2.0
(bR sE4 10 6.03 0.11 1.7 0.20 3.4
{EAATELS 10 46.5 0.6 1.4 1.3 2.8
1) fEHTIC R EBRE K 5) OHMTHXHEER 2=
2) VFHME (n =3RBREEEEH L (2)) 6) =M FBUEERE
3) HEHFE 7) AR EUAH R R R A

4) PHTIE R

SEXH
1) BEIEZ, KA, ARG SERE7a~hr 77 (HPLCO) IBIC LR P R FPEZER, e oL
Y MEEFREORE —H—RBRE O Y MRS —, IEEHITFEHE, 10, 72~85 (2017)
2) MAAKLI, AFHERE: EERIAsn~hsT7 (HPLC) IR DIERIF O R FMEER, oLy MEZESR
FOWRE —HFERBRAR —, LB, 10, 86~100 (2017)

(5) #AEEZO—I—F JERFORBUEEZRRIEO 70— — R RIRT,

[ #ratkE (i) 1.00g]  J64e = 487522 200 mL

< 7Kk 100 mL
| z%{w |~/ ERF A= — 1053
| it |
| @;u\lﬁ%& | b LR R 8000xg ~10000xg , 543 fH]
| *fw:zg«?z R
| 7 | wtkrn~rr57

M1 Rk oRAEMEFRHBRIEO 7 n——b (il #EE (4.1.1) K OWHIE)
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[ btk Gieh) 100 g] 47522 100 mL
— 7K # 50 mL

| R0 |
K (£ T)

| 530y e | St L PRI . 8000xg ~10000%g | 55311
[

| AR | kB
|

| 7 | wtkrn~rr57

M2 EEHR ORI ERBREOT n— s — b (IR (4.1.2) B OHE)

BF IRFMERORBERNIFEER O/~ T L RITTT,

(2)
i
|‘ (s)

‘ (3]

L l:d-:|

I L W S, A, N — — N R

Z2EX 1 BEHRMESIERER (4 10mg/lL) ® HPLC Z7u~< k7 J A
v—r4
(D RFEMEHE QUL oMEER QU TUITIRMES
A r7T=mmEwFR B) VT NVIRBEER
HPLC D& 51
7172 Asahipak ES-502C 7C (P& 7.5 mm, £ & 100 mm, H7£% 9 um)
Z DD ZAH 13 (4.2) a) HPLC JIE RO BIR D30
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BEX 2 FREMAIRFIEEFEAER (20 mg/L) K& OV LT VT ER I TR 3 IEEND
HPLC Z7ua~h/SA
v—r4
(D IRFEMEFE QUL yMEER
HPLC Ol & S
A7 2 PRP-X200(PNfE 4.1 mm, & 150 mm, ki£E 10 um)
Z DD ST (4.2) a) HPLC HIE S DB RDLEFY
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6.3.c p-DCAFITI/IANVATFTITEFRAENEE
(1) W=

ZORBRIEITIRFIEE R LG LIEEHSE A T2, 72720, A7 F T T eRFE A R FILEL, L L7V
TENI TR FEAE, AIRE R 15T I OVRF R IERH IR . ZOFRBRIED 53 H T Type D THY, £ DFL
513 6.3.c-2018 Xi¥ U-N.c-1 95,

SIHTRRBHI AR Z A TR BEHH L, PAF AT IR R T VF e RS LTE TS R A E2 WO TRIE
L. o#rakBh o R FEMEZEF (U-N) 23R D, ZOSFIEOMREIEE 3 1ORT,

(2) RAFE AIELOKIL, KITED,

a) 7K: JISK 0557 (ZHET 5 A3 DK,

b) REFREREY: ISK 8496 ([THET S p-UAF LTI/ R RATAFER 209 % JSK 8101 IZHETS
T4 /—/1(99.5)1000 mL T} JISK 8180 (2K 4~ A 100 mL (Z¥AN L — R fkiE$ 5@,

¢ REMERIZLERWUN2mgmL)Y: JSK873LICHET 2 R#E 0429942 O LHEILITEY, FDE &
% 0.1 mg OHTETHIET 2, D EOKEMZTIRNL, £2ETZ T A2 100 mL 1B LA L, EEfRETKEN
2%

d) FREMERIEER(U-N 200 pg/mL)Y: JRFMEZFEAER (U-N 2 mg/mL) 10 mL 243875 2= 100
mL 2 &V AERETKREMZ S,

FEQ) FARPITHY, LEISCIBERE D,
(2) BWEHUTANTRIFET D,

(3) MERUEE BELOEET KkOLBVETD,
a) SRRES: JISK 015 ITHE T,
b) RITRFYIRE—F—

(4) BERERME

(4.1) #l HhHIEX ROEEBVIT,

a) ZHTRER 1.00 g 2130 ED . =4 7722 200 mL IZ AL,

b) /K 100 mL ZNx, ~7 X F v I AR —F—% W TH 10 S ERES,
¢ #HE%, A IFETAHWL, AR ST,

EE 1. 4.1) OEEIL. 6.3.a D (4.1.2) LFEEEOEANETH S,
BE2. (4.1)c) DRENARNE AL TERBISENG AL AT, IEMR 05 g E AN AR 3FETHil
L. EONBRETEZLOERENRK ST 5,

(4.2) B HOIL KOEBVIT),
a) AWENA D —EE (U-NLLT05mg~5mg Y &) #LE77Aa50mL (285,
b) FEEGIEEK 20 mL ZA1Z ., FITHERRE CT/REZMZT21% . £ 30 43 T GE 32, -

(4.3) BAIFE WAEILX.ASK 0115 X OKRD EEVITH, BEARMZRIEBENL, BIEZHE AT 20 N EFH O #:
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YEFIEICLD,
a) ORXEHOBITESEHE HIEHORESEMLL. L T2 &L CRET 5,
MR . 450 nm

b) BREBROIEM
1) JRFBVEZEFIEAER (U-N 200 ug/mL) 25 mL~25 mL #4877 A2 50 mL {[Z B pEIc LD,
2) (4.2)b) LFEERDOHEAFEZAT>T U-N 0.5 mg/50 mL~5 mg/50 mL O i IR 38 1 % SRR MR L5,
3) BIOAEETIAZ 50 ML 22O\, 2) LRIBROEEEAT > T S 223k & 7%,
4) R 2RI A ot B & U O B P PR R ME 28 SR YRR O = 450 nm DOWROK E A JIIE 375,
5) REHR IR BRI O JRFMEZE TR (U-N) IR LWL L O S A 1ERL T 5,

c) FAMDAIE
1) (4.2)b) DIEHKIZHOUNT, b)4) LIRERDOEAEEIT > TR EZHITE T 5,
2) WEROOIRFEVEZRESE (U-N) BE2RD il o JRFEMEZESE (U-N) Z2E T 5,

&% 3. BEOFmOID  ALFAEEE FBSE AR AR M O RGEER 2 FI TR R GRS 2 5 i L 7=
KSR IRIEMEZESR (U-N) ELC 20 96 (BTRAY ) . 10 96 (L85 ) B R 3 % (B B4y ) DIRMIL -~ T
DR ERIFZEZE T 100.0 %~102.4 %, 100.5 %~102.0 %} Of 98.0 %~103.3 % Th -7z,

FEEEORHiDT=80 | JRIE, FEERL A ML B OMEAUEER 2 VT H 2482 TO RERBR OB BRI
DUWT— Bl BT A VTR L, HPRETREBE R O TR EE 2 R I Lo R AR 1ITR T,
pF, ZORBIEDE R TIRE 02 % (B &5H) Tho,

#1  RFVELEFRDOHEE 2 TORAEBRAAE DTS R

- KiEaE rwE? s RSD  sim”  RSDim”
vagd w 1) 3) 3) 3)
H$(T) (%) (%) (%) (%) (%)

PR 7 45.9 0.89 1.9 0.91 2.0
FRERLA et 7 7.45 0.16 2.1 0.20 2.7
bR ER: 7 1.12 0.02 2.2 0.03 2.9
1) 25 0MTRERE L 755k B 2% 5) PHTHEH R £
2) “FEIE GRER B E(T) X OHTER%E(2)) 6) HHIIE (R =
3) HaEm® 7) R RERE o AR A

4) BHTIE R 2

SEXMW
1) BREFIEZ: 6 UGTEREINE TS, p.60~62, #EH, H AT (1988)
2) HEEREE: ORI KD IEE R DIRFEMELEZEOWE, LB, 11, 54~62 (2018)
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(5) ABREIO—I—F EEPORFEFRRBRIEO7 00— — MRITRT,

[tk (B 100 g| = #4752 200 mL

< 7K 100 mL

A |~/ ERFosAE—T— 1053
|

|
| g
|
|

|

|

2 i
|

[
AUEHATR

1 B oRFEMEEFRRRE T v —— (B ERE)

| SORHA |
|
| mm(—ER) | amrIzasomL

<R EREATE 20 mL

Ik (R T)
| Hicii | 30531
[
| 7 | e A (450 nm)

X2 B ORBMEE AR 0= — (HE#RIE)

| SUEHAK |
|
| Bt | &®77za50mL

—IEEFHIAHE 20 mL

K (B ET)
| ficii | #3045
|
| I |/ eeRER (450 nm)

2 e oRFMEEFRRRET v —— (HE#RE)
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6.4 J7_OMER
6.4.2a mERHEIOTNITSTE
1) ;=

ORI IEENTE 35, ZORBRIEDSFEIL Type B THY, ZDFL 1% 6.4.82017 i% Gd-N.al &
SRR

IFTREHIAKRE A T 7 =V 2t L, SRk a~ 757 (HPLC) IZE AL | 558 PEA A A #i T
FLTHBEL, K 190 nm THRIEL., ATt o7 7 = %3 (Gd-N) 2Rk 5, ZD FFIEOVEREILE
6117,

ZOFIEIZEST, EVLyMEZEFE (B-N), PV 7P 7IRMEZE S (DA-N) | JREMZESE (UN) LT T =
IR FEMEZESE (GU-N) RIFFICHIE TE 5 (§E 5 21),

(2) BE HELROUKIL, &IZLD,

a) JK: JSK 0557 [ZIHET D A3 DK,

b) YABEZKFEAUDIL: JSK 9007 (ZHET D UTFZED HEDOLD,

¢) YABE: JSK 9005 IZHIET DRk UXFEDMEDHD,

d) F7=2CUMEBRIELER(GAN 2 mgmL)Y: 77 =V BiiEE [CHoNg H,S0, 120515 g 205
FEZED, ZOE &% 0.1 mg DHTETRIE T 5, D EDOKEMZTHENL, £BETZT7A2100 ML IZBELA
o, B ETKRENNA D,

) RESHAIT7-CUMBRIELER(GA-N 200 pg/mL)Y: 77 =V M2e # U (Gd-N 2 mg/mL)
10mL 22877 A2 100 mL 1280 B ETKREINZ D,

f) BREERI 7= o MERIZER (GI-N 50 pg/mL~100 pg/mL)Y: 77 = % FHEUER (Gd-N
200 ug/mL) 25 mL~50 mL %4875 A= 100 mL (280, A # £ TRENMZ 5,

g) REEBI 72O UMERELER(GA-N 1 pg/mL~50 pg/mL)Y: i T 7 = P2 i UE
% (Gd-N 100 pg/mL) 2 1 mL~50 mL % 100 mL 47T A= Z BRI | R E TR E N2 5,

E) FWEpGITHY, LEIG U AT D,
(2) ZT7=UURiERSRE LT 98 % (B 45 3R) LL EOHME ORI TS,

BE5 1. 77 =V MBRIEE L7 A DRDEHIEE N OB R L R ORI T RS T,

(3) BERUEE HEKOEEIX ROLEBHVETD,
a) BERAEIOTRSST(HPLC): JSK 0124 [ZHIE TS HPLC TROE A3 H 0,
1) A5L: NE75mm, EX100 mMmDOAT L AGHOD 77 ZEITRIEE S pm~10 um O F5FE A A4 22 #a
BIEZFETALIZLD,
2) ASLIKE: HT7LHEEE% 30 °C~45°C THEITEHL 0,
3) B WOOLERZRTE R 190 nm AL TRIE CE5H 0,
b) RTRFYIRE—F—
¢ EEGEIDSEES: 8000X g~10000X g Tt LB Al e/ D,

% 2. 17 240% Asshipak ES-502C 7C DA F TS TS,

530



kR % (2019)

(4) ERBRIRME

(4.1) #il HhHIEX ROEEBVIT,

(4.1.1) RS TARENH

a) ZHTEEl 1.00 g 2130 ED, ke = A7 723 200 mL IZAILD,

b) /K100 mL ZMx, v7 FXF v I AL —F7—% TR 10 3 I EIRE D,

o) B, EEAE S & kE DB D15 mL 12k,

d) jE.07) 8000X g~10000 X g THJ 5 4y flis D AyBEL © . Bl s BHAT ST 5,

F Q) BT = MR (GAN) IREE AR &R O FRAEZ 58 ZNNHL5 51X, L
FIRD—TE B /K THIRT 5,
(4) ARV ae’L RSO e DI EE TRIE IS ALV D0,
(5) [Al#5148 7.2 cm~8.9 cm & ONEl#5%% 10000 rpm G s /) 8100X g~10000X g FfE L7eD,

(4.1.2) BRHSWAREH

a) ZHTEEl 1.00 g 21300 27T A= 100 mL (2 AL,

b) /KK 50mL 2Nz TO IEVIRES,

) HEMRETAKEIA, HkE LIS P15 mL 12k,

d) jE.027) 8000X g~10000X g THJ 5 4y ilis D AyBEL © . B A s BHAT ST 5,

F (6) BRI T OZ T =V ME%ESE (GA-N) IRES &R O LIREBA 58NN HL5 A1, EAL
TV RO — TE B2 /K THRT 2,

fEZ3. 4.1.1)c) ~d) XiF(4.1.2) ¢) ~d) DEAEITARZ T, BAMEPTFERID A T L7 402 — (FLE2 0.5
um L) TAHIEL, AREFEHRIREL THEU,

(4.2) BIE HEZ, ISK 0124 K RO EFVITH, BARRIZREERLET, E AT 2@l k7 e~k
777 DEAETIEIZL D,
a) EERBRAIOTNTSTDORIRES: WEFRMGO—BIZLLTFIIRT, ZVEBZIZLTRIET D,
1) BTL: F9EVEAA L AHRIE 7 2 (AR 7.5 mm, & 100 mm, Fi£E 5 um~10 um)
2) HSLFERE: 40°C
3) BEEED: LABE KFEHVTAB.92 g M UWARE0.12 g A KICEHL T 1000 mL &35, HokME PTFE
RIDA TV T 4N — (FLE 05 um LU T) TAilT 5,
4) FRE: 0.6mL/min
5) FEAE: 10pL
6) HRHIF: VORI, WIEKKE 190 nm

& 4. BRI, 0 ABR T IOKFED Y 7 A 19.6 g L VY AR 0584 g A KIZEELTB00mL & L, %
EARAE L, BRI EO—E &% 10 f5IZAR L, KM PTFE DA 7L 7415 — (FL4% 0.5 um
LITF) TAHBLTHRBLThI,
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b) REHDIER
1) At AR 10 uL 2 HPLC IZ7EAL, K 190 nm O/~ T 05kl B —7 @ Sa kD
50
2) BMEMRHEEROY 7T =V %5 (GA-N) LM K 190 nm O — 7 @S EO MR &R E B T 5,

c) HEHBDRAE
1) ABHATR 10 uL % b) 1) ERIBRIZHEAET 2,
2) E—U@ESnbEMIN ST =V MR (GA-N) &4 KD ik 077 =2 UM% 3 (Gd-N) %
FHT5,

&% 5. CoRBRIETIIE YL MEEH (B-N) . REMEEHR (UN), D7 V7 INEZER (DDN) , 77
=VUME R (GA-N) KO = /L R F a8 BRI (GU-N) O [RIIRHHIE S FTRE Ch D, £ DH A1,
510.a & 5 25 WOZ L,

&% 6. FLEDOFHLDTZD, 77 =/VIRFNEHRTRRECEE 1 8004 FH O TS INENI ERER 2 FE i L 75 2R
3.71 %(E Ry 3) | 1.85 % (& 3#) K 0.371 % (E By 3H) ORIV~ TOEERIRITZNZ
AU 91.2 %, 94.0 %% O 100.0 % CTh o7,

FEEDOFHM DT, 77 =NV IRFEIEEE VT H 228 2 TOKEFBRO R AR I DV C— il i
ST R N THRENTL . RSB R MM TR EE 2 R LR R A R L IR, o, Bk 241k
HERRODT=3 DT REROD AR e ORHT s % 2 2 1R T,

2B ZORBRIEDE & THRIE 0.02 % (E &5 H) IE ThoH,

K1 IT=U MRERO A &2 TORAERBR A OB R

e ERR Ry si RSD.” sim? RSDim”
Aok 5 1 3) 3) 0 3) 0
H % (T) (%) (%) (%) (%) (%)
TT = VR FEAOE 5 1.81 0.01 0.8 0.04 2.0
1) 25 0H TR A F4hE L 7= 55k H 2% 5 PHTHRHERE R
2) EHE GRER B 20(T) <X OHMTERE(2) 6) R
3) HEHE 7) AR e U

4) PHTEE R 2=
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K2 J7 =V MREEFERERE D 2 VERERE 0T 8 DL [FIFRER BT ORI G R

e g EymE? s RSD:” SR RSDR"
Aok s 1) 3) 3) 3)
EE (%) (%) (%) (%) (%)
bR AR 12 491 0.18 3.7 0.29 5.8
{ERAEAR2 12 3.94 0.16 4.2 0.27 6.8
{LRSCAEEL3 11 3.03 0.06 2.0 0.12 4.0
bR e L4 11 2.05 0.05 2.6 0.09 4.2
7T =)V R A 11 5.13 0.21 4.0 0.19 3.6
1) RTINS E R 5) O TSR MEfR 2=
2) SEEIfE (n =3B = Hoal kL (2)) 6) =W BT VE R A2
3) HEHFE 7) =[BRS (R 2

4) GHTIE AR 22

SEXH

1) BEIEZ, KA, ARG SERE7a~hr 77 (HPLCO) IBIC LR P R FPEZER, e oL
Y MEEFREORE —H—RBRE O Y MRS —, IEEHITFEHE, 10, 72~85 (2017)

2) MAAKLI, AFHERE: EERIAsn~hsT7 (HPLC) IR DIERIF O R FMEER, oLy MEZESR
FOWRE —HFERBRAR —, LB, 10, 86~100 (2017)

(5) REEZO——F JERHROT 7= MEERBREO T — L — N EIRITTR T,

[ #ratkl (i) 1.00g]  J64e =475 2= 200 mL

< 7Kk 100 mL
| z%{w |~ ERF A= — 1053
| it |
| @;u\lﬁ%& | b LR R 8000xg ~10000xg , 543 fH]
| *fw:zg«?z EEEAT
| 7 | wtkrn~rr57

M1 JEptthos 7 =v s ERRBIEOT n—— (MH#ERE (4.1.0) L OHE)
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X2 JERIROZST=00 %

[ btk Gieh) 100 g] 47522 100 mL
— 7Kk £ 50mL

| R0 |

— K(EHET)

| D5y
[
| SRR | b
|
| e | kot

i[zk

‘ (3]

L, i e

[T = T

2E X
v —74
(1) RFEMZEE QrbvUuLyMEESR
Q) TT=U MeER (BT T=/VREBEMESE
HPLC Ol 7E 51t

| St L UL | 8000xg ~10000xg . 55311

BE V7=V MEROBEHRMIEER O/ 0~ T LERITRT,

(3

=

4

148

RV T VTINEER

kR % (2019)

HAlRikO7 o — —h (M #E (4.1.2) L OHIE)

T B AR R A FEYER (4% 10 mg/L) D HPLC 71~

H17 2 Asahipak ES-502C 7C (PN 7.5 mm, £ & 100 mm, Kifg 9 pm)
DM DT (4.2) a) HPLC I E SO BIR D EFY
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6.5 RIRERAIBEER OKICETIER)
6.5.a WRERE
1) ;=

ZORBIEIAN LT VTR IR F LN A 5, ZOREBRIED /3 H1E Type A (Def-M) THY, £D
R0 6.5.22017 X Buf(C)-N.al 9%,

0 AR IR (PR ARETIR) 22 0 el BHI N R Tl U, AieBESR (1) FoKFn# | il K iR ) o L&A
A A — VAL TCRITALER L C R FT IR 22 B 5 T B = AAF AT, AKEE (b T N DR IR A N 2. Tk
KRR T D, ST 7 B =7% 0.25 mol/L s CHifE L . REIOHERE% 0.1 mol/L~0.2 mol/L /K7
NI BEEHRC (FPORD) T B Ly S0 Bk R O 1 R B AT e 28 38 ORKICESIT 25 38) 25Red D, U, 4rBfEL Tz
T UER=T HIEIBIRILCHEL, 7o E=U L4 0% 025 mol/L FilE < (hFn) e L., o alk P oz
BT T IR T2 28 OKICIIT B %) 2R 5,

(2) BE BT Kkicks,

a) 0.1 mol/L~0.2 mol/L JKEE{LFFUILBED : /KK 30 mL ZRYTF L UARICED, HAILZ35 ASK
8576 \Z I+ A/KER (LT MY 2K 35 g /b BT O TR L., BIL T4~5 BMKRE S5, =0 LiE
A% 5.5 mL~11 mL Z AR FAARITED, 7K 1000 mL 2012 5,

E5E: JIS K 8005 [ZHIE T AR & M E O T INWiEEL T /r—4—HIZ 2 kPaLL T THJ 48 Ikf
MR L CREEL 72, 9 25 g A OO RIS, ZDOE &% 0.1 mg OHTETHIE T 5, D EmOKTH
L, RETIA= 250 mL (B LA, ERETKENZLY, ZoiE—ERE = A 77A3 200 mL~
300 mL &Y FEREKEL T BT E—/L 7 L —EK (0.1 g/100 mL) %44 N %, 0.1 mol/L~0.2 mol/L
IKEEAL T NI DS TSR D DRI D E TR E T D, IROFUTL-T 0.1 mol/L~0.2 mol/L /K
b F NI LDER O 7 775 —2E T 5,

0.1 mol/L~0.2 mol/L /KE&{tF NI MR D 7 72 4 — (f1)
= (W1 X A4 X0.01/97.095) X (V1/V5) X (1000/V3) X (1/Cy)

Wi BEERLT=TIRHREE DS & (g)

A: TIRHREEOME (% (E &%)

Vie BT T INRRERVA IR O 45 5 (mL)

Vor 7 INHREEA IR O E 45 & (250 mL)

Va: EIZE L= 0.1 mol/L~0.2 mol/L /KE&(b TN AERIR O 45 & (mL)
Cy: 0.1 mol/L~0.2 mol/L /KE&(L TR D AR O E 12 (mol/L)

b) TREE: JISK 8951 |[ZHIE T DHpfk XILFSED ME DRI,
¢) 0.25 mol/L BB @ : ik 14 mL 2552 Ub/k 100 mL Z A2 —h—ITZ TELIMERYE,
/KT 1000 mL £9°%,

BE: 0.25mol/L fifg—E&®%4 = 75223 200ML~300 mL (Z&0, AF ALy R —AF LT —iRE
VIR A2 N Z. 0.1 mol/L~0.2 mol/L /KE&(E TN A TR D AR ik (D222 b £ Tl E T 5,
WD (1) 1ZL->7T0.25 mol/L fiieli 1 mL (24624572 0.1 mol/L~0.2 mol/L /KEE{L T RN SRR D45 &
BHT5, Xid, oX(2)12k-T 0.25 mol/L gD~ 774 —%&F %,
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0.25 mol/L ffiE 1 mL (ZFH2% 3% 0.1 mol/L~0.2 mol/L Kt T N AEIK D F & (B)
— V4/V5 ..... (1)

0.25 mol/L B2 D7 77 5 — (f>)
=(AXC X VAV (CyX2) eeees (2)

Va: JEEIZE LT 0.1 mol/L~0.2 mol/L KE(b TN w AERIR O 45 & (mL)
Ve: FEEIZHELTZ 0.25 mol/L Fiifg D7 & (mL)

C1: 0.1 mol/L~0.2 mol/L 7KEEbF N AERIE D% EHEE (mol/L)

Cy: 0.25 mol/L it D% E 2 (0.25 mol/L)

d) [F5EEBR (40 g/L): JSK 8863 IZHIETHIFTHME 40 g Z/KIZEANL T 1000 mL &35,

e) JKERIEF R LIRK (200 g/L~500 g/L) P : JSK 8576 (ZHIE T 5 /KME{tF Rz 2 100 g~250 g & 7K
LT B00mL &5,

f) JOEFE—ILTIL—FHK(0.1 /100 mL): JSK 8842 [T ETH 7T nEFE—/L7/L—0.19% JSK
8102 I[ZHET D= H /—/1(95) 20 mL TIAED L, /KT 100 mL £9°5,

g) AFILLYRBE® (0.1 2100 mL) : JSK 8896 [ZHIE T HAF VLR 019g% ISK 8102 I[ZHIET H—H
/—/1(95) 100 mL (Z¥ADNT,

h) A*FLUTIL—Fi#K (0.1 2100 mL): JSK 8897 | ETHAFL 7 /L—0.19g% JSK 8102 (&9
ZxH )—/1(95) 100 mL (ZIEHT,

i) AFILLYF—AFLUTIL—REB/K: AT VL oRER (0.1 g/100 mL)2 FEIZHL, AFL T L—
¥R (0.1 9/100 mL) 1 F A2 5,

i) FaLoLy—ILT)—2%ik (0.5 g/100 mL) : JSK 8840 ICHE T 57 /LY — L) — 059 %
JSK 8102 |ZHlE T B4 /— 1 (95) 100 mL (ZEH T,

k) AFILLYR=TALILI—IWT)—VRBERK: AT VL yRERK (0.1 g/100 mL) IZ[F&DO 7 rnlLrL
=7 — PRk (0.5 g/100 mL) Nz 5,

D YABRRIEE®: JSK 9007 ([ZHUETDVAME _IKFEHIT L 3.63 g KNS K 9020 (ZHLET 20 AUmEK
# RV 5689 &7k 1000 mL (ZHET O, M ICEL T, IRZF) 25 °C ICHRTE 5 (N HEEIR)

FEQ) FRBICHY, MBS EE TR TS,
(2) AEEFIHTIE (1992 FERR) DOFEAERREEIR 0.5 M (U2 Bithe) SR\ XS 7%,
(3) 5mL~10mL
(4) HFEROANOHEEH AR CTKFRAIZIR TR AR LT D,
(5) pH 7.04pH 0.2

& 1. (2)a)® 0.1 mol/L~0.2 mol/L /KE&{b.F R AAEHRI a2 C. ISO/NEC 17025 %t)& 0.1 mol/L 7K

fefl 7 R AP X 0E 0.2 mol/L Kb N o AEEi A WA Z 8B TE D,
#E 2. (2)¢c)? 0.25mol/L WilEIZH#iz T, ISO/EC 17025 5t~ 0.25 mol/L Witz FWAZ &t TES,
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(3) W|ARUEE HEROEET kOLBIETD,

a) [EGIRYBEEHE: £E7722250mL % 30~40 [mlfiE,/ 43 T E FiEf L CREzSEHh5h0,
b) KEK[EBEE

¢) SMRIFRI: KARRAREEIEFE CEL TN — LT T A=

(4) ERERIRME

(4.1) #E HHHIE ROLEBVITI,

a) SHTRtEN©1.00 g 213y, £ETFA= 250 mL IZAND,

b) YABEHRERKE 200 mL Z /1%, 30~40 [Alfiz,/ 4y T 30 4y EIIRVIE D,
o) HEMETKEMZD,

d) A IFETAHML, MhHiRET 5,

F(6) AT HEEHIMES 3 12X D,

&% 3. HBHZX 850 um D55\ A @il T 5% T, kbR a ek, LA W TELIEL,
EE 4. NKDEDOBZND 2T EIOS A 1E, VAR TREAWTHL,
EE 5. (4.1)b) ~d) DEAEICBITHEIRDIREIL 26 °C LA T &35,

(4.2) TILE—IRME R ROLBVIT,

a) REHRIE D — & & (HRER ATAMEZE R L LT 05 g Y LU ) 240 fiF 7 A2 300 mL I A5,

b) JSK 8962 (ZHIE T DS (1) FAFY V0.1 g Z I A, FITHIEE 5 mL Z01%2 TIRVIEE, 2 120
B ORI ST D,

o) stk ASK 8962 [ZHE T HREE VY A 1.g ZNx ., IEAL Torfitd 5,

d) T 30 4 HIET D,

e) MntE . IREDK 30 mL 12725 ETIRVIE R 720K E M A, AL CTHfRiRE 3%,

FE 7)) MEIDSUTHRICT S,

(4.3) 7B ZARIT. ROLBVITY, BARRZZER BRI, BB I3 2K R KRS E O BIE T IEIC K
%,

a) 0.25 mol/L i —E RO %2ZamOLY AF Ny R —AF L 7 L — IR AR 2N 2, 0% %
Z KRR OB 9%, UL I FOBETATR (40 g/L) D—E RO &2ZB/ONL) AF Ly R —T rk
IV =T ARBVRIREGR A N A, 2O tak KRR R 35,

b) JKER(LTF NI AP (200 g/L~500 g/L) i O & R IN X 2O T T AR KRR R
DR T 2,

¢) KREKEAKETITAIIRY | K7 7 ANOERZINEL , 88 HHEE 5 mL/min~7 mL/min Tz 41T
Do

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

e) ZanNOVEIREBEL TR R AR RIEE Oy b BOKTH, TREE HIREGDED,
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(8 5mL~20mL
(9) =PRI AKRARLARRGLEE OB D H 1% 0.25 mol/L File SUTIESBERIAIE (40 g/L) (25 =47
F 221 200 mL~300 mL (It —7%—200 mL~300 mL Z %,
(10) IRIRASRT VAV T DI+ 070, HRNET D,

(4.4) RE WEIL, KOELBVITI,

(4.4.1) (4.3) T 0.25 mol/L HilitZ =56

a) i 0.1 mol/L~0.2 mol/L /KER(L TN WESIE TR D AN KAk 0 D725 £ T ET 5,
b) KOXIZL o THNTEE ORI FIEEE R LRI T 5,

SIHTRUB R DI RRENR AT E R (B (E &)
= (BXVg—V7) X CyXf1 X (VglVg) X (14.007/W,) X (100/1000)
= (BX Vg—V7) X C1X fi X (Vg Vg) X (1.4007/W>)

B: 0.25mol/L #iif# 1 mL (2424 9°% 0.1 mol/L~0.2 mol/L 7KE&{bF R AR DR 5
Ve: (4.2)a) IZBWTRZERITEST- 0.25 mol/L FfifE o 25 & (mL)

Voo fEICE LT 0.1 mol/L~0.2 mol/L /KE&bT R AIRHE O Z5 & (mL)

Cy: 0.1 mol/L~0.2 mol/L /KE&{bF R ARk D% E I FE (mol /L)
Ji: 0.1 mol/L~0.2 mol/L /KE{t. T FIY LGSR DT 77 F—

Ve: (4.1) ¢) IZ331F DAl IR 0> 7 25 B (mL)

Vor (4.2)a) IZIBWNTH A — Vo3 R B L7 il ik oD 43 i (mL)

Wo: SyHTakklo 8 & (g)

(4.4.2) (4.3) TIIOWEEEWR (40 g/L) 2 V=355
a) % 0.25 mol/L Bl TR O AN T VALt M2 B £ T E T 5,
b) RORUZL S THHREF OMAEE K ATAEE R LR T2,
SINTRREEH OIAE BN TR L2 5 (% (B &5y 3))
= V10X CaX 2X foX (W1l V12) X (14.007/W,) X (100/1000)
=VigX CoXfoX (Vual Vi) X (2.8014/W,)

Vio: THEIZELT= 0.25 mol/L g D %5 & (mL)

Cy: 0.25 mol/L Fit g D% E 2 (0.25 mol/L)
Sfor 025 mol/L fiile D~ 727 54—

Vi: (4.1 ) ICBT DR O E 4 & (mL)

Vi (4.2)a) IZBWTHVE — Vo i U7 fil i oD 45 i (mL)
Wo: SyHTaklo 8 & (g)

FEMD) FEPDITULAIZ o Te R A& R & T D,
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fB%E 6. HENHTHEZMNNTQ))RE. 2) ) REK VN (4.4) Ol ERIELEM T DN TESD, L
7T B J O RHE ST A= F— DR EW NN FF DR gl 92 B 8 E 3L E O AR L O
BETIRICE D,

BE
1) BEFIEFS: B UGTRHMRILE I HTiE, p.67~68, ZE A, HAT (1988)

(5) AEEEAEMERFREZIO—S—F SALATLTERIN TR ENE R O SRR v a2 231,
BRiED 70— — R RIS,

| btk 1.00g 4R 522 250 MU0 LS
) AR50 mL

| s 1R 4R TR (30~ 40[mlHiz / 43) | LI
K (R E )
| %ifh S i
[
| i |
B1 ALLT LT ER N T R S OB SR AT VA R B T — L — b
(iR 1E)
| i |
[
[ pmER) | smrozas0mL

—HilEeR (1) HokFid 0.1 g
—filz 5 mL

| e | #xic
[
| Had |
AL Lg
| I | oyfss. 305y A
[
| Hahy |
—K (EEPHI30 MLIZ/2HET)
| B |
[
| IR |

X2 AT VT EN IR I AR O A R M nT v 2 38 iRiE 71— —h
(o2 — v Gy FRARAE)
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Sy PR |
—IKIALF U 2 (200 g/L~500 g/L)

. ST 2a N T —H— 200 mL~300 mL
0.25 mol/LFifis—E & AFLL vk —AF L7 )L —IRATR

KRR g U
I EVFRIRIR (A0 g/L) \ AT VL wR —TabILy — )L 7 — R
R ie e
[
| KRR | ® i 5 mL/min~7 mL/min
[
| L | HiiE 120 mL~160 mL

—IK (AN OB E PR TR R AL B DOE 3 2 W)

0.1 mol/L~0.2 mol/L/K gl ) w7 ZERIR (IR DSK Ak 1275
e HFET) XX
0.25 mol/Lfifig (IR A3 LA/ HE T)

43 AVLT VT ENINLIR ALK o O R i vl i % R akiRis 7 m— —h
(R K O E B 1E)
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6.6 BRERAIAMER BKICBEHTIER)
6.6.a BRERE
1) ;=

ZORBRIEIIATF O — VR B EAIEEHIE A5, Z0ORBRIED S EIL TypeA (Def-M) THY , D8 51
6.6.8-2017 X% Buf(H)-N.a1 &9°%,

B /T R (BARTEIR) 2 0 ATl BH N 2 CEMR R iR nI IS PE S RATRIEL . RIEMR A RIEE I DY b
OV RSR (11) HAFIY) & ORERZ N %, 7 V2 — NAE CRILERL CAEBIR AR IE R RET V=T AAF
AL KB T NID DR A IR TR REE T D, L7277 E=7% 0.25 mol/L fil CHifEL | 4F
OFfifE% 0.1 mol/L~0.2 mol/L KEE(LF R AT (FFFD) E L, oMl i O BVREIR A IA =R
KD, L, TEELTE T =T HIOIMBIAIR CHITEL, 7B =0 LA % 0.25 mol/L filis < (HFFn) i &
L. AT ak B O BRI AP E a2 RKD D, Bl 4.1 (ICEORIEL7ZEFE A2 E (T-N) D OEVEEF IR AR
P FE LG & BVEENR ATAMEER EUKIRH T 5% R) 2H T2,

(2) BE I ®Ricks,

a) 0.1 mol/L~0.2 mol/L KERILFFUILBED : KK 30 mL ZRYTFLUAHRIZEY, HHEILZS ASK
8576 | ZHIE A /KER (LT MY 2K 35 g /b BT O TR L., BIeL T4~5 BMKE S5, =0 LiE
A% 5.5 mL~11 mL Z AR FAARITED, 7K 1000 mL 2012 5,

E5E: JIS K 8005 IZHIE T AR & M E O T INNiiELZ T /r—4—HIZ 2 kPaLL T THJ 48 Ikf
MR L CREEL 72, 9 25 g A OO RIS, ZDOE &% 0.1 mg OHTETHIE T 5, D RO K TH
L, RETIA= 250 mL (B LA, ERETKENZLY, ZOiE—ER&E = A 77A3 200 mL~
300 ML IZ&Y | FERFEEL T BETFE—/L 7 /L—3HK (0.1 ¢/200 mL) £ 201 %, 0.1 mol/L~0.2 mol/L
IKEEAE T R DS TSR D DRI D E T E T %D, IROFUTL-T 0.1 mol/L~0.2 mol/L /K
b F NI DR D7 775 —2E T 5,

0.1 mol/L~0.2 mol/L /KE&(tF NI ZEHRD 7 72 2 — (f1)
= (W1 X A4 X0.01/97.095) X (V1/V5) X (1000/V3) X (1/Cy)

Wi BEELT=TIRHREE O'E & (g)

A: TIRFREEOME (% (& &5=))

Vie BT T INRRERVAIR DO 45 5 (mL)

Vor TIRTREAAIR D & 45 5 (250 mL)

Va: fEEIZE L= 0.1 mol/L~0.2 mol/L /KE&(b TN AERIR O 45 & (mL)
C1: 0.1 mol/L~0.2 mol/L 7KEE{bF R AR D% E R EE (mol/L)

b) TREE: JISK 8951 |[ZHIE T DHpfk XILFSED ME DRI,
¢) 0.25 mol/L BB @ : Wik 14 mL 2552 Ub/k 100 mL Z A2 —H—ITZ TRLIMERYE,
/KT 1000 mL £9°%,
BE: 0.25mol/L fifit— & &P % =475 23 200 mL~300 mL (2&0), AF L YR —AF LT L —RE
VSR E# AN Z., 0.1 mol/L~0.2 mol/L KL TN 7 LI CIRIR D AN Kkt D225 £ Tl E T 5,
WD (1) 1ZL->7T0.25 mol/L Hieli 1 mL (24824572 0.1 mol/L~0.2 mol/L /KER{b T RN SRR D45 &
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BHT5, Xt kO (2 12E-T 0.25mol/L iifeD 7 772 —5EH T 5,

0.25 mol/L & 1 mL (2FH24 3% 0.1 mol/L~0.2 mol/L /KEE{t.F R LEIK D & (B)
— V4/V5 ..... (1)

0.25 mol/L #iEE D7 77 5 — (f>)
=(AXC X VAV (CyX2)  eeees (2)

Va: TEEICEL 0.1 mol/L~0.2 mol/L /KEE{b.F N7 AERHR D45 5 (mL)
Ve: FEEIZHELTZ 0.25 mol/L Fiifg D7 & (mL)

C1: 0.1 mol/L~0.2 mol/L ZKEEbF N7 AR D% E#EE (mol/L)

Cy: 0.25 mol/L itz D% E 2 (0.25 mol/L)

d) [F5EEBR (40 g/L): JSK 8863 IZHIE T HIFTHME 40 g Z/KIZEANL T 1000 mL &35,

e) PRIEERIC: JSK 8962 |[ZHIET HHEEEHY Y LE JISK 8983 (ZHE T BRiEER (1) F AT ©% 9
1 OEIGTIRAT D,

f) JKEBIEF R LA (200 g/L~500 g/L) ¥ : JSK 8576 |2 K3 D /KEE TR 100 g~250 g %7K
[Z¥/ LT 500 mL &35,

g) FAEFE—ITII—FEHK (0.1 2100 mL) : JSK 8842 ([CHETH7 rEFE—/L7/L—0.1g% JSK
8102 I[ZHET D= H /—/1(95) 20 mL TIAED L, /KT 100 mL £9°5,

h) AFILLYREK(0.1g/100 mL): JSK 8896 IZHIETHAF/LLYR0.1g% ISK 8102 ITHET H=X
/—/1(95) 100 mL (Z¥AEDNT,

i) AFLUTIL—E#K& (0.1 g/100 mL) : JSK 8897 ICHETHAFL 7 /0—0.19% JSK 8102 \ZHLET
ZxH )—/1(95) 100 mL (ZIEHT,

i) AFILYR—=AFLUITN—RERE: AT /LU oRERKR (0.1 ¢/100 mL)2 REICKL, AFL T —
PR (0.1 9/100 mL) 1 R A2 5,

k) FALILY—IT)—iE7(0.52100 mL) : JSK 8840 ICHETH T sy — L7 )—059%
JISK 8102 (ZHlE T HT4 /—/1(95) 100 mL [ Z¥ED T,

) AFILLYR—=TOLILY—UNT)—VBREERK: ATV R (0.1 g/100 mL) IZ[FEDO 7 asrL
=7 ) — PRk (0.5 g/100 mL) Nz 5,

m) BYABBIETRRE: JSK 9007 \ZHLETHVAME “KFEHIT L3639 K TNISK 9020 (ZHIET DY AME
/K3 F N7 A 5,68 g A7k 1000 mL IZ¥AD O, M ICERL T, Wb A £ TINEVT % (BRI

FEQ) FHRAICHY, MBS EA TR T D,
(2) JEEHIHTIE (1992 ARR) OFEMERREEIK 0.5 M (U2 Hithk) T\ kST %,
(3) 5mL~10mL
(4) HFEROANOHEEH AR TKFRAIZIR TR AR LT D,
(5) BERINTIRSI TN,
(6) MEIJELTHRICTD,
(7) pH 7.0+pH 0.2
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& 1. (2)a)® 0.1 mol/L~0.2 mol/L /KE&{b.F R AAERRI a2 C. ISO/NIEC 17025 %t)& 0.1 mol/L 7K
FRfb R 2R T 0.2 mol/L KER{bF R D DR E -V ZEH TE D,
HE2. (2)¢)® 0.25mol/L WilEIZH#iz T, ISO/EC 17025 5t~ 0.25 mol/L fiilita FWAZ & TES,

(3) MERUEE HBELOEEIT ROLEBVETD,

a) Kiy: KEEIELIENTEDHHD,

b) KEKZEBEE

¢) SRITRD: KAKZKHIEE A TEH T NH — VT T AA

d) FEBISRD: KAXKREBEITHE TELT NS — V7T 22 FTHJET T A=

(4) HBRIR(E

(4.1) HWH X, KOEBVIT,

a) ATEEF®1.00 g 21300 EY | h—LE— 7 —300 mL IZAND,

b) B AR 100 mL A0, FENIOHEIRE D,

¢) F— B —U—ZEFEHILTE W, #hig/KIE T 10 53 T LT SRR 30 57 MnET 2,

d) HBHIZAKIFETAIEL, Resz B AR 100 mL TRIEfEY %2 TARK EICB L, BIZBUK TR
O LYK e s N

E®) AT HEEHIMES 3 12XV D,
&% 3. ABAZ 850 UM D52\ iliE§ 2 E T, B A FLeA K& O LA IO THELIRS,

(4.2) TNE—IVGE SR ROLBVIT,

a) (4.1)d) DRGSR % AT &% 53R~ T 2= 300 mL~500 mL (2 AiD,

b) LR 59~10 g A%, HICHiEE 20 mL~40 mL 2012 TIRVIEE, F2e/m 45,

o) AU TNBIRERD FIEAFE AT HE TINS5,

d) AR HETRET SO,

e) bk, LEOKEMAZTEUEVESE, K TEETTZ2 250 mL~500 mL (2L HITIEVIEES,
f) mtt AERETKREINZ, SRR T 5,

F ) WROCNEELRIa>Tpb, BIZ 2 FFHILL EINE 2%,
(10) AE TR R Z EBEN 5013, ERE7TAUIB T BEILER N,

(4.3) B AT kOLBVITY, BRI 2R EREIL, BB I H 3 2K KA R 2B OB EFIEICE
%,

a) 0.25 mol/L Fifitd—E & WaZ ML AF LUy R —AFL o7 —IR ORI A, 205
A KRR SR T 5, XU EOREIRIL (40 glL) O—E B 222l AF Ly R =7
LIV — VTV ARGV N2, ZD% g5% KA AR EE IERE T 5,

b) SR —E BAFKE 7T A2 300 mL (2&Y, KEE{LT R AP (200 g/L~500 g/L) ji &M &0 %
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DB T T A KRR ARG IR 0N TEE 975,
¢) KRR ERE 7 TATNEY, 2K 7T AaNOEEE AL, 88 HHEE 5 mL/min~7 mL/min T %17
Vo
d) 120 mL~160 mL 23F HL7=58 8% kDD,

e) AN DIEHELARE LT KRR LB OM 3 2D BO KT, TR HiRE G HE 5,

F1) 5mL~20mL
(12) ZERTKFRGARDLERE OB KO H 0% 0.25 mol/L Filig XUTIFH IR (40 g/L) 1R85 =f
7Z A= 200 mL~300 mL XiFE—7%—200 mL~300 mL % f\ 5,
(13) RIRESRT VAV T DI+ 7e i, HaNET5,

(4.4) BIFE WEZX, ROEEVITI,

(4.4.1) (4.3) T 0.25 mol/L fifife% =354

a) B A 0.1 mol/L~0.2 mol/L /KER{LT R ™7 AL CIRIE D ARk A 222 B £ T E T 5.
b) ROAXUZE S THHTEEF OBREIR RN E R LR T 5,

¢ BIE 4.1.1 [CXVMIEL-EFE AR (T-N) DD EEEHIR RIATEZE £ 4750 W CEE IR AL Ze 34
k™

Sy Hradet h DB ER A TEE (W (E &)
= (BX Vg—V7) X C1X fi X (Vg Vg) X (1.4007/W>)

B: 0.25mol/L fifif& 1 mL (ZFH24 9% 0.1 mol/L~0.2 mol/L /KE&fb TR AIRIE O 75 &
Ve: (4.2)a) IZBWTEZERITE -T2 0.25 mol/L Fife o 45 & (mL)
Vo TEEIZELL7- 0.1 mol/L~0.2 mol/L /Kt T~ ARk D2 £ (mL)
C1: 0.1 mol/L~0.2 mol/L /KE&{tF N7 AERHR D% E R EE (mol/L)
Ji: 0.1 mol/L~0.2 mol/L /KEE{t. T FIY LGSR DT 77 F—
Ve: (4.2) DI D50 fRHR O E %S & (mL)
(4.3) b) IZH VWV TAR L=l R D 4y B (mL)
Wo: S HTalEt OB & (g)

o

F(14) ZTHFEEE (T-N) L OBGEEIR NATEEFRIIBE O ALD T L7V T — 22 H WD,
(4.4.2) (4.3) TIFIHMEIAEWK (A0 glL) & W56

a) BEHH% 0.25 mol/L filie CIAIK DA T VKL 2R A E T E T 5.

b) WDORIZL > THONERE P OBGRE N A T2 A2 E T 5,

o) A& 4.1.1 [ZIVREL-E SR 2R (T-N) D DEREE A A TEE R 2 2L 5 | CERENE ilia =32
KD,
SIMTRE R OBGRETE AT EE SR (% (H &

HEDH))
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=VioX CaX2X foX (VulV1a) X (14.007/W,) X (100/1000)
=V X CyXfyX (V11/V12) X (2.8014/W2)

Vio: THEIZELT= 0.25 mol/L g D %5 & (mL)

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

Sfor 025 mol/L fifED~7 77 54—

Vi (4.2) DB D50 iR O E 4 & (mL)

Vig:  (4.3)b) IZHBWTARICHE L7 fh i oD 43 Bt & (mlL)
Wo: SyHTakElo 8 & (g)

FEAS) FREDDITWRLEIZ RS TR Zf R LT D,
B%E 4. BEHTHEZHNOTQR))RE. Q) ) REK O (4.4) Ol ERIEEE T 5N TESD, L
7T B J O E ST A= F— DR EW N2 e FF O g, 32 B 8 E L E O R L O

BETIRICE D,

BE R
1) B IESR: 5 GTRHRIEEN ML, p.68~69, B, M AT (1988)

(5) BEEmEABEUERAREIO—D—F AFn— VIRFBEANEE OBGEEIR il A= R BRED
70— —h e RITRT,

| HrEtEE 1009 | b —d— 300 mLICiEAYES
—BWD) A RRYE AR 150 mL
| MEIRAE | #c
|
— WA
1055 2 Lo/ &R 35305 H]
[
| 2ih | AHEBHE. P ABHLAIR100 MLCR LiAT
UK T
| YR |

X1 AFm—/LpRFEESIEEFR OBRERL rl At E BRI 7o —2 —h
(hily 1)
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7
|
| BLAR | 47522300 ML~500 mL, A= x

— e Al 59~10 g
—FifE 20 mL~40 mL

| Izl | FEeic
|
| g | BRI Tb, HHMIAERICA T 5 % THRE
|
| Heh |
—K D&
| BLIAL | 47522 250 mL~500 mL, A
|
| B |
K (R EC)
| Sy |
X2 AFm—/ VIR EE AR OBEENR et SRRk 7 n——h
(B — S R
| Sy |
|
| ol | 87 72a300mL

/KR LT R LR (200 g/L~500 g/L)

2. 7523 Y 3 —— 200 mL~300 mL
0.25 mol/Liif— € &, AT VL R —AF L o7 ) — IR AR ER

KRR R AEE %
FIOBEVEIR (A0 g/L) | AF VLR =T a b I — 7 — ARE
WH
[
| KRR | e : 5 mUmin~7 mL/min
[
| L | Hiik 120 mL~160 mL

—IK (BZ2ENDIIR L UT- 78 B L B OE 4 2 Ted)

0.1 mol/L~0.2 mol/L/KE&Al. 7 R & N (IR DS IK Sk ol 278 B
e <) XE

0.25 mol/Lfiifie (IAHR A3 VLA HE T)

X3 AF v — VIR EA MR OBMEENE Fl a2 SRR 7 v — —h
(R R O E B 1E)
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6.7 BRODEERHK
6.7.a fEE®E
1) ;=

ZORBIEIAN LT VTR IR F LN A 5, ZOREBRIED /3 H1E Type A (Def-M) THY, £D
RO 6.7.22017 XX Al-N.al &35,

S HTERBHIKZ N2 TR PR RAVEREL | NSRRI AR ) D 2K O e (1) oK Fndy Je OY
WEEE NN Z ., 72— WAL CRTLELL TR K NATEE R E T B =0 DAL KRBT R AR AN
2 CKERAEE T 5, pBELT-7 - E=7% 0.25 mol/L Fifig CHiEL . REIDOHEFE% 0.1 mol/L~0.2 mol/L 7k
FRAL TN AT (R R I E L, AT B R O K R E R 2R D, XL, BELT-7 =T %139
PRI CIEL . 7T E=U A4 % 025 mol/L FiifEC (R EL . orslEH R oMK rIvAME 2R 2k
DD, B, B ABRYEVA TR (BARETR) & oM s BN N 2 CEVR iR rlvAPE R R ATREEL . LT RO B E
AT THMTRUEHh D BGREHR NS R 2 KD D, MK RO B E IR AT R 2L W
B2 K AR IR CERL CHE R OIREREZ R T2,

(2) BE i3 ®kicks,

a) 0.1 mol/L~0.2 mol/L KEB{EF R LFRERY: K30 mL 2R =FLUAICED, BEILANRS JISK
8576 |ZHIE T A/KER (LT MY 2K 35 g /0 BT O TR L., BIL T4~5 BMKE S5, 20 LiE
A% 5.5 mL~11 mL Z AR FAEARITED, 7K 1000 mL 2012 5,

E5E: JIS K 8005 [ZHIE T AR &/ M E O T INWilEL T /r—4—HIZ 2 kPaLL T THJ 48 Ikf
I L TR L 72t K0 25 g 2O EILICEY  TOE &% 0.1 mg DT ECTHIET 5, 2 EOK TR
L., A7 T 23 250 mL B L AL, R ETKREMZ DY, Z0iE—E B =75 2= 200 mL~300
mL (20, FERFEEL T e EF T — /L7 /L—HK (0.1 g/100 mL) £ 2A0% , 0.1 mol/L~0.2 mol/L 7K
F b FD DESIHE TR D DR N2 D E T E T 5. IROFUZE-T 0.1 mol/L~0.2 mol/L /KFE{t:
FRID LR D7 775 —%FH T 5,

0.1 mol/L~0.2 mol/L /KE&(tF NI NEHRD 7 72 4 — (f1)
= (WX A4X0.01/97.095) X (V1/V>,) X (1000/V3) X (1/Cy)

Wi BEERLT=TIRHREE DS & (g)

A: TIREREEOME (% (E &%)

Vi: LT T IR R iR O %5 & (mL)

Vor 7 INHREETA IR O E 45 & (250 mL)

Va: TEEICELT 0.1 mol/L~0.2 mol/L /KEE{b.F N7 LERHR D45 5 (mL)
C1: 0.1 mol/L~0.2 mol/L ZKEEtF N7 AR D% E B EE (mol/L)

b) TREE: JISK 8951 |[ZHIE T DHpfk XILFSED ME DRI,
¢) 0.25 mol/L BREEMP: Fileky 14 mL ZH 52 UK 100 mL 2 ANT-E —H—IZH 2 TRLIMERYE, K
T 1000mL &5,
EE: 0.25 mol/L Fifig—E &% = 47523 200 mL~300 mL {20, AF ALy R —AFL o7 L —IRE
VSRR 2N 2., 0.1 mol/L~0.2 mol/L /KE&{LT N w7 YA CH IR D 3 K ik N 25 TR ET 5,
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wD (1) 12X -7T0.25 mol/L HifiE 1 mL 12462495 0.1 mol/L~0.2 mol/L /KE&{t. 7 ) 7 ARIE D5 B
BHT5, Xt IkOR(2)12E-T 0.25mol/L WifeD 7 772 —5EH T 5,

0.25 mol/L & 1 mL (2FH24 4% 0.1 mol/L~0.2 mol/L /KEE{t.F R LRI DO & (B)
— V4/V5 ..... (1)

0.25 mol/L #iEE D7 77 5 — (f>)
=(AXC X VAV (CyX2)  eeees (2)

Va: TEEICEL 0.1 mol/L~0.2 mol/L /KEE{.F N7 AERHR D45 5 (mL)
Ve: FEEIZHELTZ 0.25 mol/L Fiifg D7 & (mL)

C1: 0.1 mol/L~0.2 mol/L ZKEE{bF N7 AR D% E R EE (mol/L)

Cy: 0.25 mol/L itz D% E 2 (0.25 mol/L)

d) [E5EEER(40 g/L) : JSK 8863 ([ZHLE T DT 40 g A /KITHEHL T 1000 mL &35,

e) SMRMRAEF®: IS K 8962 ITHIE T il AL IS K 8983 (ZHLE T DR (1) T kFf©% 9
1 OEIGTIRAT D,

) JKERIEF U™ LB (200 g/L~500 g/L)P: JSK 8576 (ZHi T 2K F Rz 4 100 g~250 g %7K
[Z¥/ LT 500 mL &35,

g) FOEFE—ILTIL—FK(0.1g/100mL): JSK 8842 (2 ETH7ntFE—/L7/L—01g% JSK
8102 |ZHLE T H=X /—/1 (95) 20 mL TIEAL, /KT 100 mL &35,

h) AFILLYRTEE (0.1 2100 mL) : JSK 8896 ([ZHiE T HAF /AL R 01g% JISK 8102 IZHET HTH
/—/1(95) 100 mL (Z¥AEDNT,

i) AFLUTIL—EK& (0.1 g/100 mL) : JSK 8897 ICHETHAFL 7 /0—0.19% JSK 8102 |ZHET
ZxH —/1(95) 100 mL (ZIEHT,

i) ATFILYRE—AFLUITN—BERRE: AT VL yRERK (0.1 g/100 mL)2 FEIZKL, AFL T —
A% (0.1 ¢/100 mL) 1 B EE N2 D,

k) TALILY—NLT—2E7(0.5g/100 mL) : JSK 8840 ICHIETH T HL LY — 1) — 059 %
JISK 8102 (ZHLE T HT4 /—/1(95) 100 mL [ Z¥ED T,

) AFILLYR—TOaLILIY—UNT)—VRBREBR: AT /LU REE (0.1 g/100 mL) IZ[FEO 7 assL
=7 — PRk (0.5 g/100 mL) Nz 5,

m) BYABBIETRRE: JSK 9007 \ZHLETHVAME “KFEAIT L 1439 KON IASK 9020 (ZHIET DY AR
K% AT 9.10 g A7k 1000 mL 2y, i FHICERL L b5 £ TNENT % (BRI .

FEQ) FHRAICHY MBS EA TR T D,
(2) JEEHIHTIE (1992 AEAR) OFEVERREEIK 0.5 M (U2 Hithk) T\ kST %,
(3) 5mL~10mL
(4) HFEROANOHEEH AR CTRFRAIZIR TR AR LT D,
(5) SEAIN TSN TN,
(6) MEIJELTHRICTD,
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(7) pH 7.52pH 0.2

& 1. (2)a) ® 0.1 mol/L~0.2 mol/L /KEE{bF R AERRIZHLZ C, ISO/NIEC 17025 )& 0.1 mol/L 7K
FR{b 7 R 2RI T 0.2 mol/L KER{bF R D AR E -V ZEH TE D,
HE2. (2)¢c)® 0.25mol/L WilEIZH#iz T, ISO/EC 17025 5t~ 0.25 mol/L fiilita FWAZ & TES,

3) BERUVEE S&HROEER, ROLBIET D,
a) Kity: KEMESELZENTEDHOD,
b) KERKBEE
¢) HEISAI: KIKALE
d) FHBISRO: KEKAERLE

I

T

\ERE XA A — )L T T AT
|\ HSFE CXA NA — )L T FAT NI HE T T AT

(4) BABRIR{E
(4.1) M HHIEZ. kOEEY1TY, (4.1.1)f) LT (4.1.2) d) OREED & (4.2) F IVE— IV R
92,

(4.1.1) mKIZKSHH
a) HPRE®1.00g %13 0Eh, B —H—50 mL IZAND,
b) VED JISK 8101 \ZHETHTH /— /&2 THL, 25°C+2°C DK 20mL Z 1%, MERED,
¢) 5T EITERELRNS 15 a3 5,
d) EEREEAK 2T THET D,
e) NRfiEYZ 25°C+2 °C D/KT 5 [AIYEF L, EEAKE A5,
f) 25 °C+2 °C DK CTAREfEMZ 2 TAHR RICB L, BIZFENRE DK TG Z AHUK)S 250 mL ([Z725F
THHFT D,

EB) OHTHEHIEE 3 ICXkuiRfd 5,
&% 3. HBHZX 850 um D55\ A @il T 5% T, kbR a ek, FLR%EE W TELIL,
(4.1.2) BYABIEBRRICESHME
a) BKRIEIRYZESE 012 g S O SHTEOZ 1320 L0 | b—/L e — 7 —200 mL IZANLB,
b) W AMERIZ 100 mL Iz HEIRED,
c) F—LBE—H—ZFFEHILTHE V., WhiE/KIEH T 10 0 Z L2 ERER2035 30 75 MNE3 5,
d) EHICAH 2 FETABLY, FEA LK TR Z 2 TARK FICBL, BIZHELZK 100 mL
TR 2 V59D,
E9) AEBEMEIC 455FILL ORI ZBE LU 5A1T, B il® 4 ([0 B EE FE 95,

BE 4. (4.1.2)a) ~c) DEEEZFE[EL 7% . TV 1 g 22 TOERE, (4.1.2)d) DEREEZ Elii 45,

(4.2) TIWEF—=IVofE ST ROEBVIT,
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a) (4.1.)f) XN (4.1.2) d) O REf e AT Lo T 2D 53 iF 7 7 A= 300 mL~500 mL (2 A5,

b) LR 59~10 g A%, HIZHiEE 20 mL~40 mL 21z TIRVIRE F2e/m 45,

o) AU TBIRERD FIEAFE AT HE TINS5,

d) AHINERIC RS HETHRET S,

e) M, DEOKEMZTREIEVIRE, K TRETF A7 250 mL~500 mL [ LY, BIZIEVIRES,
f) HHL-% . ERETKEINZ, SRS 5,

F10) WO ORI L2 Tinb, HIZ 2 e LU EINETS,
(1) HE THREHR R Z EEHE AT 25813, ERET7 T7AUTBTRIEILER,

(4.3) ZB AL ROLBVITO, BARRRZARE BRI, JIE I 2 KA KRR B OBE T IEICE
%,

a) 0.25 mol/lL Wit —EEP%Z 8Ly 2FNLyR—AFL LT L—REVEIIEEE N, 2 D%
I KRR AR AE B RS T 5, U I FOMRIAIE (40 glL) O —E B2 mOcly AF Ly -7
LIV — VTV ARGV N A, 2O g5% KA AR EE ISHEE T 5,

b) SREED T BAEHE 7522 300 mL \ZEY, AKERLT N AFHE (200 g/L~500 g/L) &M% 0%
ZDFEE T T A% KRR LB RO EFE T 5,

¢) KARREFEHE 7 TATIEY 7 T ANOFERZINENL | B 3 5 mL/min~7 mL/min CZA# %17
%o

d) 120 mL~160 mL 23MAHHL7=HEE A 1D D,

e) ZANOIEHEEAE LT AR KRR IGE O /32D BOK T, PRz HiRE G HE 5,

¥(12) 5mL~20mL
(13) ZZERITKFRKARRAERE OB TR O H 0% 0.25 mol/L Filg SUTIFHERVAR (40 g/L) ICiRE5H = f
7Z A= 200 mL~300 mL XidE—7%—200 mL~300 mL % f\ 5,
(14) IRIEESRT VAV T DI+ 70k, HaNET5,

(4.4) R WEIL, KOEBVITI,
(4.4.1) (4.3)T 0.25 mol/L HilisZ =56
a) i 0.1 mol/L~0.2 mol/L /KER(L T NI WK TR D AN KAkt D72 £ E T 5,
b) KOX ) IZI> THHFEHH DR R ZE TR (N K OBEE IR AR (N) A2 e H
D
¢) RO (ML THPFE D2 FOTEMELREE R 50,

SRR DI AR AT EE TR (V) UTER TR AR ZER (V) (Y (H &)
= (BXVg—V7) X CyXf1 X (VglVg) X (14.007/W,) X (100/1000)
= (BXVe—V7) XC1Xfix (VglVo) X (LAQOTIW,) — eeeee (3)

B: 0.25mol/L fififi# 1 mL (ZFH249"% 0.1 mol/L~0.2 mol/L /KEE{b. TR 7 LAERIR D25 &
Ve: (4.2)a) IZBWTEZERICE -T2 0.25 mol/L ffifizo %5 £ (mL)
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Vo TEEIZELT 0.1 mol/L~0.2 mol/L /KEE(tF RN AR D45 & (mL)
C1: 0.1 mol/L~0.2 mol/L /KEE{tF N7 AFRIKR D% E IR EE (mol/L)
Ji: 0.1 mol/L~0.2 mol/L /KEE{t. T FIY LGSR D7 77 F—

Ve:  (4.2) DI D3RR O E %S & (mL)

Vo: (4.3)b) 1T\ T HEL 7= Rl i D 4y B & (mL)

Wo: SHTalEt OB & (g)

R DIETEFRE (%)
- ( (Nl _Ng) /Nl) X100

Ny kR TEZE SR (% (E &0 R)

77
Np: BN AN TENEZE R (% (E &)

FEA5) WmARRNEMEESR (V) AFBREEIR AR TR (V) ZBIEDO O 2 T L2 E T — 2%
50

(4.4.2) (4.3) TITOMEESHR (A0 g/L) Z W56
a) B HikA 0.25 mol/L il CIRIRO @R TV 25 TR ET 2,
b) RDOX (B IZL o THWREH DH KA EEMF 2 (N K OEREIR AR IEE SR (V) e E
%
¢) (4.4.1) D (D) ITL> THOWREHF D EFEOTEIEAREE KD 5,

SIHTRRE T DMK AT ZE T (Ny) SUTBEEIR AR ZE R (Vo) (W (B &)
=TV X CaX 2X foX (V1alVp) X (14.007/W,) X (100/1000)
=V X C2 ><f2 X (V11/V12> X (28014/W2) """ (3)

Vio: THEIZELT= 0.25 mol/L il D %5 & (mL)

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

for 0.25mol/L Fiifg D=7 727 5 —

Vs (4.2) DB D50 iR O E 4 & (mL)

Vig:  (4.3)b) IZHBWTARICHE L7 fh i o> 43 Bt (mlL)
Wo: S HTalEt OB & (g)

FEA6) HRENDITUVRLEAIZ RS TR A R LT D,

@& 5. BEMCEEZHNTR) aBRE. 2))BEL N 4.4) DM EREEFEMTHZENTED, HE

77T LR O TR TE N TA—Z— DR EW NN ZdnF O L, T2 BB EEE O L O
BIETIEIZ LD,

S5
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1) BUBFIEFR: 5B OGTRERACEN I ATIE, p.68~69, #E 4, HT (1988)

(5) BFROFBHEREEBEIA——F SV LT VT ERINTIRFE B O ZEEOTEVEREEBRIED 70—
= hRITRT,

| bt 1009 | v—p— s0mLiciEnnLs,

—pEDTH )—)L
«—7Kk150 mL[25 °C+2 °C]

| XA |
|
| Hcii | 5oz LichE IR 28515551
|
| il | HHE2FE, /k[25 °Ct2 °Cl THLiALs
—7k100 mL[25 °C2 °C] T+ (HiEA 1250 mLIZ /5% T)
| kA |

X1-1 AV LT VTR TIRFAEEDOZE FOIEHRERBRIE 7o — —h
(WKICE A HH#E (4.1.1))

ANFEARL (VA A YR
STHTRUR (M kvt r—L e —%— 200 mLIZiE 0 &5,

2£320.12 gif 4 )
— B AP R 100 mL

| AR |
[

- Vil Js0

1053 12 LA S IR T2 3305
[

| %3 | 2ak2fE, K] CBLAT
<7k 100 mL[i#f] CHkis

e

X1-2 AV LT VT RN LR B IO O S B OIE AR EEERE 7 o — —h
(BN JU BB VR - X AR HEE (4.1.2))
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MK RN S OB ETIR N e E v E — Vo3 fig,
RN 27 AR R OIE A M5
|
[ B (o) | 4975222300 mL~500 mL

—rfiRietEAl 59~10¢g
—THilE 20 mL~40 mL

| gL | FEeic
|

| e | HsRAE U< o Th e, A ERICHIRT D £ THRE
[

| Wity |
—K &

[ Blaz | 4®7522250mL~500 mL, A
|
| hH |

K (EMET)
| s |

2 AT VT E NI LR R IEE O 2 R OIEHAREGURIE 71— —h

(T — )V Gy iR ERAE)
| YRR |
|
| mm(ER) | #mrIzas0mL

/KR LT R LR (200 g/L~500 g/L)

. 7523 Y 3 —— 200 mL~300 mL
0.25 mol/Lfife— € &, AF VL R —AF L o7 ) — IR AR ER

KRR AL E %
FOBERVEIR (A0 g/L)  AF VLR =T a b I — 7 ) — AREE
WH
[
| KRR | e : 5 mUmin~7 mL/min
[
| L | Hiik 120 mL~160 mL

—IK (Z2EN DR L UT- 78 B L B OE 4y 2 Ve

0.1 mol/L~0.2 mol/L/KE&Al. 7 R & NI (IR IS IK kol 27 B %
e <) XE

0.25 mol/LfiifiE (IR A3 VLA HE T)

X3 AL LT IVT RN LR FEIEE O ZE FE OIE AR EERBRE 7 n—2 —]
(R RO E R AE)
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6.8 FIHIEH
6.8.a JKPFFEE
(1) #=E

ZORBIEIPTENCEHTE 9%, ZORERIED 7T TypeA (Def-E) THY, TDFL 513 6.8.2-2017 3|
SDR.a1 1%,

KIS H =R IHTE IR O THY | Rk oy E L TEHR 2R (T-N) . 7o E=THEHR (A-N) | i
FetE 23R (N-N) | AKEEMED AUEE (W-P,0s) . IKEEMENNE (W-K0) M OUKEEMETE 1 (W-MgO) 2385,

FRER IR AN Z | 24 BEfH 30 °C DK CIRIBFHE L . x5k 0 OFIHIA HHEZ KD D, Bl 4.1.1, 4.1.2,
4.1.3, 4.2.4, 4.3.3 T 4.63 IZLVEEY T DRy BERD D, RS OYIIVEH BEE2TL Y T DU & THRL
THIMAE AT,

(2) BE I ®kicks,

a) BREEARER: FFZLEAZWETHHE 4.1.01 OFHEDORIE,

b) PUE=THERARER: 7ot MERLZNETILAT 4.1.2 OFHORIE,
o MHERMZERARMER: WHEMEERLZNETLIHET 413 OBEHORE,

d) KBEHYABRARIER: KIEEVABEZRETHHET 4.2.4 OFEORIK,

e) KEMMBRAMER: KAEMENBEANETLHGT 4.3.3 OFKHEORIK,

f) KBEMELARAER: KEEELE2NET L5 4.6.4 OFTHORIL,

(3) WERUEE HAKOEEIL, kOEEBVETD,

a) 18B88: 30°C+t1°CHo,

b) BRL2E: ERLELIIETLIHEG 4.1.0 OFHOIE L OHEHE,

o) FUEZTHER: TUE=TMHERZIETLLE1T 412 OFHOmE K OERE,
d) THERMEER: MMMERZNET 561 4.1.3 OFHOH H K OHE,

e) IKBHUYAER: KEMEVAIEZRIE T 55 51E 4.2.4 DETADERE K OEE,

f) KBEME: KEMENEZNETL561E 4.3.3 OFKHEOHRE K OUERE,

g) KBEHEL: KEME TANET A1 4.6.4 OB TAD I H I OFEE,

(4) BERERME

(4.1) #dE X KOEBVITI,

a) RBRGL 12.5g 2130 En, & =M 7522 300 mL (I AnpD,

b) 30°C+1°C d7k 250 mL &%, 30 °C+1 °C DIFEIREIZ AN, 24 B[l E45@,
¢) A IFETHBLY, HEAARVIEE TRERAR LT 5,

FEQ) MFREEZ YT HEASIL T RWERBR L E VD72 | 3~5 s T CREE L . B &
EOEHEEEZEDHIENEELN,
(2) BB DIK P CIRE 2 LI H B S < RS BT KITFNTINZ ., ¢) DA T
THETHEHRIRZIRVIEE 72128,
(3) ML = A7 T7AFET IO T, KO E»imT 5, .
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(4.2) B B OPINEHEOREILL Y T5 a) ~) OZNLENDOHDLBVIT), 7235, KRGO
HARBY 2 E BB R A & HIZ LD,

a) BELE: RABPREO—ERELLY, 411 OFHEICIVEHZLBLTRL, PHIEHEET 5,

b) PUEZTHER: REHARO —EEEZLY, 4120KE LT =T HEREZTEREL, YA E
&5,

¢c) HEMER: RO —TEELZED, 413 OFAEIZIVMEEMEEZ L EEL, MIHEHEET D,

d) KBEYARE: SEHARO —TRA2ED, 4.2.4 OFIEICIOKEMEY ABRE ERL, WIEIEHEE TS,

e) JKBMME: FHEHAKO —ERALY, 4.3.3 DRIEIZ LK B2 E &L, YR RS TS,

f) KBMEL: HBHAEDO —EEEZLY., 4.6.4 DFKIAICIV KBS 4T &L, WISEHREET5,

(5) PIABHEDSE
a) (4.2) TRDOF= Gk o ORI R L OBERHIE L= W52 Y T2 4 @4 IV IO AT L THIH
Vs R (%) 2B H 4750,

AR R (%)
= (C,/C5) X100
Cr: RS O & (% (E R55%))

Cor BEMF B R (I RSy )

F @) 23 FARBEORREICI > THRLUZo HREZ VT, 411, 4.1.2, 4.1.3, 4.2.4, 43.3 XX
4.6.4 |ZXVER 2R (T-N), 7oE=7 M2 FE (A-N) | iEerEE 3 (N-N) | KEMED AUE (W-P0s) |
IREEPENN L (W-K0) IR EEME 12 (W-MgO) ZHIliE T 5,

(5) MIHIVAH B & O S T DRy BT DO o & Eha L WA T — 2% s,

BE& Xk
1) B IERR: 5 WETHEMAEN TS, p.288~290, 7% 84, B A (1988)

(6) #MMIBHEHABREZIO—L—F HEHIEEO WA HRRBRIED 7 n— 0 — M RITRT,

| MBS 1259 | =g za300mL
«— 30°C£1°Chosk 250 mL

| iR | 30 ccs1 °C 2amkp
|

| 2 | »utstE
|

| smmoomE | "ERS TR R

PEEIEE O WA R RiE 7 v —2 —h
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6.9 EHEEE (BB TILHIAIBS)
6.9.a EEX
(1) #HE

ZORBRIEI LSRR NEEH 8 95, Z0BRIED /) HEIT Type A (Def-M) THY |, Z Dt 513 6.9.a-2017
i H-acid.al & 7%,

Sy HTEBHI RS (1+9) 2 N2 CRAVA R A VSHEL | NI A AL, REfRH OB &4 RIEL ., /38
R OB AR 2R D D, BRI RR (1+9) 212 CRRIRARM 2 TRBEL | RIEFRZKIRIE TN
UL (10 /L) ZIMZ TT VI VIR 2R BEL . N2 A1 L | 53 Hradobt h OBE AN T V1) AR
R D, BRI INOIE AR T VA1) RS % 722 U | & | JEAERE (B RV T V7 U RIERGy) R 5,

(2) HFE AL wicks,
a) 1EEE: JISK 8180 |ZHE T D4k X IXRIZE D ME DRI,
b) JKEEBIEF R L JSK 8576 [THLE T DR LR D B DK,

(3) B EEIT. ROLBVETD,

a) IRESH

b) BZi28%: 105°C~110°C &I T&5HD,

¢) BDEWMASRABEE: JSR3IS03IHET DL TN T AAIRE 1G4, T 105 °C~110 °C DRI
FRCTMENLT=1%, 73 —H—HTImL, B4 1mg OHTETHIEL TH<,

d) HREAVED: ISR 3503 [ZHETHFIIEHWH 50 mmX 30 mm, T 105 °C~110 °C D 1§55
TIENEIE L=, 77 —2—HCHua L, B &% 1mg OFTETHIEL TR,

SFEQ) BT R — 2009 — IS EREH SN TWVA T LI = ARLO S & LA AV Th R,
(2) om0 ILERE 100 mL % 30~40 [Al#5, 45 Tk FHEE L CRlizSE 55 RHRIRVIE T A
T?E) J:l/ \o

(4) BERERME

(4.1) BRTBERY

(4.1.1) #iE FhilX, koOLBVITI,

a) MR 1g % 1 mg OHFETIEEEY, Hiem LILEAE 100 mL IZAND,

b) HERE (1+9)50 mL 20N %, IREIHEE VTP 1 BFRIRVIEE .,

) JE IR 1700X g THI 5 45T LEEL D, BB A iRET 59,

d) KEMZTHEIEEO JO 5 1700X g THI 5 o BhE OBELS, Bis ik kri4259,
e) d) DEAEE 3[EIFRDIE T,

F Q) FHERRVIB SR A 3585513, 30~40 RIS,/ /3 i35,
(3) - 16.5 cm K UNaliz$k 3000 rpm Ciz.fr /] 1700X g FREE LR,
(4) BAE o NEZHWTERDERS,
(5) HITAREEZRWTHEIRE TT AR & LIo AR 2 K U L, eV ik 4 ime DL S 12N
Z 20
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(4.1.2) BIE WEIL, KOEBVITI,

a) /KT4.1.1)e) DRIEfRME 2 THOTEHN T AARE P ITB L, JMIEASET 5,

b) REfEW % DT T AAH It EUITHL AR AT, 105 °C~110 °C T 3 Kfil #3425,

o) NMEVE, NI T U — 2 — B L T 5,

d) &G, DOIEH T ASBEE T T —A—BEO L, ZTOEEE 1mg O ETHIE T2,

(4.2) BERBE-T7IVHITBHED
(4.2.1) #H FhitlX, koLBVIT,

a) MR 1g % 1 mg OHFETIEDEY, ke LILEE 100 mL IZAND,

b) i (1+9) 50 mL /1%, LD % V- CTOL I HIIEDIRES,

¢) I 1700X g THI 5 R D4y EEL O, Rz ks 59,

d) KEMZTOHEREES 5075 1700X g TR 5 4y HE DABEL® . BBk khi=429,
e) d) DHEREL 3[EHRDIE T,

) KER{LF R AEHE (10 g/L) 50 mL Z 0%, SREHHEE FIV TP FERIIRVIEE S,

g) EDLJIKI 1700X g THI 5 A RhE Lo EEL D, b aiia b9,

h) KEMZTHEREEO, 3075 1700 X g THI 5 A s O BEL S, Bl adkatriT29,
i) h) OBRIEE 3 AR,

(422) BIE T ROLBYIT,

a) YRR E AR T I L b I RS AN TINE 20,

b) A R E SR I3 L B,

o) N Z JARIT0RE B ITHLERR AL, 105 °C~110 °C T 3 IFHINE 5,

d) MEZ, I3 ICEE L, NS T v —2—IZB L Tin 1%,

e) Hthtk, I VHAET > — 2BV, ZOHE &% 1 mg OFFETRIET 2,

F(6) (4.2.2)b) DEEN RIREIZ/R DL DOIRE CHZERT D,

(5) BEHERRODEHE
a) RONITI-> TEREZRE T2,

JEAERE (% (B R))
= (44 W) X100— (4/W,) X100 ~  eeees (1)

Ar: (4.1.2)d) THIE LT AR REY) O B (g)

Wy (4.1.1)a) TEREL 7= 0E O B & (g)

Az: (4.2.2) €) THIE LTS T V) RN 0O B ()
Wy (4.2.1)a) TEREL 7= 4R 0B O H & (g)

BEXW
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1) BEFIESR: 5 UGTRRIRE Tk, p.316~317, & &, WAL (1988)

(5) BHEREREIO——~ EHBARIEO 70— = RITRT,

[ mbikerig |

| 1R Y |
[

3320y |
[

| bmrmms |

—K

| 7 & R |
[

T
|

| Emnwms |

1 mgEC A L E 100 mLiZiZn s

—HEEE (1+9) #950 mL

RED | LFTH]

el DUERE | KI1700% g | 557 1H

St D ILBAE | £91700% g | 557 [H]

BOIETAT ARG, K
105 °C~110 °C, 3Ff]
Fbr—y—

ImgETHREEZNE TS

1 SRR AR o O RERA AR 1L 7 v — — ]
(B N Ot (4.1))
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A

| oty | 1mgoHiET SR LI 100 mLICIEA LS
—H¥ (1+9) 50 mL
| 1R 0 R | e, 1

AR

Ftaci i Vbl

AR

—K

N ERA
|

Lo

AR

Ftaci i Ubieen

TNz

BLEZ

TNz

im

e

%12

i DUERAE | KI1700% g | 557 [H]

e DUERAE | KI1700% g | 557 [H]

/KRR Lk (10 g/L) 50 mL

#RED | LFTH]

ke DI | $91700% g | 543

Iope i UL EE . 2000% g | 547

g

LD

105 °C~110 °C, 3HFfH
Fo b

1mgETEEZHETD

JEERE B AERE R O S R FE R BR YL 7 o — o —h
(B RIET IV ) AR OB R (4.2))
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6.10 THRERIR
AEEF AT 5 (1992 4Rl D 5.29.2 FilEHE O 43 Hrikic k2,

BEXM

1) FEMOKPER FREBRBEEANAI TR AT . MREH AT i4 (1992 4EhR) , p.145~147, B AR E o, HAT
(1992)

2) BUEFIEZS: B UGTRERRIEE I HTE, p.285~286, = E AL, AL (1988)
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6.11 —Eibik:E
AEERA3HT 1 (1992 4ERR) O 5.20 —ER LR FZD ST EIC LS,

BEXM

1) FEMOKPER FREBRBEEANAI TR AT . MREH T4 (1992 4R, p.121~123, B AJEREAR E oy, HA
(1992)

2) BEFIEZS: B UGTRERRIEE I HTE, p.259~261, FEE A, HUL (1988)
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