fEb R ERTE (2024)

4.13 &
4.13.1 #LeE
4.13.1.a JL—LRFRNE
(1) #M=E
ZORBIEIIIEENE 5, ZORBRIEDSFEIL Type D THY, TDFE 1% 4.13.1.2-2024 YT T-Fe.a-1
R

TR KA — KRR CRIALBEL 7212, 7TEF Lo — R 7L —AHITEEL , SR LD 7ok %
B 248.3 nm THIEL ., TRk P O$ R (T-Fe) 23K 2, Fo, B8P oSy 0 BZ2H N 5581
ST O8RSy (T-Fe 03) 3K DD, 7235, ZOBIEDMEREIZIEE 5 1T,

(2) BERFE HEXOKIL, KITED,

a) K: JISKO0557 IZHETH A3 DK,

b) WHEE: AECENER. FEESH A SOLEZED S E ORI,

o EE: AESENER. KBS SULRE O M E ORI,

d) SIRE® (Fe 100 pg/mL) : EFFHEIEAEICIL — V7 V22 ERAEHERK (Fe 100 pg/mL).

e) BREHRAKIELER (Fe 0.5 pg/mL~5 pg/mL) V: FREEHERE (Fe 100 pg/mL)2.5 mL~25 mL % 500 mL
BT TANTBMERIZED | FERRE TS (1+23) N2 5,

f) RESRATEREBEY: o OWEMETHM LR (1423),

FEQ) RRBITHY, BHBEIS U a5,

&% 1. (2 OSEUERICHA T, EFRFHRAEEIC N — 37 L2 BT YER (Fe 1000 pg /mL 33 10 000
pg/mL) & TR A A BB MR A TR 2 L b CTE D,

(3) HEE MEIX. ROLBHETD,
a) IL—LRFERADFTER: JIS K 0121 ([ZHET DI TR T E C/ 3y 7 7 F0 L RAHIE P HhE
BT HHD,
1) RBRE: Skh2epamz 7 (N7 I BiE i e LGl A7 MR T & VD35 A1,
ZONIRITEAFET )
2) HR: ZL—LINEFH A
O BEH A TEFL
@ BRI A BCAKR UK E TR ELIZZER
b) BRF: 450°C+5°C ICHEITEHHD,
¢) RYFTIL—EPRIEBIB: Fy 7L —NIREIRE 250 °C FTHEITXLHO, MRIT, TAEKL T
WOBEZFFEL  AHRIREZ 250 °C |2 TEXHIOIZLIZH D,

EQ) MPEAY M SR, €~ S RIE S, S B E S, B DR
RAE B DD,

(4) HEREE
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(4.1) #il X ROEEBVIT,

a) HTEER 1 g~5 g% 1 mg OHTETITANVEY, 200 mL~300 mL h—/LE— 1 —IZAiLD,

b) h—E—H—ZBERIFICAI, FEONITIEAL TRIES LY,

) 450 °C+5 °C T 8 W[ ~16 BRI TRLS L),

d) funtk, D EOKTEREYAML, fEFEK) 10 mL & OSEEEK) 30 mL 2 1Z 5.

e) h—AE—m—ZREHILI TRV, Ay 7L — I ETIEL Tofigd 2,

f) EEEHIZTHLY | Ry b7 L — U TNEVEfe T CHzET< TR 95,

Q) Stk HEFE (145) 25 mL~50 mL 25Nz, b—v e — B —ZREH TR, oL <
B,

h) f#th, KT 100 mL~200 mL £&7 7 AL A, AZRETKREMZ, A 3 FTAEL, A
wET 5,

i) ZERBREL T, BIOM— B — D —Z T b) ~h) OEEEZEN L, ZEBRIAKZ RS D,

FE Q) RALKOIRACERER]: SRIR B 250 °C £T 30 43 ~1 BEFCTHIEL 2% 1 BERIFEEE AL
B2 450 °C £ T 1 FEfH]~2 R CHIRT 2,
(4) FFFHILZAAL ThEDR,
(5) FUBHEIR ORI DR (1423) L7225 IOV EE (145) 212 5, B2, h) OEAET 100 mL 4
BT 7 2a% D% A SRR (1+5) §9 25 mL 2252 k8705,

&% 2. AEMEEALRVIEROLEIZIE, (41)b) ~c) DEfEZFRL 2 Thduy,
% 3. (4.1) OBETHTRUEHAIRIE, IR E B IRLIZE IO TED,

(4.2) BT REIL IS K 0121 X ROEBVITH, BARIZRHIE BRI, BT T DO /i 4E
BEOBIETIEICE D,

a) RFBRADMEEORMEEE RO EONERIML, LLTE2EICL TRIET D,

IR R . 248.3 nm

b) HREHRDIERMK
1) MESHSIEERL K O R 22 B 2 7 L — AP CMEFE L R 248.3 nm DR /R Z 7t A+ HLD,
2) R SRR ENE K OV & 225 BRI D Bk B S RE S DR B A AR T2,

o EHHDAE
1) FUEHAIK O % b) 1) LIRERICEREL TR A w4 B D,
2) MREMNDEEEZRD | AR O# e (T-Fe) 2 HH T2,
3) By OREZHE T HHAIIRORUZL S TES D& (T-Fe,03) ZH 375,

IIHTREF R D8k (T-Fer03) (% (B &433) )
=A4X159.7/(2X55.85)

=A4X1.430

Ax ZXHTERER Ok (Fe) (% (R 3))
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F(6) FUEHR T OFIRE DR EFRD LIRZE R DBZNOHLL AT, —E 2RI (1+23) THRT
50

&% 4. Z=ZRBRIEIE o 1) LRBRICEIEL | 223 BRIEIR TP O 8k &2 K | ekl h O SR AR EL T

Hdw,

#%E 5. EHEOFMOD, TR W ClEIGRER A FE 5 L7551 #6458 (T-Fe) £LC 0.001 02 %
(B &4 3R) ~69.94 % (E 45 2R) OFIL -~ TOFHEIULRIL 98.2 %~105.5 % TH -7,

FEEE DR OT= , &8, FER ARE ., IGIRAEELQ £). WAL M OB B AR A vz B
R TOGHFERIZOWT, — LB E BT & TN, H TR K OV RS 2 R L
TAERER 1ITRT,

7B ZORBIEDE B T RIE, BEIEZIEEFT 40 mg/kg K& ONRIRAEENT 2 mg/kg FEE LHEE S,

#1 HAEO HER B O R

O TAG H i e
.y F % T fE? s RSD,” sim’) RSD "

T (%)% (%)% (%) (%)% (%)
=R 5 18.49 0.09 0.5 0.13 0.7
YRR AR 5 3.32 0.03 0.9 0.09 2.8
TGIRREE CFKI5IR) 5 0.894 0.008 0.9 0.010 1.1
THIRAEE (LIRIGIE) 5 0.356 0.002 0.6 0.009 2.5
0SS 5 0.199 0.003 1.7 0.005 2.6
BN R 5 0.0280 0.0004 1.3 0.0004 1.6
1) 250MTora Il 7= H 3k 5) DM THEXHE R 2=
2) E¥ME (HE(T) XO0H7%5(2) 6) IR E(R A
3) HENHE 7) AR R R 2

4) PHTERENR 2

SEXM

1) BB IERR: B OSGTRMANEHTE, p.252, E AL, BT (1988)

2) EIBMTE, ERARRIEE, fEx KiESE: SGABRIEOMRERE — 7L —2E ek —, IEHFZEHE, 7,
131~137(2014)
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(5) #EERBREIO—2—F IEETOSHEERBRIEDO 70— — M RITRT,

IMTaRE 1g~5¢ 1 mgDH7ET200 mL~300 mLh—/LE — A —{ZiEh L5
%1 t FACDNTINEL
XAk 450 °C+5 °C, 8HF ]~ 16HF [H] R EL
7551[‘/% E=tl ]
—K DV

—hHFERK) 10 mL
—HEFEK) 30 mL

TNz BEEH LT, 2 fif
[
TR BRI H L , BRDfR 2
[
Yy =S
—E P (1+5) %925 mL~50 mL
IE BEEH LG, I5fif
[
ey =R
[
BLAIL 7K T100 mL~200 mLE& 7T A28 L AND
K (FEREET)
Al AHE3FE
[
PRI
[
e SRS AT (248.3 nm)

IR Ok e R ERE T v — —h
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4.13.2 KEMES
4.13.2.a FZL—LERFRLE
(1) #M=E

ZORBIEII R BURHEM L TR EEZ FR T 2IERHTE 2, ZORBRIED /X Type D THY,
ZDOFEE1E 4.13.2.a-2017 X% W-Fe.a-1 £ 55,

SHTERBHIKRZ ML THIL, 7EF Ly — 228 7L — AT E L 8K LA - 641 R 248.3 nm C
HIE L, Mkl R DK EEER (W-Fe) 23K 5, 7235, ZORBRIEDOVEREIZEE 5 1”7,

(2) ARF HWIELOKIT, KiTED,

a) K: JISKO0557 [ZHETD A3 DK,

b) EE: AECENER. FEE S A SOLEZEO S E ORI,

c) SKARMER (Fe 100 pg/mL) . [EFFH EAEMEICN — 7 /L 72 BT HENR (Fe 100 pg/mL) .

d) BREZBBEER (Fe 0.5 pg/mL~5 pg/mL) V: SFEUER (Fe 100 pg/mL)2.5 mL~25 mL % 500 mL
BT ITANBPERINCTED | BERE TR (1+23) 212 5,

e) REHAEHEBRAE: d OBEAMECTHALIER(1+23),

FEQ) FRRBITHY, BENZIS TR A D,

BE 1. Q) OFMERERIHZ T, EFF EIEREICN — V7 U BEYERL (Fe 1000 pg/mL X% 10 000
ng/mL) Z VTR S BRI A L TH LV,

(3) ¥EE EEIZ. kOLBVLETS,
a) +FTFiEEXESEIRYEEHE: 250 mL~500 mL & &7 522465y 30 [AlfiE~40 BT FEEE L CE

IESELNDAHD,
b) FL—LRFRAEHTEE: JIS K 0121 ([T ET DR AW HEE TR 7T R IE P EE%
HITHHD,

1) FRER: SR T 7 (N7 7T REIE T RE L CEGEAI MR AW A5 E 13,
ZDOFIFITEARFET )

2) HR: 7L —2NEHH =
O BEH A TEFL
@ B A: BUAKROKGE TR EBELZZER

F Q) ERAST VIR IE ST A B~ SRS A FEIMG R R T A B R IE ST
R EN DD,

(4) BERERE
(4.1) #H T KOEBVIT,
(4.1.1) RS ITARNH
a) OHTEES g &2 1 mg OHTETIINVEY, 500 mL 2877 A2 AN,
b) 7K#J 400 mL A& | #5757 30 [Al#E~40 [BI#E:TKI 30 3 RIHRVIEE D,
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c) EMETKEMRZD,
d) A3 FETHEL, EHRIRE T2,

wE 2. (411)a) OEAET, oHraEl 2.5 g 213030 ED, 250 mL &7 7AIZ AN TH BV, ZOHE1E
b)DEVETAKHKI 200 mL 20125,
w#E 3. (411 OBRIETHEIRENARIT, MR E B IRLIZRICH i TE 5,

(4.12) HmRHHTRARH

a) M1 g®% | mg OHTETIENVED, 100 mL £2E7 722 A5,
b) 7K 50 mL Zh0%., #RVIEE D,

¢ HERRETKEMZD,

d) AR 3 THEL, sEHAIRE T2,

F Q) FEREZMLERE TEE A BMEWG AL, oIl oREZ 10 g &35,
8% 4. (4.1.2) OFAETRTEBHARI L, B E B IRLIZE D IThIE ] T&E D,

(4.2) BIE WEIX IS KO0121 L OKRDEIBVITH, BARAZRAERRIEIL, JEAE B 328 ROt

B OBAEFEIZL D,

a) RFBRAESTEEDRMESRY A IO0OTEEORIESRMIL, LTS B TRET D,

IINTRRIE R . 248.3 nm

b) BREBIRDIERK
1) fREH SR UER & O
2) fo e BRI B O

c) EEDAIE
1) BHA D — &5 (Fe &L 0.05 mg~0.5 mg fH4 ) % 100 mL &7 T A=|2E5,
2) HEEE(1+5) %) 25 mL 2Nz, AR E TR ENZ D,
3) b)1) LFRERITEEL TR R EA R B,
4) MREMRDOEREZ R D | TR DK EEMEER (W-Fe) ZH H 375,

i 2R BRI A 7L — L FICIEFEL . R 248.3 nm DR RMEE G A ILD,
B 22 B O SRR FE LR MEE OB A ERL T 5,

> B

=

EE 5. EFEOFMO-0, FREE (E ) 2 A TRl R A 5 L 755 5 KPSk (W-Fe) LT
10 % (E &) | 5 % (E &) LY 0.05 % (B &5 H) OGHEL -~V TORLHRIGRITENEN
101.1 %, 102.8 % &%} 107.0 % Crolz, £z, FARGEF GRIR) 2 WO CRIGRERZ F2HE L 75 5 KIS
PEEE (W-Fe) ELT 1 % (HESH) . 0.1 % (BHEDH) LT 0.01 % (BEDHR) OGHEL L TONE
[EIRITZZNZ L 103.6 %, 105.7 % N 105.1 % Th-o7-,

IR BEEF O Fh S O 8E BE DFEAR D72 | IR E A A BE K QR R B R A kA F e B 2%
ZTCOIHHAERNZONT, — JoBLE 53 BT 2 O TREAT L. DR TR BE e OV G 8 2 B H L 7=
BEER1ITRT,

728 ZORBRIED E ' FIRIL, EIEENC 40 mg/kg M ONRAIRIEEFC 4 mg/kg BRI LHEE &7z,
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K1 KEMESRO B 228 2 7o BB O MRHT 2R (R IEE)

OHTHE P RS
%ftﬂq’% H i&l) Sr4) RSD r5) S |(T)6) RSD I(T)7)
T (%) (%) (%) (%)
WOARAE A IR} 7 0.002 0.6 0.003 1.4
RN R R E A IRk 7 0.001 0.5 0.003 2.9

1) 2mfHT oL 72 B4k
2) FEME (R (T) X PHM750(2))

5) PHTAHXRE E(R 722
6) IR YE(R 22

3) HE= 7) P TRIAE SRR (R 22
4) DHTRE (R 22

BE

1) BEFIER: B _dGTREMALEI o HTE, p.252, ZE A, A (1988)

2) BB, SRR, e K= SGABRIEOMEREE — 7L — AR TWOEE—, B EH S, 7,
131~137(2014)

3) JHEARE]: BERAE R O KEEMER Sy O S 5 E, IREHFZEHE, 9, 10~20 (2016)

(5) KBMKREREZTIA——~ BB OKBEMESRBRIEO 7 n—2 — MRITR T,

| HTRUERR) 59 | 1 mgokiE T 500 mLA Y T A=UZIE AW E2
—7K #3400 mL

| R0 iR | b TR R IR (4549 30[a 5~ 400s1z) | 3043 1H]
K (EHRET)

| il | 23t
I

| alphgie |

X1-1  AEE OKEEMEEREERE 7 n——b (i #ERE (4.1.1))

| OSHTREFGRIR) 1g | 1 mgHi£TI00 mLA T AT ZAWED
— JK #J50 mL

| PR IR |
K (B ET)

| 2t | 23R
[

| A |

M1-2  AEER OKEMESEARIE Y v —3 —F (i #E(4.1.2))
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| ﬁﬁ%ﬁ |

[ smCERm | 100mL &RTIzaicls

— 1R (1+5) 25 mL
K (EET)

| il | ECF WA BT AL (248.3 nm)

42 BB OKETESEAERTE T m——b (HITEHAE)
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4.13.2.b ICP RIS HTiE
(1) #M=
ZOFRBIEITHCRAE A NERE, AR R B G IR M OF R = A IEEOWARIEEHZ#E T 35, =
DORERIEDS3HAIT Type B THY, EDFLF13 4.13.2.b-2017 X% W-Fe.b-1 &35,
SIRTERBHIKRZ M A THEHR L, ICP 85645 6502 & (ICP-OES) I3 AL | #kZ& 3 K 259.940 nm % Tl
TELCTRIEMESR (W-Fe) 23R %, 70k, ZORBRIEOMREIIEE 5 1”7,

(2) BEE HEXOUKIL, kiZks,

a) K: JISK 0557 \ZHETD A3 DK,

b) IEEE: AECRENER . EE S A SOLEZEO SE ORI,

c) SKIEEEK (Fe 1000 ng/mL) : [EFFHEAZHEICN —H 7 L7228 Z HERK (Fe 1000 pg/mL)

d) RK4EHER (Fe 100 pg/mL) V: $REEHERE (Fe 1000 pg/mL) 10 mL % 100 mL 2877 2a(2é) | fEET
i (1+23) 2Nz 5,

e) BREZBABEER (Fe 1 pg/mL~20 ng/mL) V: SEEHERL (Fe 100 pg/mL) ® 1 mL~20 mL % 100 mL
BRETTAEB PRI EY | AR E TS (1423) 212 5.

f) BREZAKIEER (Fe 0.1 ng/mL~1 pg/mL) V: B &4 SAE MR (Fe 10 pg/mL) © 1 mL~10 mL %
100 mL 4287 7 AT B BRI &0 | AR CHERE (1423) 22 5,

0 RERAZEREREY: d).e) KOY) OE/ETH AL (1+23),

FEQ) FRGITHY, LEIIEUBETHE T S,

EE 1. QogEERICHZ T, EFEFFEEEICN — V7 e 8E UER (Fe 10 000 ug/mL) % VTR
B S HE R A SRR L Ch &,

&% 2. ICP-OESIHTEDOW FICRWTHEOLNAIERED, S5 = (87 18 K& OV 7 16]) 040 Feods
DOFEFIC L > CTEBE 57200, i J D E i LI B O RPN B D, Ko CTRalcfi A5
A LI AR O IR SR 210 IR L, RESR A R 5 e ko,

(3) BERUEE WHANOEEEL, RkOEBVETS,
a) ICP DM DHTERE: JISK 0116 [ZHIET AL I iEmE,
1) AR HEE 99.5 % ((EFER) L EOT VT A

(4) ERABRIRME

(4.1) #H HHHE kOEBVIT,

a) oHrRE 1 g@% 1 mg OHTETITNDED, 100 mL £ 7T A2 AND,
b) 7K 50 mL Z 1%, VIR, ISR ETKEIZ D,

c) A3 FETAIEL, BUEHAIKET 5,

F Q) FEREZEMLERE TEEABEMEOG AL, ol o R EEZ 10 g &35,

5% 3. (4.1) OE/ETIRToRURHAIRIE., MR E B IRLIZEAT IO TE D,
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(42) RE MEILISKO116 KORDEILVITY, BARRIZRMAIE LT, MBI 2 ICP 365t
Hr&E OBEF IEICL D,
a) ICP HASADIMEEBEDRBEY ICP HN/m i iEEOWESRIFL, L FESZICLTRET
B,
OYMTRRIEE  259.940 nm X 238.204 nm®
b) BREMHRDIERK
1) R SRR & O B 223 BRI A 5h B & 7 T X~ TUThE L. oA & O FR 7RI 2 3t
IrHD,
2) R A ERAT IR K O i A 25 3 BRI O SRR JE LR R L DR B A VR T2,
c) RHEDAE
1) FHEHARO—E & (#RELT0.01 mg~2 mg FHXY &) % 100 mL £ &7 T7ATED,
2) Mg (1+5)25 mL Z AR AERRETKENIZ D,
3) b)1) LRIBRICHEAEL TR R % B A LD,
4) MREMDDEREE KD | 3 HTEREHF OKENEER (W-Fe) 2R 175,

E(3) 238204 nm A WAL TES, 72771, 259.940 nm HIFEGHNAIE RN E/R D=0 | FHRIIC
T U7 AR B O S P AR U M e A R L A L,

g% 4. ICP %%;'n PHHETIEZ R FRFHIEN FIRETH D, TOHAIL, MEE C1 £ 1 ORESMF
EBE IR ERAEERZFIRL . (4.2)b) ~¢) LAERICEAEL | £S5 724 0 3 R B O I E I
M%z%%bf PR D& TRy BEE T D,

#Es5. BEEOFMOD ., WRIEE (12 £ 2 VT ICP F563 Y B ORIEM (v 0.0191 % (& &
533) ~0.517 % (BH &5 %)) KO 7 U — AWtk O R E A (x) & bhiig U7z | s T
y=0.001+0.968x T&H YV, ZDFHEIFRE (r) 1% 0.999 Th 7o, Fi- IRE S NEEL 1 81 & OFE [ 25
BAEREEE 1 88 T IRINEIGRER AT 72 /5 5L 0.01 % (B &5 3) KTV 0.1 % (E &5 3) O
LV TONER AT ENZE I 96.5 %KL T 93.9 % Th-oTz,

K& EE DRI D728 | AR A BEE M OVFE [ 25 A A IR -2 B 222 2 CO TG SRIZ DOV T,
— JCELE ST A O TREATL . DFTRE BE R OV P RS EE A T I L7 R A R 1 I3, E70, iR
HEDZ M VEMERR D T= 02 FEhE L 7= S [RIFBR 0 pliAE K ORAT 7t SR 22 2 1R T,

728, ZORBRIED E R FRRIZ 0.0005 % (& £y 3) F2 5 LHEE ST,
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K1 KEPESRO H 228 2 7o BRI OMEHT 2R GRCRIEE)

DHTREEE R
oy Ay EmE? s RSD,” sim?  RSDymn”

T (%) (%)% (%) (%)% (%)
AR S AR 7 0.145 0.001 0.6 0.002 1.1
FER 25 A RERE GRCR) 7 0.0485  0.0003 0.5 0.0005 0.9
1) 2mPHMTaNTEER L A% 5) DT R R e (g 2=
2) FHME (RE(T) X OH742(2) 6) R HE(R =
3) HEyHE 7) AR R e (R 2

4) DHTIE R 2=

£2  RIEMEEABRIED 2 VERERR DT 3 O 3L R AU O FE AT R

Sy TR R o e EmE s RSD.” sz RSDR”
k4 X \ ; ;
(nm) =g (%) (%)’ (%) (%) (%)
SEELSE () 1 11(1) 2.09 0.03 1.2 0.03 1.6
IR GiR) 2 11(1) 0.511 0.004 0.8 0.008 1.5
259.940  FHHISE G) 3 11(1) 1.05 0.007 0.7 0.01 1.3
FEaEEL (IR 4 11(1) 0.111 0.0008 0.8 0.002 2.2
FHEECE (R 5 11(1) 0.0530 0.0005 1.0 0.0009 1.6
FHEELE () 1 11(1) 2.08 0.02 1.2 0.03 1.5
SRR GR) 2 11(1) 0.509 0.005 1.0 0.012 2.3
238.204  FHEISEE G 3 11(1) 1.05 0.007 0.7 0.02 1.9
R Gk) 4 10(2) 0.110 0.0008 0.7 0.002 1.7
T (IR 5 11(1) 0.0528  0.0006 1.1 0.0010 1.8
1) HEREBREE OMUEA S LR k) 5) BEFTAR SoHEE U 52
2) FIE (n= RBREEoGRE L (2)) 6) A ELR VR 52
3) ERAE 7) 2 P IR A Y

4) PrTER R

S

1) FILES: ICP FK 0K/ (ICP-OES) AIZ X AWCIRAEAEL 05 R BURER ORIE, IEEHFZHRE,
9, 1~9 (2016)

2) (LVEIERE, INEEEE D, A IR ICP-OES JRICKDIIRAEEF DA B sy O E L OVEREFF M —
AL RRBR R —, ERHMIFFEHRE, 13, 123~145 (2020)
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(5) RABREIO—I—b BIRIEBH OKE ISR LD 70— — M RITR T,

| SITERERL g | 1 mgDOH7TET100 MLAEE 7T AN ED
<k 950 mL

| RO IR |
Kk (R ET)

| A | A3t

| aﬁﬁ@ |

1 HRAEE T OKEEESERER LY m— —b (il ERAE)

| ﬁﬂﬁﬁ |

| oWk | 100 mLaRTFR=IzLS

R (1+5)25 mL
K (FFEHET

| I | TCP %Ay WA HFAETE (259.940 nm)

B2 ECRIEEH R DK PR R T m— 2 — b (HIE )
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