AEER R ERTE (2023)

4.13 &
4.13.1 KBS
4.13.1.a JL—LRFRNE
(1) #M=E

ZORBIEII R BURHEM L T EEZFR T 2IERHTE 2, ZORBRIED /X Type D THY,
ZOFEE1E 4.13.1.2-2017 X% W-Fe.a-1 £ 55,

SHTERBHIAKRZ ML THIL, 7EF Ly — 228 7L — AT E L 8K LA - Y641 R 248.3 nm C
HIE L, Mkl R oK EEESR (W-Fe) 23K 5, 7235, ZORBRIEDOVEREIZEE 5 1”7,

(2) BERFE HEROKIL, KITED,

a) K: JISKO0557 IZHETH A3 DK,

b) IBEE: AESBRIEN . KE AT LR O G E OFRIE,

c) $AFER (Fe 100 pg/mL) : [EHEGHEEMEIZI — V7 V708 HERR (Fe 100 pg/mL) .

d) BREZBGEER (Fe 0.5 pg/mL~5 pg/mL) V: SFEUER (Fe 100 pg/mL)2.5 mL~25 mL % 500 mL
RETTATNEPERINC LY | AR E TR (1423) £ N2 D,

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

FEQ) FRRITHY, BHENZIS U RE D,

BE 1. Q) OFMERERRIHZ T, EFF EIEREICN — V7 U2 BMEYERL (Fe 1000 pg/mL X% 10 000
pg/mL) 2 F VTR St B R A L TH u

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

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

1) FRER: SR T 7 (N7 7T REIE T RE L CEGEAI VTR AW A5 61T,
ZDOFIFITEARFET )

2) HR: 7L —2NEHH =
O BEH A TEFL
@ BRI A: BTAKR UKD E bR ELTEZER

FE Q) AT MWERMIE S X B — < o R T AL SRR AR £ 5 B R E S
R EN DD,

(4) B

(4.1) #H T KOLBVITI,

(41.1) BRGTAEH

a) ZHTEEL S g & 1 mg OHTETIIAWED, 500 mL &7 7 AU ALD,
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b) 7KK 400 mL 2%, 57 30 [Bl#5~40 [Fl#5CHI 30 43 IRVIEE D,
c) HE#HETKEMZS,
d) A3 FETAHEL., RENATRE TS,

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 OBRIETHERENARIT, MR E B IORLIZRICH#EH TE 5,

(4.1.2) ‘RS TAEH

a) M1 ¢¥% | mg OHTETIENVED, 100 mL £2E7 722 A5,
b) 7K 50 mL Zh0%., #iRVIEE D,

¢ HERRETKEMZD,

d) A3 FETAHEL, REHARET D,

E Q) FEREZEMLERE TEEAEMERVG AL PR ORI EZ 10 g &35,
8% 4. (4.1.2) OFAETRTEBHARI L, B E B IRLIZ D IThIE T T&E D,

(4.2) BIE WEX IS K 0121 KORDEFBVIT, BARIZIEREAEL, B 3557

BOBAEFEIZL D,

a) RFRAGTEBEOMERE R YOO ITIEEORIERMFIL, LTE2E L TRET D,

MR R . 248.3 nm

b) REBIRDIERK
1) FRE B UEIR B O
2) R BRI ENR S O

¢ RAHOAIE
1) REHAH D— & (Fe £LT 0.05 mg~0.5 mg Fi24&) % 100 mL £&7I72=|2L5,
2) B (1+5) %) 25 mL 20Nz, AR E TR ENZ D,
3) b)) LRERICEAEL THREE S4B,
4) BEMDOOEREZ KD | AT O KEENEER (W-Fe) 25 135,

R 28 B A 7 L — L HRCHEZE L, R 248.3 nm O/ REE Gt A HLD,
R 22 BRI DO SRR FE L RMEE DR ERR A ERL T2,

B

=
B
=
B

e

=

EE 5. EFEOFMO-0, FREE (E ) 2 A TRl R A 5 L 755 5 KPSk (W-Fe) LT
10 % (H&E575) .5 % (BHESF) LY 0.05 % (EHEDHR) OGHEL -~V TOYEHEIERITZNE R
101.1 %, 102.8 %% T 107.0 % Chro7c, Fiz, FHEGEEF ECIR) &2 W CRIGRERZ FE ML 72/ 5% KA
PESE (W-Fe) ELT 1 % (H&E5H) . 0.1 % (H&EDFE) LT 0.01 % (&SR OFHEL L TOVY
[EIRITZNZ L 103.6 %, 105.7 % OV 105.1 % Th-o7-,

IR BEEF O Fh S O 8E BE DFEAR D72 | IR E A A BE K QR IR B R A kA e B 2%
ZTCOHAERIZONT, — JoBLE 50 BT 2 O CREAT L. H RS BE e OV 7RG B 2 R H L 7o
REE1ITRT,

72k ZORBRIEO E R FIRIL, ERIEENC 40 mg/kg M OVRIRAEENC 4 mg/kg FLE SHEE ST,
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F1  KEMESRO H 228 2 7 BB OMRHT 8 2R GRCRIEE)

OFTRE Hh R
—_ A EE? s RSD,” sim”  RSDym”

T (%)% (%)% (%) (%)? (%)
AR A AR 7 0.244 0.002 0.6 0.003 1.4
AR B R A IR 7 0.099 0.001 0.5 0.003 2.9
1) 28T E £ B 5)  OFfTHH I e
2) FHME (A% (T) X OMT74k(2) 6) AR 2=
3) BHESHE 7) R AT e

4) DHTEE MR 22

SEXH

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

2) EIGTE, BRARRIEE, fEx KESE: SGBRIEOMRERE — 7L —2F ek —, BT, 7,
131~137(2014)

3) JHEARE]: BERAE R DK EEMER Sy O S 5 E, IREFZEHE, 9, 10~20 (2016)

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

| SHTRERBR) 59 | 1 mgokiE T 500 mLA R 7 A=UZIE AW L2
7K #3400 mL

| B0 iR | b TR EIRE R R IR (4559 30[A1E~ 40[E1HE) | 3043
Ik (AR C)

| Hifl | »iatE
I

| aphgie |

M1-1  JERFROKEEPESGAERE T n— —b Gl #E (4.1.1))

| BB GEIR) g | 1 medHFETI00 mLA& f7 52T ES
— /K #50 mL

| R A |

| - | S
[

| AR I |

1-2 R ORISR LY v —— b (iHRAE (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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4.13.1.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 4.13.1.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 ZFENOEEEIT, ROEBVET D,
a) ICP HEEDROHEE: JISK 0116 ([THETATIE TR,
1) AR: JISK 1105 ([CHETHHMEE 99.5 % (EFE =) LLEOT Va5 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 KORDEILVIT), BARRIZRMAIE LT, MBI 2 ICP Fot5 tm
Hra&E ORI IEIC LD,
a) ICP RASHSEEDRESFHE ICP H T EEONERIFT. L TEBEICLTRET
B,
OYMTRRIEE  259.940 nm X 238.204 nm®
b) REHRDIERK
1) o Bt BRI M OV e ) 22 3k BRIR A 35 8L & 7' 7 A~ HhITE FE L, BTk R O Fe A~ il % e
IrHD,
2) R A ERAT IR K O i A 25 3 BRI O SRR JE LR R L DR B A VR T2,
¢ EHDAE
1) FUBHAIRO—E & ($k&L T 0.01 mg~2 mg Y% £) % 100 mL £E77A3|TED,
2) iR (1+5)25 mL 20N %, FEETREMZ D,
3) b) 1) LIAERICEAEL CTHE AR 2§ - B,
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,

% 4. ICP NN MIETIZZ TR REHIEN TRETH D, TOHAIL, MHEE C1 £ 1 OWESME
Z BB IR R A TR (4.2)b) ~c) LIRIFRICEAEL | 15D 7o4 S0 R I FE O JE il 14
B EFTC CTOMREH R O Bk o BEE T 5,

{#%ES. FHEOFmOTD, WRAEEE (12 5 & VT ICP F8 5B ORI EfE (v 0.0191 % (B &
) ~0517 % &) ) L7 L — AFFWOEEOBNEE (x) & g U7 5, B 0T
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
L oYL TONEREIERITZENZET 96.5 %L T 93.9 % ThHh-o7z,

K& EEDFAM D72 | R A BEAEE B OF FE R 25 I G IRk V- H 228 2 TO S HTHERIZ DN T
—JCRLE BT A D TRRITL . PR X OV R E A B LR Ra R 1 IR T, F7o, s
D F 4P RERR O T8 |2 S L7 3 [FI5BR D i e OV RE a3 2 1o,

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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