kR TE (2025)

4.13.2 KEMS
4.13.2.a JL—LRFRNE
(1) H;=E

ZORBRIEI TN R B U TR A 2R T D IEENCIE 75, ZORBRIED DI Type D THY,
ZDFF1E 4.13.2.a-2017 X% W-Fe.a-1 £ 55,

IIMFRRENTKRZ A THIHL, 7B F Lo — 22K 7L —LHICEZ L, SR LDIR W 6% % 248.3 nm C
HIE L, oHrakeh vh oK EEESR (W-Fe) 23K %, 7233, ZORBRIEOVEREI I EE 5 1”7,

(2) HEFE HEROKIL, KiIZED,

a) JK: JISKO0557 IZHLET S A3 DK,

b) BEE: AFSENEM. KON A SULRE O M E ORI,

¢) BAZHE (Fe 100 pg/mL) : [EFFH BAZHEIZNL — T /L 72BRE YER (Fe 100 pg/mL)

d) BREHBABKIELER (Fe 0.5 pg/mL~5 pg/mL) V: $REEAER (Fe 100 pg/mL) 2.5 mL~25 mL % 500 mL
BETTANBPERIZED | BERRE TR (1+23) N2 5,

e BREBRAEFABRKY: d)OBRIETHTLER (1+23),

FEQ) REBITHY, BELZS T B A D,

EE 1. Q) OFEUER I T, ERFH BRI — Y 7 L8RS YT (Fe 1000 pg/mL XIE 10 000
ng/mL) % F O B SRS e A R AL L Ch o,

(3) ¥EE EEIL. RkOLBVETD,
a) L TFEEXEEIRYET#E: 250 mL~500 mL &8 7T 2a%44) 30 [Ali5~40 [Bl#: T @ LT

X HLDAHD,
b) FL—LRFEAESHER: JIS K 0121 [THE T D5 FWOEONTEEE TR 7 77 R IE @ BERE
HITHHD,

1) XBEE: SkhZEamz 7 (N 7T RHIE T REL Tl 227 MV T K& OS540,
ZORHPIIEAKRFETT)

2) HR: ZL—2IEJHH =
O BELTA: TEFL
@ BRI A BUA K OKDEHRIcRELEZER

F(2) EHEAST MVIEIRIE T A, B~ o FAHIE T A FEIR AR 1E 7 5 B O R E TS
KR END5,

(4) BERERME

(4.1) #l HhHIEX ROEEBVIT,

(4.1.1) RS WTARESH

a) HTEELS g % 1 mg OHTETIIANVED, 500 mL & &7 7 A2 AIND,
b) 7KHJ 400 mL ZNNZ ., 553 30 [BIHE~40 [FIH5TH) 30 /0 FIRVIEE 2,

1
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o) IERETKEMZ S,
d) A3 FETHEL, WEHRIRE T D,

HE 2. (4.1.1)a) OBAET, 9WrakEl 2.5 g 21300 ED, 250 mL £2ET7IAUIANTHL, TOHAT
b)DHEAETAKHKI 200 mL % 2D,
EE 3. (4.1.1) OBAECHR-RERARIL, B E B IRLICNCH i TX 5,

(4.1.2) HRoRAEM

a) HEEH 1 g¢¥% | mg OHTETIINVED, 100 mL 2E7 T2 AND,
b) KK 50 mL ZhNZ ., IRVIEES,

¢ ERETKEIMZS,

d) A3 THEL, EHRIRE T2,

F Q) FEREZMHEE RS TEE A BRI AL, 2B ORIREZ 10 g &35,

EE 4. (4.1.2) OFETH-RENRIKIL, MHBE B IORLIZS ICh i T 5,

(4.2) BIE MIEZ IS K 0121 K ORDEFRVITI, BARARMIEEAEL, HIE 6T 55Ot
B OBAEHIEIZL D,
a) RFRADTEEDRESRE R FUOCOITEEORERMEIL. LTEBZIIL TRET D,
IINTRR . 248.3 nm
b) BREBROIEM
1) B Ef P SRR i K OV ok P 22 3B & 7 L — AHR S ZE L . I 248.3 nm OISR A i B D,
2) I EHR SRR R K OV &R 22 3R D BRI FE LR L DR i AR T 5,
¢ HABOAIE
1) EHAR D — T8 (Fe £LT 0.05 mg~0.5 mg fH24 &) % 100 mL 2B 7T A2 |2L5,
2) HEEE(145) %9 25 mL 20N %, R E TR ENZ D,
3) b)1) LFEERICEIEL TR EA A B,
4) FREMOOEREZRD | TR O KEEMEER (W-Fe) #HH 35,

EE 5. BEHEOMO-0 ., REEE (ETF) &2 TR BR 2 F2 056 L7 5 KIEPEEE (W-Fe) LT
10 % (&) (5 % (H&E5F) KT 0.05 % (HE5R) O HEL VL TOFREREIRITENEN
101.1 %, 102.8 %K% U 107.0 % T -olz, £iz, FRECR GRCR) 2 W CTEIGRER A 2 hi L 745 5 K
PEEE (W-Fe) ELT 1 % (E&E5H) . 0.1 % (EESH) KT 0.01 % (HESR) OGHEL L TONY)
[EIYRIXZNZE I 103.6 %, 105.7 % TV 105.1 % Th-o7-,

IR REEF O Fil O NG BE DFEAR D723 | R A ML S QR IR = B RGNk A W B 2%
Z TG RN DT, — JolL & 5y B AT & O CRREAT L BRFTHRS B8 I OV RS 8 2 B L7
RER1ITRT,

7e8, ZORBRIEDEE FIRIX, BEAEENCT 40 mg/kg & ONRARAEEFC 4 mg/kg B2 LHEE ST,
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F1 KEPESRD 1 228 2 TR GRE DT A A GRORAEEL)

OHTHE b RS
wr 1) ST7 b i) 4) 5) 6) 7)
Stk 4, H % :Fi"/ﬂ% St ) RS‘;Dr SI(T)3) RS? I(T)

T (%) (%) (%) (%) (%)
WORAE A IRk} 7 0.244 0.002 0.6 0.003 1.4
TR R R A Ak 7 0.099 0.001 0.5 0.003 2.9
1) 25 0MT o2 E_L7- B 5) P TAE S YR =
2) F¥ME (BE(T) X 0H740(2)) 6) R
3) HESR 7)o AR e A Y A

4) PHTIE R ZE

BE

1) BEFIEFS: B SGTRAMIRE A, p.252, BEE, Bl (1988)

2) EEMYE, BRARME, e KESE: SRBRIEOMEREAE — 7L — AR FIRORE—, IREHFZEH A, 7,
131~137(2014)

3) JI ] HCRAEE R oK EMER Sy O Sl 71k, IERHFZEHRE, 9, 10~20 (2016)

(5) KBEMHEFEBEIO——F EEFOKEMESREBRED 70— — NRITTR T,

| OHTRUEHR) S | 1 mgokiE T 500 mLA Y T AT AW £ S
—7K #3400 mL

| R0 IR | T IR R IR (5 300515~ 40[EI) | 3053 i
Ik (R E )

| il | 23T
[

| E |

-1 JERkh KRB LY m—2 —b (il #EE (4.1.1))

| OBTREHGEI) 1e | 1 mgHFET100 mLA R T A=AV LS
— 7K 50 mL

| R0 IRA |
K (EEHRET)

| At | At
I

| B |

B1-2 B ORISR LT m—2 —b (iR (4.1.2))
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T
[
[ pmER) | 100mL 4RTIR=LS

—¥5 e (145) 25 mL
—K (FEHRET)

| B | BT (248.3 nm)

X2 JEEFP ORI T v —2 —h (JE#RE)



