FERAICKELTEIOFMNNEZS (BHRACEEL,
Fle. BEGHICHEHDIELSIICRELTENTLIESL,

H2BO0O4T #£20204F 3H ST (B4R
FADEREED %2019 9H &GT (BE3hR)

HEIRSEEH ES : 13E1X80001000030
odxT oy b

JL=/UL %30

WERETER

L AR, A2 Ch 2720, RSO BENZIFER Lan <7
Sy,

2. PETOBRE, AREMLSHMORERRCERIERE L b HE TEE
L. BEMICHITL TS ZEN,

3. WA SLELS O AT EICOWTUIRFEEZ E L EH A,

4. RRREER LU, BEEEOEREDRH D b D & LTHaIcikEE LT
o T IZSW,

5. ARIEOVEIE, I & OBISAIRIEICIE, REAI & LTT LT b
U LAREENTWET, RIENRS>THLAIZ AT | FEITAE L
725 AR, K TRV IR T RO BLE 21TV, LERHIE, E
BIOFHELZITTIIEEN,

6. ARBEOMANCEEL T, AEFL b, FREORMICE, AT 2M
TEYVAT DO SCHEB L OBHEHAHEE SR Z S0,

B - BEF (Fv bOBEAD)

CHURRESHTFEY (BARKKRK. 150 L/RERKBA—RIvD)
Mraxyrw/ 7a—F NPk (RUR) #ET7 = T4 MRIT R ERE

—

7
CEBREHRRR GRIK. 120 L/RERBHA—FY vD)
TNANHVKRARAT 72 —€ (ALP) kv AX v =v 2 GhET,

Do

ﬁ&ﬁf\ﬁ— R

RS T <<
e BERAEHR

3. VIR Ry YT L—F  SIEEX 1

6V Ong/mL YIxvorFx V7L —% (RHK, 1.5mLX1)
(2 0. 5ng/mL YVIFT oI 7L—% (@K, 1.5mLx1)
(3) 5ng/mL YIXFTrXy VT L—F (GRIK.1.5mLX1)
4. HE® GRIK, 100mLx6, 50mLx6)
HEHELTAMP PD#2) 2851 %7,
ZHEHOREY AT MhbETIHELSZE N,

BB GRME®R. 1000mLx1)

 BAFERE GRIK. 300mL x4, 80mLx4)
THRAOWMES AT MADETIHEL S,

(o2l

1) 15 CUTFORETEF /MLl ThET,

#2) AMP PD : 3-(2"-spiroadamantane)-4-methoxy—4- (3”’-phosphoryloxy)phenyl-1,2
~dioxetane disodium salt / 3-(2-AE BT H v H L)4-A FF 4377k
ARV NAFY) 7x=-12- VAFEZ L - 27 M) ULE

WMERABH

M3 X Mg o ¥ F% 2 ORIE

WA RE

ARIIT 1L AT v THABEIIESO AL IR R ENEEIC L 2V
F U ERIE T,

<Ks7m bha—i; 1 AT v FE—R>

HE - BAEOEY b

BARICEENDZDSIXIVETILAVKRRT 72 —HE1E
BOTX Iy (BFREZHENR) L. RS ERTFICRE
ELTVWAIPIXRIUE/VO—FILHAR (IDUR) EF
BMIZRELT, REESHENTEINET,
BERMEAGUR 5 0 p L LIRIKERIE VI F oy ) T L—s
50 1 L%, BAfaki oo s, BikE, 3 7°CT2 045
A v Fa—hERET,

E:%%::] RIGBEFREOE, ABEEHFOEREFDITONET,
il KL Lo THRD DI, SUSIRASBRESINVE T, FHHRIEA,
PO ED R B S, FEFABEFSNET,

= HEHR200u LEMFICMZHEHE. 37°CTESHMR
BRR ISSEET,

BRATInmICEABREF ORDOFEREZAELET,
HEWICE TN 2 AMPPDIE, Hufifs &k I MEmCR & L
TNAYVERAT 7 2 —EORBAENC L0 3R LET, HRICE-T
TSN DI, RiFICHE A LY I v iaa T 5720, Zh
ERET DL Lo TV ARV REOWEEITI LN TEE
7%

AR D2 23 o PR EE R E R 2 8 2 725 A1, MBS U TR IRAIR
wEANTRIEZHRIRL, BHEL TSN,

BEELDOEE
L MEREOME. FIA

(1) BRAEDRBUIMEA 2 B1ME OUWA SCEE L <R L. fREShieh
BRI, EONBETIERE) ICLVERBIL T EEN,

@) i, g, mfENFhTbllETEET,

(3) FIBEZRBR 0 FfE 2R ik % FV . RIFT 25A1E— 2 0 CLLF CHUER
17 L. BIKAEMRS 13T 200 llE LT 2 &0,

(4) R Z M0 & LS ER 25 2 &3l TR E N,

(5) FRINEK « Z DMDOFTEE Y. LB, FEED R E EN TV DIRIKTIE,
HWEMCEEZEZ 580DV £, ELWVERMNMEOND X1
L ETIIBRE L72BICHER LT 7ZE 0,

(6) BRI DOIGEILHA U720 K5 ITHRIRIFER LTl > T 72 &0,

(7) FEIL L7 BRiRIE ] L g e 728w,

8) MR HiEEEA (EDTA-—"HAYV LA EDTA—_"F K )AL ~
RYLF R TL ~RYUFUR) ZHEMLUCREELIZFER, Th
Fn4.8mg/mL, 4.8mg/mL, 6 9U/mL, 6 9U/mLZET
REMIC TR LN ERAT LN, IROFUREAF 2 AV 55
BlE, BRIEOFRFICTEREL SN,

2. BHEYHE - BHEXH

BRIBIZEV VBV F EYAE L C AT EVERML TRERL 72
fEER. Zh#Fh18.8mg/dL, 20.7mg/dL, 480mg/dL
FTMEBICEBIROONEEATLE, 72, AEIF16 2074k
NI WE, RV Z V%) RiZ2000meg/dL, Vv~ b FE
131206 IU/mL . HAMAIZ1117ng/mLET, #2372
BiX4~12¢g/d LoOfMMETHEMICERIROONETATLE.

3. 20t

AT B BRI R IERE Y AT A
(] : L2 G1200) FRIETT,

W% RE RIETR)
L BROFBE

(1) PUkHEARA- B Z OB AR

ISR — MY PITEPURRESRL T3 X OB R AR IR Fo i S

NCWET =N P —2ADOFERT A VL EFHNP L, ZOFEEME

ALET,

CSIESOS T — N Yy DERI O BRI IRE 2 MA Y S EIC L
D LT ZE0,

CREROGH— Yy VEREEICE Y NTABRIE. A— Y vy Y —
ADFBER T 4 NV LELTRHB LTI, FHA URIOH 2 Lk
DD DG, EEOBERTORK L2 7,
CREHABLORIEr y NI — R v P —2D R —a— 2k
STEHINTWET, =) v P —XMOREE— Y
v VO ZNTRIEOGRGERICIE R L RN D Y T O TITb
RNTLZEN,

Q) PaxT ¥y TL—4

iR (15~25C) KERLTHLEEERMLCHEMALET,

Fv RRY a—LzEB LT, Vo7l y FICHBEREZHFLET,
RISV ORBLEOWM FEIZ45 1 LT, M FREIARSRE
TR SLRIBORAIC L > TEB L ET, M FOBRICKEO I
RIANZEITIRAT 2HA L. FESMENTTOTH LORIEEE
HALTL S, TNy F@PEY T 07V IR
BROFRIZ 258550860 £,

Ty RARY a—LFTHEHORES AT AL TRARY EFTOT
FRE S AT LOBEHAEE ZE7ZE N,

—HlE LTIV A G1200TH T hy 7 E SHAOY



BT YRR 2—A1F100u LE2RYET,

(3) FEE iR
BRENPSHLTEOEEFMALET,

B O TN K D ICEEICE Y P LT,

IR A RIS b Lethid, AEIRASHIR E TR LIS T
LEEW, WEHIHOEEE LIZLARWTL & W, FEEIEn 7 /v h Y
RATZ 78— (ALP) IZERENET LEATE EEA, TEN
BRI - 60, BEEL T2 &y,

(4) Yk
IREIR DT OHERIKT 1 OfFICAIR L, L <BEP L 97, IR L7 vk
Wi, ®WiR (15~25C) KERLTHOHEMALET,

(5) MetRAIRIK

15~30CICELThbZOEEMHALET,
IV RA S G1 200y MEAEEIE, BERENGHLTZD
FEMEHALTLIEEN,

. WEGRE - B

) ~Af7veXy b, YTV TF o TBIO Ty

(2) 2 EBLFRRERIERE S AT L

. BIEE

(1) JE AT AOBHEHAEEZ SR L, BRifR L OWIEIC L3 s
FIEDNBICE Yy hLTLEE W, (7o B L, R4
DEBOMEL AT ML - TRV EFT 0T, FHET AT LD
WAiAEEZ B ZE, )

2 vIF Xy ) T L— 2B IUOREROHERBENE = 2L AT
L%,

(3) WIEZBREAT DRI, SIERIGH — MY » ¥ BRER, TR, RIRF
Wik, o7V o7 FyTOREZHRLET,

(4) A& — FE—%ML, MEZBAELET EENTHEINICETSNS
BEICOWTIHHERE O [KE7 8w ha—) OB Z8E S
VY,

BEOHEEE
VAL —Fx VT L—a T —2E, RERKET— ) v —AD
2WIENN—a— RICFERE SN TWET, RIET O IR U REE, o2
XXy T L —HORNmE b EITEIE SRR O H B
BHENET, £ BEEELZBHEVOBRAIT 1A 2 L ITREREZER
LTL7Z&0,

N}

w

-

TIAF L UX Y T L—ZOWEFTL T OHEIITOET,
CSEROE— Ry  EROWT R, FLve y MY b
ST 5A.
sk - BB Z EHR. 15 0 BOSGB L7254,
FRLSMIB N T HRENECZGEIE, VaF v rdy I T L—4 %
BIE LR ERRZ TH LT EE0,

B O TR RENR, 5.0 0n g/mLEBRIHER BTG
U TR IR 2 IV TR 2R L, FHE L T<EE 0,

WAESROHIEE

L. AARRE
AR OEPEEIEEIX. 0. 5~1.5ng/mLEENTEHEY 2,
2. Ong/mLABxLE, BECRIR, T, FEPAZEMERG IS 55 o
AL, DML, BE T a7 S0 DERE, WEEE O
FVEO PR RIEIROHIAY A7 BEE D £9, Lnl, vaxvw
I DIREHE & R A — =T v T LTEBY, BEFICL - T
MARENZ OWERSN & 72D L) VT VB EBNENTHDHY
BALBEZLNETY, Lzio Tl OBREOERKFT Rt O RAE
HEEL T, ANERIREZRE L TLEE,
F7o, WUAREEREB LY XV URIED O ORI RIES IO
T, FEHOBMCEESR LTI ZEN,
2. MIELDFEE
(1) VU~ M RERFRRIETUR O EL T D WREHEN S D 7,
(@) NIRHEY X & U 2N, BER, iThs, BR 2R OFAR20BEO
B TRE S, BEOMERETY IV MERS ERT 52
LR ENTOETY
(3) BAEHIAFAET 2 RFEDHFFRIUSIEMBE OB LY . IR
EEAEFEICE SN2 WIGE R H Y 3O T, thoRAR RCHEE
REDHDOETEE L, RAMIHE LTI ZE 0,

MEERNESR

TAFL LT 9 5 THRIDLAEOIRFEE L L THESNZH T, Mllak
DF R T AL F U REE EF S OHMIRAO TN T AL F U PREE
EREEDLZEICEY, DO AN S5 ER % b oA T,
LB DG & B b B %, ¥ 2% 2 AT LEMBE), DEHEN e S b RN H
HESNTHNETD, DA% 2 UATIRRIR & RO & 5 R
HY ., MPEMREDET=2Y) T RRIERIERDOIOEEZ LN THWET
1

AT, ALFEINIEE (AMP PD) & V72 LSR8t mes o ie i 1S

(CLETA ; chemiluminescent enzyme immunoassay) (243 < i#&C9,

W ERE
1. tEgE
(1) J&EE
VAR UR v VT L—HEFEOERETHET S L x|
0. 5ng/mL YI¥T ¥y V7L —%L0ng/mL TIF

Do

VXY VT L= OFNKEDOKIT0.8 OLLFIZAY £,

(2) TRl
HFEIMA 3 012 T EORIETRIET 2 & & WEMITSEEHIC
FHLTE20%LNICZRD £,

(3) FIRFFFELE  (DFTHSEE)
B FEEA 3 61 2 FTE OWMET 6 Ak VIR LIET 5 & & AR
% (CVE) X1 0.0%LA TR0 £,

(4) &P
ARIEOPEHPHIZ, 0.30~5.00n g/mLTT,
A REBRRENES 2T & (REF LI 5L
G1200) TIF0.10ng/mLbHIENET,

(5) FRH RS
CLSIHAKIAYEP1T7T—A27 25t THIERA(LoD) D
BHA{TFo-fES, 120.04ng/mLEARVELS,

(6) & mPRA
CLSIHARFIAVEPLIT—A27V > TEEBRAR(LoQ) D
FHEAT 2%, HIX0.1 1ng/mL &RV ELE,

. RERGHE
RIS DWW TRF L7 R. UUFIORTES G i E Lz,
W .

- (nf.ij) sz
TeFAVIRT 2 74. 7%
FATIVR 2 72.1%
XM = 15 3. 1%
X 25 1.4%
D-(+)-UFhF/—R 50 4. 0%
TARIH = 0.5 118. 4%
AR AV RV TR 2 129. 0%
TAXIH =) OX IRV UR 1 210. 5%
VeRpyagy 25 3. 1%
DA 25 2. 9%
FFhRC 2 107. 5%
TR 860 0.1%
TRRLFY 340 0. 6%

UTORIORTHEIL, RPORE L CHIEHEICEEIRD L EEA
TL7,

B4 R

11-OH-7u# 271 1.25 ng/mL
17- @ -OH-7BF A7 2.5 pg/mL
TN )Tz 20 wg/mL
TInyN 0.05 ng/mL
TLY 7 uwe/mL
T 1 wg/mL
T ) 0.1 wug/mL
VaA=ard 3 1.5 wg/mL
ILFY =)L 10 ng/mL
LFV 1.25 nrg/mL
FERRZE T U REAT I 10 wg/mL
FRF AT 5 ne/mL
TAN A =L 10 ng/mL
JugIR 50 wg/mL
| \=74=1=0 Vel 100 rg/mL
URBA 100 #g/mL
AF LT LR=V 1 7 ng/mL
FT AR 18. 5 ng/mL
T )R — L 100 wg/mL
Tx=hV 100 ng/mL
FLR=yrr 10 ng/mL
TLR=Yv 10 wg/mL
a4 TIR 100 rg/mL
Ta ATy 1 ng/mL
urg/a—v 100 rg/mL
F= 101 rg/mL
e A — L 100 wg/mL
AR TIN 10 ng/mL
FANAT L 5 npg/mL
N7 LT 0.5 wg/mL

3. tARMESER AR

(1) M EITMERE S 261264 L, BEfFCL T ALL OMBEMEE K
FHL7MER, LUFIORT RN SO E Lz,
HEBH : n=52 MEAKEK: r=1. 00
AF cy=1.0x+0.1
(x ;BEECL T AW,y ; Adh)
MEE 71X MSERIL S 6 GIZMER L, BEFT 7 v 7 AEbiliik L o
FHBEIME 2 MRt L2 fE S, BURIC R RS bhvE L,
WEFE : n=56 AR : r=0.99
[EF y=0.9x+0.2
(x 5 BEAF 7 7 v 7 AEHIBIE, v 5 A
(3) Fl— AD BERI U713 - g7 Rk 5 2 6] (BugeiEsl : ~/<Y
FRUTL) B L, ARRIEC THBMEE B LR, LUFIRT
BAEN SO E Lz,
WEFE : n=52 HMBEHKEK: r=0. 99
E)FL y=1.0x+0.0
(x5 MiF, v ;M)

@

=



Kk %

Kk %

kK %

4. RERAOEEYE (BEME)

USP (United States Pharmacopeia)  Digoxin

BEAEXFRFEVLEDEE

1. Bk b (fBRRRALE) DEE

(1) BIEEHI V., HBV, HC VEOEREOBNRH LD & L THEHE -
TLEEN,

(2) 1@7" BTz o ULBPOfERZ BT D12 DMWETRREFA L, £
LD ERy T 4 T EATDRNTIIEE N,

B) HEHZT A VMR (pH1 0) TF, MAICE L TIE, @S
2207z BIZABZRWE S &ébf<ﬂéw

@) BEENRRS THRAIC A T2 AR, K THITHRWITTH OIS AL
BTV, BERHIE, EMOFYELZITTIEEN,

2. FRLDEFE

() BEAICER L CiaARE, AT 2HE S AT L O 3CE R L Ok
PEICRE S TS,

2) SEPIE A — NV » ¥ (BURKE AR - BERIEldUR) . v aF o %
v U7 L—& B, PR, IR BRI E I s S h TV ES
DT, THHOHE S AT MEbE, ALY THEHL TS
AN

(3) A IR 2 it X 7o FRITAE ] L2 T2 &0,
ORROF R T THEERD D 2MEH LT 7Z&0,

@ VTV F T TN Ty FIE MRS DHES AT LEED
bOEBHLTIZE,

G) TV TF T T ABy TIEEICH L DOEEHLTL
ZEN,

(6) RIKITRFRMZFo THEH LTI ZE 0,
BLTLIEEN,

(D) RE IR Z ZEAOEE. RO T 7 b DRMBEHES - 58
i KON P CORE L, IREZLIZ L KRS RBEOKA & 7
DETOTHET TS IZEW,

®) BMIEBLOVIF T Xy U T L—F IR L DR EBE L
/7»@@W%iﬁ%ﬁ CHIEZEBE L T EE 0,

(9) EfEZRBEZAT O 702, BRAKIIEIZH LWboZHHL T2
l,\

(10) ¥ —4 T A NI TR A AT 2 & ZEbRFE ORI
HPMET LET, FREEX v v 78 %0 g IS & IR A
gt D L AR KON EER P SELRE L2 £, Y —
BT LEFEEF ¥ v Ty X OBER OV T THEHOHE
VAT AORHESAEES TEL SN,

3. BELDEE

(1) FRIKITITRAFAE LTUTO LR 7T M) v AREERLTH
T4, FEETIEIBEEOESRT Y RRERSNZ2NWE ST D
KELBITMLTLIEI W, o ML BIG L THBEED T R &34
LRNDH Y ETOT, L OBfbZBET THIEL T EI,
PR - 1.0% (AHRGERAT) | B : 0.0 5%,
BRIEARIE : 0.1%

(2) RIS LOEREFE LIS 25013 BIEMICRET 2 HEIiE-> T E
PRBETEY) F 1o 1L PEEBE T S KB LT L T 7280,

(3) BEMR DBETEZ STz - Tk, AREIHWBL L & OMHNHE > TRE L
TLIEEN,

@) R L72E (BXy b BBREE) | BER, Vo7 7Ty T
&ﬁ&*&fh)?A(ﬁﬁ&*ﬁﬁlOOOppm\1ﬁ%utﬁ
) IV =T AT E R (2%, 1L RIZE) %0 L 2 a0
ﬁﬁémi F—hr 7 L—7 (121C, 20%45LLE) X BWENLE
T TLTEEN,

(5) A, BERE DS L2554 i&ﬁﬁim+LJ¢A<ﬁmﬁi@W
1000ppm, 1HMLLERE) X —LTATER (2%,
RERLL BIZE) T R D5 &MY LHFEITo T IEEN,

(6) HALHZME A T 2 R HlEFEEE T M) U AEK, JVE— AT AT
RIS, FEIZDOWZD . BIZADLZRWE S ITHEE LT ZEW,

A RRREE A R 6 &

FEIZHE L7220 K5 12k

WETE A % - ARHAM

NS ey A 2~10CIZRfFE AWM : 14
P AU 2~10CITRIF  A2HIE : 14
VA rXy YT L—H 2~1 0CIZRIE  AZMIM : 14
IR 2~10CIctRfr Az : 9» A
Vel 2~10CIctrfr Az : 9» A
MR BRIR 2~10CITHRIF A2 : 94 A
HAWIRIZOWTIE, SMAREOIEE LORROFERE ISR LS

AN

T
Rk
TEHERAOIE Y AT MMIAEDETTHEL SN,
oa— RKNo. i [ES]
298886 |[AINLRAR Tdxvw 145 ARX3
ERIET— R v
(PUARRE BRI T - BRI
298893 |[AI N VAR BPEX 1
VAR Ry ) T L—H
219973 | NI bR FERE (Ho@itE) 100mL X6
292600 |AI LA FEK (@) 50mLX6
219942 [AI /LA Y (GuERSE) | 1000mL X1
219935 |[/INVA BRI 300mL X4
(I3 ER)
292617 |AIVR WMIETIRGG 80mL X4
(I3 ER)
|4y
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