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3% F M EEF o 25-ERaf T e 430 D OHIE
[RIE R 2]
Ao ML, METMET O 25-thed 432 D (25(0H)D)%
WETHHOT, BRALFIE N EEECLIA )2 E S L
TOET Y, #1USELTRIIR, PF A AL A —L R OUKER LT
U7 ANaOH)ZE M2 A > Fa_X—tarLET, 5 2 KGELTRIAE,
2BV T =y A(IDEGRE #3 D #6422 737 E (Rulbpy)s
PR 230 DAL ) EIMZAL o —rar LET, &b
553 SO ELTE AT AL 25 Kb ¥ D(EA4F 1t 25(0H)D)
B OANT STV v a—T o T~ A7 a/x—7 4 7V (SA Ttk
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W12 80 SA Wtk MP 2 EMUZB I EfHTET, WRITN e LTIy
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1. AEHHOME. REUX
PE R : Mg ST M E(~ V> Li, EDTA-2K, EDTA-3K)
BERE O Z2E M 1 20~25°C T 8 HER.,
2~8°CT 4 HIH.
-20°C(£5°C)C 24 HMZLE
(BRI 1 (Bl 7)
FRMLAE OFEFIC Ko TR, JERE RIS EL KT TIHERHY
FTOTH AT ME DRIE T OFERITHESTZSW,
W OHDLBRE, M ATISE MREZ1T-> TSN, Fe,
IE=AOy U NER I A A =Y AN
TIAFNIY 2EEGH T DR ha— g, BIECHERL
ZRNTLIES Y,
FRNT L DM E ~ DR BR R D72 FEERITRE LIk,
Xy U7 —H K Rarba—ud 2 B PAPNICHIEL TLZEW,
2. UEWE - HEEX
1)

Tl

25(0H)D 2 <20 ng/mL ORifA: +2.5 ng/mL

20 ng/mL<25(0H)D <50 ng/ml OifA: +10%
50 ng/mL DA <25(0H)D HEEE: +15%

e =32
i (~EZmey) 600 mg/dL
B (EULEY) 66 mg/dL
FLE (A FFUEYR) 300 mg/dL
EAF A H3 By 600 ng/ml
Vo~ F KT 1,200 1U/mL
(2 AT (EXI B)IREA 600 ng/mL ETORMATITHS

BB rzibEdA, ©AFEHBE 1 HHIZY
20 mg LA B 5L CODIGA TR, BIE 1 R LN ORE H
DMK 355 ng/mLACEETHAREMENSHVES Y, HHELTF T
300 mg DEAF L (EXIV B)EHEHEG L%, &K
1160 ng/mL OERHESTOET Y,

BEAEZ DL, fEFUNTIED AT ABD0ES, (51:930
ng / mL T 11%),

17 FEOD — A 22 IR L3 AR L O BN - 2. D 8% in—
vitro AR CHERR L7224, REITRRO LN EEATLI,
TRITRT 3FEDOEHNZHOWT, KEOMEICHZDHE
B in—vitro R CHERLT-LZ A, LA T O£ TR
BOLIVETATLZ,
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A WINEEE  mg/L
EinsAlpha (alfacalcidol) 0.0018
ZEMPLAR (paricalcitol) 0.0012
Rocaltrol (calcitriol) 0.0010

(B) ALIT AT, FFRELOSWEDNFIELZGE. 55
MIZRERITHRIL T, R R OG A FE R E CTERW
BMHVET,

(6) ZFEFUSHEIZLL T OLBY T,

CLSI EP-07T-A2 OHAX L AITHESNT 25~
hydroxyvitamin Dj J2EE2S 25, 40 & (Y 60 ng/ml @ 3 L
OBIEERNT, hoe 3 D REEDED R 2RI
ETRORICE->TEHELELEY,

MU BRIRIREED IO - FIL TR BRI EE O 2

ZEFERIEME (%) = X 100%
TN DRI
- TSN RAERGE
(ng/mL) (%)

25-hydroxyvitamin Dj 50 100
25-hydroxyvitamin D 50 103.3
24,25-dihydroxyvitamin Dj 100 8.1
3—epi—25-hydroxyvitamin Dj 50 121.6
3-epi—25-hydroxyvitamin D, 50 102.7
1,25-dihydroxyvitamin Dj 100 n.d.*
1,25-dihydroxyvitamin D, 100 0.9
Vitamin Ds 1,000 0.9
Vitamin D, 1,000 0.7

%3 n.d. B9 (not detectable)
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1. AEHROHERVSEEEHH
(1) XD RZMWLDHH ARV D MGEDOZWT O TF5|
ENTEHE, EHID KZIE 20 ng/mL LLF(5 ng/mL
LUFCHIUTEOEFD) LRSI CnET,
JEAE B IR R AR T IR IE AL 2 A S
WP OIAEM I, BAENR#ES, AN
SOERITRESNIZEXI D RE - RZOHEFRHIZ
DOVTOHRES O, KENSWFEDTART A VETH
HINTODHERELLL FITRLET,
B4 D FEEIRRE ¢ 30 ng/mL BL k-
EX3 D R 20 ng/mL LL_I 30 ng/mL R
B4 D RZ 20 ng/mlL A:Jii
FLYEGEBHIE, MIERORE, WS, BB SICR RS
WAEBHOETOT, Fhiak CHRIRELAIRO |, EL R
S0, ek, MEEICI RARLMEEE R T RSV ET
DT, THBELZEN,
2. BAEOER
HIERPA _FIRE 2 DEEE R U BIA L, HENCOFEAES
TRENDBRIZONTIE, =7 —T R BRIRAHIR (S)(G
TRV TR Z B IRL CHIEL TS,
BRI, 1:2 OETHBIARL QUETHIEEHELELET,
7k, APRMHERHIARBAROFIRED =240 ng/mL &bk
AR TS, HERROGE . WIS X E SR
FraEE R LU CRREREHLET,
[BRRMERE
B2 D iE, EELTHHEA~DRBICIY L CHEASNDIRETED
AT RARBRVE S HIBRETT, ARG e Z3 D 378
IVEAEEDOHATEMERE ZI D(1,25(0H).D)~EZ L 5I121%, i
e B OV i G L CORERAL S DM R DV E5, FEFEARE XL D
IZHT=HE X3 Dy(mL h s 7 za— )b Z3 Dy( LA Ly
Txr— )DL EHIL Dy [IEFIL Dy BT EALVIRN TR T
RN BB LT T VAR L TS L0 E8 A,
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EHAI Dy RE AL Dy (R TIIE X D A VB ERE AL
TEY, SN E 25 (MK bESn/-e 4> D, +7ebh
25(0H)D ~EZ5 L E9, 25(0H)D IZAEANICHITAE 4 D O X
BRIV EE ThDI LD, B DL X3 D kxR E &
LTELEROHATOET, 25(0H)D 13 Ml H 275854523 D @
THRRECAEYFANTATEN, MR REIRISERNEXI D O
VEIE 1,000 £, ML 2~3 BRI, Mo 25(0H)D Dk
FB471 25(0H)D; THADIZRIL . 25(0H)D, 23 E AT REZR I FE I
ETDHOIIEHIL Dy BT VA RERAL TOWAEBREICRO, £0
TR SN EBEZ BN TV E T,
B DT EORFEIZE S TR R TY, A RZAEIT/ N IZE
WT, <DRELTHLND B DR EABIESEILET, JVREORZ
IE. BFEHROIL T LAOFAELE FSEET, eI DX
ZIEH IO FEFIEREIL, @minE IcB O TUIFHEICRHT 543
> DR O TITAREI U AZ IR A0 ES, 430 D RZIE K
PEEIF RIS RE TTHERE O — B IR TV | Frlce#30 D K2k
REICHAE A ICIB W T, PTHAED BRI EHACAE, B ads,
R KOV A7 ERERATREER DY ET, Fiz. 25(0H)D
DIRAE AR 5 B LB A2 E00 . Z OHIERS R B BT O
MRS NG ERHVET, IHIZEHI D 1E 200 PL RO R
DG T ORBICTHET L, B30 D RRITHERIS - RO
CDMAEGRE - B CSRER R - PRI SRR - SR Mo S e LB
T HZENTNETITRSITOET,
[148E])
1. TEEE

[FE - HE (EER) |OFEITE . R - IEfENE - [FIRF

HEMEDO SRR EAT o756, PRl EICE S LET,

(1) PSR
1) 25(0H)D B 5~15 ng/mL OEMERZMETHEX,
FEEHRE I 80,000~300,000 Counts DHIFHNIZHY
7,
2)  25(0H)D JRJE 50~90 ng/ml. OIEHERZRIETHE
&, FEOLHREL I 34,000~157,000 Counts DOFIFHINIC
HVET,
(2)  IEfEMERABR
D BEENRE O BAFENT~36 ng/mL)ZE T HEX
ORERFEIIL, BEABRED £30%LINTT,
2)  BEAREOF HEAZEHA8~T2 ng/mL)ZMETHE
ZOMEAEIIL. BEEIRE D E20%LINTT,
(3)  [AIF PR
D[R EHRENT~36 ng/ml)% 3 [0l [F # (S E
HEE. WIEMD CVIX 15% L F T,
2) A —EHEARE48~T72 ng/mL)% 3 BRI E
FHEE. JEMD CVIX 10%LL F T,
EH A
FEAEUR K OVE BB T, 25(0H)D ZE MG CAVRL CH R
Li=bDTY,
(@) WEHAE
3~120 ng/mL
(5) WE T FRAE

LoB : 2.0 ng/mL
LoD : 3.0 ng/mL
LoQ : 6.0 ng/mL
CLSI HARTA> EP1T-A29 25t~ TC, 727 ERR(LoB).
B (LoD), & &R LoQa R H L ELT,
2. FERAMEEERALAE
(1) ARELEAFEHTIE E O BIMEEZRFIL 7224, 116 o> 1.
ERIRICR O C RGO LY,
FHBEEREL r=0.969
FEYFEA y=0.966x — 1.920
yviARE  xe kAR
(2)  Adh AL T RS EOFHBIEZ R L72& 2 A, 117 il
ERIRICRB O C RGO LY,



IR %L r=0.958
EYHA y=0.963x — 2.570
v x A AR
(3)  MiEMAE MAERIREDFBIMEZRFTLIZEZA, 46 FilD
RRIRIZI T BAFRAHBIME S D E LT Y,
FHEIFR %L r=0.986

AR y=0.973x + 0.072
v AR A x: L {E R A
REREEME

NIST Y5 OB A1 LC-MS/MS 1£% AV 5)

(FALXIEERKEWNLEDFE]

Bk L (ERRBALE) DR
(1) BEEROREOEHFANIL, N TTLE, EFERED
PREELA KR OREH RS A S A9 2708 AMRICE b
RVINTEBELTIEE, Fo, WER TRIZIKFEE
PeoTLIZEWN,
RENPRSTHR O AL A, BEHIZKTLY)
SANTHRNIR T 72 E OIS BALEZATV, BB IVILE AT
DFYTREEZITTLIES,
FRIEAGE S TR G B OSKEIBICAT35 LT2 35 A laid, EhICK
BEOKTHRWITELTES 0,
PR (ALY 1, ATAVERE 2, MP IR & O 2)2 21
B AT TR TSR E R TSN,
BRI SUF e MILTE KRR 53 % & Do RGRIEGRIR DZZIEL
TS AR, RO A (A 2RI L 1,000 ppm,
0.1%)72 & DMK EHHL TLw STl & - Tl
SV, 2B, HEEDERICE, 2O FE LTIV TR
FRAEL TLTEEN,
B AR S OVAR it B 00 35 I C IR SR 2 L7 T
{FEEW,
B B OV MR F SRR 53 % o GG IE G DI HIV,
HBV, HCV 72E DDA NAZLAEGDfEHRIERH DL D
ELTHO O, BRSO Ui g B X s T 7
RIERFE wRA VT 121°C7C 20 43R LA A A AL -5
20, WAL AR AR 2230 1,000 ppm, 0.1%)1Z 1
FFLL R3S ICEnEE L TIES N, ZhboEE T
X, L) SANTHR AT TLIZEN,
RILA RS THBILIZD, BRRIGITEFLIZO LIRS
FHEWZIEL ) SANCER L TLIEEN,
ATLERR(PT2IE. B RMEEE T 2R OKER LT R L)
DEFNTOET, Ao THRRBILMELIZGEITIE.
72 BIZKTL) S AN T 72 OIS A ALE AT,
WBERBHIUTEMO T Y TREEZIT TSN, Fio, %
BREIE LG A A BAT 728 CRER- TEEW,
RE7 b DN AR E o, EEFICIE, MY
KR, FAE, HOBARET LD HITEIT TEEN,
(10) RBITIET VA —GEEZTBENLRHD 2-AF LA
VFT—=N=-3QH)- A - RN E ENTOET DT,
BATIEC ) SANCHEE L TSN,
FRLDIE
(1) RIEREOMEEELTHEAOLOEEHL, ZOREM - (B
7o IXIENO AR LW TEsn,
RILT LTI IEE > TRIFL, BRESELRERE
DEELINTIRAELTZ D O FIIBR 20 X 7% 00 134
L2 TL7EE0n,
2y b F e DR IR 3T S TR IR AR AR TR L
TENTLTES Y,
I ZIIE T DR, tEIRME (Water bath 72212
T LN TLIEEE N,
REID Z8b L7020, BRSPS TTEE N,
TE OHINEL T X TOFRIELRERE P O Ia D F #4 i
RLTTZE, KA HDEAIEBRNTLIZEN,
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(5)
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)
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TR TORIKITRAT LS ISRV A 2 T Tl
7280,

F T ORRIEIBA S UL/ RIS D15 ezt T C
<IEEW,

E M OV R OB T TR AL, KiE
HKITHWZRNTLIZE WY,

(10) HRI3AE FHATIC 20~25°CIZRL . XIBRILTLEE W, 72
720, WMLUIRVIRETZD, AL TIZO LRV CLIZEN,
(11) REERAFTHEEL, Fvy 7 OEISRIEE 720 I,

FEORFE TIRIFL TTEE Y,
(12) REEFERTLEEE. Fry 7 OFITERILEF T Iz,
TEORETHHLTTZEN,
(13) RGO LT i, HRICEIESN TOET O T,
A DETHEALTTZEN,
BEELDIE
(1) HEICIVECTBERICOWTIL, i LR
MITHFONEE T LIS, Fo, INOEEHETH
LA, FEEFRIC > TED LI BUEICHE->TL
7280,
A% OR A RIS DAL, BREMICE T E
Ao TR BEHEN) ST PE S BEEY) 70 & X BII L CALBRL T
IEEW,
BEFETARRL, AL I IES O B L CALEL
TLEEE,
BRI A IE U A, IRIE SR A (%)
ESRIRIE 1,000 ppm, 0.1%)72E O FEKZHE AL TLwH
SAHERS TS, 7ok, REEDBICE, 48
D P4 LN\ I) PEAREL TLIEE,
TV (I5E) A SR D F EBEIET D AR T L I VE IR
(o n—2 2 ZU—rBWERA LRV TIEE N,
ZTOMDEE
A D RE T R LR OB R R LTS, R
HRRAZE A LA A RO ET O T, LEITIGL THENM IS
WTHRIEhAZ 2B LET,

(M

®

©

@

3

)

5

(AP % - AR

1.

BT

1) =7 —I 2R v D b=
2~8CTIRTFL TLZ WGBS 1358 TLIZ W),
A SN TEE N,

(2) T=IN—vARIE T (Bl5)
15~25°C THRTEL TS W GETRE ITME T TEEWY),
A SN TLIEE N,
2. B
(1) TIN—ZARIK 243D #1110
* 18 » H
{8 FHEABR(Exp JIZSMF I ZREH L T 9,
2) =In— 2 IK e l5E)
24 7 H
{5 FHEABR(Exp JIZSMF I ZREH L T 9,
[BEEEAT)
TIN—T AR EX D 4L (S300) 300 7 AR
ATALERHE 1 (PT1) 1X7.3 mL
ATALERHR 2 (PT2) 1X6.3 mL
MP & (M) 1X12.4 mL
ik 1 (R 1X18.8 mL
ik 2 (R2) 1X15.8 mL
TN — AR B A D P4V (S300X2)  2X300 AR
ATALERHE 1 (PT1) 1X7.3 mLX2
ATALERHR 2 (PT2) 1X6.3 mLX2
MP & (M) 1X12.4 mLX2
ik 1 (R 1X18.8 mLX2
ik 2 (R2) 1X15.8 mLX2



TN —ARE Tkl G215
VA=S Y% 2X2L & 2X2L X2
¥4 e 801 EVa—/LOT /UL, ZTOMDEY 2— (e 601
Ve 602 EV2—/WITIITHEAICZNEE A, /2. e 601
F e 602 BV 2—LO7atbide 801 Y 2—/WIF Tl
AicenEti, TARARERENTSVELLEETE
IV EHELTZS N,
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