HERAICELTRIDBFRNELCBRACIESL,
Fl. BEGHICHEODIELSICRELTENTLEEL,

QCX09T #k20224E10 H 27T (TR
FADEREED *201 712 H &GT (556hR)

HEIRSEARES : 21600AMZ00502000
JzYFoxy b

J=/ULZ JIUFO-N

WERMTER

L AREIT, RABZWHTH D720, TRLSO BIICIEER LT 72
AN

2. BWTOBEE, AREMLANAMMORERFRSLEAFERS bbb THE
L. BEWIZHEE LT 7ZE0,

3. ARELIS O T HIEIC OV TIREIEEZ B L 4 A,

4. ARRIEB KO MIE, BPEOERIENR S 5 H D & L TH4rIciiE LT
o TLEE W,

5. RRIEIIT, REFAE LTT VT MY U AREERTWET, RN HE
STHRHIZAS7ZY | FFIAHE LA, K THoc v
DINEE ZITV, RERSIVUE, EROFYELZITTIEEN,

w6, ARIEDOMANCEE L Tid, AEL S, FREOIRMSCE, HHT 5
EV AT AOBERLEB OGS EL T2 7EE0,

AR - BEF (v FOER)

CHURBESHTFEY (ERARKKRK. 2504 L/RERBA—RY )
M7=V F e/ 7u—FAHik (U R) G727 4 MITEESHE

—

7

CBEREHRAE (RIK. 350y L/RERKA—FI D)
TNHIBRRT 72 —€ (ALP) BB 7 =V F %/ 7 m—F LUK
(v OR) BEHET,

[\

FERIEH—N) D

AR EH T <€

3.7V FUXRYYITL—4 : 2 BEX1
1) Ong/mL Z7=DFr¥x7L—%
(k. 1.5mLXx1)
2 1000ng/mL 7=VFr¥xV7L—#
(k. 1.5mLXx1)
4. BE®R GBRIK. 100mL X6, 5O0mLX6)
HELELTAMPPD®? 285K FET,
THHORE S AT MG TITHELL &N,
5. Bl GRHE®R. 1000mLx1)
6. MIAFTR GRIK. 300mL x4, 80mL x4)
ZHEHOUEY AT MEbETITHELI &N,
1) 15 CUTORETEFMELTHET,
#2) AMPPD : 3-(2’-spiroadamantane)-4-methoxy-4-(3"’~phosphoryloxy)phenyl-1,2-
dioxetane disodium salt / 3-(2-AE BT &~ X )4-A N F I —4-(3"-7F &
RINFXRINT 2= A-12-UFF 8 H -2 B T LK

MEREM
Mg FigEh o 7 = ) F o oflE

W E R

ARIIL 2 AT v T v N A v FIRICIES O I AL S5 i B s I v 1
L2 7= ) FURERETT,

<Ks7m bha—; 2AT v FE—R>

HE - BiAD+E Y+

HABENFICHELEZR Iz FoikLBiAdIcEE
NB7 ) FUICKBREEERNERINET,

*L7 =) FUHURDRRES LA SR 250 LIT, MikER
372U F ¥ Y )T =210 LBJESHET, RISEIE, 5
HHITCTIODMA v Fa—hanET,

[ % | EEAREOR. HEREHTORIAGORET.
REFIIREA I Lo TERD B, ORI RESNET, ERIEA
PEIFROBRED RV IZ S, BT S E T,

s RITUFUREZEN LTS LIZREROT Y T,
FIH)KRRT 7 8 —CRE R T ) F ORI (BEREHE
) ICE2RBEEEHRATRSNET.

SRR 2 5 0 0 L LHURRE O R FANRA SNET, SUSHIE
37CTIOHMA Fa—bEnET,

[ #a | BURRBREO® HERSHTIORFNTOAET,
BAIIEAIZ Lo TED DI, SURKDB R ESET, TERIEAL
PR OBR BV E S, BB adShE T,

HEHR200u LERFICMARHEZ, 37°CTEHME
RISESEET,

BRATInmITRABREF OAORAEZAELE
ED

HEEHCE ENDAMPPDIL, BT CRHEMICHE A LT Al Y
RATZ 74 —BORMBAERIC L R LET. SR> THHS
NN, RIFICHE LIz 72 FUBERIT D7, Zhal
ETDHZEIESTT=2 Y FUREDOREEITH ZENTEET,

D7 = ) F RS P E R 2088 2 725513 MBS U TRIRTR
Wz TREZHRUFHEL T EEn,

MEELDEE

L AERADOHE. RIGE
k(1) MIKORBUIE AT 28 E OB TIRICE ISR L, HEShi)
(BRI, EOSEER AR EY) ICEVERRL TS EEW,

@) B, i, mMfENFhcbllETEET,

(3) FTREZRRR 0 B2k Fv . RIFT 255513 — 2 0 CLL T CHifsiR
TFLTLIEE N,

(4) R 2 f 0 K LBRS AR5 2 & 13T T 7230,

(5) FRifER - ZOMDOERASY. L. FlE 1 E EN TV DRI TIL,
HMEMICEEE 525560300 £3, ELWHERMEOND LI
WLELIFRELZZICEM LTSN,

(6) BRI DI U\ K9 ITRRIRIZEE LTk » TL 72 &V,

(1) BIRZIIET D2 LIC LD EBITH Y A

®) BIKICHEEEAR (EDTA— "BV UL 7T N A ~8Y
VFRU L) BHREMLUCRBRLUZER, ¥ 10meg/mL,
38mg/mL, 100U/mL L CHIEMICHEBIRDOENEFAT
U703k O PR E I 2 A B 561 BIBORIRFICTHEL &
AN

2. WEYHE - hEEH

MAIZEULEVF, BV ALE Y C, ~EZ 1 BV 2RI L TR L2k

BZNFN17.0mg/dL.21.0mg/dL.500mg/dLET,

MEMICEEBIRO N EFATLE, £z, AEICELTY,

192 0B YU EEE CRIEEICEEBTRDONEFATLE,
3. Tt

AT A H BB RRE R IR~ AT A

(R : LI G1200) ARETT,

i

WA - AE (R1EAR)
1. REOHAME
(1) Prifss AR T3 £ OBERIERG A
ARG — MU PITEHURESRL T3 X OB R AR UIAR D Fo L S
NCWET, A= h) v P —ADBWHT 4V 2EHB L, ZOFE EE
HALET,
CIERIS T — N Yy DRI O BRI BB AN A0 S FEIC L
D LN TL ZE0,
CRIEROEH— Ny VEREEICE Y NTABE. A=Y vy Y —
ADBER T 4 NV AT HB L TLIZEN, #D USRI A Lk
DD DG EEROBERFORK L /20 7,
CHEHBBLIORE Dy MIH— ) vy O —ADNR—a— F(C
Lo TEHINTWET, I— MY vV r—ABOREES — b
Uy PO NIE 2T ORI B D ATREME Y B W E 3D TAT
DIRNTLTEEN,



#2) 72V F ¥y VT L—X
W (15~25C) ICERLTHLEEERMUTHEMLES,
Fy RRY 2a—2%2ZB LT Y IAhy FICUEREZHTLET,
TR LS OB LZOM F®IZ4 5 0 LTY, M FEIIAHE

RS LKILOBAICL > TEBH LT, il FTOBICEO I
RENZRITIBAT 5603, FESMENTT O TH LWREEAH
HALTLIZEN, Yo TN hy TICWREDETEH T IR
BOBEKNIZ/RDBER”H Y £,
Ty RRY a—MITHEHORME S AT ML TERARY ETOT
FRE S AT AOBEHAFL ZHIEE 0,

HIE LTIV A GL200TH T ADy 7o THHOY
B Ty RRY2—2F100u LR ET,

(3) FEiK

BHENOH L TEOEEFMALET,
FEERORTN DR NE D ICEEIZTE Y P LT EE N,
B A RIS v b Ui, BRSNS £ IS LTk T
SV, BWEROETE LIZLANWTL E W, IWERNR T L H Y
FATZ7 72— (ALP) IHRINETLHEMRTEEEA, FHEN
HEHEAERI AN 5 61E, BEEEL T &,

(4) Yo
IR DT OREBKT 1 OfFICAIR L, L <BEP L 97, AR L7 vk
WL, Wik (15~25C) KWRLTHLEMALET,

(5) MeiARAIRIK
15~30CICRLTOLZOEEMALET,

LIV A S G1200ICEy MTAHAIE. GEENOHLTZED
FEBEHLTIZZN,

2. BWEGHRE - BHM

) vA4 27t Xy b Yo PV I FvTFBLOY TNy S

(2) 4L ER MR RIEIE > AT &

#%(3) Sero Lumipulse IA Control (Bl5EHh)
KEEEPRAREE LT, Sero Lumipulse TA
Control#ZH#fEnzLEd, FHICKELTIE, Ser o
Lumipulse IA Control OE#HHAFELZSHL T
{TEEW,

3. BlER

(1) JES AT AOBEHRAEEZ SR L, BRKB X OWIEIC LB R{ KA
FIEDMEIZE Y FLTLZE, (T VOB EIE, HH
DEBROMEL AT ML > TRV ETOT, FHET AT LD
WHiAEEZ B ZE, )

#¥2) 72V F Xy V7 L= 2 BLOREOIEKENEEZ ZNEhANL
LT,

(3) J7E 2 BtA T BRMC, SRS — R Y v ¥ K, YR, BiRT
Wik, ¥y 7YV o rFyTOREHRALET,

(4) AH— hE—%ML, MELZBBLET EENTHEIRICETSNS
BEICOWTCTERE D [KE7 7 ha—L) OEEY ZHR7ES
VY,

A, REOHEEE

VAR =X X VT =g T =L, RERIST— Y v —AD

2WTEAN—a— RSN TOWET, REFOT7 2V FURET, 7 =

VF Xy U 7 L—FOFRNEE b L ITIRIE SR ER S BB

RHEhET, FLEBEELZBEVORGILLE I L IR ERE ER

LTL7Z&0,

7V F Xy )T L—2OWEITLL FOHEIITOET,
CHIEROE T — R v U, FLve y MUY BEbo A,
AR, 30 BB LA,

FRUSMCBW T O RERECEHAE T =V F o Fx U 7 L—Z &
EL, REREEHFLTIEIN,

AT O7 2 U FUMEENR, 1000n g/mLAEBRIZEAIT, LEIC
Ji U CRRIRAIRIE Z AN CTARIR L, BHEL TS0,

WAEREROHIE X

1. BEEEHE
i # 3 4 9% (B2 1 641, etk 1 3 341) DiiiFs L OsEh o~
= U F U RREE % T OEAECRIE U 72 JIE 8 2 xR CIEBE L TR
il ZAUTORERBHEONE L,
Bk FHEIE8 5.1 ng/mL
THEE1.96SD 25.8~280.5ng/mL
otk E¥IfEIZ24. 1 ng/mL
FHEME+X1.96SD 4.2~136.7ng/mL
2. IREDEFEE
(1) FLHEREPHIL, WERMECREBICE S TED R EBH Y T DT,
BRI U7 FEAERP A 3R E LT 2 &0,
(2) BARPICTFAET 2 RFAEDHFERIIEIEMBE OB LY . EhITH
EMEAERIZHEONRVIGENH Y 5D T, OB RCHAIE
RELHOETERL, BREMITHWI L T EE0,

WMEERME R

7= U F o, IFSE R K OUT, R, BT SR < AT D - B
45 5 OEAT, ERIZB T HEITROEE L H > TWES, MIE7 =Y F
AEITARNETESR % LK M B 726 SRR ZIEA ML 78 & OSRCHHRE %
24 AHEEOEN, BAREMEL, ~E/ v b=V RARAETT H—
R 77 EOAFEMRR BB DTSR OHEICEH L SN TVWET,
7o, Hx OEMEIEE O TITMERIEICES 7= U FroRE it X
O RSk L TERMRICIE Y = U FUAER ER T 5%, o OREO
B L OVREE R HEICHE 7 = )V FUMERAATH D LS b T
i—g—lﬂ) R
ABAIHERAIEE (AMP PD) 2 M AL MR S
(CLE I A ; chemiluminescent enzyme immunoassay) (253 < #FT9,

W ERE
1. T4EE

*(1) %

T U F R EATEOBRETHETSEE, 50ng/mL 7=
FUEKREOn g/mL 7Y F Xy U T L—FORNEEOLIT
5 1L Rz £,

(2) et
HZEERR 3 F1 % FTE OBIECTHIET 2 & &, MIE i IL4E BRiEIc
RLTE20%LNICRY £7,

(3) FIRFFEBLE (DTS
HBEEHEREZFTEOERIETE VK LIET 2 & &, ZERK
(CV#H) X1 0%LLFIZ2Y £,

sok(4) I 7E LA
AHIEOPERAIZ, 0.2~1000n g/mL T, REBLFERL
ERGIERE S AT 5 ((R&ESI : L2 G1200) T
0.1ng/mLbHENFETH JEHMA FRE(0.2n g/mL)
RMGOMITIBEBMEE LTHP > T EE W0,

*(5) R HIBRA
Ong/mL ZxzUFr¥x V7 L—FLHmRLIZT =l FUBHK
EEEOBRET2 OFEVIRLEEL, Ong/mL 7=UF ¥y
V7 L—2 O+ 3 SDE, MR LT = FUEROFEEIE
— 3 SDBRAITE 2R/NMREAMILBAL LTRDL &, HIX
0.03ng/mL&7Z0FELI,

(6) E RS
FRUT27 = U FARREFTEDOERIET2 OV IR LME L, HIE
EDZEERE (CVAE) 231 0 %A T &2 D h/MNR_EAZ S &1, HIEM
EEBELCERBRAZRDZLE0.2ng/mLEARVELE,

2. MRS ER A
1) MmIEMRIE 4 3HIZMHEH L BEFE [ AlkE OMBINEZBRET L 725, 2L
TR HEER SO E LT,
MEFK : n=43
RS : r=0.998
FUR=x :y=1.03x—2.8
(x ;BEFFE L AW, vy ; 43I0 A 72 JF—N)

2) miEmEe 6plzEHAL, LI OLAT LA L T2V F 2 (B
L OMBMEZ Rt LT R, DUTIOR TR M b E Lz,

HEFK: n=66
THEIRE : r=0.992
ERX :y=0.97x+0.4
(x ; VIVULRAT VAN 7z F
y ;IR 7= UF L —N)

3) F— A OERE L2 M - miE7 Rk 6 96l (HrEEAl : ~ XU >
FRU T L) BEA L, AR THBEMEE R LIZRER, LUTICRT
BAEN GO E Lz,

HEFK : n=69
B : r=0.995
FRE :y=0.96x+5.4
(x5 Mif, vy 5 M)

3. BREAOEEYE (EEYH)

7 VFrFy U7 L—FDOfflE, NIBSC (National Institute for Biological

Standards and Control) OFEUEYVE (3rd INTERNATIONAL STANDARD

FOR FERRITIN, RECOMBINANT ; 94/572) % A E SN TCWET,

BMEREXFREVEDEE

L Bk E (fERRRALE) DEE

1) BMEITHI V. HBV, HC VEDBEDOBNRH D H D L L THEB -
TLEE N,

2) MBI BT > TP DOMEIRZ8BET D 72D TREE AL, £
XD ERyT 4 T EFTDRNTLIEE N,

Q) BEWZT B VMR (pH1 0) TF, MMICE L TiE, SR E
2OV, BIZALARWE YITHEE LTI EEN,

@) HIEDPHS THRAICASTZHA L. K THIITERWIRTE DI B
EZITV, BERHIUL, EROFUELZITTIEIN,

2. ERLEDEE

k(1) FEANICER U CiaARE:, BT 2HE S AT L OEIRCE L OB
WEIZE-> TS,

*(Q2) BIESUEH— Y v ¥ (PURREERLIT - BERIERTUE) ( 7=V F ¥
¥ U7 L—& B, PR, IR BRI E I A s h TnET
DT, THHAORES AT MchbE, HlAadbETHAL T
A

(3) M55 FH IR A 3 X 7= 3B LE A L s o 2 S0, B ERGESME B &
OEMOFRE THERD O ZfEA LT IZ280,



@) BTV TF T B TAHy T AT LIE S AT ARED
HOEMHEHLTIIZE,

G VTV TF T P TADy FIIFICHLOEOEFEH L TL
7ZE0,

(6) REITRESRMZTFo THAL T ZSW, FICHfE Laand 2iciE
BELTLLEE N,

() REIHEE ZHEA OGS, ENO 7 7 o b ORI EES - 55
s L ORI M CTOMRE L, IBEAEIZ LV KD OFIK & 72
D ETOTHIT TS IZE0N,

*8) KB L N7 2 U F o Xy ) 7L —X IR L DM EZE L,
VTN OEE BRI NCE R B L T IEE 0,

(9) EMEZRIEZIT D -0, BRAKIFEIZH LW oZfHL T2
U,

(10) ¥ —4 T A NI IR A AT 2 & . ZEMbRSE ORI
HAPMETLET, £EREF v v 78y %0 b AP ICE R
R B L BN RONIEERE SIS EDREE 2D £, V—
T4 NEIAX v v T8 F 2 ORI DWW T o E
VAT LAOBEGHHEE B EE 0,

3. BELDEE

() AREICIIRGEAIE LTUTOEBY TV MY U AREEA T
F9, BETIHRIBEREOERT Y KRV ERSh2Nn L 2 ICE RO
KELBITHWLTLLIEI W, Eio B L BIG L THBEED T R &34
LRNNH Y ETOT, L OBbZBET THEIEL T EEW,
Wl - 1.0% (FRFFRAD | BEK: 0.05%

PUkFE ORI BERAEPUA, 72 ) F o ¥ v U 7 L—& iR ARIE
1 0.1%

(2) RIS LB E LIS 25 01%. DI 2 HEICHE-> T IE
TRFEFEW £ 113 PEREFEEY S KA L T L T EE 0,

(3) BERDBEEIZ B 1= > Cid, KETHEFGIEIEZ: & OBHNHE - TRFEL
TLIEEN,

@) R L7eBE (B2y b RBRES) | IR, 7)) v 7Ty 7EE
WHFER S Y N (FEHERE 1000 p pm, 1 FFHELLER
) . V=TT R (2%, 1RERLLEIZE) %2 K 280
BHHWE, A— b7 L—7 (12 1°C, 2 043LhE) 1T X Diki#aLs
T oTLIEE N,

(5) BRIK, BRI DS L2345 A Ik R SR IR T R U v & (R SRIRE
1000 ppm, 1WEMELLERE) . JAV#—ATATER (2%, 1
FRERILA B IR D5 &MY LR EI T T IZE0,

(6) WHALEZAE 9 5 R IEREET R U U AIRIK, Vv —LT LT
RIEHEAS, FEIZDOWZ D | HIZADLZRWE S IZHEE LT ZE0,

AT - BOERE

NN ey A 2~10CIZRfFE HRHM: 14
s AR 2~10CIZRfFE HRHM: 14
Tz VFrXxx YT L—4 2~10CIZRfFE HRHM: 14
FERR 2~10CIZthFE HHHM: 92 A
Vel 2~10CIZthFE HHHM : 92 H
R AR 2~10CIZthfE AWM : 92 H

FERHIRIC OV TR, SRR DIME I LORSRO R R E Z2RIEE
[

M B g B

TEBEL%E

THHOHGES AT KMZEbE TITHELSEEN,
22— RKNo. e (S
292969 [NWINNNWVA TxzUFU—N 147 AKFX3

FIESUEA — PV v
(FURRE BRI T- - B REARHL)

293287 | /WIS A T2 UFU—N 2R X 1
TV Frxr T L—H (#%1.5mLX1)

219973 | NI 20vR WEKE (@RI 100mLX6
292600 |AI LR HEHE QL)
219942 [ NIV A PR (GHERID

3

%

50mL X6

s

1000mLX1

219935 [0 A RIEARIE  Gtmaig) 300mLX4
292617 |AINVR BEFRRKE QL) 80mL X4

#k 2 DAt

Sero Lumipulse TIA Control
2¥EX6 (%3mLX6) (Z—KNo. 206805)
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