*%6. ]

| MERICBLTHCOBFAXE L BEACLESL,

6HX04T

RN REER

B IRSEEREEES - 228AAEZX00120000

TAT0E XY b

L=/UL SA50OED

WERNEE

1 AL, RABZWHTH D720, TRLSO BIIZIZER Lgnc<l 72
0,

2. LW OBEIL, ARE MM A O MR AR SRR S b S TERE
L. MERNTHBT L T 7230,

3. AELS DM HIEICOW TR E B LA,

4. ARRIEB L OWMIE, BPEOERIENR S 2 H D & L TH4rIciiiE LT
WoTLLIZENN,

#£20264F 9H SRT (B4R
%2023 3HKGT (FE3R)

#k5, ARFRIEDO PR, Vel — N BEIR, MAEGRIRBS LI A e %

¥ V7L =2 ZE RFRE LT DT R v AREERTOET, R
RS THRMICA ST Y | BRI LIzG e, K THoricsEn
T HEOIGBLEEZITV, LRENHIUL, EMOFHEFLZITT < es
W,

%6, ARIEDMNR L T, AL bbb, FREEORCE, 1523
TEY AT LOBTIRLIS LOBHRHIEL TS 7230,

B - BEF (Fv bOHEA)

L PR ORI (EHBRGR. 25 0 u L/SERISH— R Y v )
PixArmverE /) sa—F APk (U R) G727 A4 ML T A&
*7,

2. BERERPUA Gk, 350 u L/SERIEI— U v )
TNHAVEATZ 754 —E (ALP) E#iIAr/nvr® /) 7 a—F 4
T (vUR) BERET,

SRRISH—R) Y
O
- BERIZHE

ARG F <o L.

IATrErER Y YT L= 2PEX 1
1 Ong/mL IAmbErFyv U7 L—%
(k. 1.5mLx1)
(2)2000ng/mL IAZubErdx ) TL—X
Gk, 1.5mLXx1)
4 FEEW (. 100mL X6, 50mLX6)
HEL LTAMPPD* 254 %7,
THAOHES AT MMAPETIHELEE N,
5. Vi (FfEie, 1000mL X 1)
B, 1000mLX1, 2000mLX1)
VeI £ 72 I3l — N &2 ZHEL 280,
L RIRFIRIE ek, 300mL X4, 80mL X4)
THEHORIE Y AT JMIEDETIHEL &N,

-

H1) 1 5CUTORETIEF MELTWET,

#£2) AMPPD : 3-(2'-spiroadamantane)-4-methoxy-4-(3"’~phosphoryloxy)phenyl-1,2—
dioxetane disodium salt / 3-(2'-AE BT Z < )4-A FF—4-(3"-7F &
RYNAFRU)T 2 2b-1,2-V A& 20 R ) UL

MERAEM
M AT o 2 427 v v oflE

WAERE

AR 2 2T v TV v R » FIRICE SO AL IO R S E JE LS
kB 3IF4 s me flERETT,

<pJRTR R o= RIEFEIR2 AT v TE— K>
HE - DLy b

ViR GR kA Ui Ay ne e/ 7a—h)biik
(R R) ERAERICEENSIAT B KB REE R
WERENE T,

MAEREIAT ey Fr )T L—22 0 p LIZABIICHRIAT IR
Wl 80 LERATNET, FREHT250 p Lic, 7IUH
HOBAREIEIAT T FHPTL—25 0 p LB HEEINET,
SOGHE, BEE%3 7°CT1 0 9A Y Fa—hENET,

SGHRER RO, ikl &R - O NMTbnE T,
ok TR IS Ko THRD BN, RIS TR E T NE T il 7213
Vet — N OTEALBRED OB E N KT ENE T,

%7 ]

BRI HisAraere/ sa—Fuditk (WR) ENLTHES
LIetfAr D IA 7 0 L7 VA R AT 7 R — PRk
AruervE/ru—huiitk (xUR) (WEEEERUA)
ICRDFEEAERDIERENE T,
RERBRIIUIE 2 5 0 p L LB R T 0RO SN E T RS
37°CT107% \Fhl/f/;\::ﬂ\*l*’fhiﬁk

ORISR LD, FiARORFOVEEM T NE
sk B IS Ko TIRDS N SOSHDBRE SN K9 il E /(3
Vel — N OTEALBREMBROE SN KD EnE g

BERRIG FHEW 200 p LR FICh Z i3 %, 3 7°CT5 2K
IHEEET,

[ s ]

PR 47 T nmiTFEMAZ RFONEDFOERZIE LT,
HIWICEHEND AMP P DIE, Hilkierki 7Ic I /E &
IT VAV RAT 7 Z— U OMBHEIIC LD R LE T, SRIc
fho TRINE MBI, RIFICREG LIz A U R e Vi kg
B, ThEWET ST LICE->TIA VL VilEOlER
75T EMTEET,

B o 2 A 7w e e RS E FEDH 2 8 2 7= A3, BT U TR Ay
Witz MO ThREZAHIRL, BREL T ZS0,

MEELDEE

1. HERIROME, BBk
*(1) RIKOBBUIMEH T 2 8IS OB TR E LR L, ESh)
B (B, mOaEE R L) TR VBB T ZE0,

2) B, mig, VPR THHEETE £,

(3) AIBEZRIR Bt A Z WV, 1 BLLERFET 254813 —2 0°CULF
THAERIF L TLIZ &0,

Mifk1% 2 5 CITIRTE L= A1 S B, 2~ 1 0 CITIRTE L= %A1
1 HMB., —2 0 CLLTFI 1*1“ L7z 5A13 6 B AMZETY,

(4) R 2 f 0 3K LBRS AR5 2 & 13T TS 720,

(5) FRILER « Z DAL DOHTERSY (U&%\ B E EN TV DLRIETIE
WITEAFL ’Ef?ééffz‘é%—ﬁ b ET, ELWHERRGEOND LS
WLELIFRELZZICEHR LTSN,

(6) RAKRE DIEYLHIA U2 I 5 ITHRARIFER L CTHRif> T 230y,

(7) FEML L7 IR G Lsn el 230y,

8) BRIz hiEEHA (EDTA— AV YA EDTA—_F UL
AP FOL AN NI A TS ) UL BRI
LB LR, 22 6.4mg/mL, 6.4mg/mL.,
69U/mL, 69U/mL, 7.6mg/mL £ CHEMICHEIIRD L
AVERA T LI RIROFUEEE S 2 WV 2 5613 IR ARERIZZ
FELESN,

L WEWE - BERH

BMIKICEVLEVF, EUALECETIML CRERLZFESR, W

18.0mg/d Lif(ﬂﬂﬁé{ﬁ ICEBIIRDONFEFEATLE, /2, 1LY

31420KA~Y EE, NV ZYEY RIZ2000meg/dL, U

~h FRFIZ15001U/mL, HAMA{Z1000n g/mL T,

ZUNIEITA~1 2 g/d LO@HEATHEMICEETROONERFA

TL,

Do

3. BEFERUGE
AP DOV TR L2, L RIOR TR S S E Lz,
e bldics SR
AEZTY 10000mg/dL 0.00%
4. Zofth

AT BRI R ERIE S AT A
(R : LI 2 G1200) HRETT,



W% - AE (REFE)
1. B oFRyE
(1) PoiAE AR T35 & ORI

GIERE T — N U DIITPURRE G136 K OSBRI A Fedl S

NTWET, H—h) P —2ADOFBEHT 4 NV LEFN L, EOFEEME

ALET,

CERIE T — Ry VRIS BRI IRE AN A -0 S FIT L
D LARANTLIEEN,

CRIERISE T — Yy VERMEEICE Y hTABIE, I— Y vV —
ADFERT 4 N DE LT HB L TLZE, FD LENCHA Lk
DD LYE. EEOBERFEORKE Y 4,

CHIEHEABLOREe y NIA— RN v —ADR—a— RNk
STEHINTVWET, I— MY vV —RMORERIET— R
v D AN Z NI ORI E N D REERH Y T DO TITh
RNTLEEW,

Q) IAZrErFyr ) TL—F

W (15~25C) ICELTHLEBEEERMUTHEMLET,

Ty KRRV 2—LEBELT VI TIHEREZH T LET,

TR LS OB L ZOM FmiL4 5 0 LT, M FEIIASHE
IR S LRI OBAIC L > TEB L 3, i FOBICEfoHIC
SN L RITIBAT 55613, RESMEDTT O TH LWAREEA S
ALTLZE, Ty FIZ@BNEY T V7Y 7R
ROFRNZ 225608380 £,

Ty RRY a— NI THEHOME S AT ML TRARD ETOT
FUPES AT AOBEHHAEL B EE0,

—FlE LTIV R G1200TH Tl y 7 E THHOY
ATy RRYV2a—2F100u LERYET,
(3) FEEH K

WIRENSH L TEOEEEHLET,

B ORI NE D ICEREICE Y P LT,

IR A RIS b Ltk SEIRASHR E CHSN LIS T
LIEEW, HEKOEZT R LT LN TLIZ& W, HENT VY
FATZ7 752 —F (ALP) IZERINET LHEHTEEEA, FHEN
BRI - a0, BEEEL T2 &,

Hok(4) YR £ 72 I3 TRIHE — N
IR DO T2 DK T T OfFICAIR L, K<HBHLET, ARL-%
i Wi (15~25C) IKRL A LET,
(5) MetRAIRIK

ARIIZ, 15~30CICERLTHLZOEEMHALET,

IV A G1200CEy MTAHAE. GEENGHLTZD

FEFEHLET,

2. MBI RREL - B34

1) ~q47aeXy b, BTV TFoTBIOY T AD T
(2) 2B FRNRERIERE S AT A

#3) Sero Lumipulse IA Control (BI5EsH

REESAMRE L LT, Sero Lumipulse TA

ControlZ#Z#fEnzLEd, FHICKELTIE, Ser o

Lumipulse IA Control ORIEBHAELZZRLT

{TEEW,

3. JEE
(1) WEY AT LAOBEHHAEZ SR L, ks L OWEICLERRIES

FIEDALEIZE Y L TLIEEW, (P TN ofdb B, HHT

DREBOME S AT ML TRRY FTOT, FUWES AT LADH

WnEE JE RN, )

@ IAZrbrr¥y ) 7L —2 OMEKENE L . BRIEORIERBENZE

EENENATILET,

#k(3) WIE % BREAT DRI, SIS — U v ¥ B, YR £ 72130k

W — N, BRIEERIE, o7V 7 Fy 7ORREEHRLET,

4) AL —hE—% L AEEA LT, EENTHBNICETERD

IEIC O TFIEFHEO KGR 7 v ha— L oE 257 E

AN

4. JEORF L
VAL =Xy VT L= a T =L, RERIE— Y U — 2D
2T N—a— RICRREENTWET, RETO I A 7o e U REI, 2
Fruberdx ) 7L —ZOREED LICRIESNZRER»D BEH)
MICEH SN ET, FREEEREELBEVOEAIT1 AT EICREREY
ER L TL 72 &0,

IATmErFRy )T L= OREFUTOHRAITOET,
CRIERUEH — b Y Y VR, HLva ey MY Do 5,

¥y VT L—va T2 EEEH%, 30 AARE LIZEE.
FRUAMIBNTHRENE LG EIE, 347 ne vy Y T L—%
2T U2 B L T2 &,

MK O IA 7 a U RENR, 2000n g/ mLABX T, LE
I U TR BRI 2 IO TR L, BE L TS Z3W, 2k, i
3 2 AR E TORPH TIT - T IZ S0,

WAERBROHIE X

1. & FLUEGPA
CLSIHARIALC28—A3 Tt~ T, EFHIL (I 250
B (1 2 361, BIYEL 2 7H)) I A2 0 v BELZFTEOERMETH
ELEZA, WEMIZ15.3~96.1ng/mL &Y ELE,

2. HE LoEE
(1) FEYEGEPRIT, bk, AT, B5E7e COBERIC L 0 %5 & Ao B RHEMIC K

STRRYETOT, FMEFRIHE L EERAZHEL T EEN,
(2) BRAKPITHFAES 2 RFEE OIEFFREEIEWE OB LY . IS
EEBIEMIZE LN WEERH D £ 0T, MORARE R RE
RELHOETHEL, REMITHBL TS,
(3) B EMEHRBREORE TIIIEFFRA RIS E Z 5 RN H Y £
T O T MOBRERRCHATRE L HE TEE L. REIITHE L
TLIEEN,

WiEsE

1. Vg
(1) B
IA TRy ) T L= EIEOHRIETIES S L&, 34
ErFr U7 L—ZI2k%515ng/mLOKIEfMEOn g/mL
Fr/aerXy ) T L—2ORSmOIET 0L IR £,
(2) TRt
B FEEMA 3 & FTE OBIETRIET 2 & & JIEHIT AT E#EIC
L TE20%LNIZZRY £7,
wk(3) [EIRERFBLME (DT
B EEMIA 3 Gl 2T E O#EMET 6 AR VIR LIET 5 & &, JEE
DOEIMFEE (CV%) 131 0%LLFIZRY £,
(4) W 7E P
ARIEOPERPHIL2.0~2000.0n g/mL T,
* AL PR MR OENE S AT A ((RFEF
NMIULRA G1200) TIHO.1ng/mLabHASHETA, M
TERGPA TRME (2.0 n g/mL) REOMIIBEMLE L THf-> T 72
YN
(5) AR HHBR A
CLSIHARIAYEPLT7T—A2YIHt> THRHBR(LOD) D
BHEITo -/, f130.07 7Tng/mLERDEL,
(6) EHPRA
CLSIHAKRIAYEP1T7T—A2P - TERBRR(LOQ) D
B ZE T8, 130.209ng/mL &R ELE,
(7) MR & MSERA O FEBIVE I B % sl Bk fek
DR~ A BRI L M - g7 &5 06 (BikkEHA :
EDTA— =711 U A) &2 L ARSI CHIEM & Fefdhat L7z
FER. DLTIORTEES SO E Lz,
MEFE : n=50
FHBRE : r=1.00
[FEL :y=1.00x—0.43
(x : M. v : EDTA— "%V v Ak
2) Fl— A BRI LM - Mg~ 7 Bk 5 06 (kA :
EDTA— "7 FU U L) Z@H L AREIC CHIEMZ leldma L
TofE R, DURIORTREA G v E L,
MEFE : n=50
B : r=1.00
EFX :y=1.00x—2.10
(x : My, v : EDTA— "7 kU 7 AlhE)
[Fl— A2 HERE L7 i - 7Rk 5 0l (BUgEEH| « ~ <Y
VU F L) BT ARIRIC CTHIE I & R A L R, DT
R RAERF B IVE Lz,
HEFE : n=50
FBEEHE : r=1.00
[EE :y=1.00x+0.75
(x : Mg, v : ~XU U F v amiE)
Fl— A BRI LM - miE7 #E 5 06F] (BugkiEsAl : ~/<Y
U RU T L) AL AR TRIEE 2 haRE LR R, BL
TIRTREER GO E LT,
MEFE : n=50
HBFE : r=1.00
ERA :y=1.01x—0.22
(x :fiE, v~ B Y o A
[Fl— A2 HERIR U723 « E~7 Bk 5 0 61 (BuefE#Al : 7 =
B b U T L) AL AGIRIC THIEN 2 Fioat U7k 5, 2L
TIRTHEENF SN E Lz,
HEFE: n=50
HBERE : r=1.00
[jf. :y=0.99x—3.23
(x :IMiE, y : 7= b U o AMmE)

Ju 0

3

=

4

Z

5

N



2. FHEAVERRBA Rk
(1) MmiEHES SHIZMM L, BEFEC L I AERE GHRAD) & OFHBNE
B LR, TR TG bE L,
MEFE : n=88
HHERE : r=1.00
FF y=1.11x—5.71
(x : BEfFCL T AERIR, v A5
900
800
. 700
T 600
> 500
£ 400
0§
% 300
200

100

0
0 200 400 600 800
®E@O(n g/mL)

() MiEHREL 1 2BI&ER L, BEFF 7 7 v 7 ABMEERIE GHRRO) &
DOFEBIMEA FT L7, DU IR TR S b E Lz,
WEFE : n=112
fHERE : r=1.00
mER y=1.00x—10.9
(x :BEFET 7 v 7 ARREERIE, v @ Afh)

900
800
~ 700
-
£ 600 -
o 500
c
= 400
B& 300
¥
200
100

0 200 400 600 800
*EEm@(n g/mL)

3. OISR (IRHepED)
P,

WERLEXIFEELDEDEFE

LB o (fERBGIE) DFEER

(1) MIRIZH T V. HBV, HC VEDELEORNRH D HD L L THERE-
TLIEEW,

(2) MEIZH o> TUTBPEDMEIREZ BT D120V ETCTREREEHA L, £
LD ER_y T 4 v T EATDRNTL &N,

) FREWET AH VR (pH1 0) TF, BACKE L CIX, 38
IZ2WZh | HIZALZRWE JITHERE LTSN,

(4) RIENR - TAR DI A2 AL, K THSITHEWRT SO EL
BETV, RERBHIUL, EROFYELZITTIES N,

2. i Lo

#(1) SEAICEE L CIEARE, T 20E > A7 AOE IR L O
BAECE-> T IEE W,

#(2) SELRE A — RV » ¥ (BURFEARLT - BERIEUR) . 347 mey
¥y )T U—& BB, TR, YRR — N BRI E B2 a
IR TWETOT, ZHEAOHE S AT KA b Mladbe Tl
LT 7ZEn,

(3) IR A8 E 733 LT EEwn, St E R &
OEBDFRE ZHEERD 5 ZEH LT EEN,

@D VTV T F T TNy T EHTLRES AT LEED
HOEMHEHLTIEEN,

G VTV TF T S FADy FIXHEITH LS DOEHEH L TL
7ZEW,

(6) RIKFIMIFLMEZTFo THAL T ZE W, FCHELAanL ) IicHE
BLTLIZEN,

(1) R ICHE A ZHEHOBE . ENO 7 7 b ORI EREH T2 58
Frds KON P CORE L. IREZIZ XY KRS EFEDFIA L 7
D ETOTHIT T IZE0,

®) Mk, 347y ) 7L —FITERICLIMEL LR L. T
T D UERG 4 1P/ E 2 BRAA L T 7280,

(9) EREZRRIEZIT O 72IC, BRKITFHICH LW oA L TS
v,

(10) ¥ —4 7 A LAd s FIC R A A2 2 & . ZEMEBSE ORI
AMETFTLET, FREEF v v 7y ¥ 0 b M FICREIMEH
Rl D EEEMEN KON EER A LIS EDHE E 2 £5, V—
ZIA NEREX v v TRy % ORI S\ TR T H o lE

|

VAT LAORIRFHIEE ZELIZEN,

3. BEFE L OOVE

k(1) FREIIIRAAIE LTUTOEBY TV M) O ABREENTH
F9, BEETHEIIBEREOER T Y RBEKR IR/ WE D IZERED
KEEDBITMLTLIEE W, o L G L THELEDO A A &34
LRNDH D ETOT, L OPRAZBET THIEL T I,
Ve, Yerfi—N @ 1.0% (FRGRRE) . REK: 0.05%
BRI, IA7aerFx V7 L—%:0.1%

(2) RIEB L ORI ELE FIET 2561, I T 2 BEICHE > T IE
SRBEREN) F 1o (X PEZEFEFM S XA LTI L T 7280,

(3) BERDBEFZ o7z - TIL, KB 157 & OBENZHE > TLEE L
TLIEEN,

@ EALERE (BXy b BBRES) | BB, P 7 ) v 7Ty THIT,
WHiHIFRBE T Y O A (F2EHRBE 1000 p pm, 1FFRHLLER
) . IVZ—ATATE R (2%, 1RELLERE) %12 L 20
PRHDHWE, A—F 27 L—7 (1 21°C, 2 04Lh L) 12X Dk et
T TLIEE W,

(5) MR, BEREE S TR L7 3 B IR IR SR T b U w7 o (2R SR
1000ppm, 1HHLERE) . FVF—ALTALTER (2%, 1
RFRILL RIRE) SIS L D5 EHY EHEEITo T &N,

(6) VALl 3~ Ak HERRE T b U U AWK, JNVE— AT AT R
RYEIEDS, BRGIZoWzh | BIZALARNWE JICERE LTI,

WA % - AR

PUARRE SR 2~1 0CIZHRTE BRI 0 14E
i AT AR LA 2~1 0CIZIAF AR - 14E
IATmErRY T L—4  2~1 0CITRTE AR : 14
FH R 2~1 0CItiRfF BN - 9w A
v 2~1 0CIZHRTE HNHR - 9n A
wk PRI — N FiR(1~30C)ITRFE AR 14
TR IRAT IR 2~1 0CITHR1F HEHHIH 2 9w A

BERABIRIC OV T, SRR ONERS LORRORTRE ZEMIZE
AN

WaRE W
[ERIRE
THEHOE Y AT M E TTHELZS N,
4 (kS
298145 | VI LA IF4TubEy 147 A KX3
GERE I — Y v
(PLiAfE AR - BERAERRIA)
298152 |[AINLR IATaEY 2EX 1
IA vy ) T L—H (#%1.5mLXx1)
219973 | I HER  (GHERIE 100mLX6
292600 [AINVR HEKR  GhHERE) 50mL X6
219942 | I LA K GHERIK 1000mL X1
| 261613 |/LI/ULR PiFER—N 1000mLX1
#%| 261606 | LINLA PEHIE—N 2000mLX1
219935 | LI ULA BIAFIRIKE 300mLX4
292617 |AVILA RIEFRIK 80mL X4

*Z OAth,
Sero Lumipulse TA Control
2UEX6 (£3mLX6) (Z—FKNo. 206805)

i EE-3°¢

1. Clinical and Laboratory Standards Institute. Defining, Establishing, and
Verifying Reference Intervals in the Clinical Laboratory; Approved Guideline
— Third Edition. CLSI Document C28-A3.

2. Clinical and Laboratory Standards Institute. Evaluation of Detection
Capability for Clinical Laboratory Measurement Procedures; Approved
Guideline — Second Edition. CLSI Document EP17-A2.

BRELEHEE

L eAhAat BFEa— LB X —
TEL : 0120-292-832

W EERRSE T

L e aatt
) AR T XA 1 TH 3%/ 1 455

Y FuJIRERIO



