HERAICELTRIDBFRNELCBRACIESL,
Fl. BEGHICHEODIELSICRELTENTLEEL,

JO13T #%20224F 4] UET (HIR)
FADEREED *20184-12 H &&GT (568hR)

B IRSEARES : 21400AMZ00570000
IS RIGAA - &% - NS BRERI ) —X
FILI7—2IzbTOTA0Fy k

L=/ULAFLUI- AFP

WERMEER

L AT, RAZWHTH D720, TRLSO BIICIIER LT 72
0,

2. W OBRIT, ARBEMLAIMTAL O RARE RIS b Hh¥ THME
L. #MEHITHIBr L T 72E 0,

3. ARELS DM R HIEIC OV TR E B LA,

4. AFPXx v U7 L —Z|ZITHB s HfURB L OH I VHIRRARRN: O FE
ML T £95, HCVHIEFEIZOW IR INTE 5, Kk
DGR % b D & L TRIRFERE 0 ICEE L THER > TS &N,

5. AR LUK L, RO EHRERH S D & L THaIcidiE LT
WoTLIZE W,

6. ARRIEICIT, RTEAIE LTT VML) MU v ARG EN T E T, RIS
STHRMOIZASTZY | BT LI2BAIiE, KT i34
DIEBEZITV, RERSIVUE, ERIOFYEELZITTLIEEN,

o7, RRFEDOMNCER L Cid, AL b, FaFEo iR S, M350

EVAT AOBTILI LOCBRGHAEEZ T2 Es0,

B - BEF (Fv FOHEA)

VIV AT LA N AF PIITFRMEREEZHAGDE TR ES
VY,

RS HIF (200EA. HIK. 1OmL/KR ML)

HAFPE/ 7 u—F ik (U R) #E7 274 MRTEERET,
AR & U CHRE SRR MVHOT v A4 X% v 7 A% 1
EHET,

. BREZERAK (200EHA. &K, 1O0mL/AR ML)

TNAHVERAT 72 —E (ALP) HE#HAF P/ 7 u—F ik (=
TA) EEHET,

AE I B & U CBERERDURR MVHOT v A X% v 7 B% 1
GHET,

3. AFPXY)JL—4 : 2 REX 1

(6] Ong/mL AFPXxv VU7 L—% (jEHK, 1.5mLX1)
(2 2000ng/mL AFPX¥¥ VU7 L—% (&K, 1.5mLX1)
4. 2E®R (GBRHK. 100mLx6)

BELLTAMPPD® 254 % 7,

. EER GBfE®R. 4000mLx 1)
CBRAFERE CGRIK. 1O0mLx10)
AEIMERE L TT A ¥y vy FBE 1 OHEAET,

—

[}

o O

) AMPPD : 3-(2’-spiroadamantane)-4-methoxy-4-(3"’-phosphoryloxy)phenyl-1,2-
dioxetane disodium salt / 3-(2'- A BT X~ H )4 A FF 43" 7K
ARV NVAFY) Tx=h-1,2- VAFELY - 27 ) 7L

WERAEM

MiEXIXMIEF Do —7 = hFuasrA (AFP) OWE

W E R

ARINL 2 AT v TV v KA » FIEICHE SO IR F R R R o I E IR
L 2AF PHERKTT,

<Je7ve ha—; BEFIR2 AT v 7E— K>

HE - BiAD+EY

HAESHFICHEA LEMAF PRI EBRIATIZEEL S
AFPICL2REBRERNHEINET,

* RIE, AFPF ¥ V7L —210u LIZABMICHREATIE190u L
LIRAESNET, FLAFPHURRHEA LI-HURRE GBI -50 1 LT,
FRFHOBRE, FIZAFPF YV 7L —H20u L AESHE
T, BOGHRIE, %3 7°C T8 GERFMIMIE DAL 5 43R
A Fa—hEhET,

EI REBEBREDE. MABESHTORENTHONET,

! RLTIIREAIZ Lo TED B, SUSKRBBRESNET, HEHRIEA,

PEHROBR BNV IS, RS E T,

— MAFPHAZENLTRHELIBRIATDAFPLE, 7ILAHY
R RRT 74— CEBIAF PR (BEREBIK) 2L

GEEARDTRENET,

B RAGRPUR D O L EHUARE A R NR A SNE T, SUGRIX

37°CT84 M (FREHEIEDHAILE /) A v Fa—hahE

3.

BURBERED®. HRESHTORENTORES,

BB Lo TED B, RIGEBRESINE T, TEREA

VR OBR EDR IZ SH, BrrseifrShE T,

*

HEE®K200u LEMFICMARRE. 37°CT4oHR
BEEET,

BEABINmICHABREF OADEXELBELE
ED

HEWICEENDAMPPDIE, BiFICHEEMICREG LT A0 Y
HRAT 7 2 —BOMBAERIC LY 5 LET, SR o TR E
NBHIE, KTFATKED LI AF PR KT 5720, ZhzalliEd
HZELICE o TAFPIEDRIEZRTTH Z LM TEET,

RO AF PIREEATERIN A 8 2 7o 5813, SFIE U CRIBARRIK Z
MO THEZHmRUBRE L TSN,

WiZELDEE

1. AIERAOME. FIE
(1) RIRORBUIEH T 28 ME OB IR E LR L, BEShTF
BRI, EONBETIERE) WX VERBL T EEN,

@) ki, miE, mMENFRTHLRETE £,

(3) FIBEZRBR 0 FrfE ik % FV ., RIFT 251 — 2 0 CLLF Tl R
FLTLIEEN,

(4) B2 0 & LS ER 25 2 &1l TR E N,

(5) FRINEK « Z DOMDOFIEESY . LB, DR E EN TV DIRIKTIE,
WEMCEEZEZ 5800 £, ELWVERMNMEOND X1
ELDETIIBRE L72RICER LT 7Zan,

(6) BRI DIEILHA U220 K5 ITHRIRIZER LTl > T 72 &0,

(7) FEIE L7 BRiRifE ] L2 e 28wy,

®) MIRIChiEEEA (EDTA—"H VUL BT N 7L ~NY
VFRUTA) BHREMLUCRBRLEZER, Th®¥h10mg/mL,
38mg/mL, 100U/ mL % CRIEMICEEBIRDOLNEHAT
L7228 R O BB 2 IV D 381 RIRD AR ZHEL 12 &
Uy,

2. BEME - HEEA
BRIKIZEYLVEVF BEUAEYC, ~NEZ B BV ZRIN L CRBR Lo
B ZRZFN18.8mg/dL,20.0mg/dL.453mg/dL%T,
HEMEICEETRD ONEFAT L, iz, AEICELTYH,

236 0FRLv Y UEEE CHEMICEEIRD b EFATLE,

3. Tt
AR B ML E R R R I E > AT A
B : IV A Prestoll,/VI2ULZ L 2400) AIET
S

WRZ - BE (BEAR)

L. REOFHRE

(1) HUAAEARLT

WP SH L TCEOEEMMALET,

RIELLEEICE Y P T 2581F, REEZELTRNE TP 2000

B LA 2 0 ELLEERFI LT, R MVEHBICEE L TSR T%

B L T a0,

P AR BLIR

WIRENSH L TEOEEMEMA L ET, ERAIX LN T3,

B) AFPxF¥ U7 L—%
Wi (15~25%C) ICRL T\ EENRM L CTHEHALET,
Ty RRY a—L%EBE LT VI Nhy ST BEREEHTFLET,
TR 1S OB LZON F®IL4 5 u LTY, M FRIIASE
IR SLRIBORAIC L > TEB L E T, M FORICKEO I
K[IANLRITIBAT DAL, FEIMENTTOTH LWRIEEE
FALTLEE W, T by A@anEky £+ &40 7Y 7R
ROFIRNZ 2 5850380 7,

@

=



Ty RRY a— AFZHEAOMES AT ML TRRY ETOT
FUES AT LOBHHPAEL ZELZEW, fle LT
VIV A Prestoll BRI/ NLA L 2400TH»
TINH T ZHEAOEAE, Ty RARY 2a—AFE100p L ey
£7,

(4) B
WHENSH L TEOEEHEHLET,

C EEROWAB 2N L DB Y P LTSN,

IR AR b LTtk SEEIRASHRE E TN LIl T
LSV BEROEE R LI LAanTL S, EERN TV H Y
HRRAZ7 72 —€ (ALP) ICGRENET LHEHTEET AL, FHERN
EHEEERIC N =561, BIEL TSN,

(5) VeI
WE S 2T AOBHEBHEICHENHTE L T SV, PR X A
THBEIMICHEROK T L OfFlIcmiREnE 7,

(6) TRIAABUR
WP OH L CEOEEHEM L F 3, BERAIZ L2V T ZE0,

2. WEGRE - B

M) VISV APresto Vo7V TFoFERIFAI LR TR
FTLHY TV TF o7 (L2400H)

@) WISV AVAT AfAF 2y b

@) WINNVATLARN T oA Xy v T A
TyEA¥¥ v 7B

@ ~A4 27Xy b BTN I YT

(5) & BB ERAEER RIEIE S AT &

#%(6) Sero Lumipulse IA Control (BlFEsh)
HWEEHEAREEE LT, Sero Lumipulse TA
Control Z Nz LET, EHICKELTIE, Sero
Lumipulse ITA Control ODEIHFAEEZSELT
{TZEW,

3. BIEER

(D) WE > AT LOBHFHHEFEEZ SR L, MiEs L OWMIEICLIERRIEL
FIEDMEICE Yy F LTS, (P T Vo rsiiid, A
DEGOME T AT DML TRRY EFTOT, FWWES AT LD
WA HEE ZE &N, )

(2) PURFEART, BEREERPUA R L ORMIRFEIRIE O R ML v » 7 &8
AL, ATEICAE LT 2R 3RITHIR RS THERY £9, A b
AN B FES> T0 D &I LIES SR L TR B RN &
EHERT D0, ERIHRLWESE LAV CERRE 7,

@) 7Ty Xy vy TERMTET, BT HIEZ Fido (8) 7ykAF
Y v T OB FHOME ZSHTEEN,

4) R PLO/R—a— KRERLTWEZY J5RTWE D LA, SE I
STbEYy hLTLIZEN,

(5) HURFE AL FEFAERB AT L OB IRATBRIR L, ITE & A 7 L Dl
A IEV, RIERMENICE Y P LET,

(6) WEIRIZHEZBSN L, ERGE~E Y FLET,

(7) PEEFHTRNE > AT L OBARFAEIZ VT LE T,

®) 7 vtAFy v TOMTT S
T oA Xy vy FIFEBEICE Y b LIZREOERBCHER A < T-oi
BHLET FLOA MLE2EEICE Y PO T LWT vk g
Xy o TEBT TS TR S0, BUHT 22 WA e R
DOIFFEMEIIEAETE WA, BAT 725813, 7 v ' A F v v FITHB
ELRWEDIZ, EilEICEy M2 ETR M EBITARNESEEL
THH - TLIEEW,

T vk Xy vy T AR TS
T oA ¥y T AR PUREERI AR RV O R Jel Rl 5] L
HILEDETHiO THRMTTET, 7oA Fv v T ADIMUE Eo
HEFICHL (K1) . WEO T LAY v MHBBHOT 52 L&D
3 (X2) .
2y MIBERER STV EHAEET v F v v 7 A% —HEL
S LRI TR O I ARE OWIEE 5E Y (FOVR ~LIZE
£,

AR » "REBLALBOLRANEER, Ty Sy v 7AN
MBI R & ST EAMUZ M L TR L 9. A b
RNEEFTHLWT oA Fv v AR L TLZEN,

K1 :7vEAFryT7A K2 :FTLRY v bR

ZERAFT, R b MA+sZ s
LET, A v B
MERB L E T

T A ¥y v T BORTT S
T vA ¥y v T Bk, BEREHGUER ML L OBIRFRIEAR -
JACHER L ET AT B0, EFTR X v 7 &4 LR Y IS
T oA XYy T BEARMOTICEEET HIDOL I K MV
B o8E (21F) LT v A ¥y v 7B FHOEEN, 5o0o Tk
F 2 FE Tl LN b THRHT £,
3OKRDNEZ ENBITHL T ENHL 2 & 2rdET (K
4) .
R RO OIZIERTER STV B5E IR RS THEO I AKH
WA LIk 5 & o T IEEW,
TyeA XY v TBRKEELRNE &L, L THLENSHEICEN)
RN e BB L, HERAT £, EERR LRV E X1,
FLWT v A Xy v 7BICZH LT ESN,

>
72~ Q\)
_ =Yl S
K3 :7vEA¥r oy 7B M4 HE 0O TLHZ L
RS, kAL EMEPOET,
ESx

9) WIEDhIZ, WEICKERY TV IF v 7BLRF 2~y bR+
FEEBHENTVBZ & HERKS v o Py v 7 | A & v
I OERENT S THDLZ LR LET,
(10) W DZAFEEE ATV E T,
A1) BE EEERHREBICAF Py U 7 L—2 3 JIES AT LD
BUR G =S, EEOFTEMBEICE Y FLET,
(12) RO T —H AN "—a—RiZik, AFPXxx U7 L—FDflH
HIRB L O0'e v hEFNREINTOET, BEMEONN—a—F]
— = HVTHEARD Z EIZLY, AFPXFY U7 L—%0nry k
A BBNICAT) LM TEET,
(13) WIEZBAMA L £, EENTHBIMICET S DBEIC OV CIRllE
FEORETa ha—O0EHz2 ZZHRTES 0,
1. BREOEHE
~YAZ—F ¥ VT L—a T —ZE, BEREEPUAR b Lo 2 koo
—a— FICRREESNTOVET, RIETOAF PREIX, AFPXY U 7L
—ZDOFENEE D EICKRIE SN RER»D HBIMICRAH SN ES,
THEECEEEZBHEVOSHAIT 1 A L ITREREZMER L T ZEN,
AFP¥ v U7 L—2OREIXLLTFTOHAIITOET,
- PURFSGRIT L BEREGRGUAD . FrLve y MU0 b o 244,
- R A TR, 3 0 HORNE LA,
LERRUSMZBWTH MERECTSHAIE, AFPX Y U7 L—2ZIE
LR Z HH LT EE0,

MRIKFDOAF PIREMN, 2000n g/mLEBXEAIEL. LEIIST
TR ZHNTHRL, BlIEL T ZE0,

WREHEROHEE

1. BEEEHE
HEF 2 0 OBl MIER X OMIET D AF P E % 7 E O #AECHlE
U, EE 2 B CIERE L CRdIz & 2 A TFHfEI
2.80ng/mL, F¥HE+1.96SDIF6.92ng/mLERYVEL
7
2. ¥IE LDEE
(1) HEYERIRIL, PIERECRIKIC L > TR ZEBH Y £3T 0T, # 4
BRI L7z EEERPH A B E LT &N,
(2) BRAKPICTFAE T D RFE DIEFF RSB ORI LY . EHICH
EMEATEHEICESNRWGEARH Y T 0T, thoditRCmmiE
KEDBHDOETEREL, BAEmIHB LTI EIn,

WERFREIE &

a— 7= bFuTrA EREMICFB L0 a -2 Py I TEEAE DR
R IR R B T, AFHIIE R 0K 8 0 % T REE D EH MG
LD Enn, oS~ ——& LTRENRDDO LR EL
7
A BB BT AP A 7 U —= 7 IR O TRE 5 F )
TE | SEBEAT EEHEE OB A 9P, I ERERICB VT,
B AF PORIEL, RELROMBIZW-CRILVEROBIEICEH L Sh
TWET,
TUFA LT v EAERLT YA LA LT vEAEEHNTZIGE DK
ANAFPEFMEIT®ER10n g/ mLUFEBEXLNTWETN, ITHFIT
10ng/mLEULFOREEMbERETE D mWEEZ AT 5RE~DO W
NEE->THET,
FlohOFMlaE2N~— A —Thb2HP I VKA—II & (3L L il H
ENEBT 5720, MAGDhEZENCLRIHES R TWET,
AR R AEILE (AMP PD) & MW T LSRR EE g s ik Y
(CLE I A ; chemiluminescent enzyme immunoassay) (Z#-3< 3K T4,

WiEsE

1. THRE

(1) BB
AF PRIEEZMIEOHRIECHETHLE, 10ng/mL AF P
LO0ng/mL AFPXx U7 L—ZORKEEOLIT2 1L 1IC2
nET,

(2) 1F et
B A IR 3 B % FTE ORECIIET 5 & &, JIEMITAFEREIC
XL TE20%LNIZZRY £,

(3) IR ELE (DM THSE)
BHEEHMRAZFTEORIETEERYE LRET S & &, A@gk

(CVHE) 11 0% FIT2Y £,



(4) W ZE HPH
ARIEOPEHPAIL, 0.2ng/mL~2000ng/mLTY,
AR RRERE S AT A
fF : VIV A Prestoll, VI/2LZ L2400) Tl
O.1lng/mLbihanxd,
(5) g HBR S
Ong/mL AFPXxx U7 L—ZLHRLIEZAFPX:Y U 7 L—
A EFTEOHRET2 OFEVELMEL, Ong/mL AFPXxV
T —ZDO¥HE+3SDE, HNLIZAFPXv )7 L—X2D¥H
fE— 3 SDAKBITE DF/MREZREIRR L L TR L & flIX
0.05ng/mLERDFELE,
(6) ERFRS
ARLIZAFPHRy Y 7L —FZFEOERIET2 ORIV K LHE
U HPEMOZEERE (C V) 231 0 %LL T &R D HR/NREZ § L1T,
HEMAEZBE L CERBAZRD-LEEZ0.2ng/mLERVEL
7=
2. MEEEMAERRE
1) MiEBRIES 9flZEMA L, LI /ULR AFP—N (At &0k
PR LIRS R . DU FIOR TR S b E L,
HEBE : n=59
AR : r=0.999
EJF y=1.00x—1.81
(x ; LI/ A AFP—N, y ; VI ULRAT LA~ AFP)
(2) F— AHHEE LI iE « M7 iR 5 76 (FgEEAl : EDTA
—ZH U UL ML, AR THEBEMEEZRE LR, LUTICR
FTHAEDIFOIE L,
WEFE : n=57
HBRE: r=0.999
FiREt :y=0.98x—0.09
(x5 MiF, vy ; Mm%
3. REAOEEYE (ZEWH)
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BERLEXIFEEVLDEDEFE

1. Bkt (BI&RGLE) OEE

(1) MIRIZH T V. HBV, HC VEDEEORNRH D HD L L THRE-
TLIEEW,

(2) MEIZH o> TUTBPE DGR EZBET D12 0FENETTREREEHA L, £
LD ERy T 4 T EATDRNTL &N,

3) HWEWIEZT A H VR (pH1 0) TF, BACE L TIX, 38
22NV HIZALZRWE S ITHERE LTSN,

(4) RENR - TAR A A T2HA L. K THSITHWTRT SO B
BETV, RERHIUL, EROFHRELZ T T I,

2. HRLDEE

wk(1) FEFICER LIRS, AT 2HE S AT AOBETHRCE L OBkt
BAEICE - TLIZE W,

(2) IR 238 & 7= AT L2 T E &V, SRS &
OBEBROETE RO Y ZHA LT E &,

@ VTV T Fo T FaXy b VU TAhy S AERTLHEY
AT LEEDHLDEMBEH LTI ZEN,

WD BTV TFoT FaXy NV UTAHyTEFICHLVEDOE
ERHLTLSZEN,

B) RITRELRMEEZ T THEA LT EE W, BB LAV 5 IciE
BLTLIIEEN,

(6) ARITEEB Iy b LT ERAFT D ENTEET, BEZOM
(HE AT BRI L O IRATIRIRIL 3 0 AT AZRY ©F,
12y b LT, 3 0 HEAPICHER LT 72 &0,

(7) BT AN FRE S e WA, ST E TERrIVWAEDELEE N,

®) MR AFP¥ v ) 7 L — X 3ARICL DIRMEEBR L, 7 Lol
IR EZ B LTS 7280,

(9 FHLWA MZEEICEY NTHEICIE, HILWT veA Xy v 7%
BT T B LT &0, Bl 25613, IIE RS RofEHEk:
IFRFECE A,

(10) HEENSEUHE L TREEZRETH EXIT, TyAFv v 72 L
HREOR VXY v FICEREZTHH2~1 0 CTHREFELTLLES
W T oA X% v PRI 2 £ R R LIZSAE, MER R oEH
MERIETE £ A, BER ML EERICE Y T AT H LT
vEAX Yy v T EFHLTIIZEND,

D) 7oA ¥y vy 72T 5 & X1, BRMIEOTZOTEZFMLT
{TEEW,

(12) FAICFE STV B HURKE AR T & BERIERPUAD 7~ iix, FU
Aoy FNo. PEHIFEShTOET, AL, AARsR-Ee v b
No. DfiAEDLETIIHHATEEE A, R MLE TV OREEe v
No. ZRERLTHLEEIZE Y FLTLEEN,

(13) REZEEADETHATE ERA,

(14) TEREZRIEZAT S 7202, FERKIZFEICH LW OZER L TS
v,

(15) ¥V — & T A AE st FIC MM A A 2 & . R SE ORI
NPMETLES, EEEX v v 78y %0 b3 R M
ARt B & EMEN KON EER A SIS EDHERE 20 4, V—
ZIA LEREX Y v TRy F ORI SO\ R T o flE
VAT AORHSIAESY ZEL S0,

3. RELDEE

(1) FRIEIIIRGEAIE LTUTOEBY 7L U U AREETWY
F9, BT HBRIBEREDOERT ¥ FRER SNV E HITELED
KELBITM LTS EI W, o B ESIG L THBED T R & 54T
ZRNBH Y EFTOT, ML OEfibA BT CTHRELTIEEN,
Wik : 1.0 % (FRERRAT | AEK: 0.05%

PUAKE ORI T, BEREPUA, AFPXY U 7 L—& BRI
O . 1 0()

(2) RIB L RIS L BT D551, BEEEWICET 2 BLEICiE-> CTLUE
WRBEIE) & 72 1 E R S X L CALEE L T E &,

(3) BERDBEFEN STz - TiE, KEHES LR EOBBENHE > TRBEL
TLIEEN,

@ R LA (BXy b RBRES) | Bk, Yo7V r7Fy 7 F
2y NEL, RHMERRRT Y v A (FRMEFRRE1000p pm,
1EERILL RIR) A Z— AT AT R (2%, 1RSI R %
IZ L BMEFLIESH DV, A— 27 L—7 (1 21°C, 204LLL) I
K DWELIZITo TLIZEN,

(5) WA, BRI L2 AT R TR T R U U & (AohE R
1000ppm, 1HREHLLERE) ( Z7AZ—ATATER (2%, 1
REFILL EIRE) SIS L 2 5E MY LHFmEITo T EEN,

(6) WRAALF M4 2 KRR T N ) U ARIKR, S VE— LT AT
RYEIEDS, BRGIZOWZh | BIZALARNWE JITHERE LTI,

WATRE A % - AR

RIS R e 2~1 0°CIZIRAFE AR 0 14
EJLTEIININ 2~1 0CIZRTE HNIM 148
AFPXx V7L —% 2~10CITIRAF HNIM : 14E
HER 2~1 0°CITHAF HNGM : 9w A
BEiHiR IR (1~3 0C) ITRAE NI 9w H
RfA i BRI 2~1 0°CITffF HENI : 9w A

FEABRIRIZ SOV TE, FERAEOA B LOARORTE T2 2 S
U,

W E R

[EETaES

2—FKNo. iEd (kS

291320 |VINARFLARN AFP 2 0 0=l
(BURFE AR - BESRIERRAR) (#10mLXx1)

291658 |LILVAFLAKN AFP 2REX 1
AFPX¥x V7L —% (%1.5mLx1)

291122 | A2 F LR HEIK 100mLX6
STy

291139 [AINARTLAL MR 4000mL X1
(IR ER)

291146 |LINVAFLRAN RIEFHRIE 10mLX10
(I3 3E)

sk 7 O,

Sero Lumipulse TIA Control
2IEX6 (£3mLxX6) (7—KNo. 206805)
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