FERAICKELTEIOFMNNEZS (BHRACEEL,
Fle. BEGHICHEHDIELSIICRELTENTLIESL,

4SX03T *%20204F 5 H T (F3hi)
T F0R0F: AT (B2

B IR5EEREEES : 301AAEZX00032000
EHEL=-_VUXY b

JL=/ULZ L2

K|

Lumipulse (G Renin

Immunoreaction Cartridges

ivb]C € [REF]298794

M Fuijirebio Inc. m Fujirebio Europe N.V.

May 2020 (ver.1) 8:00 — 17:00 GMT+1
www.e-labeling.eu/FRI63038 M W] -E
TEL: EUROPE +800 135 79 135

RO 0800 895 084

Please refer to the safety data sheet (SDS) and product labeling for
information on potentially hazardous components. The most recent
SDS version is available on the website www.fujirebio-europe.com.

NERUTTE

L AR, KAZEHTH L7720, TR LSO BRIZIEER L2nweL 72
SYAN

2. LW OBEIL, ABRE MM A O R AR SRR S b S TERE
L. BEWITHEE LT 7EE 0,

3. WA SCELIA O HIEICOWTIRAEZ B L £ A,

4. ARIEB LOREIE, EROERER S D b O & L THoIciER LT
PoTLIZE W,

5. AFRIEOPIFIR ., RS L OB TIKICIE, RFERIE LTT 2 ) b
Uy AREGEENRTOVET, RIENER-> THRLAIC AT, FEITME L
T8 AIIE, K THSICERW TS OIS AWLE 217V, RER IV, &
FiOFHELZITTIES N,

6. ARIEDOFMHEHICEE L Cid, AL Hbt, FRIEOUHCE, #HHT 50
EY AT LD CES LOBRGHELY 22 2S00,

B - BEF (Fv bOHEAD

L HAESHFTY (ERAKKK. 150 uL/RERKHA— R v )
fiv=v® /) 7 a—F ik (v R) A7 =T4 MRTEERET,

2. BERAZHIR CRIK. 320 uL/BERBH—FY vD)
TNAYBRAT 74— (ALP) E#fiv =2/ 7 v —F ik (=
TR) EEHET,

3. MIERE GRIR. 120 ul/GERSA—FY v D)

RERIEH— D

P EREERA
e LR

PUAHE S F <€----- .

4. L=vxx)IL—4 : SEEX 1
(6] Opg/mL L=yFxU7L—% (EK, 1.5mLx1)
2 100pg/mL L=rFrU7L—% (EK, 1.5mLX1)
(3 1000pg/mL L=yFxU7L—% (EK, 1.5mLx1)
5. 28R (RIK. 100mLx6, 50mLx6)
HEHELLTAMPPD®? 288 %7,
THEHORE S AT JMIEDETIHELZZ N,

(o2}

L SEER (BfE®R. 1000mL x 1)
CRIEFRTE GRIK. 300mL x4, 80mLx 4)
ZHEAOUEY AT HMIEDETIHELZE N,

-3

1) 15 CUTORETEF /L L TWET,

A 2) AMPPD : 3-(2-spiroadamantane)-4-methoxy-4-(3"’—phosphoryloxy)phenyl-
1,2-dioxetane disodium salt / 3-(2'-Av a7 X< )-4-A FF-4-(3"
SRARYAFY) T2 -12-VA R H - 20 MY UL

EEREN

ML ST E T OTEER L = R EE O JIE

W AE R

ARINL 2 AT v TV v R A » FIEIZE S WAL B RS R R 5% M E LIS
K BIEMR L = R E R T,

< 7a ha—v; Kk AT v SE— K>

HE - BEtY

RFESHFIEELERL=_VE/ Y 0—F LK (7
DR) EBREPITEFALEER L= VICKHREEER
AR ENES,

PUARSERITF1 50 L, BEEZIFL=Fx V7L —%50
p LB ROWEK 3 0 p LANRE SHET, RORRIE, Bk
37CT1OMNMA Yy Fa—hENET,

0

& RIGHEBFREDOSR. RABEHTFORENTOAET,
RPN & o THRD B, SUBEAERE Sk, Brifikis
A, BEEHROBREDHEY LS, RS S ET,

RS ML=ZUE/7O0—FLHEK (IOR) 2N LTHEL
FRAPOFEHEE L=V E TILAYKRRT72—HE (A
LP) HfiL=VE/ Y O—FILHEK (XHR) (B
FEHNK) ITLLBBEESAIEREINET,

B FEERHIIR 2 5 0 o L L HRSE AR T RNIRE S E T, RS
X, 37CT1OMMA vFax—hanEd,

5|°J¥

BURSEREDE. AEEHTFORENTOHET,
RIS > CH B, FORIRARE SUEY, BRAHEIEA,
VRO FAHME D LS, KD SET,

BEERS AHZ200 pu LEMFICMAHEMRR. 37°CTEHM
— REEEET,

BEAT7 7 nmITHEABREHROXOREAEZRIELFE
E

BHIRICEEN D AMP P DL, HuRsE AR 7 ISR A L
TNV RAT 7 2 —COMBAERIC L0 o L ET, o
o THI SN D T, RIS A LIS iR L = o R & RO
D0, THEHET D Z ISk o TIEMAIL = VB EORIE %
1o EemTEET,

RSP OTENERL L = R BE DS T E G 288 2 72 5 5013, BTG U TR A
Wiz Mo TRiEZ AR LEE L T EEW,

MEELDEE

1. BIERAOMHE, FEUE

(1) BREORBUIMER 4 2 8108 O SCEE <M L. fREShizh
(BRI, mOOBEF LR E) XL T 7ZE0,

@) BRI, i, Mg CHRE TE 4, mHREIL, B0
T AN ICBEE ST E S0,

#4(3) TTHEZR PR 0 Brfe 72 iR 2 F VO I3 & 721X R A & (R A7 B 55 A1,
Al B, DEERIZBREL T IEE N,
MmigR XL OMEERRICIEER L = 2RI L TR L7258, 25C
T3H,2~10CT1H,—20CUTT3 »AME CHIEMHICEE
ITRBOLNFEREATLE, 2B, 4 CTORFEICLVRETO T L=
U OEMEALNREEICHEEL G22I BmELH Y T DT, MK
DIKIR TOWRRIFITRET T IZE WY

wk(4) RO BRSRARIL 2 B E CHEMICEEBIIRD ONETATLE,

(5) RIER - T DOMOATEHSY, LB, FFHEH A E ENTODRRIETIE,
BEMICEEE 5255480350 £+, ELWVERMEONE L HIC
WLELIFRELZZICEMR LTSN,

(6) RAREI DIGYLHIAE U220 I 5 ITHRIRIZER L THRi> T E 30,

(7) FEIE L7 L2g e 7280,

®) BRI HEREA (EDTA— AU YA EDTA—_"F U DA ~
SRYFRI DA ARY Y F TN ZRINLCRERLIZESR, Zh
FN6.4mg,/mL, 6.4mg,/mL, 69U,/ mL, 6 9U,/mL
FCHIEMICHEIRD SNERATLEN, HIROFUEEEA 2 v
AT, RIEORMIRFICTHEL EE 0,



2. BEME - rEEH

WAL T O 2 RN L CRBR L 72 fE R, FLal oo g £ CHlEMIC

BIIRDONEFATLE,

M RN L
vUErC 18.8mg,/dL
EUNLELE 18.0mg,/dL
NET eV 470mg,/dL
MY ZUEY R 2000mg,/dL
Mz RIH 4~12¢g/dL
e 159 0FLvT Wi
LT F= 5mg,/dL
TNa—A 1g/dL
b X (ol VPN 2g/dL
Bo—~wA Ty 50ug,/mL
N7 7D 0.5U/mL
W77 B 0.5U,/mL
A4 1.6 ug/mL
TTAI v 100pug/ mL
H7 TV 1000ng,/mL
TF TS YN~ LA U 100ng/mL
a3 R 2800ng,/mL
A= 150ng/mL

3. RERISHE
BAERIETEC OWTHRE LR, UT oSO E Lk,

I E AN JE 2R P
TolL= 7.56ng/mL 0.4%
4. ZDith

AGRIE LA H IR RIERNE S AT A
%zl : LIV G1200) JARETT,

A% - BE (BEAZR)

L AEORE
(1) BrikfE AR, BEREEMHUART K OB
FIEBOES — BV AT, PUARS LT BER R R S L OYRERK

NFPSNTHET,

H—=b) P —ADBERT 4 N DEHB L, TOEEEMLET,

CRIEDEN — BV oy PETER O BUC REIZ N 72 Y WS EIC LT
D LARNTLEEN,

CRIEPOE I — Uy PEREEICE Y M OBE, AR vV —
ADHEW T 4 NV b ELTHB LT IZS W, R LENRHD LR
Db o%E. KEOBERFORRK L2 4,

CRFEHABLOREr Y NI — Y v P —RDR—a—Fio &
STHHESNTWES, V— M) vV r—ARORERIEN — U
v PONNVE ZTRIEOBGERICE R D AR H W £ O TTH
RNTLEE N,

Q) v=rFy V7 L= BLUOREOHERENEZ TN ENATI LE

(3) WIEZBIAT DRI, RIERIE A — NV v ¥ FER, Yeifii. MR
Wik, o7V 7 Fy7OEkERHRLET,

@) AZ—Fx—ZM L JEZMALE, BENTHBINICETSND
BEICOWTIZEREL O (ST v ha—L | OEE2 B8RS
A

4. REQOEHE

VAL =X VT L—varT—2E, H—F Y T —AD 2RI

—a— RICREREN TWET, IR OTEER L = REIT, L= %y

V7 L—ZOFNEE S LICIRE S RER D BEMICRE I S E

T, FEEEEEBZBEVOEAII 1A LICHREREERL TS

/AN

L=rFy U7 L—2 OREIXLLTOHEIITOET,

C RIERIE T — N v IR, FHLve y MO Bb o mGE,

- BREMRETHE. 30 A2RE LEBA,

ERRUSMIBWT O RERECSGAIE, L=rFr VT L—2 2 JIE
LR 2 R L T< 7230,

BRPOEMER L = JEN1000p g /mLEBI-EEAIT, LE
W05 U TRIRA UK Z WD TRIKZ AR L, FHE LT 7230,

WAERBROHIE X

*l. BERAEFHE

FIFFEMET )V R AT o VERE N ORI LR ZHE LR, 28
FEMEGEH (2.5 ~9 7.5 /%= ¥ A )VH) IZLLFIRTEERD EL
7=,

TR AR R B 2.5~9 7.5 —F %A )VH

i 4% 158

2.21~39.49pg,/mL

2. ¥ EDEE

(1) FEHERGIT AESRFMHRIKIC L > TRRD 2L RHY T 0T, K
AT L7 MDA 2R E L T2 &,

@) VU~ b FRFRRIETUR DR 21T 2 A TREER H Y £9,

(3) BARHITAFAET D RFE DO IERF RSB ORI LY | Fhucil
MR EMICFON2WNEERH Y T 0T, MO RCHAE
RELHOETEE L, BAMICHETL T 2S00,

WEERIIER
L= IO S BRI CREA S LD 7 r T 7 —F T ) | i TIiE

MR E 2 IIAREHER (Far=2) L LTHELET, ML =137 v

ATV ) =BT UF TV TICER L L= =T O T
Ty =T RAT B R ES U CEMREOIEFE - MR MR - MO

@ b=rxx)7L—x - FHOEZERRE & B L OO E T, IR L = B R R T L 2
i (15~25°C) (CH LT B IRERAI L TRER L £, T L RO I R LA A & D YR PR MUE ORI - SIS AT
Ty PR a—REBEFLT T NHy TICUBEREHTLET, 2
TBRLELL ) OBLEOWTRIZA2 1 L TF. W RASE AREHCERALIT (AMP PD) & U5 RR o e W

T 5R S LRIROIRAC L > TEB L EJ, M FOBICKE O I
KN LRICEAT 25EA1F, BEMENTT O THLVRIELH
HALTLEZEEW, y oIl ZI@nEy 342907 v 7R
BOFRRIZ 28560800 £,

Ty FRY 2= 23 THHOREV AT LML > TRAVETOT
BRE S AT LOBHEHHAEL ZE I,
—HlELTAI/ULA G1200THy TNl y 7 e ZHADY
ATy RRY 2—AF100p LERYET,

(3) FEik
WBENSHLTEOEEMHALET,

B ORNN NI D ICEEICE Yy FLTLEE W,
CHERAEEICE v N Ui, REIRASHRE E CHRAL LIRS T
LTEEW, HHEKDOEZ R LI L2 TL 7230, EERN T VY
RATZ 72— (ALP) IZFRENET LEATE EEA, FEN
EHEEFERIC AN 72551, BERL T E &0,

(4) B
MR DT ONERIK T 1 OISR L, L <HEFR L 97, AR L7 BEi
Wix, ®i (15~25C) IWRLThBEMLET,

(5) T A A BRIR
15~30CICELThLEDEEMALET,

NIV A S G1200ICEy MTBREAIE. WMEENLOHLTZED
FEMBHLTIZZN,
2. BWELGHE - B/ - HHE

1) ~A4 27y b, YTV T F o TFBIOY L TAh v T

(2) BB ERARER IEIE > AT &

() LPayhr—- b= (B5Ed)
WEFHEAREE LT, LPay ba— s L=v 2R LET,
FERICEELTIE, LPayba—L s L= ok EELZR LT
<TEEW,

3. AIEE

1) WE> 2T LAOBHEBHAEZ SR L, Bk L OMIEICLERREE
FIEDNMEIZE Y b LTLEESW, (P T o s, HHT
DRMBROME AT AMIE - TRARV EFTOT, FHE AT ADOH
WHAEEZ ZEZE, )

(CLE T A ; chemiluminescent enzyme immunoassay) (2550 < 33T,

[ Jed-3

1. ME&E

(1) kg
Loy VT L= 2 EFTEOHRMETHIET L&, L=vFXy )T
L—XICk%55pg,/ mLOWEMEOp g,/ mL L="Fx )7
L—XOFRNEOITI LI EIZR Y £,

(2) RN
B R EEMAR 3 012 FTEOBRIETRIET 2 & & WEMILSE I
XL TE20%UNIZAY £,

(3) RIMFFBME (BHTHREEE)

HFE MR 3 Gl 2T EDRIMET 6 MRV IR LIET 5 & &, MEM
OEEFEE (CVE) 121 0%LA Tz £9,

(4) &P

ARIEOPEHPHILZ, 0.20~1000.00p g/mL T,
2 A LER IR RERNE > AT A (REH
JLI/ULA G1200) TIEO0.07p g/ mLoosHAhEhET,

(5) R HHBR A
CLSIHARIFALVEP1T7T—A27 0> THHIBR(LoD) D
B AITFo /S, 1X0.07p g/ mLERYFE LT,

(6) ERRRA
CLSIHARIALVEPLIT—A2Y > TERBR(LoQ) D
B AT 7R, f130.18p g,/ mLERD FE L=

(7) BB & AR IR O FABIM: 2 B3 2 iR
Fl— A2 SERR L7 i3 « g7 Hik 6 81 (HigEE#Al : EDTA
—ZF RNV DAL)AL, AR THBIMNZ RS L72RER, LTI
RY AN SN E LTz,

MEGE : n=68

HHEMRE: r=1.00

FEF y=1.0x—0.02

(x : i, v : EDTA— "7 kU 7 AlfiE)



2. HEBAMESBRRIE

(1) MYERRA L 1 6 BIAMEH L, AR SZHAERL (CLE T AL &
DOFBIMEZ RF LTS R. IR TS S b E L.
HEFE : n=116
BB : r=1.00
FiF :y=0.9x—1.20
(x ;EFECLE T AW, v AR)

(2) MYERRIE 1T 0 9 BIZMEH L. BEFAA WA RIS (R T AFEME) &
OFBMEZEBRFT LIoER, PR A S onE Lz,
WEGFE: n=109
AR r=0.97
Rt y=0.9x+3.02
(x5 BEFR I AJEFRIE, v 5 ARdh

3. REAOEEYE (FZE£EWHE)

PR A

BEAEXFRFEVEDEE

1. Bk E (fBRRRALE) DEE

(1) BKIZH I V.HB V. HC VEDOREOBENRH 5 D L L TH-
TLEEN,

(2) MEIZH 7o o TUTBPDfEIRZB/ET DIV ETREEFH L, £
LD EN YT 4 T EITORNTLIZEN,

) HEHZT A VPR (pH1 0) TF, MAICE L TIE, im0 RS
IZOW2h . BIZABZRNWE S ICEE LT ES,

(@) RIEDNER - THRRIZ A TEE, K THAITHEWRT S oAl
BTV, LERHIL, EMOFYELZIT TIEIN,

2. FRLDEE

(1) FEAICER L ClidAE, AT 208 S AT AOUM SCE R L OHkEH
B> T EE W,

@) GIERIEH — N U v ¥ (PURKSERIT - BRI - FiR) | L=
U T L—& B, YRR L ORI R E R c Bl s h
TVWETOT, ZHEAOWES 2T AAbE MAAEDETHET LT
{TEEW,

(3) EAHIIRZ il & 7= Lan T iEawy, SRS Es &
OEIRDOFRE THEBD D 2L T 7ZE0,

@ VTV T F T T Dy FIE MRS DHES AT LEED
HOEMHEHLTIIEE,

G) BTV TF T U TAD Yy TIEEICH LN OEHH L TL
7ZEW,

(6) RIRITRIELME 2T THEA LT EE W, FoEH LanX J 1ok
BLTLIEEN,

() REICHER ZEAOSE ., HNO 7 7 o b ORI EESD - 55
i KON P CORE L, IREZIZ L KRS RREOKIA & 7
D EFTOTHREIT TS ZS WY,

B) BIEBL L =r X x U T L — X F3ERBICL DR EEE L,
IV DU ITECHITINE 2 BifA L T 72 &0,

(9) EfEZRBEZAT O 7202, BRAKIIEIZH LW boZHHL T ZS
AN

(10) V=45 T4 MIZMETICRYIME R 26T 2 & ZEBbRFEOWIL
NPMETLET, EEEEF v v 78y %0 b M9 IR R
gt D L AN KON EER SIS ELRE &2 £, Y —
T4 NEAX v v T8 F 2 ORI O T 2 O HlE
VAT AOERHAEE ZE EEN,

3. BELDEE

(1) FRIEIIIRAFER E LTUTO LB 7T MY v 2AREE T
£, BETALIRIMEREOERT Y MRV ERShA2VnL SIS ’&D
KEEBIMLTLIZEWN, £ B E KIS L THBEEDO T A 34T
LRNDRH Y ETOT, Bl OB AR THEIEL T ZEW,
Wik 0 1.0 % (ARFE%RETD) | FAEiK : 0.0 5 %.
BRIEARIE : 0.1%

(2) RIS L OB EFEET LA 1L, BEEMICET 2 BUEICE-> T &
PRBETEY) F 1o 1 LT S X LT L T 7280,

(3) BEROBEFEIC BTz - Td, KETHEBGILIE & OBSIHE - TR L
TLIEEN,

@) FEH L8R (BXy b BBRES) | BER, Vo7 7Ty TEIL
WHEEHRE S MY UL CARMEHRIRE1000 p pm, 1ML RS
) . IVE—= AT AT e R (2%, 1RERHEL R Sk 2 HHFL
HHHWE, A= 7 L—7 (12 1°C, 2 0450 E) 12X AP
1T o TLTEE N,

(5) iR, BERE DS L7 A IR R IR B e T R U o A (A RhE SRR L
1000 ppm, 1HFHLLEREE) . Z V¥ —AT AT E R (2%,

1 RERILL RIRE) IS L B 5E M0 EHHEEITo T &V,

(6) AL T 2 i FEEB T M) U LEK, V2 — AT VT

RIS, BEIZOWZD . BIZADLZRWE S IZHEE LT ZEW,

WETE A % - ARHAM

FERHIBRIC OV TR, FERAIEOAERS LORBORRE ZEMIZE
AN

|_fak:3:-t0d
g3 e 2
HEHORES AT MIEDETIHELE SN,
22— RKNo. lﬁlr% @g

298794 | NI/ R L=V
SIESOE— Y ¥
(PUAREERLF- - BRSPS -
SLERHR)

147 AKX3

298800 |[/AI/)ULA L=V 3IEEX 1
L=rXy 7 r—4

219973 |3 UL HEEHE (Hmitsk) 100mL X6

292600 |3 ULR HEHE (HalilEk) 50mLX6

219942 |[/AIULA PeiHE (Fmitsk) 1000mLX1

219935 |[/I/NVA BRIEARIK 300mL X4
(I3 ER)

292617 |[/INVA BRIEARIK 80mL X4
(I3 EE)

* PUARRE AL T 2~1 0°CIZIRTF HRM : 92 A
* [ RATRBUIA 2~1 0CITHRTF BRI 92 A
* JUERE 2~ 1 0CIZiRAF A - 9w A
¥ L=vdy T L—H 2~1 0°CIZIRTF A - 9w A
IR 2~1 0 CIZiRAF A 9w A
el 2~1 0°CIZIRTF HRWIM : 92 A
MR BRI 2~1 0°CITIRTTE HRWIM: 92 A

Z DA
LPavbuo—eLb=r 3EEX2 (2—FNo. 298787)

| e300

1. Campbell DJ, et al. Activity Assays and Immunoassays for Plasma Renin and
Prorenin: Information Provided and Precautions Necessary for Accurate
Measurement. Clin Chem, 55: 867-877, 2009.

2. WA —, RTERIE. AARR 68T 57): 601-607, 2010.

B ML ASVE S L ERR 42(11): 1091-1094, 1994.

4. Nishizono I, et al. Rapid and Sensitive Chemiluminescent Enzyme
Immunoassay for Measuring Tumor Markers. Clin Chem, 37: 1639-1644, 1991.

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

w

BEVEDLER

BLLEeAHgAst BEEa— 1B F—
TEL : 0120-292-832

WEERSET

Ry e v
BB\ EF /N 5 1

=1 Eanai



