COBFLSIFAXEE LA THDEAL TS, |

{Z‘K%E/é/\[i‘ﬁm li:%nﬁ'z **20235‘59)% EAZ%T (%5Wj)
*20224F6 A SaT (H4h80)

S R 58 fE 5 13E1X80206000191

332 L RF 4G

mFEBRERAREI DT VAT VL

ON\RERZE IGA Gen.2

(£MMEEE]
Lo ARGIIASBEATHY, LSO B AL TS
&,

2. ERE RIS SERZWNIL, BRERIEDOMAR Rl
EORETC, M EAR SR AT HIBIL TSN,

3. BLESNIZEA CEICE SN ER B R OHE - HE
WS THEALCLES W, Rldlis - B OVHE - A&
PIAL GO FIZOWTIE,

4. EHT D8O B TSI IRAT SCE L OB 54 L <t
Fr, FLARICHES THE L TLIZEW,

[R4K - BEFE (FVhDOHERD)]

J/NRERE IGA Gen2
R1:FEMER

AR (BT
R2: Bk

Preh IgA YEFRY 77— Lhik
(R1:7RYvar B, R2:ARYTar C)

[(ERE®M]

Mg X mgE o /a7 A ORIE

[RIEREE]

AR SRR BOG 2 F Uiz S b i R L L QT ik

IZHIER [gA YRV —F PR Z Nz HE, BRIEFO [gA LR

7R FURHUAS R Z LI L, 1gA JREEIZHBIL TRVEAELE T, 20

HBEZEEINTHIEL, BEER IOV TRBRICRSSETER LT

MR OMAR D 1gA ZoRDET,

(BELDFE]

1. BEAEOME. REGE
WEFEE: fE . fE~ U L |
TR Z
i, MR D 15~25°CT 8 A i,

2~8°CT 8 »HIM.

-15~-25°CC 8 » I ]2 7E
PR ORHAIC Lo Tk, AIE R R 8E KT T H A0 HY
9, MG ETOEEIC Y U THIET 2541, Bl
B ORIETTOFRRITHES TS,
EDTA-2K OFENRAR+557085
BEMER DV ET,
B OHDLBAE, EARNCE MRIEEIT > TLIEEN,
BRI RIS DA TR TLIZS 0,
BAEIRAE L TR IR O BRAE AR ORI IR, bR ORIk
IEESIRAL TOBHIEILfE LTS,

2. UEWE - hEEA
(1) WEEK ORI YLE R 60 mg/dL . ~E/ 1

ERIE 1,000 mg/dL, JLEARTIEYR) L AT w7 A

2,000 EFTHEIZEZDHEBIIE10% AN TT, (gA

FE 70 mg/dL DFEFCOMTIE?

Ur=F K- 1,200 TU/mL £CTHIEICH 283 +£10%

PINTT, (gA #2170 mg/dL OREFCOMFE)

EDTA-2K)

IELWRERELR ]

@

HERROBEMEZRIEL NI ET,

1/3

cobas’

IgA JJ¥ 10,000 mg/dL(100 g/L)ETiE, Yy —12kb
BIEIRRO LN EE A,
186G KOV IgM (ZEDAZ UM TFBD HILER A,
R AN O TR FR IR FE IR TR E IS 5 2 BT H £
A 3),4)0
Hym— M~ a7 Y e BERIK T, (S
IZRIFDREREIRDIGERHVET, ZOIHRGAETT,
TKENE TRHERL TLZEN Y,
ALST AT, R RSOSENFAELIDG G, B
AIZRERITRIL T, JER SR A SR E CTERW
BNHVET,
3. it
AREITSA pro T8 pure 72X\ CEET,
(A% - AR A R)]
1. REOREAE
A TORGIRITZOFFTHEHLIIZEN,
HEHER : C fa.s. 7 a7 A GIFE) 2 L T7EEW,
2. HEOREM
ARBHERE: 2~8CCE MR ETLE
BRI 26 B E
3. RlBLELGIRE - /M - HE
« /XA pro X|E=/RA pure 7gd
« Clas.7arAy
- FLFarbn—L CCl
- FLFarbn—L CC2
¢ AR AT A5-G NACL
4. BEAE
FEADZ R B E T BIT RIS T A— 2 — 2 HEL THY ET DT,
tEFETBMWEDELITEIN,
(=& pro D)
(1) BRI ECARAERIZT 21 HaRelatbitLE
7,
FERUKGRIET T 7 ), BRI SUTREE 3.2 w L /Y
B0FEd, BAHNE 77 ul 2Nz, 37CTArFa—a
VLET,
PUKIE 24 p L N2 T3TCTAFax—rarLET,
5 43 LAPNICHR O 2840 e 9% R 340 nm, Bl & 700 nm
THELET,
RILT T EHEROBCEZA D DR AR A ERL .
HELOWSLE b ESRE a7 A RIEZ RO ET,
5. RESHE
FEERIZIZ, L Farbn— CCl, FLFarbo—i
CC2(3572) % 2 L TZE W,

3

#(4)
6))

(6)

e
FEL X

#(7)

ik

@

®)
()

(5)

CRIEHERDOHIEE]
1. BEHREOHERVSELEHE
WS STk O
D AN 70~400 mg/dL (0.7~4 g/L)
BORMUES: 0~ LECRI < 14 mg/dL (< 0.14 g/L)
I~ 3R < 80 mg/dL (< 0.80 g/L)

3~ 6 kA 11~142 mg/dL (0.11~1.42 g/L)
6~14 AT 34~220 mg/dL (0.34~2.20 g/L)
14~19 BRI 40~293 mg/dL (0.40~2.93 g/L)
AR Y 93~393 mg/dL
2. BmEK
mg/dL=g/L. X 100
3. FEOHFEICHANDIEE
HERH EIREE D EMER UL, HOUH EEA
TRESIDRIRIZOWTIE, AR E RIS AW TR (R 23 B
ARUTHEL TTEE N,



(t£RE]

1.

2.

4 RE
[FE - FEGRETE) JoREITE R - IEfENE - [
MEMEOARERZAT o726, TR MEIcEELET,
(1) BEERVERMEHER
BEFNREE OB BB E T 28 &, BEFIRE D =15%
LINTT,
(2) RIFFBERM4EHR
Fl—ZHEAREZ 3 [FFERICHE T 2EE, HIEfED CV
EXZNZI T.0%LLF T,
(3) RIEEEH
50~800 mg/dl.(0.50-8.00 g/L)
(4) BIETRE
LoB:5 mg/dL (0.05g/L)
LoD:5 mg/dL (0.05g/L)
LoQ:50 mg/dL (0.50g/1.)

CLSI HART A2 EP1T-A2Y 0t~ T, 7T 7 ERR(LoB).

B HRA(LoD), EREBERLoQzEHHLELL,
BRIEAEENE
IFCC Mz 1 EEEEE L (IRMM - CRM470)10

(EALEXFEKENEDTE]

1.

kL L (ERRRALE) DR

1) BIE R OARFOEHRNTIE, OB TR, ERERED
PRAELA K ORE R IRG A S A9 2708 AMRICE B
RONIZHEBL TS, Fo, WIER TH%RITESTE
PeoTLIZE W,

(2) RENBHSTHRAICASTZHAITIE, BHHIZKTLY)
SN T 72 E OIS BAEZTU LERHIVTERT
DFEYTHREZZITTTEEN,

(3) FIKDSRES TR K OIS L7235 AT, EHICK
BEOKRTHWIRLTTESV,

() RILEIFLIHAITIIARTHRL TOrHE - TL7IZs
vy,

(B) WIREZIZUTGE 1L, R SRR 2 SRR E 1,000
ppm, 0.1%)72E DYEEILA AL TLw SAE R
L&, e, WMEMDEMTIE, FLAROTAERE IR
DFERHEL TSN,

(6) B Je OVAR i e B 0 35 i C IR S A L 72 T
<TZEWY,

(1) WRIZ HIV, HBV, HCV 72E DDA VAL DRI O fER
PERBHLHDELTEDR, BESUIRAICEA L8 E
B E AR IR 82 T 121°C T 20 43R LA _E g
TR IR A3 57 PR SRR A 2 SR IR JE 1,000
ppm,  0.190)IC 1 B LL LR 97282 IiERL TS,
INBOEETIX, L) SRR AT TTESN,

8) AMIIFMEDORIAF L =F LT AT LT —T VNG
FNTWET, RIAFLF LT AF L —TLTIRIC
BEL5Z B ENHVETOT, BICAST- A1, 7277
B T BB > TIEE W, 2, av sk
VRAEFHALTCWDEAIL, v Z 7 X &L, BHO
Pl CZE, BERHIUREMOT Y T2l
TS, B GITARE LI AE, 1212 BICZ BOKTH
WL TLIZE N, F, SRAAALTE LA, 72251085
DARTHETTWTIZSN, BERHIUTERMOF LT
ZRZITCLIZEN,

FRLDIE

(1) RIKROVEEELTHEAOLOEHEHAL, ZORE - (B
7R EIHFNO H N LN TTEE W,

() RIKIV TR TIE e THRIEL . RS D78 R TE
DEAELIINTEAT LT b DR IR 238 K 72 b D1
ARG t={AN

(3) Tybo A RIR TS R ARE A b THHL
RNTLTIEE Y,

@) WEDEFNORER L O A B DR EEZ 2N TLTE
&,

(5) RFID Z¥nHL7zh, fRPSenTLIES0Y,

6) TR TORIKITORAT LSS TRV A 2 Tl Tl
t=AN

(1) T _RTORIEEBR B L5 R IR Y DVE Ye T C
IEEN,

(8) WERDORBNAT LT REROKEFE AL, AEAITH
WTLTEEW,

9) BIRIEEAATC 15~25CIZREL, LIRfMLTLES N, 7=
720, MULIRVIBETZD, WL T LW TLIEE WY,

(10) AREERAFTDBEE, BEORETHRIFL TTZEN,

(11D AREORED By MNIFHEHTEEEA,

RELDIE

(1) BIEICEVAECTFERICOWTIL, BIERE LRI E
I FTREOMELEITH> TS, F2, TNbEFE#ETD
BT, BEERFRICE > TED BN BUEICE-TL
t=AN

(2) HERABORGEEIZTLIGAITIE, BEDICETLIHE
Ao TR BEHEN) ST PE 2 BEEY) 7 & X I L CALBRL T
IEEN,

(3)  BESETABEL, KEIG S IEESEO RSB L TPl
TS,

*(4)  FRER N OPURHRITIZRAFAEL T 0. 1%L FOT LT b

U LN EFENTWET, TN AIENE, 8 &K
ISLTBERIED SR T PR AR T HZENH 50, BEZE
DERIZIFZ EOKTHROFEL TIIZE W,
ZOMDEE
A D HE T R E O BAME R R LT8R
HRRAZEE LA A DRHYET O T, LEITISU THENMIZS
WTHRIEhAZ 2B LET,

(AP % - AR

1.

2.

BT A&
2~8CIRFLTLIES N,
HEhEAm

*24 H A

IR Exp NIAMEICRLRL THD ET

(BEE)

ONR YRATL-G INREE IGA Gen2

300 TAk

R : AT 23.1 mL
R2: HURE 7.2 mL
(EX:3:49
1) Use of Anticoagulants in Diagnostic Laboratory Investigations.

2)

3)

4)

5)

6)

WHO Publication WHO/DIL/LAB/99.1 Rev. 2: Jan 2002.
Glick MR, Ryder KW, Jackson SA. Graphical Comparisons of
Interferences in Clinical Chemistry Instrumentation. Clin
Chem 1986;32:470-475.

Breuer J. Report on the Symposium “Drug effects in Clinical
Chemistry Methods”. Eur J Clin Chem Clin Biochem 1996;
34:385-386.

Sonntag O, Scholer A. Drug interference in clinical
chemistry: recommendation of drugs and their concentrations
to be used in drug interference studies. Ann Clin Biochem
2001;38:376-385.

Attaelmannan M, Levinson SS. Understanding and identifying
monoclonal gammopathies. Clin Chem 2000;46(8 Pt 2):1230—
1238.

Dati F, Schumann G, Thomas L, et al. Consensus of a
group of professional societies and diagnostic companies on
guidelines for interim reference ranges for 14 proteins in
serum based on the standardization against the
IFCC/BCR/CAP reference material (CRM 470). Eur J Clin
Chem Clin Biochem 1996;34:517-520.



$k7) Estey MP, Cohen AH, Colantonio DA, et al. CLSI-based

transference of the CALIPER database of pediatric reference
intervals from Abbott to Beckman, Ortho, Roche and
Siemens Clinical Chemistry Assays: Direct validation using
reference samples from the CALIPER cohort. Clin Biochem
2013;46:1197-1219.

8) HARRKMAE KRS e

9) Clinical and Laboratory Standards Institute. Evaluation of
Detection Capability for Clinical Laboratory Measurement
Procedures. CLSI Document EP17-A2. Wayne, PA: CLSI;
2012.

10) Baudner S, Bienvenu J, Blirup—Jensen S, et al. The

=

certification of a matrix reference material for immunochemical
measurement of 14 human serum proteins CRM470. Report
EUR 15243 EN 1993;1-186.

(&bt k]

O a « ATV IAT 4o 7 A&

NAG <= a—arrZ—

T 108-0075 HUAEBHERHER 1-2-70

TV—H A%l 0120-600-152

[(HERTEEDRE X TEMRMEAE]

0z« AT Y IAT 4o AR EHE

T108-0075 HUAUEBHE R 1-2-70

Y=YV 0120-600-152

COBAS is a trademark of Roche.
a/\RI[E Roche DEETT,

OY1-F1PIIAFvIABR A H

3/3 0 9080538 001-E



