| COBFARNELHATHSERLTLLEL, |

FENLHTEEER ok 2022 F 4 BSET (B 8hHR)
* 2019 £ 12 B&ET (B 7hR)

SLERGEEHES  12A2X00009000023

F4 70Uy b
T—FTIR «TH T4V sT

(£fREEER]

L ABRGAAZEINTH D, ZNDANOHMICH LAV &,

2. Wd, OB 2 MARR PRGN ICIE DV TREIC KIS 2 2 &,

3. AR E NI RECHE > TR 2 T Lo AICRIRE NIES &
CHEHRATOMANS DV T, JERERO S REE L0,

4. APETHMS 2EREICIE, € MR FENTVEEONH D, RO
%% DTHEAMEDHZ DL LTIOHS T & arllid, (FER-BEE (Fv
hOMR)] Eid (A - BE REAFD] 22952 L.
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(L& EY kgL YD L)
* % TLRUH—, PUA—IZAFP - 7Ry b OKFRES 22300AMX01224000) TR
ARENTME 2 @R L U THWE . ARCHITECT 75+ % —H7% i
SIEEW, jilFeb Dfesittic suabE LT,

* BRI RS K ORI MIS LTc @k, #7252 &,
 BRIKDEAESRIFITHES T &

(2) WHEME - HEEH

 RUTR U SOV R RIN LTz & EDAF y F OEIERIE, T4 100 £ 10%
(ERB#] TH%,

I S MEER DT A7 1 U >~ ORE Miihd. Clinical and Laboratory Standards Institute (CLSI, |HNCCLS) 7w k)b
EP7-A22 1CHit> TiT o 7ee T4 7 4 U VYSEEM 2.7 ~ 34.4 pg/mL DI HkIC,

CRIERE] ROWERFINUTIE L& A, BIERIE T 94.2 ~ 102.4% Th - 1%,
(L2 CEIE E: (CLIA 1) W i
WEDEEZAS 2000 mg/dL
[#{F LDEE] ANETRE Y 500 mg/dL
[ SN vy 20 mg/dL
(1) REFHOME. FEUE PR 3 g/l
RiRTE [t A4 10 g/dL
AFy FTRAOBAZMEHT BT L, HAMA 1000 ng/mL
VI FIT 500 IU/mL
1RiFTE RIME . . . . .
© R itk ¥ TTIORLIET—REREMEHITH D | S Tld BA 25 m T a5 5,

< Ay P OREMEE, JUOR LZMEOWEAIE Uiz & 2ic, SSERISICK B4
fEE LT 0.82pug/mL KiiiTdH %,

et F R 2 OFRSIC & 0. WIS HEE 52 % iREMLO B 2 MEDZER
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- SHERIA D RN 2 SO MOMFEORMER . A%y P CHATESC L AMHAL R SFI & B
L, *fﬂﬁ (pug/mL) (pg/mL)
- HEROIURIAVE G LTV 556, RADTRE NS C & THRERRAMEDIC T D 9 ol
SRS 5. 13-V AF VIR 100 06
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a SGERISIC & BIREE = IIFLIREE (ug/mL) — FRANATIEEE (ug/mL)

b 1-AFINFYUF UL Z-AFILFYVFUICONTE, BINOMGE 217572, T4
T4 ) EEGEHIK (Tpg/mL. 28 pg/mL) 1T, 1-AF)LFHYF > 40 pg/mL
Fd, 3AFNFYF Y 8ug/mL2HMLT, AFy hTHELIZET A,
BUERE, ZNZNFET 114.4%, 109.8% THh - 7z,

¥ TR UIe T =2 I3RENEHTH D  Hhiik Tl 2R e R aNH 5,

(3) Zoft
AFw M, A%y MUERREZFFD ARCHITECT 755 A ¥'—%5 & U TBA fusizill
ATV 2 Y ORECH D, ARy MERAEE R ROBER TR IE T E L,
PG, BT BV EDE CEE,

(A% - BE (BFHH)]
(1) BEOWHE
HREZOEEMN B,
(2) wEGRE - & - HRE
cAFy MHTvEAT T AV
+ ARCHITECT 747 1V 87+ &+ Y 7 L—% (ARCHITECT i Theophylline Calibrators)
(5T 0 1P29-02) © 4.0 mL X 6
(EaFEY IEFe M, 74700y R 7O RU Y L)

i
Fy)ITL—4& (pg/mL) (mg/L) (pmol/L)
A 0.0 0.00
B 2.5 13.88
C 5.0 27.75
D 10.0 55.50
E 20.0 111.00
F 40.0 222.00
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SRR E 2T 5,

D Fr T L—% BEER 10 uLic YA 7 8—7 4 7))V 50 pL KUY 27—
b 50 L EMZ. MISEE 5,

2) RRIEYZERRZE%. 7L R UA— 100l 2z, KIGEE 5,

3) FUA—300puL BhNA. KISERMIOFE GEER 400 ~ 500 nm) OFikmE
ZRET B0
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ICO WD NN D %, BENIRIERSIREINE L. HllEZITS T &, &
SISUTHEY Y T L= ay 21192 &, by a—T 4 V72DV TR,
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cFY VT =R A~F &L 2EIET S, Fv )T L—2@ 010, EHICHE
ITBHT L,

c BREOIY Pu—LEE L EIIEL, Fy )T L—ra v aiHiidsl L, v
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CAIEERDHIEZE]

FHT 4 V) Y OMIEIEEE LR R HE & ORI E. BROHMEGEAR ST,
ZLDOWETIE, 74T 0V VOMFWMED 10 ~ 20 pg/mL DB A, 1BIEOHEA
B & UMK IR OFRE W RN T 2 36, 747 4 V) v D MmiEHEED
5~ 10pg/mL Tld. BASMRRIVERIZ 7% Bk RO PR R (2 2 % T & AV
HENTVS 3D, U—Z A 20 pg/mL ZHZ % & 5 55 TE. LR LIZHH#E
AR % 36, MBI 20 pg/mL 2 Z 2SS ORIEH & LTiE, B, ¥
i THING D, EieE SIS EIEORAORIIER & LT, Mk, WL, g,
FERD B2 T,

MY G RB X CTA T ¢ ) VHEO 7 ORI DWW, #5I0%E
TRXEBRT T L,

HRIRHIETS 128, BEIC K > TEARORFASN O T+ 7 1 1) VRN RTE L 75
BZRENH B, o THRRONAIZ M2 L L E X, AL DBEOIES T,
DRI, TR SRR 52 &,

HELEDEE
 HORERREE ORI TR RIERISOE &, JEFRNEISAMET b 5 %O TllE
FEFUTHED < WA O R DB RIER S 2 218 U CRARNCHINTT % T L.
MRS, R, MO, KRR & L DR TRAIICHINITT 5 2 &,
< AF oy b ORFERS AR T ET 250, SBMORIE 21TV, B2 iR
T5C LT .,
<Y RE S T a—F ViAW TREIC & BB KGR Z F E Ok
F1iciZ. HAMA (Human Anti-Mouse Antibodies : 17 At b k) BEFENT
VAR D B, HAMA ZZTHikE <Y ZE /7 a—F Uitk vy b
THIE L8 IE LOHIEEEAYE 5 RO AT B B 5. SI21T 5 10 B 72 5 T
DM REL 1% T Lhb S 89,

BT, R & OSSERISIC & o TRIEEEAEE L D £ 5 R 3 a
Wbd, 74740 AR E OLERISIC OV TIE, BRELDZE] Q) W%
EME - HERR 25T 5T L,

- b b O BAFER R RSO S 1T) TKIS Uy invitro DA L T
CACHER ST N DD, ARINCIME @G h s 53 h
BEETIE. TOXSETHEZIZHANH D, ELWIEHATE S s ilHE
MDD B, BWIEITIICHI>TE, OGRS REL 5% L5 10,

[ #E]
(1) BIR%

Ay - ORI CVIOB L FTH %,

FBMEE, CLSI 7' b oL EPS-A21 L ichit o TGS Lz, A L/ 7w kA ik~
Farra—l (LX) 1, 2, 3) BXU 260 Mg Sxb%z 2 1y b O3k,
2 B0 IVT, 20 HEICHEDY 1 H 2 2 BllE Lz, Fv)TL—ya vids
WOy h T RIC 1 EfTo e RS ISR

e BR[| HE A FEAFBTE
YUV BB avE n (ug/ml)  SD CV(%)  SD CV(%)
L~L1D 1 1 80 48 021 41 028 55
2 2 80 50 016 32 024 438
L2 1 1 80 145 057 38 0.83 54
2 2 80 154 049 32 0.78 5.1
L~L3 1 1 80 282 096 32 1.40 16
2 2 80 312 1.20 39 1.75 538
R3UT 1 1 80 75 029 39 0.44 59
2 2 80 79 024 33 0.44 59
SxL2 1 1 80 264 1.09 41 167 63
2 2 80 293 1.08 41 1.85 7.0

¥ T TITRLI T — 23RENEHITH O F R TR IV 2R e RS han b 5.

(2) AhnEYNER

A b OTMEIERIE, 100 + 10% TH %,

5 HlDT—)VILEI, 747 4V R0, 5. 10, 20, 30pg/mLIck3 &5 T
U THEZITo e AF Y FERHWTT A7 0V VBEEE L, BIICREZRE L
ol T A, 943~ 104.6% T 99.4% TH - 1= %,

% T TIORUTET— 2SR BITH O Silisd ClE s 1R 2R T HEahd %,

(3) wREHRME

Ay ORRIEIE, 100 + 10% TH %, THRITRIEOMAETTS 725, 5§
DT —ViEEF v )T L—2 ATHERLUIZ, A%y FEIVTT 47 1) ViR
W L, ARUEARIEZ B LT,

FLIE
Mtk [iNERS (pg/mL) TRRIE AR (%)
1 TR 113 —
1:1.25 95 105
1:2.00 5.8 103
1:333 3.4 100
2 TR 16.2 —
1:1.25 124 96
1:2.00 8.0 99

1:333 4.9 101

T
otk TRUSH (ug/mL) TR (%)2
3 HEFRR 18.5 —
1:1.25 15.6 105
1:2.00 9.5 103
1:3.33 5.8 104
1 T 312 -
1:1.25 25.5 102
1:200 154 99
1:3.33 9.6 102
5 SR 34.5 —
1:1.25 299 108
1:200 17.5 101
1:3.33 10.9 105
TSI (ug/mL) X FRAER
a TR (%) = :
ST (ug/mL)
% TR F— RIERENAHITH D AR TR B R ERT B ANE 5.

(4) RRE
R, MRS (LoD) & LTze AFw FD7 57 LB (LoB) & T LoD %,
CLSI 71 b UL EPI7-AL2 ISt (ARt (o) 5%l ABATE (B) 5%AilE LT
Bt &2 To 7. 1BIOT 5> 79 70 (60 HiflE) & 4 GIOKREEY > 7L (% 15
Il 2 HVTllE Lz & 5, LoB I 0.004 pg/mL. LoD (& 0.05 ug/mL T - 7= %,
¥ T TIORLIeT—2I3RENEHITH b SR TR /R R 5a0 5 5.

(5) RIEHEH
WEREDAIE, 0.05 ~ 40 pg/mL TH %,

(6) HERIMEERMERURERDEENE

1. 1ERIMEAHBRAE
KE¥w b & PFEILTDX-THT 4V 2 T7Ry b OIMERIKIC B 2 HBIIE
(&, & 1.0 £ 0.1, HEIFRE 093U ETH B, MEficB W Tid, HRAEE LT
Passing-Bablok 2 %2 i oo 5 H AKX,
AFy b vs PFEIL TOX-TFT 4V T7KRy b
& IR
HRIAEL (95 %S HHX ) (95 % A5 X ) FHBEEREL
198

0992 0084 0.994
(0975~ 1.009)  (-0.114 ~0.220)  (0.992 ~ 0.995)
RKDIMEEIT (h% 1) = 1.4~ 395 pg/mL

WRIKDISEERED (P#EIL TDX-74T 4 V> (7R b)) = 1.4~ 376 pg/mL

a VU7 IVE K UMEREO SIS U ORI RS2 5 L sV IS REE T
%% 13,

¥ b vs PFEITOK-TH T4V 7Ry b

AFw b (ug/mbL)

T T T T T 1

0 5 10 15 20 25 30 35 40
PFILTOX-TF T4 ) T7Ry b (ug/mL)

¥ T TITRULI T — 2I3REMNEHITH O SR TR 2R RS han b 5.

Ky N FEHLTDX-TAT Uy [7Ry b OSA 7 Afihize, HIEED
Wt & [\ UMk 198 fil7z FHW T T2 foo 234 7 AT 1.05% T, 95 % S HEX I
~1332~ 1543% Ch . HERERIRTH,
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¥ TTITRLIT—23REWEHITH b Sk T3S 2R 2RI HaD 5%,

2. RIEADOEENE
#EPIEIHERL . USP Reference Standard Theophylline 232\ C ffAIC & b FH
ENTVS, Fv VT L—REHEAEERITE DOV TR E N TV S,

(£ ERIFEHR L EDEE]

(1) ERWE (fERRBALLE) DR

c AFw FORETIE. € MRAZIO RS . Mifkid, HIV. HBV. HCV HOBEHD
BNDH2EDL LTS T, MEIKHIz-> Td, BROMEMRZRHT 2728,
HAOBK, B, YAVBIXCHVETTERSEEML, £ROICKBEXY T o
VIR IThEnT &,

CEEAWETHAT ZMEEICE. ¢ MlDRB XU/ FREBENICERMEO S
DB TENTV S, Hllid. (o - #8EF (Fv bOBR)] £720& [BE-
BE BEAR] 20T 2C L, b MERMEE 2GR EMED eI K
REH LW 25T 2B AIE N TR, §RTOE MHERYIE IR B
NCIEREN D % B Z T, NS OMEHEB KU Mafkid, OSHA Standard on
Bloodborne Pathogens IZfi> THUD ]S T &, BRUEMEZGT. £ldZ DRV
MBZUEICDNTIE, N A AT T4 LNV 2 ZE oY) N1 417
FA SR T B C b 1417,

cFY U T L—RICEENS b M HBs FURKRTE. HCV HifkEaME, HIV-1/HIV-2
FilkBEETH %,

c FREEDE S THR NS A S T2 B3R T RIS VR T SO E 2170, &
BERHNEERMOFY THEZITZT L,

s MU= BTIVAHVEERTH S, HRICELTIE, S EEEICE L0,
HICABRWKSFEET R L,

< ARWE TR 28 I, ERIE LTI BT LDREENRTWSED
NH B, iHlE, (R -18E%E (Fv bOER)] F/23 (BE-BE (BELHD)]
EBMT BT &, B OEMNC K D IEFICHEDOBN A ANFEET S, WO B
BHEAOBK, IREE, AV EEBHM L. ZR. REZBRA LRV &, NEME
KURBIEY 2 L THET ST L,

© ROGHFAICEIT 2 fEts FH . ERHEERT,
caAVVak—+hk

=E 5- Z)VARY U FIVE KR, AFIVAVF TV a
g s

H371 AR OBEHDOB TN

H317 T UIVF MRS T BZN

H402 * KA EH

REFR

P260 SAM/EL S AT L—"WALIRNT &,

P280 TRAETFLS / R A / RIS ST 5T &,

P264 HsIE TR LS T &,

p272 HRENTAEEKBIEE MO E v &,

p273 * BEIANOR RS B T b

Ive-tirid

P302+P352 BRI ARG LTzt t ZRoKTikS T L,

P333+P313 RS E 7 3RS E UG L BB/ T
TEZFST L,

P308+P311 ELBEEFE S BOKEN D 2456« ERRC RS
BT &,

P362+P364 HRENTKFZIE, BT 258103 0tEZ
BC &,

Kk

BwE AFNAVFTIOY TIMF UYL 2El

H317 7 LIVF RIS ZRR S T EN

EUHO032 Wil & DT & 0 IERIC B DR T ADFAET B,

RENFH

P261 AN/ K AT L—DRAZBT BT L,

P272 HRENTAERGEGP DS RN &,

P280 TRAEFLS / (R d / (RBRE 2 AT 5 T &,

ISREE

P302+P352 KRB LIt - ZROKTHRS Tk,

P333+P313 R E 72 3R DVE U T 56 L REIDBEE / T4
TRZIFHT L,

P362+P364 HRENARFRNE, BT 358 ikEE T
sk,

BEE

P501 AW / R YRk CHERT B T &,

© ROGFIAICT 2 A HIEEH, TR FEZR T,

CFYUTL—2%

7T MUY LG

EUHO032 1 & DRI & D IEFICH DR AT ADIEET B,

P501 AT / eR7e i) Rk CHERT 5 C &,

BER
P501 NAY) / AR MY)S L TR 5 T Lo

% EC 1272/2008 (CLP) % 7zi& OSHA Hazard Communication 29 CFR 1910.1200
(HCS) 2012 Zi#H 9 2% &Iz Lk,

© ROMFFCBI T 2 A B, RSz Rd,
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