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BEF (v OB)] ik (A% - BE BE5H] 220952 L.
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iCarbamazepine
1P36

471990R05A
B1P36J

+ IEMERRERIR 2185 e, il S K TMEERIKIC T « 70 > JRifuER, 2 Do
NEDDZTENTVIRNT L2 RRT 5 T &y HURHEH MARTERINIC X 56572
RT3 BFHOMEMAL, MEBPTRCDEL TOEWDT TV VIVEE
NTORARENEN D B

< MRIARIOERZR < T, VB TOERY FERIGEXRY b Fv T2lATSC
Lo

REDTR

- BRI OMICEEL T, BRI ORGEcOBIGEHINEICIES T & FHEIC K DI
RO E R LT 72T TR, Wik e LTS 2130 THh %,

- SRS U 7oAl AREORIV Ty J A IR =2 WS, 10 BT S Tk
ICEKDFNCRAT 2. BIAZBHRTHRL, FIKICE> Ty 5aicid, ¥
7% E TRMZHD KT,

« IEMEZRHIERS R 2135 72D, ROMKIGELENE L, WHERTC > 10,000 RCF (]
HELS) T 10 sz 52 Lo

c T TV FRER, Z DMMDORE R G TR
* BRAGHLE U 7R

LS. FECIREENED DNSMIKE. YV TERIEEREFIC
Y %o TS BFRE, BEEZ S R OB ERIADHZ TIRY B & S ICHEET
5T &,

- BRI, VYTV h Y TEIEGERE I LIIEIC V5,

© TRTOMRKIC OV TEDOHIEZERE T 5 T Lo 1@ D 255 EERTICHIE T
ZHOBRL T & MIRBDERZ I  TedIT WA T LITH LWiksZ (32 2 &

REDREFSRMG
[E3ENE TRIFIREZ e AR
L3 / s il = 24 K5
2~87C =7HM

- Bk, At RMEROGMCHD S FRET DT ENTE S,

7 HRHBAPISE 2 T T ORI s & 72 e 5 i, SRifnBRz2 R U 7e ik,
-20CLARTIRMFT B T Lo

s BT LS, RRDT— 7 70—t > T RIADZOENEZRGET B T Lo

© F YT IVOED P EMFNCDONTIE, CLSIGP44-Adl ZBIT 2T L £ TE S,

+ 3 Az A % SRR ORE D K LIZET 5 C L.

TR DEHRSAF
* ERRMA S KO RAHEMIEICMIS UTcaik, £oRz{r5 T &,
 RIKDEAESRIITHES T &

(2) WHEME - HEEA
T ISR LT —21&, ARCHITECT 77 F A ' — i2000SR TI#5N/AE R TH B,
i CIEREBHRERTHAND B,

REEE

Clinical and Laboratory Standards Institute (CLSD #+ K-> EP7-A22 Icfit>
T AF v OREMEICHE 2 5 2 2 THEVED & 2 WKW E 2 #1 U 7ee RIT/RL
TeNEPEYEL 2 2V B E VIRIEDRI Y 70 (K4, 12 pg/mL) ICHRINL 7z,
FEY T WEMNEL, WY 2T EEWERRINLTY > TV OAE e ik Uiz,
Rz KR,

B R 5 2 % alhelt NEPEE D TR (%) @
Db B NEEE TN 4 pg/mL 12 pg/mL
vyLe 20 mg/dL 39% 2.9%
fagmey ey 20 mg/dL 4.7% 52%
S ZA=007 500 mg/dL 6.2% 4.1%
Y A} 12 g/dL 3.0% 9.1%
M ZUES AR 3000 mg/dL -2.0% -0.1%

. WY TOVORENT — XY > 7L ORE N
a TR (%) = X 100

S > 7L ORIE A



ERFRIRAE
Ky kORME I HER 5 X B ATHENED $ % R IRAER FT U 7z, QIR LTz
RIRED BERATE 3 DOV > T IV TTee 552 DDV Y TNV EE Y
EEABIEE (K4, 12 pg/mL) 1S3 &S ICHRINLTZ, $RTOY Y T ILEIE L,
FIVR B E VIERINY > 7V LBy > 7 VORI L Uz, fERE ISR,
THROFP (%) 2

PRIz 5 % % ATRENE (% D> 7))

DB % MEARINEE n 4 pg/mL 12 pg/mL
iz Ak Mk (HAMA) 12 -6.6-7.4% -7.8-13.9%
VR FINT 12 -45-8.7% -6.7- 85%
FAFETUA 12 -2.5-9.8% -8.4- 43%

a TE (%) =

( IURTEEY
Y 7IVORE  IERIY > TV ORE R

FIVNT LY RN

VN EE Y )_ JIVINIEE

NI
X 100

B3]

CLSI HA RS+ > EPT-A22 1cfit> T AF v FOUEEICHEE 52 % kDS
BIHNETHM U Tze $HIZ NN BE VETI (4, 12 pg/mL O 2 ) LziE
He MBS X OHEINL T0aYy (0 pg/mL) B MFEICHEm Lz, &3> 7%
L, VA EE U EFM (4, 12 pg/mL) UISEEIRINY > T bk A<
LEVRFMUIZIERE MiEOREMRZ G LTz, #5ERZRITRT,

JIVIN B Y VYEEE (ug/mL)

0 4 12

NS P Ak
HORSE MG R R

SRR e
sEa kA ()b (%) Ea (%P (%)C

pall (ug/mL)

5-p-LFaFo T r=
V)-5-7x=)LXY 1000 000 -0.10 -23 -00 -0.11 -09 -00
(Y

R R=E 1)

10-& Frser =) 22 014 026 62 12 -005 -04 -02

ANE A<V

TERNTI/ T 200 -001 001 02 00 016 14 0.1
TEFINYATFAY 150 002 026 61 02 061 51 04
TRF IV TV 1000 000 007 18 00 003 02 00
TIMITFY Y 100 000 001 04 00 -005 -04 -0.0
TEINVE B—)L 50 000 -0.19 -44 -04 -059 -48 -1.2
]:/t VLTI 100 -003 -022 -52 -02 -043 -37 -04
TR Vil 30 003 022 51 07 074 63 25
ﬁ’b'\?“‘fg/ -10.11- 6 021 024 55 39 030 26 5.1
IRFTVR

vTFFTT Y 2500 005 030 7.1 00 090 7.6 00
vFU VY 2 Wi 3 -001 -002 -05 -07 012 10 39
VA=YV S E AN 30 000 003 06 01 017 14 06
VA=V A=E N 100 000 001 02 00 00l 01 00
VAT 72N 12 002 007 18 06 -043 -35 -36
T ARY v 5 001 023 53 46 010 08 20
FYTTIY 5 000 000 01 01 002 01 03
SVE TAIN 25 000 000 00 00 -0.16 -13 -06
TRV IVAREE Y 170 000 001 03 00 -001 -01 -0.0
IFRZVIF 1000 002 -002 -05 -00 -007 -05 -00
IhrAY 50 000 -001 -03 -00 014 12 03
ZVFFI R 50 000 -002 -04 -00 000 00 00
é*”*”’zjﬁ“@ 1 006 008 19 82 -015 -12 -147
P A= 500 002 010 25 00 018 15 00
PV 200 002 000 00 00 000 00 00

K-Dobesilate
(hydroquinone-sulfonic 200 -0.01 -0.13 -30 -0.1 -005 -05 -0.0
acid potassium salt)

LR RS 20 0.00 029 70 14 087 76 4.4
R N 150 0.01 -0.04 -10 -00 -0.02 -02 -00
ARRATVIF 50 0.00 0.05 1.3 0.1 -0.07 -06 -0.1
AF)V FR IKFIY 20 001 0.18 43 09 042 35 2.1
Abp=&ZV—) 200 -0.01 -0.03 -0.8 -0.0 005 04 0.0
JIVR)TFY v 50 004 008 20 02 021 18 0.4
* 7 ZHNWISEE 10 0.14 020 48 20 013 1.1 1.3
p-t ¥y -

) 50 -0.00 0.00 00 0.0 -0.05 -04 -0.1
T2 Ve R 50 -001 -006 -14 -0.1 028 24 06
T/ FTIY 200  0.00 -006 -16 -00 -006 -0.5 -0.0
TV TRV 400 0.00 -0.14 -34 0.0 -054 -44 -0.1
A e o 1000 002 009 21 00 029 25 0.0
TJUIRY 1000 0.01 0.05 1.2 0.0 -0.05 -04 -00
AT E AN 500 0.00 -004 -09 -00 -020 -1.7 -0.0
TOaARI Y 1000 003 -035 -80 -00 -035 -30 -0.0
VI 7 vEYY 60 0.00 -0.13 -3.1 -02 019 16 0.3
Ve 2—)u 50 -0.01 0.05 1.3 0.1 -0.04 -03 -0.1
TrIYALTU Y 50 -0.00 -002 -06 -0.0 0.06 0.5 0.1
TAET VY 100 0.00 -0.07 -15 -0.1 008 06 0.1
IV O 1000 001 021 5.0 00 0.56 438 0.1
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a PmEEE (Flicks) = EETIY > v FEIFERINY > 7LD

SN F 7o i SEE E 721 gl
Tt
W (%) =
b T ) SHHIERINY > 7V O TP E 7= 13 yef 100
¢ AHRRISE (%) :% X 100

(3) Zofth
AFw M, A& MEBAEZHFD ARCHITECT 77 54 ' —3H LT TBA iyl
EATY a v OHETH B, A%y MUEEEZE R R OB TIRIE TE RV,
FEAIE, B BRIVWEDE TN,

(BE - BE (REHD)]
(1) HARDRRAE
FlRIEZ DE TV D,

(2) BERZRE - B4 - HBE
s AFy FHT AT T A
« ARCHITECT WX EEY 87« Fr¥ VT L—%
(ARCHITECT iCarbamazepine Calibrators)
(BAES 0 1P36-01) - 4.0mL X 6
(EEAY IEH L ML, LNEEY (474 ProClin 950 . 7 V{kF

rUTL)
jl=3)cS
FrVIL—% (pg/mL) (umol/L)
A 0.00 0.00
B 2.00 8.46
C 4.00 16.92
D 8.00 33.84
E 12.00 50.76
F 20.00 84.60

WE O ATl I & 7z [ B HE{L # 8% (ISO : International Organization for
Standardization) OREICFE T 2 AN EDXRBD A A K (GUM : Guide to
the Expression of Uncertainty in Measurement) 3 &0 Eurachem Guide for
Quantifying Uncertainty in Analytical Measurement (Eurachem/CITAC Guide) I
HOWTHM LR 3 4

RIORUTzF v U 7 L— 2 OILRAED E OHEE MG IV TH D . mRD
SR O S (RIIATRER Y E) LOfE T 2 T Lic kb, FERRD
BRI E ZFT 5 ENTE S,

RN E (k=2)

FrVTL—% pg/mL (umol/L)
A IS
B 2.00 £ 0.0436 (8.46 £ 0.1844)
C 4.00 £ 0.0728 (16.92 £ 0.3079)
D 8.00 = 0.1472 (33.84 * 0.6227)
E 12.00 =+ 0.2088 (50.76 £ 0.8832)
F 20.00 % 0.4000 (84.60 % 1.6920)
siliROa Y Fa—b G B E CHlER)
+ AR URR
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(3) HIE (&fF) &
FIFFO R T %,
D Fr VT L—% GFE) 30pLic, YA 73— ¢ 7))L 50 pL O a >y 2 —
k50 uL ZIZ . FIGEE 5,
2) REIEZERZES, TL MU A= 100 L ZhiZ . KISEE 5,
3) FUA—300 pL ZhnA . RISERYIOFE (EER 400 ~ 500 nm) OFCHRE
ZET %o
4) FVN B VIR &SR OBIFRAD RS 5 NEEDO AT ) —ICRIEE N S,
5) KIS DNTE, Fv VT L—XEREBIC 1) ~4) OFMEZEITV. FOCHRE NI
EEN, EEOATY —ICREINTORMERIC K> T, Btk L=
VISERERD D,
(%) HBRAH S RIBRIEE
1. RIERE SR DRIEE
c ARF Y ME ARy MTERREZ R OBIROMETH S,
WD THERITIFNS, AKFy FHT v AT 7 A& ZA % MIEEREZ RO
MICA VA=V T BT L,
s TR ATTANDA VAN —IHEBXCT v AT A—=2 DR, BEGE
DFHNCONTIE. HHT 2RO TIGIHE 22T 5T &,



* TwEANRTA=ZOHFNSDOWTIE, T 2BEROEIGHNEZ ST 25 &,
 BEEOBRIFICHT 2FHIIC DOV TIE, IS 2GR OIEINEZ 25 2 L.

BT Z
TR ARNTGRA=R TREROHNL) 21T 2% RO LTS %,
Zefi

P (pg/mL) X 4.23 = P4 (umol/L)
T4 (ug/mL) X 1.00 = ¥4 (mg/L)

FIHIRE D HAL ZEHR AL % D HNT
pg/mL 4.23 pmol/L
1.00 mg/L

2. AIEE

« OV ba—)VORFEE BRI Z AN TOB A, BMENHILL TV, I
MON DB AN BB, FONTERMRE N L, FIlEZIT5T L, HEITE
CTHFYITL—2arvzfrolé. b7 IVa—T4 271DV TORHNE, i
T HRMOBINFIIHEZ ST 5L,

BRI A IS —=T 4 7)Y TRy T REEE, WA U TR
HENCHFRIET 208N H B, TOBROPEICHBNTIE, & SICEMT 208
7R,

c RA7ON—T 1 7 VDR V% 30 EEEEENT 3.

C A= T ¢ VD EHRHE N TV S T ERRIRTHERT 5, <A 7 1/3—
T 7 VAR MUVICHE L0 R EEIE, 5SERICHER I NS £ TR MLz inf
BT %,

CRA7ON—T 1 7 IVHBHEETNEWVSE, ERETICEMANTERI LT,

CRATS—=T ¢ ZIVHERE I NS, Fv oy TEEEL THEZ R MVICH
DT %, FZBOWD I FEIC DV TIE, [EREXIGEREWL EDZEE] (2)
FERLEDFEZSHITL L,

T B A% MEERER ORISR Y b2ty R T B,

c WECRERRIEN TR Ty hENTNE T L EHERT %,

C TARTOMER MU, FEDRO I ENTWS T EZ2MERT %,

CREZIECT, Fr ) TL—vavEA—2—F3%,
cF U T L= g YDA —E—IFEICOWTOFANE. T 2 IR0 EERSIH

HesTsc e,

CEEA—H—T B,

MR B R U Iy b= DA — X —Fik IR OBEEIC DOV,
T 2HEROHIGIIHE 22T 5 T &,

CFHIICOWTIE, 6.8BR 759 EBHT ST L,

YTy TR UTZE TR E R Y TV, BRI K 0EHE T AL
A=K =V A LR— MCHIRENS, BHEROBEZRIRICT 2720, IE
BRUARTIC T > T IV A TNEYR RO Y TV A->TWB T L RifRTH T &,
[>Ty T TORRLEIEEE : 10
C TS, EBICHET B5E

HIEIIE DY > T )V 80 pl

[FCY > Ty T CBmiilEd 25 G008 > 7 )i - 30 ul
- BEC MR SIEILINICHIE S 285

WIETIE DR > 7 )V 150 pL

W T > Ty T CEmET 285G OR8> 7 )V © 30 il

- BEC Y MRS IMEBA TIET 258 Bl 7L (k. 3> ta—
e FrUTL—2) ILT 5T L,

c TRRTF 2= T E IR TR TF 2 =T RERT 255, VIV —YRHWT
WMARD 1 TH B T L ZHRT 5,

c Fy )T L—2EUEET S,

s Fr U T L=, flfARICERSSMCEEREMT S T L,

c RMVEZBBEIKLT, &YV TIhy TIZNFNOREREH T %,

- B

BFEYVTL—R 57

» RO 3> b a—)VOFHEIC DWW ELE T ORI HES T &,

YTy b TS,

BTNy FOFHINC DOV TR, [EH T 2B OEERFGIHEZ ST 5T L.

- HIEZBIAT %

< MEFBICDOWTIE, AT 2 HEROBURSIH 2SR 52 b,

IELWITERE R 2135 fosdic, T 2 BEROBERFIHEICHE > THEMNR A Y T
FURELTH T &, MROBENK D HBEIRA YT F Y ARED TV EHAE, Uik
FERDOTFIHES T &\

3. RIEDFHIR

TV B E VSN 20.00 pg/mL & Z Mk, “ > 20.00 " DT T IWERE

N3, TORKICOVTEFRREHNTCHERAETZ T LN TE S,

FER
HESETTRAS R © 4 4%
1) #fk 50 pLIcx L CF v U 7 L—X A% 150 pL ik %,

2) MRAGHR 2 N B EIOMEMHD 2.00 pg/mL KO EL %3 K CHRT BT &,
3) BERIAA — X —Hif F /213 3> b a— )L — X —Wlic HRGEE AT 5 C
Lo MWHTOY > FVIRENABICE E N, WERRE L TG Eh s,

TRRA =X =DV T ORI, EHT 2R OBIEHHE 22T 25 T &,

4 FvUJL—vav

c FX VT =R A~F 28R 2HWET S, Fv VT L—RENTER, EEICHE
TBHT L

+ F¥ VT L— 3 Vi © 0.00 ~ 20.00 pg/mL

iilRoay ra—InS B AFy FOHGEFRANORIEEZS 1 EHIEL. Fv
V7 L—yayEiHiid s b,
cLAEERCH Ty v a— )V EA—R—T 5,
< aY Fa—)LORHEMD, EHEICA S TW5 T & Z2iERT %,

- BRREIE LR ) T L=y 3 VORBRESEISIREI NS &, TO%IT
HWESEICFY VY T L— 3 V2T BEZEVD, ROLHICEHEFY ) T L—
varvutid.
cFLvaYy MERSOMEES Y M EFEHT 55
+ 3V E—)LOHERREAE T2 NN TS 8556

s FX VT =g VICOWTOFHNE. T S EEROBIRIGIHEZ ST S T L,

5. REEESE

< AFy FORHER (24 B S Ll SEEO DY Fo—LE& 1 EHET ST L,
MR OREEEPIFIED, K OHEICaY bu—LRET 32 L REDTLBEA,
WHMEROTFIECHES T &

RO Y M a— Ui, BETOHA RS A PRI > THET B T L.
RIS TaY br—bogay F Sk, JlEC LIS RTRET
RETHD, TNHOFIRPE, MROMEEISH > TRIETRETH B,
HiflRD 3> b o— L OREEFIAEICGERE M TV 2 EIRIE,. H< X TSEME
LT3 &,

CEY BTy Fa—)LOR— ZEEAA B OIS U THEYITH 2 h 2R %
e,

- O b u—LOREMAVERRIIZ AN TS, 155 Nl R e
ARBHY . BHRT LICTHERREL $ ARG S, BEICISCTHF v Y
TL—vavETIT e,

R L B O HEEHMEIC DL TR, CLST A1 R57 > C24-A3 E it
A RSAVEBHTE LS,

6. &R

A%y kT, 4PLC 1% (4 Parameter Logistic Curve fit, Y-weighted) %W T 3+
VI L—ayh—T7MEENS,
739

MERRIC L > TR 7 7RICHRALRE N2 580855, COMIcERENs
WEEEDH 2 7 F T DOV TORHME, S 2BERDIULHIHEZSIRT 5 L.
RIESEE (GREEEE)

A% FOWEEIHIL, 2.00 ~ 2000 pg/mL TH 5.

(t&ae] (5) RIEEE 22T 5T &, FRNZ WG EAIE ERUE 80.0 pg/mL
Th%s,

CRIESROHIEE]

AT FEEIENC il LN B Y Y O MR 4 ~ 12 pg/mL & ¥ h
TW3 6, —fific, ANV E EHIC & B B IR, i A A RS
HIVARBE T & BB TS 5. OV RE, FERRIERmZ S|
ERCITREMEDH 2D, TLENTHS T, i, XOEEICHT 2HOIRE, )
K, HEV, EESORNERIZRESRICHEMLTED ., EMchhb B EEOE D
TN S 9,

HIEEDER
- E ORI E OBRIA TR IERISON A, JEERIEISANET D 5 % O THllE
FEFUCHED < MO M RS IR S 2 218 L TRAINCHIN G % C &
< Ay b ORERS TSRS TET 254, SBMORE 21 TORERS RR R
T%C LT B,

CMERS T, SRR, MORERIR, BRI & L b CTRANICHINT 5T &,
C Y RE S I O—F R AN & BB & O 2 T O Rk

ficid. HAMA (Human Anti-Mouse Antibodies : #1¥™ At Mifk) BEFENT

WA B B0 HAMA ZETHIKZES ™ ZE /7 0—F Uik E RN TN S

Fu MCHEE LIRG. ELOREMAES R WATREED D 5. BWiZ175 125

Feo T, OERAREL 5% LhH5 10,11,

- & bl o BEF iR RIETO5E S 1T ) SRS U, invitro DA I T
YA ERE G2 5T eNDH D, OHINCEE 3B iokElfic T 5 &h
BHEETIR, TOXSETHEZIZHANSH D, ELORIEMNE S N0 iTE
MDD B, BWIEITIICHI> TE. MOWHHMHPREL 55T W5 B 12,

- BIKIC IS A HIRSEEIC OV T, BRELDZEE] (1) MEEROME. RIE
EBETL L,

(-9
T TITRLAEF— 213, ARCHITECT 755 1 ¥'— i2000SR T 5N/ TH S,
RT3 B R KT REN B B,

(1) BIRYE
Ay b OBEBIMEE. HILATE Y VAR 2.00 ~ 20.00 pg/mL DY > 7V EH
WC, CVT%LFCH %,

MEER T

PG National Committee for Clinical Laboratory Standards (NCCLS) # K<
A ¥ EP5-A213 1 ft o TR L7z, L8 EICBWVT 2 1y FoREE, 28y FoF v
V7 L—%, 18y bOWilkO 3 bu—)L (Bio-Rad Liquichek Therapeutic Drug
Monitoring Controls), 3 GO#ERZHWV, 3MWEDOI Y Fu—ILEXT4EOL
ME/ S V% 20 HRICH#D 1 H 2B, Dl es 2EEL, Fy VT L— 3
V3SR Yy T RIC 1 T o Te, fERERITRT .



=k eyl RERNFBIE HErEE
Y7 Mg oyl n (ug/ml)  SD CV(%) SD_ CV(%)
1 120 394 0074 1.9 0112 29

1

2 120 391 0.074 1.9 0.125 3.2

avko—L1 2 1 120 4.01 0.060 1.5 0.095 2.4

2 120 405 0.077 1.9 0.103 2.6

3 1 120 385 0055 14 0059 15

2 120 385 0049 13 0053 14

. 1 120 961 0242 25 0318 33

2 120 9.55 0.198 2.1 0.302 3.2

. 1 120 9.75 0.184 1.9 0.225 2.3

AvbE—ve 2 2 120 9.99 0.168 1.7 0.220 2.2

3 1 120 9.43 0.109 1.2 0.113 1.2

2 120 9.56 0.140 1.5 0.146 1.5

1 1 120 15.12 0.263 1.7 0.503 3.3

2 120 1518 0381 25 0582 38

Ty hn—L3 2 1 120 1536 0422 27 0501 33

2 120 1560 0271 1.7 0.443 2.8

1 120 1471 0.204 1.4 0.244 1.7

3 2 120 1496 0.194 1.3 0.241 1.6

1 1 120 1.89 0.042 2.2 0.073 3.9

2 120 1.84 0.043 2.3 0.066 3.6

. 1 120 1.91 0.040 2.1 0.060 3.2
VA VIZn| 2

2 120 1.87 0.049 2.6 0.056 3.0

3 1 120 1.80 0026 1.5 0030 1.7

2 120 1.78 0.031 1.7 0034 19

1 1 120 223 0055 25 0087 39

2 120 220 0.046 2.1 0.076 3.4

. 1 120 2.28 0.050 2.2 0.060 2.7
NIV 2 2

2 120 2.24 0.055 2.4 0.068 3.0

3 1 120 2.14  0.030 1.4 0.034 1.6

2 120 2.11 0.036 1.7 0.038 1.8

1 1 120 12.52 0.260 2.1 0.457 3.6

2 120 1248 0238 19 0472 38

. s 1 120 1275 0298 23 0385 30
JA%: VIZK] 2

2 120 1296 0280 22 0357 28

1 120 1220 0.194 1.6 0.230 1.9

3 2 120 12.37 0.192 1.6 0260 2.1

! 1 120 18.65 0.390 2.1 0.767 4.1

2 120 18.84 0.480 2.5 0800 4.2

05 1 120 18.76  0.366 1.9 0.429 2.3
I8V 4 2

2 120 19.01 0.373 2.0 0410 22

3 1 120 1797 0.291 1.6 0.309 1.7

2 120 1830 0.221 1.2 0.259 1.4

* BIRMY (Reproducibility)

FiBIMEIE NCCLS A RS > EP5-A213 1o TG LTz, 2 1y Fodaddk 2 oy
rOF¥ ) TL—%, 1y hOHOIT> hb—)L (Bio-Rad Liquichek Therapeutic
Drug Monitoring Controls) Zf#ifl L C.3 GO TR ZIT> 7. 3filoar ho—
VB LT 4D Ml 3Lz 20 HEM EICED 1 H 210, 2t 3 EE
Ufzo REMWASE D Y b OMREZ LI NIRRT,

TS el CFEE @ M b
P PHTRIE MRS I

YT n pg/mL  SD %CV SD %CV SD %CV

arvhru—ib1 360 393 0063 16 0092 23 0.120 3.0

arvhru—)b2 360 9.60 0.187 19 0234 24 0.281 2.9

avhra—)b3 360 1506 0310 21 0434 29 0.539 3.6

ATV 360 187 0037 20 0058 3.1 0.082 4.4
I8V 2 360 221 0046 2.1 0064 29 0.094 4.3
83V 3 360 1249 0255 20 0370 30 0.456 3.7
ISV 4 360 1846 0352 19 0538 29 0.682 3.7

a fE BN, OHTRSE GUAEAHERTE . IEREEE, HARBRNEZ 50,
b HBWEE, OHTREEE GUENBBIE. RUEMEBIE. FAEEE, BaRmEiE
Z2aT.

(2) FhNEYRE

ARFy S OTMELIERE, AV EE VHEED 4 ~ 12 pg/mL OY > TIUC BN T,
T 90~ 110% TH %,

FIVN X Vit e 203 T 2 BERIE 12 Bz iV TR 217> 2o BikIich
JVN B U ZRIU CREIU 2D 6 ~ 18 pg/mL OV > )bz, AFv bk
U1 BOMHRZHCTEL, BINE (%) Z2HH Ui, M40Y 2 7 )ILoREIEEE
94.1 ~ 110.0%. “FHAEICHEE 101.4% TH > 7z,

(3) BE
EETR

ARFy FoiER R (LoQ) & 2.0 pg/mL LR TH %,

NCCLS #1 RS54 > EP17-AM4 12> T WSS B VBERD 0 pg/mL 9 > 7
V5 i KUV EE VIBIELH 0.3, 0.5, 0.7, 1.0, 1.5 pg/mL DY > 7L 5§
ZHWTHEZTT> Tz, ThHDY Tz 21y FOREES XU 2 SO Z VT
3 HMLLEICHED . &4 5 BIIE Uiz, AF v hosEst FRIZ, 0.30 pg/mL TH -7z,
7509 LRE K URHRR

R FROBMEHNCHENT. 7 F 27 FIR (LoB) X UMHIRSE (LoD) OB BT
7z LoB (3 0.06 pg/mL, LoD (& 0.13 pg/mL TH -7z,

(4) BEfRtE

AF v FOEFEE. NCCLS 44 R > EP6-ALS 1cfit> Tt Lz, @iliEDh
VN EBE Y YTV (20 pg/mL ZiBZ 26 pg/mL LK) ZREED R TILEE D A
WS BE YTV (2 pg/mL K LML T, KBEEY > 7)) & @iy > 7
IV EE 3 BIOEKIARY > IV EHBL, A%y S EHOTIE L,

EAREDIREE . UTIHRHE & D2 OHIHEZ . AN EE VIEEN 2 ~ 20 pg/mL
DYV TVCHENTIE 10%LLF, AP E VIS 2 pg/mL KDY > 7 ic i
WTIE 0.20 pg/mL LU R & LA, AF v b OBEKHIEFMIE 0.56 ~ 22.34 pg/mL T
ol

(5) REEEH

Tl FE PR AR > VDN BN &N 7 AOFFARRYS 2 i f7il 72 97 (ug/mL)
DI E T %, AFRICHHME N TOSMEHR T, WEHER L 2.00 ~ 20.00 pg/mL
Th-otz,

(6) HRMEERMERURERDEENE

1. 1ERAIEEERAAE

A b & PFEIL TDX-FWARBEY [7Ry ) OB, s eEe s
4R 2.00 ~ 20.00 pg/mL DY > FIUC BN THEZ 1.0 + 0.10, FHEIHEK 0.90 LT
B %, HHEIMEE NCCLS A RS+ > EP9-A216 12 fitwy, itk (n=128) ZHWNT
Passing-Bablok {%IC & O A b & _A#EIL TDX-H)VARPEY TRy b Z LG L,
Mt Ulzo #ESRZRITRT,

TR PP FHBIREL
(ug/mL) (r)
95% Yk 95% 95%
ARCHITECT AxSYM r CL2  (pg/mL) (XM & {SHEX T
2.22 ~ 273~ 0934 0907 -068 (-1.19, -0.18) 1.06 (0.99. 1.14)
18.93 14.75

a=95% CL = fSHRA (RIR. Frii)

2. RIEAOEAEYE

Fr )T L— X OB AN RICE DO THIHBE TN TV S, (EAEHER .
Carbamazepine Reference Standard (USP) ICHDWTHE L TWS, F+ VT L—X
FHEERIC K DR U T, (PR U TERBZTT> T2,

(e EXIFERWV EDEE]

(1) BV E (BRRBALE) DFE

« Ay FORIETE, & MRAZIO IS . Miikid, HIV, HBV, HCV SFDEHD
BNNHHEDE LTS T &, MEICDHIzo TE, EROMGEIRZ T 5728,
HHOAEK, BE. YAV BIOBOETFREZEAL, FROCEK2EXYy 7o
YR TbEN k.

CEE AWETHENT B, ¢ FHPRB KT/ FRBIBEICERE O H
BWEANGENT VS, . (R - BEF (Fv FOBR)] i3 (R
A& (BMEAE)] 22T 5L, b MR K 72E N EBEY D eI
PR LRV T &2 REET BB HIS N CWA. TR TOE bHRYEI
HNCEERMEN B 2 L EZ T, TS ORI, b Malk, BRI EICTH SR
EN7zilkedhIE. OSHA Standard on Bloodborne Pathogens (25> THUD 5 T
SRR E e SUWE, ZTORWD S SYE. R EICTERE NI DL
TE NAFA AT T4 LNV 2 K3 E, i, fiiikic K 5oy 51 4+
AT T 1 HHERENT B T & 1720,

s Fy VT L—RICEENS E MEE. HBs FUEEME. HIV-1 HUSEBEME E 721d HIV-
1 RNA B2, HIV-1/HIV-2 HifkBEME, HCV HUARRIETH %,

+ RIEDTRS THRIC A - FE AR T TR WIR T SO EZ T, &
ENHNRBEMOT Y TEERITB T L,

s FUA—ETIVAVEER TH D, HAICERL TiE. D BRI A LD,
HIEABZNKIERT BT &,

« APECHAT ZMEICE, REFRIELTT VS P LAEENATHEED
Nbb, Fd. [FK-BEE (Fv FOER)] /i3 (BE-BE (RMEAD)]
EBIRT BT L, ML OEANC X O IEFICHEIEOMRN T AN FEAET %, IO S B
WEROELR, WE, AV FEBEML, KA MAZRALRNT &, NEYE
FURRIHEY L TETHEET S L,



k

AT IS—T 4 )V

© ROGMIEFUNC BT 2 bt TR, ERHHZ R,

B AFNAVFTYIEY, RYIF LYY A=)
FIFINT 2V IT—T )V EE

H317 7 UIVF—E R ZR I TBZEN

H402 * I

H412 RGBT K 0 kAN S

REFE

P261 AL AT L—DWARRT BT L,

P272 HRENTAEERBEE MO E R &,

P273 BREINDMH 2t % T Lo

P280 PRAETFLS / (R / (RIS 2 ST 5 T &,

HREE

P302+P352 BRI LTcshis © Z8OKTkS T L.

P333+P313 R RE R E 12 3 R IVE U T B 1 RO 58/
FUTERITZC L,

P362+P364 HRENTKERBE. BEHT 2581300
ZIBHT L,

BEE

P501 WA | Bes72 V)55 E TR 5 2 Lo

¥ EC 1272/2008 (CLP) 7Z5#d 255331 Law,

caAvYal—hr

© ROMIFC T B B FPENR, EEHHZRT,

s AFAVFTVOY, RYLFLY Y a—L
AT FIVT 2 )T —T )b, R, N> ¥)La
= LYY BRIV a=D L) BEE

H317 7 LIVF—MEE ISR R T TEN

H402 * I

H412 Bk & 0 KBS

RENIR

P261 IAN /K AT L—DR AR BT BT &,

P272 GRS NTAEERBEEG N O E R &,

P273 BENOR R 5 L,

P280 TRAETLR / IREK / RIS 2 S5 2 Lo

SRIEE

P302+P352 RIS LI E - ZROKTHRS T L,

P333+P313 RIS E 72 3FBENE U T 56 L IERDB 5/
FUTERZITZT L,

P362+P364 GRENTKEEBE. BT 25513000
ZdHT L,

BE

P501 NP / B eR7e YRk CHERT B k.

% EC 1272/2008 (CLP) Zj#fHd 25 &334 L,

© ROGMIEFC BT B b TR, ERFHZ R,

CFrUTL—X
=t AFIWAVF TRy, TINF R LEEE
H317 7 UIVF—MESRIGER S TBZEN
EUHO032 % & DIC & D IFHICHE DR H ANFET

%
RENE
P261 AN/ LK/ AT L—OWAEBT ST &,
p272 GRS NTAPERIEES D S HE TV &,
P280 TRAETFLS / R / IREIRER R 5 4 5 T Lo

SRR

P302+P352 RIS HE LTeiha T 20k TiEs T &,

P333+P313 R E 23BN E UGG L ERiDB% /
FUTEZIFZH L,

P362+P364 HRE N ERE, HAEHT 555k
ZdBHT L,

BE

P501 NTY | ety L TR BT L,

C BERECOVWTE (3) BELOEFER 22T L L, Flo, BET—42Y—F
(SDS) WHBLAFTELEHETBMTZC L,

s BRET—2Y—bF (SDS) IKDVTE, A=Y R— by A—IZBHNED
BHLTEEN,

< BEBHRETT O S EOTEEOFHNC OV TR, [T 2 OBk H 2SR
BT,

(2) ERLDEFE

« EFIR 2 0 & 7 2 Lo T &,

cFy FAERIEERSF Y FOAEERETERLENT L.

s H—omy MESORETHo TEREEFER T LFLAVT L,

c R Lana &,

BB T uR—T 0 VYD TRy b REE. kT Uik
HoN UDHIGH T 2L ENDH D, VA 78— F 1 Z)IVORAEICOVTIE, (B
AR REAR)] ) AlE (8F) EEslddicl,

< EER MVAPER. AROERKEBREBREEIT. AEOBERSTHBTE
Av3T L, AEDIETRICH> THEEFERA LEWGE, AIERBROEHEMEITREE
TEGL,

TR B Tedic. SRR MVICHE RO (1) % & EE. ERA TR SR
LTirs T &,

c F vy THS SR MVICHEZID () 7 RiE. R VERESEEWT
&o AEMNEH L. WESROEHE DN,

c BERIDRED & AP BRI TR LTINS 2 C &NH 200, JEICIEEEL

AN
- BEISEREFR OO EOEEORHIC DOV TIE, (T 2 RO Bk % 2
5T,

- SO RIFSA 2 KR,
MWk LanT &,
SRR RICIEONRIE LD Mo 72456, HTIRE TRETH %,

PRAFIRIE RO 7 BT HIH

SKREIE / BAEEY 2 ~8C HEAWIRE T 2~ 8°CO (RIEHHTM 5 HD il
Lictg, 9 ICHEHTRETH %,
VECTRRETIRIF S 2 2 &,

Has b Aot 30 HIH 30 HiEZM /255 s d %

piTYics Tk,

Fds 1-¢ 30 HRMRAE L TS
AlciE. HFrYVIL—vav
MR END %,
HEIRNIC B 2 HFEH O -
FYFITICODONTE, HHT
% KR D BN E 2 25 %
e,

M AFEEBERICRE L ERGET 0. HEVIEBEN SO L TRIFT %,
RN OO LTz 23, GREER MV EB X UHER MV F v
T OAFITIRRET) VT EE 2 ~8CTHEFET AT Lo KNS IL
TIMFS 2ak3kd, VL CRIRER DD, L DRy 7 ABXT N LA P TH
1795 exiiRRd s, HBHPSBWHB LA ION—T 1 7IVKRMVH, 2
~ 8°CO REHFACUTIRETRETNED S 1IBE (PEEIY [T 7IREE
T).CORAFEF Y MIEETZT &, aldFy MBS SO 1T RO,
i 4 2B OIERIHE 22T 5 2 &,

© Fy U T L— IR RICHEN T LI - 72356, (R E TRETH %,
cFPYVUTL—RIEF, LTCTREDEE 2 ~8CTHET BT L, 2~ 8CORIFEY

A B U7, 3 ICHEHARETH %,

s F YV T L=, TOXFMHAMRERBIATH D . FHHOLTE LR,

s Fy VT L—2OH%IEEZE D, 2~8CTHRFT ST L,

cFY VT L= g YOI —Z—HFEITOWTOREMNE. HiHS 2 K IR Nl ainH 3
EBHTB L,

< UL WORNOBR, EO. Fy V) T L—a YOI R X R0 R EDBIRATE
HENDZLEE. TV T L—EBH LT BN D S,

() BELDEE
+ MifArhicid HIV, HBV, HCV SFORGHED E DWHET 28NN H 2 DT, KR,
M AR R EERRE T R ) Y L (ERIRSEIE 1,000 ppm, 1 EHEELE
R XK@ 7IVZVT7VTEe R (2%, 1 IELL R IS X 21808, 520
FA—rZ7L—7 (121°C. 20 57PA L) I KB WELIZTTS T Lo
s B K URBERPEET 25010, FEEMOLIL K UTHHRICBd 215/, K
EOGHIRG IESOREICHE > T 5 T &,



+ GBI L 725 aIc i, Rl U 72 TRIROR TR L. AR L 725t
PR TR E M- etk E5HIC 0.1 % RMHRR T H U ¥ LisHs £ DY) ey
AR THERS T Lo MFEGHEYRRER R (TR, RS, KL L) 25
MLTITS5 T &,

» AHE TS 2RI, RFHE LTI YT LNEENTWEED
Ndd, HllE, (K- BEF (Fv bOER)] /i3 (BE-BE BEFH)]
ZBRIBT L, TVEF P YL, BE, WELRISUTRERIEORET VR
LT BT ENHZDOT, BRI DHAIE, KEOKEIIRT T L, Bk
BEFRITEDREIC DV TIE, M 2 A OBUEGHINEZ 2T 5 T &

(RriE A4, BiAE]

(i [
B S 2~8C 12 & H
e TURYA—DBFEL, Y H— DI RBI

fERIIRE, SRR EN TV,

|2 E=3="Lv))

O EEFy HEFES 1P36-25 © 100 [EH
S ASVAS P IV 6.6 mL X 1
cavYaks—r 10.0mL X 1

O 7Ly AH—* RS 6E23 ¢ 975 mL X 4

O b H—* HUHFES 6055 975 mL X 4

¥ ARCHITECT 77 A ¥ —7%& T 72 E W, BiIFEh OlzditticBRvahE
{FEEW,
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