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EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for
Buman Use(2011)
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N Stability : FUEDM, BEOKH T CORMBLY 1Y » 7 Al
B B SRR DI UL AV ENZ N, ST S E O N EHE
L BB LT BT B CORBRA MR EWE DREICEEE
RIE S RN L BRI A DICERAND. ~

JREEH (L AR R) Response variable : HTHE OBREHEN L %Ei’bﬁ_m
o ETHY, BE, HEEBEREFRERLTREGEEIN LI o< T A
NHEBLNGE— I HEE (hHVRY—EBESE TET.

B2 Recovery : A fREEI DO ETAMEIRIRIZ ST 5 8T 3 G E O I EhE.
EU (%) = (St SE & A FRBHCRMU CalLBE LB L AR Y
AW(T F v DERRE R RTAE LRI SMBE LR IRM Lo L AR
v A)x100.

FEERE Assay variability : B UBEEIZ AW CITo mEEER OMEORE. W
FHBOFEHTIEEOEL/— Y PRELICH O,

TeBEEE (%) = (BT 2o O EEE) — (G c‘: TR B AR @Z‘?@ﬁ)}/(ﬁ%‘ » :Fi’J
E)x100.

FHIROZ Y Dilution integrity : %PF’*P%W?RLT’%E'&E)%AL FARDSHT
HEWEOEEEITEES B2 /NI EEHETA-DIIFTMMmENS.

¥ % J—dA—,3— Carry over : DHiERICERE LS EHE N EREICE
BrBE2HT L. ‘

o ANYF—3 3y Cross validation : Bl—ORERN TEE O SITHEER

W+ 38e, IR RBERTHEA é%’bf;"@?/ﬁ%tb@’é‘é%/\h%ﬁﬁ éi’b
ANRYF—rgy, ZuANYF g A LAKEE, FREhO T AR
Fom g IR AR F =g VEER U L TEETS.

K88 Calibration curve : St SMEORE L L ARV AOBMRERLIZS
O, TETEEPED 6 BED FOBRBRABEERE, 7778 ERGERR
Bl (NEEWERIEMUET 7 788 Mol Ehb.

KBS FAERERE Calibration standard : BREROERICAV 2 0K S0E
YR U7 BEANIE E OB, MEBRAEERNE AV THRERZERL, QCHE
BHeERBORELZEHTS.

B4 Reanalysis : BB OFIAENLREE CO—EOBRELFETO

VAT LAEEM System suitability : HIERTIC, ﬁ“ﬂﬁ‘ *tEE @*?%@%ﬁﬂ@{&
2 AWNTORSEIENEEL TWEZ L RRERTHZ L.

208} Study sample: MRV FFRT 4 7 ARBREEBRRERENLELND
HED S B, AEPERRESRE ST T DR

EE Accuracy : EEE S HRELE O— @Z(D%J@ PERES 100% & Lz & & o,
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/=t PRETREIND.
B E (%) =((E&1E) /GHERE)* 100

FEE Precision : BV EBELSIWLTELNAEBRERO—BOIXL2EDRE.
%%ﬁ{%’ﬁf{ (CV) FmidtasiZRE= (RSD) o —kr FRETEEIRS.
BEM% = ((BEEREZ) (EHE) <100
‘F 3kl Zero sample : WIEEEHELRM L7 5 7 88
BIRVE Selectivity : BB OMO KRS OEET T, SR K OVWIE Y
HEARMLTRETAZENTEZEND. LIELIESERELFESRBEOLSICE
Fhhdh, FREIIRBREORBOBLE LTINGE2ENTAHER LS.
TofEmAREL S L, BREI-BICT—OORSORERETA I LRT
XHRNTHD—FHT, BRELRGABRLT T —BHOMESBHTAEE
FIEEFETE D, Thebhh, B L RO E8mE R CWNEEYE LA O R
SEBETATEMELLARE, MBI L0WELZEMN L CERTE 51
RERTD,

&< b Y v 7 A Surrogate matrix : F 7~ MY w7 2 (GREE, WMEREK,
B OTDRIZIRYBHLBEE, ARO- ) o7 20ROV ELTH
Wwohbdw b v s A, '

BT 7' v —F Tiered approach : 53HTEDZH ORI L BENLANEE
THLOTHY, EROBEEIERIZONT, BIENEE AR F—v g
RS T FiE (MRS R)

FER TR Lower limit of quantification (LLOQ) : &8\ Tt S mE
FEECEAEERUVEECERTA LR TEXARELIRWVEE.

EEEHE Quantification range : B F BN THTHEDEZETRTE HE
ERORBETEETHZ LN TE HRECHE. ARBREhERYEESFICH
WASITEROEERESHEIL, REROEERBEUFROZHEICL > THRIEX
na.

BE%FE Incurred sample : ERB OS5, BEEERELFRBRIIBLADIR
¥R Specificity : BRIRME) OHEMEST SR,

WIZHWE Internal standard (IS) : AT S48 ORI TR O [EILR LS4

BILELB VAR ADHEZBNICENENA2E. St E IS0
PLTEMECEERNMNETT L L ERELRA.

s % V) F—3 g o Partial validation : BEIC 7 8 53 a B EH
LBl BB ER 2 M T el BTN T —a . A=y
U5y —3a T T2EEE, SHEOEEORE L ZOMEIIIG U TER
THBLERHY, TOHEBEZHADEERVCBEDADFMEMNLIFEAE TV

14



NP F—a ANCEAXTEIFIChEA.
Y F—3g 2 Validation : BEx OFHME#E U CHo R BHREEMEBSELF
TALEENETHI L.

BEYRIE Stock solution : HBEWE 2B R BEEICEMR L CHRARLEZERRE
DI b Y v 7 REER.

EYEYE (EY¥ER) Reference standard : DAt E* EEST 5 LT
L bOTHY, FICHERAEERES QCHEOHEI-AVWLNS.
HEYEYSWE Working solution : fZHEFRR 2 @I RS CAHIN U CRRRL L 72 9E< b
Uw o AW, £ LT, RERAEERE QC BETHESSD, < b
U w7 AN A,

75 73 Blank sample: 53T 5 S E O PIEEY) E 2 WS $IC R ALE S
B b w7 REEL

TN 5 —3g 0 Full validation : 3TN -3 a VIEE, AL, &
R, EETR, RER BE, BE, < b o7 288, v ) —A—3—,
FROSFHUMEROEEERFMT A, BE, OWEEHTICELT 5BRICER
Th. -* _

43%7 Analysis : BHAIEDN S SHTHRIC L AMEE TEED T —EONIFO 7 1
A

SR BRWE Analyte : BEHP OO OXMER L 28HE. EESR, £EHFX
BT OFHER, Y, oREDE. :

SYHTEALL Analytical run : RER, QC REEUERBSENOAALRETE &
wOR—a&ob e, BULRELAVWTRURBRERSICLY RTshd 2
L AR E N —EORERE (NvF) &1 DOBALE LTHOWT 5.
HiALER AR} Processed sample : SAFERBIZ L HREICH SN LIHABTHY,
AEBREERTOETE LIt LoTELNA.

< MY v A Matrix : T O DICEBR S em, g, fiE, RXEMmo
R, < MY o7 Ao R ESE REER LR RUE
DB EEE b DET T /< ) vy A (blank matrix) & M.

< 1Y w7 AEhE Matrix effect : FEHFO< kU v 7 RHSERSIC L B HHR
BB DL AR A~DEE,
= MY v ¥ RT7y 7 F— Matrix factor (MF) : = + U w7 REFHET TOHHT
HEGEO VAR RxT A< b v AFET COFPHEME D VAR
v ADEE
MF = (= FY v 7 ATFET COFTHBHED VAR A= F U v 7 ZAIETF
ET CTONTHBEHED VAR R).

ISR Incurred sample reanalysis USR) : EEBEOFEHRMEERO-D, BR5H
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RO ST AL TR EHRB F BoTT5 2 L.
QC ##t Quality contrel (QC) sample : ZHTEDFEEMEL M T 572D AW
DN EE E RN U BEmBEORE. EREOICRBVT QC Ak,

RERPLERBOSTICAV LN ESITEOR YN LT 5 2 Dicotrah
5. .
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Mgk BRI T o —F ORI A

FER M BIERBR THINOME L5 ¢ b ToREWIT, BB B
BCHANT LLBE LN BRNI EBEL, BlEWEL LT F—1 g
T A DI+ BRBETA IS AREOHBNLE D, EEL
%%@%%k%%@b,%ﬁ%ﬂv¥~v§y%%%%7fmw?&W@mé
CFEEBEALTGEDAR L LBHS.
o BRT o F i), SWEOZUEORIEERENARETALDT
HY, HROBEEIERIZONT, EREIRFREORNEEZ 7L F—1rg
TSI T FETH S, BEELOHREOED b bl BT 7 o —
FERRTLH2ILICL T, BROBRHMER COFMERERE L, EELER
DRBLEMTRTLTAILIZLY, BB LEEFZOFFAABICTOLNS
LOEHREND.

L, BT S u—-FEAVABAIRBNTH, BONSBETF—Z 0
BEHMER MEEMEE RO A0, SPEORSEOMIEICE, B2yl
EESWTHOP U RS RHEELRET S I LSBT LW,
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