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ROBHEREROI A TEELEZ TV L4 OEE
LMBEERIESVWTOREHRIEHE 5120 DL

ToTwh,

(1)USP31 1st Supplement <1058> Analytical
Instrument QualificationMI|EIZ DL T
CDOREDHHIZDH 4 INTRODUCTION $ X UFCOM-
PONENTS OF DATA QUALITY® 2 DDIHIZHE VT,
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USPBJ:UEPhﬁ!ﬂ*ﬂi‘!ﬂﬁﬁkmmu&ﬁﬁLM?%
EXH

— R IC Analytical Instrument Qualification (AIQ,

SRR OBIREFM ORELTRITLIEEL S U R
BREER OEBUEFERICB T 2 USPDE 2 5 DO LSKEH 5
WahTns,

@OINTRODUCTIONDIH T i, S#7 #8820 848 14 5
DREERTHEHRELROL HIITHEPL T3
[FAFHse s M s £ L, Bk #TIzoh T,
AT D 2 E VPRV A BB OBERE TN T 2 LB
PLTETVIDY, FHESN)F—rarsPix5A
BEAMRERE G- T, BIE, SR 0O BEEEEM
(AIQ T A A ¥ ARFFMOFiEEZRLAL O
B\, DTSR OMIR MM O FE, HHoTICTh RS
IEOHHRTEICHE L TR ETEETLERN DY, =
NICEHLET7TTO—FrERVLRTEL,
FPETH, AIQEHTHRFENL T To—-F%RT
ez, AIQFEFHOH LT 5 2B 20D 43
EENBFELERO—D L AMEMNT o MR EFMO
70 ATBH E NSRS S OFREEE, ﬁwm@%ét
BELABECRET 2, EREEOHZ T3 %183
7nfx@mf®Am®m§%&m%Lrﬁstwd

@COMPONENTS OF DATA QUALITY®DIH T, USP
ZEBMOH D 57— ¥ (quality data) 5 5 2 TER
TREBMLBEALEERLE LT, B1IZ/5RL analytical
instrument qualification (-7 #4250 #HE1ESFM), ana-
Iytical method validation (5347 /31) Fe— g ), sys-
tem suitability tests (> X 7 LB S HHE) B & Uquali-
ty control check samples(fHEFHARE DG D 4
DEBITTND, TNODRT, SHEIEOBIEM: SN
i1, EHMOHE7— 552 B2 )2 TOEREErLTHE
LERLNBRITONTVS,

(i) S A 36 OO A 1 I

ShrfeserzomRLABEICE D it RT L %
AL SN TCRT I Lo BAEMASTR SNBSS+
I, BohiF- s OEREOMEICKELHFS
T2,

G FEN) F—a v
SIEFZOTRLCBEMIGEI METRTI L2 X
TSN TRY I Lo BBEITRENALSITHRE

Quality
Control
Check
Samples

System Suitability
Tests

Analytical Method Validation

Analytical Instrument Qualification

1 Components of data quality

(qualified analytical instruments) % BwvT/vY 7— b
ENIHETES L, FogtmEicLinBons

F BT ANRTIVLDOEDEFH*E5 LT N3E, !

— %17 $#k( 1225 >Validation of Compendial ProceduresiZ
i, USPRNFICE S ARERFED /N 77— a 2
L CREREAT S,

(ifi) & 2 7 & AR

HH L AT AHRIREICHE S B IES T 51
AR EARIET 5 Lo SORIRE, S 2T
ADERCRBRE T B LB SN DBREERT I &

PRFEEND LI, REOSITELITLTTDR S, ]

—#% 3R EREC 621 )ChromatographyiZid, 2 o0<w o5
VA=V AFLOYAT LABEERBIZHWT A L )M
LRSS B,

(iv) U ERERB 0547

SAREL, B, UM EA O E Ay TR
et & 7z e %&o SWETIe LI LEDE,
(HEHRHO LI L LD LITEDEDHIRE 5T
TAE, EBINELDERTVRRELTHVLISE
HEVEFIEOCDEORE LI ERTERTLIEHA L
), O L - CEHBEEEFRITONRT VB HIC S HEK
DREFASETNATbI T VB I L 2 RIET 700, &
AEERBRH OS2 RBOSHOBIITH & L HER
ENBIENDB,
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BED LS 12, S0 MRS & U5HE
U F—a ik, BEIEHMORERIELEL) ET5 b
DChB, —F, AT LBEHRES L USRS
HHOSHE, RROBHICH 5V IRBACHTOR
BRIEL L) LT LD TH b, o

I CTHRALZUSPYEREDH 27— B2 &

TERITREMELBERLLTVLE4O0EED) b,

SAFEENY F— g V2oV TiE, BRIKBWITLERB
13 CEERMRIC [DWENN) T~ 3 > ] OREZT

SNTwva, 72, VAFABEHEER) OV TIHE,

TCICPartl BL 2 THELA LI, BEISE
LBHIC W T —RERE [k o~ b5 7 4 —
B Irxrsox b o7 4] CHRE BMEND
LELIZ, BRISE2EBMHICBVTEENMC [T 257

LGBEMH] O—RBREVINLE DI LiIthoTHY,

INSORFEICL Y REEROEFHMRICHET BB
DEIFNFRENDIECE S,
—, SRR OB AL & R ETEAEOST
i3, BRBEHASEEL TV RWVI Y T FThiH, Vi
RbRELEZHFTHY, BEILLBETH L) 04
BRETREbOLEIOND,

(2)USP31<1225>Validation of Compendial
ProceduresDECL#E » 5

DICHD [HFHENSYTF~> a L ICBT557% X b

(ICH-Q2A8B)*" & OBHE

—#% 19 #R< 1225 Validation of Compendial Procedures
WGATE/SY 7= a YICHT B USPOEI A RSN
Twnd, ZOHEER, FIIE 0)375}5’?—,0) “The text of
this information chapter harmonizes, to the extent
possible, with the Tripartite International Conference
on Harmonization (ICH) documents Validation of
Analytical Procedures and the Methodology extension
text, which are concerned with analytical procedures
included as part of registration application submitted
within the EC, Japan, and the USA.” & DL 6 b
#2531, ICHD [H4FE/Y 5= a Y IClT 5 57
%A b] (ICH-Q2A&B)** DR L DESHFH S I
bOEhoTEY, BEEEMNRO [HHE/ ) F—2
ar] ORELXFHIIFALABTDOLDEL 2TV 5D,

7272, ICH-Q2A&BOEEDKFBRIHI-HWLND
HEBREFr SRRV ALOTH IO LT, USPRH

BOBE SR H IR & LTI S h s s ERiE
EHBLELLLDTHALI LD S, MEOBICIIHED
YT 2 8BER SICEVIRED L3,

@ATHEBAMOBRIENO L 7 Mol 2508

— AR 1225500 F X AT E UKD £ ) BERARAH 0, |

USPRNFICRIEDHFEEE I BETH - TH, Fafis,
TORBREDL AT LR HAVT, TOHEIREEDEM
ICHEIFREFHELIBZZLE2TED»OZLENH D LA
BT 5  TcGMPHKM[21 CFR 211194 (a) 1428
WTH, BEIVEREESNAEESOBEET *HFHT 2012
By oz Rk, S5 ERS &ERMEoLTE g
ETHIEIRDONT WD, T/, ToHflicswT
i, USPRNFIZIOSHE L EEKORERICH NS
BT, IS 0 F R0 AR & S EHE 5T/ 5 1
T T AUER L, TOFEITERICHED LHEOT
THRIRD EMISH AT B & & R THIEE L =
nTwasll T

(FE3XC . The Current Good Manufacturing Practice reg-
ulations [21 CFR 211.194(a) Jrequire that test methods
which are used for assessing compliance of pharma-
ceutical articles with established specifications, must
meet proper standards of accuracy and reliability.
Also, according to these regulations{21 CFR 211.194
(a) (2)], users of analytical methods described in
USP-NF are not required to validate the accuracy and
reliability of these methods, but merely verify their
suitability under actual conditim
wrs T

C ORI, Part1? TMEL/ LD, BREISE?2
B CEEMRICIBTFED [V A7 L@6H] ORE
DFEAHEE, TEFEBHZ LR EA TV 2 RIR
B a0, ORI £ RIS 0 S LRI BT D
B, BUREAT I IBRORH S % 7 4 & Ho LB
EXEEE“?E&“%EEZZ“E%EEXEE&E
AT LAOREIKEL BEMICHER T ARBRE LT
TABEHOKIE LTI LEIVH Z.) L oLz
bk, "HEREEABORE" 27) L 0RERETR
TIRTOWRBD 1 Dozt DTH DB,

s

k88 i
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Eﬁﬁwﬁm ROEMLREDRE

] USPB &UEPICHES NI HBRRDEFRRINT S
BRS

(3)USP31<1226Verification of Compendial
ProceduresD e b 5
USP31 C— % R I & 417 <1226 ) Verification of
Compendial Proceduresid, —#iff (1225> @ F 2 47
SIS LR SR Tk d o N EEB RO
TS a7 MCDOWT, ML #chapter® &
THELLERLAbDOTHY, USPHIoar T b
FERLTHBZ EDbr 5,

D Dchapter® 5% T - X

— AR 122600 F X H5E OBHHIC [ 2 dchapter®
mETeL o, DEONCNE AR
DIBRLCRARRTRMT LA, MR

LERE, B, WELRAVWTHEMCHE Y RRERE S
AIBIELERTI: VDO”MK%TQ!‘"*&
ERUTBIETH D) EDEWHKDHY, AEETH
STHEFNEPWOTHGVD & Z 104, SERAE '55(7)6]\/(}?
PATFLEHOCTHMIOE S MIRER Y5255 L %

I <EHEIFHESI TV,
{(JF3X : The intent of this chapter is to provide general
information on the WW-
yield acceptable results utilizing the personnel, equip-
ment, and reagents available.] (FAUIIFEFIZ L 5)
T, COFTRHNFEICE, LER)OETHEAMNL—i
THERC1225>0 F 2 2% & ORI L B oMmE R A D b,
cGMPIZ 817 % [21 CFR 211.194(a) (2) )0 #E “suit-
ability of all testing methods used shall be verified
under actual conditions of use.” #*Z @chapter# ¥t
TR E L o THnB I ENRENT VWD,

QFBREICET 2R

— I ERC12260124E, MBRE I L T, T3,
BDEFCHPNA LML, EHLY 225008

TERRRm@Er b oL EbIZ, PL—z 7’%"%&'}’(\«‘
BEULENFD D, WL, NEESEE SN E D R
KEMEND EDEFLYBITIRBREBICL - TiITFbNILL
~R&THbH,] (B : Users should have the appropri-
ate experience, knowledge, and training to under-
stand and be able to perform the compendial proce-
dures as written. Verification should be conducted by

the user such that the results will provide confidence

that the compendial procedure will perform suitably as
intended.), % 5 U [MREEDEES VLB, EkE
DIEFV—Z VT REBROL NN, - EKETDHTHS
% o) (XX . The degree and extent of the verification
process may depend on the level of training and expe-
rience of the user, ) DEHRATH Y, HEBRIEV,
MASEHEICHLIAI EEBML, LS 2500

W% AR5k, e b L —= v S| RSB AR
FHehoT, HBMBRORIGETTHEI L2 DI

i3, £ LB ~OKE - B RRIICT £
%tt%u,%5Lk$%ﬁE:6&w$5Km%#®
Fx vy 7FTHBIAE, Part 1° T/ "SI AF
LETHOWH" OHRETB)I &b LETIHA VS
EEbLNS,

@AEREFAROREEIC B 5 ERkIg

—REIER <1226) 12, [DEHERBAROBIEIZ S
THE, TN F—a Y ETHLEIRR L, —ARNER
(1225042 D R b7 v T ENLHIWEE/NT A — 5 DL
DPIZDVTEFHIY 2 OHBELTH L5, TDHIEDHK
FEWCEPLEEBZONBINT A -3 DA EFEMT T L
Vo) ERIMEN TV B, THudPart 1Y T, HB15%

2BWMOBEWMRICIWTED [P A7 6@&M] oF
AW EIEIR S hs “HINEBAROMEE" 1ItBVwTE
DEHIE IR TRENMHLTHRARAT E E—FL
Twvh,
(53 : Although complete revalidation of a compendi-
al method is not required to verify the suitability of
the method under actual conditions of use, some of
the analytical performance characteristics listed in
chapter (1225>, Table 2, may be used for the verifi-
cation process. Only those characteristics that are con-
sidered to be appropriate for the verification of the

particular method need to be evaluated.)

(4) USP31¢621 >Chromatography ) System
Suitability DIHDEEHICDWNT
SO, “TRT ABEEHRR" BT BUSPOE
AFIREN TV A,

QY A F LEASHRBROMKBNE G
[R5 LBEHEERIE, YR7OTFZFS 74 -8
TUHE IO b5 74— % BWAREREIZRTT KD
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—ThHr, COREKIE, 7O IITTITA - AT 4L
D 53 BEPERE (resolution) *° B IR E (reproducibility) 2%
EMTA2HMMTCBYTHLILEMETEIDCEDR
bo) EREBENTE Y, SRSk S ME(ER
) RFERT A 00K E OB EBHEMICLT
W,

QUSPOFHHERIAR
SR ESREE & LT, resolution{S#EEE), repli-
LIEADOHIRME) & 6 ictailing
factor (7= Y VY REOD 3 2% HIT TV A,
(1)MERE B3 L CERTOIRGYEVICOET 2 2
FROBERMEI B THLI DT ET 2

cate injections (#: 1 K

SO0T IS LICE— 2 I DLPBRAEWE &
1243, 719 L %2 (column efficiency) # ¥ A 5 LB

CHOFMERER & LTH Lwvaf,
T AFRE LTI, SHE%
HAEVE LTV D,
(BN BELEAOEIRY | BERLECETHRIERLEA
Lk gl oo & O GEERERE) Y86 E
HEHLTILE, SWOMEIEYTHELZ LD

S EE T 45
RSB £ 0 B EW

BELTA2LDTH B,
BHAOEREBVTHICHEEZND b DD ITH,
BEEEP20%T OB, ¥RES * 5 @
NELTEALLT =& 2 O ESREE LS+
B EEEMHN20% L D RE AR, BIRES
TOEIERNEL TEALLT — & o it
RERETIE LTV S, ]

(7= v 7 FEE . C— s OO RETH Y, 5=
SN L Y- ClEl Ehd, COENFN1 L HK
ELBBIITOoNT, F—) vy EEEICRY,
I OWMSMB(L1=H > T, FEE) DEBEUISETT 2,

l:._

SMEEEE, BRICBTS [P AFLoMEE] 2, 8D
WLEAOERMER, (P27 00B3M] K4+ 2,
Fh, T UIBAEIEL A Y —REEIZIZERD
REETH D, &b, 775 L3RI L > THRE
na,

Part 29 {285\ T, HPLC/GCEIZ Y A F LB&H®
HREXEMTIEHI-oT, BEBEHERELEICE VT
[P RAF LRl *RET I, BHFAORE R L
FEtT_ahEIPHMMEL D, BROESE, T
KBV TRERIROREZMLEE LW L TR * &

et e

N b L8 il o

Si evers

R --f

e
S E T

GE Analytical Instruments 3t B80T

gisuibuter

GOintosyriore

Woles L Procesy Techaakogies
AnolyLcot instiumans,

i EBINSIVEIEEPREY

RRBAREHEI-28-14 23 VL EN
TEL:03-3812-0186 URL http://www.aqua-cke.jp

=+t

DMK H — FNo.204
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: Eﬁna@nnmﬁa)fgﬁﬂ HRDIED

] USPS £ UEPICRES N1 HISEROERERIFICNT
B35

O bRk dS, EERO L DI, USPAUMR Rk o ME
T5URT LBEEEOFFEHRE & LIS MENDHEE
KL, BEIEIC SWTRALMAL TR ENG G,
BREOBRE R YUAET A LRSI L LB bR
TV,

USPH#E N B LIEAOEHBHICHB T2 HEOR K %,
RSD< 2 %D #&idn=5, RSD> 2%DH&idn=6 O k
342, 2%FHELTHESITLTREL TV LA
DWTHEBL»IZ STy vy, BEE® b, Kristensen
L9 Yy HEEIICIEAa=5 Thn=6 Thbdh T hEIL
WELTEY, MAZBANDHoTOIETEHLRVID
IZBbh 3,

F¥7:, EP, USPL b, v A b —fAM(F—V >y
BE)E AT LABEMEOFFEHE L LTHERLTBY,
BR&ELTD, UHOFMEE L LTERTRERLLES
AT AUENDH D L HI B b,

ORVWELEAOBIRMEREB T HHERICDONT
o
WD PO VO AU 2HETEAT S S
itk h, REBAEITOhEHET oL, PAFABEGH
FHF ST VD 2 & & RTLEID 2,1
U3 - Replicate injections of the standard prepara:
may be interspersed among sample injections. Syster
suitability must be demonstrated throughout the run
by injection of an appi‘opriate control preparation at
appropriate intervals.) (T#HUIEFICL B)

Part 2% Thak~7- L H 2, BRBIEBWVWTH, T
EEFBEIIL T, HPLC/GCED U A 7 A SOOI
[REEHEOEANTIED DR ROEA L) B
T TE L, EHIEROEA T RS OEA O #
BT THT S R REHE R O E A OB M AGA A TETE
TYATFLAOBRUESMRL TS L v.] LtoRELR
¥, AT LBEAMRBRERBKREBTTASLLIIC L,

@Y AFLDEEICET 28#®

[ CHRBRER UL 52 2 THIEOS 5 HE L

EETLLI %L EIZVOTE, MEDOEAISLNL-T
BEURREITINETH D, VAT LBESERBEDH
SEHEMLSRVE X2, REOSHET-> Tid%
Lz, S VAT APEGICHESELEVEIIZE O
BHloSIERIESIFANRG LRV, ]

(JE X : Whenever there is a significant change in

equipment or in a critical reagent, suitability testing

should be performed before the injection of samples.

No sample analysis is acceptable unless the require- ]
ments of system suitability have been met. Sample
analysis obtained while the system fails requirements
are unacceptable.) (THILEE 2L 3)

Part1" Tb IR VARS 942, BHRISE 2:BHiCHEE
I T ED f AT ABEME] O—EEITIE,
FLEROUSPOREL N b b o L— W RTED “HHi X
TLEBEROEH” OEFEIHVENRENT,

Thud, B, BEI5H 1 EHITHIE S sk
WERBHPLC/GCHEIC Y AT LB EHOREL BT 5
BoBEBIEOHE T KL E2 L LT, SF5WHI
S AT LEEROZEIFTERTLENHDLI L EE
/oo (Part 29 BB) Th 5%, USPIC LEEDEIRDT
&”‘)ot_ EbEEE L,

USP& R4, EPICIZHERF ROERMEREICH T |
BEPOEAHFEEL 0B TRRENTV AV, £
Z T, EP® — #% 8t 5% #:2.2.46. Chromatographic |
Separation TechniquesiZHBiT 5 L A7 A BESMHERERIC

M 2RI DVTUTIZBAT 5, SO—KREREID
i, 70 bS5 74— B ATEAOHBOEN L
#sk, —fSEALY BT AT ABEHOEY, su<
b7 4 —OBBREMHNEDROBERE, 2o UN
EADOBOFEEWMIFLR EBREINT VS,

B, FFIIB W TidPharmeuropa Vol.18, No.3 iZ
Bl NHIER oRRIcESTHTBRBEZTI L L
T20T, BITOEP 60 ed OB ECATLRL S
RSB Ex TERMBEVIIEETV,

(WHREOTEH
A HERIE2246IC B VTERE SN TV A4 O FHFE
DIHLT, VATLABEHOBEEDOAT L ME L THEA
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LTELLENFSHD LB bDNRDDIE, Repeatability &
Maximum permitted relative standard deviation
(RSDwi) T %o %1, USPIZb BRICOHMNLT 53
h % (, EPBUFORETH Z,

Repeatability (#: h3E LIEAOFRE) | 3EM Lok
BLAZMEIZ BT 2 A REER 2 (RSDS) E B E N T
B h, USP?DReplicate injectionstc, T/, BEO L 2
7 4L OB (System repeatability) 18243 5,

Maximum permitted relative standard deviation
(RSDpe) " HFHEBE OB E LIEAD BRKIZ L D3Rk
LNSHEHREOME LTEHE N TE Y, ERE

BB ELEAOEBRMYDHFE &N D RAME
L= N g
RSD..,u:Qﬁ—
foosi. n-1

SCOT, Kid, EH(0349)TH Y, Re=I0xPp g
ROOND. 2B, % @B=10T 6 @MY ELIEA®FT
DR ERHESNBRSDDR KM ERT, Bit, £4&
KHE SN ERB/O LIRME—100(%)TH b, ni,
FUEROHYBELEAOEH(I=AS6)ThH b, T
72, bosaotd, BHEEA—1, 90%EHMRE (FR) 54

BAFa—Fr bk ERT,

(2) > 25 LEEH
O 2 F LEAMRROGET

COBROBEEE [P A7 A MeMHRBE, (o<t
T274 BV RREOFRTRO—ETHY, 7
UX b5 74 = RAF LOMEFBYTHEI L 2H
HETHDIfEDILE, AT AHE, ARSEIL, SHEE,
MARFREB LU A Y —FEEIL, 7540

BEOLIWICEVWT, FHEE N S5 A0S FEMY
SOEERVONDNT A —5 LEBRMFIT TV DI,
VAT LABEUERBICBT 2EPORMERHEE OB
BANLN T2 (2 (2)@HEEME), USPX BB E
IEREE & LTV B 58S, EPHPEEMERIES &
LT WHEREESICREL LI (BB TE TV,
QEPOFHEERIAR

RIVIWRLZZE I, BITOEP 60 ed. T, FMHE
RIFE & LT, Symmetry factor(i > X r Yy —{&$0,
FE Rt 1) S Repeatability (#£: 0 38 LIEAOBHM),

q ttmg) REKWE) T asna0t
: g mﬁ%()%ﬁbkmﬁ%-ﬂk) 32C-40T
: 0T--30T

m_ug;g) 0.3~0.6m%h
0.3~1.0m3h
" 0.6~2.0mh -
0.6~2.5md/h
0~3.0m3/h -

[H#1E] crea
- o CTC4
CTCE
CcTC8
CTC-10

12.0~4.0m/h

mEEEFEORE-RE.FENUT—YavEREIUIC

e B &) 8 @74 05 ]

INBITERE i}jFﬁ’EHRbEL\J»f)b"C’C%mGJEI\ZE‘C (2EE). ra:")‘J

- Feetier o

LDy fﬂ%s’C?‘o

- EEmE

D .

*i - T T793-0046 SERMERTHEHIN 00HD
TEL 0897-58-3611 FAX 0897-58-3612

ARBRA  7532-0011 ARHREIIXERR4E-4-11

(Buabt) TEL 06-4805-6077 FAX 06-4805-6088

URL http://www.clean-m.com/
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EEnOnHREROEREREOLD] -
USP® &UEPICHE S NI HBRROATRIRICNT D
B

#£1 EPILETZY AT LEAERBROMEEKRE

317 (EP 6.0 ed.) YUEFE
A M) —BE VYA N
BhELEACEREYE | #01:ELEACEBRY
(BEfREDH) (ERE & HRD U
MR GUERKROH) -

ERIRR GLERREOA) | ERRF (RO H)

% & I SER W H BRI B8 1) D Limit of detection (IR E
BRSR) 45 & U Limit of quantitation (EftPRS) & H 11T
v A, BAEE B 0 2.2.46. Chromatographic
Separation TechniquesB{IESRIZB W TIE, HRBIRF LT
BilR & N5 —FC, $HiFY HRERZ BT 5 Repeatability
(R HELEAOHFRE)IHEMENERALTH S,

LUF 4 4 BRI RO B 4 B 5 3 SRR 1 D W T IRBL

T 5,

(i) v b)) —4&l — E%ITHIHE, HUEE>
S/BLENLIOT TS LDE—IDT A M) —
BIE, BICBEETA2L0030, 08~15&F 3
T

(iR AR B 28D E LEAOERME — M
BYWHOEFERXITIHE, BRI ELEA
L7t EDL AR A(E— 2 HFID A2 WiEE—2
HE)OBEFRERTROLICTE I L,

—3t R & T D SRR E Ol EEDSBUEE B O BRI
DIEFEENO2% % X HH5E 1 5.0%LLT

—3t R & T B AR T O R EE S BUEHE W O AR LS
DHEED02%LL T OH& 1 100%LLF

(i) BHEFEIC BT E2EDELEAOERKE — EHALEIC
BWTI, EHEEREEVELEALLCEEDLR
KA (K- 2 HHid IV Y — 28 &) OIEHERE
{3 Table2.2.46.-11Z7R L 7Z=Maximum permitted rel-
ative standard deviation (RSD...) D% B X 2\
Eo '

(V) RYERFC BT b ERRR — REOHR L %
L2EFEWHOTRBRAT, EEYWHRIROdisre-

Table 2.2.46.-1 Repeatability requirements
Number of individual injections

3 4 5 6
B(per cent) Maximum permitted relative standard deviation
2.0 041 059 0.73 0.85
25 0.52 0.74 0.92 1.06
30 0.62 039 1.10 1.27

gard limit(FRUTCRHE- 7 ERZERLTE ]
EENBREOT &ET, —AZIZ005%E S B)ET
THHZ L,

EPA LR (ii) & (iil) THRWHRRE L UEitiE
BT AEDE LEAOEREOFEREME LThiY
T A HOBRERIIC DV T, EEIT I E AL CHR
TETVAVD, BATHICEEBTBIEE LA, |

@ EUEAOBRMERE T HEIDOVT

(S AFLARESENES~DOBEEHEIE, 70T
T 4 — % RV RERASHENT & AL B BT o & e S LB b
B D, TORBEOERMRE, T0rav s3I 7
4= AFLDOEREEE VWo i k) s OETRH
BICART, SER S AT LBAHRAEREEAT D
W77, BRI, WREREIESH D E BT &, R
ERep s (D)AT D £, EBIRT 2. &, 1L WOETHE
A L7-USPOIRIL & 131ZF LAEHRIRE L TV 5,

o2

e

JrrRiiee Bl b p S

(MAXEZ 3IERFBICH IS [P XFLEESMH
DFHEERKIFB DE WV

BERIKIEBHO [V A7 LBEH] OFMEREE

2210 LT, K2 obhb LI, 3ERHM

£2 BARIFERAMTO [PRAFLEAM] OFERRHAE

DI

HEFE uspa EPYE®R | JPISH 1i8#
SuERE - YA F hOYERE*
(5 LEHE) | (5 BERE, 7 A

(RERER L,
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