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<NOTE> The contents taken from 1S022000:2005 are reproduced with the permission

of the International Organization for Standardization, ISO. This standard can
be obtained from any I1SO member (Japanese Standards Association :

http://www.jsa.orjp) and from the Web site of the ISO Central Secretariat at
the following address:http://www.iso.org. Copyright remains with ISO.
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The organization shall provide evidence that the specified monitoring and
measuring methods and equipment are adequate to ensure the
performance of the monitoring and measuring procedures.
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Where necessary to ensure valid results, the measuring equipment and
methods used
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a) shall be calibrated or verified at specified intervals, or prior to use,
against measurement standards traceable to international or national
measurement standards; where no such standards exist, the basis used for

calibration or verification shall be recorded,
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b) shall be adjusted or re-adjusted as necessary,
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¢) shall be identified to enable the calibration status to be determined,
RIEDIRREZ FEREIC T BT DI, DHTHEERIC SNV DM T EIC L 2B E T T L,
d) shall be safeguarded from adjustments that would invalidate the
measurement results, and

BBORSNTVDIREL S BRMICHD WERBRICEBLTLEST
EDTEWESITBYENBEES L,

e) shall be protected from damage and deterioration.
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Records of the results of calibration and verification shall be maintained.
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In addition, the organization shall assess the validity of the previous measure-
ment results when the equipment or process is found not to conform to
requirements. If the measuring equipment is nonconforming, the organiza-
tion shall take action appropriate for the equipment and any product affected.
Records of such assessment and resulting actions shall be maintained.
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When wused in the monitoring and measurement of specified
requirements, the ability of computer software to satisfy the intended
application shall be confirmed. This shall be undertaken prior to initial use
and shall be reconfirmed as necessary.

AVE1—2Y TR T7EDHEBICFIAT 58 [TV T o7 %
ERTHCEICEY BNDDITDAIRETH BT E | 2R T 2L, Thld.
VI ROTT DEARHCRIEL. T LU TEEBIRRISNBITSCTERET 2L,

DIEEEDOBEICDVNTE —RIICN— R I T DIHEZD
WREFEADETT, LHL.1S022000TlE. EEEDESICY T+
VITICEERLTWARINZELSDNDEDIT N—FDTT7E
VIO ITOmMEICHLTEBT 2HENHIET,

(*9)TT T DITHBDER LV SHRNSERETOTLS,15022000F
1SO9001 DL SICEFRIISIEEN TV WS HEBE(GHLIFT VAT DR
XHERGIRIEICTTE D,

(*10)1S02200008.3% (4. 1S0900107.6E Control of monitoring and measuring
devices BEMRMBE R U A EHEDER |LIZIERALAR.

(*11)1SO9001 DIFE7.6FICHWNT VYT M I LT ICH T BERGEERZETO> TS,

AV 1R YRTLs

ETAT DTSR BAIZIELC/MSY X T LIEFLC/MSEB SOV
Fa—42TElEnTs) . zLTcnaryEa—2iciE v 7 h
DITPAVAL=IVENTVET,

LO/MSY R T L FB LI —RHNBEDNEBORNEL T,
[LO/MSEBELOAYEa—2%ZY V9% > AVE1—2ETH
MERUEREST S > PMEAZ—F92 - LOUMSEEIFOY
21— ETRESNRMFIR O TOMERITL ELTT =2
EEMT D > EMT 2DV —aNEEINER OV
E1—42 LT =2 %> - T—2E2vE1—427T
EETLIDLSITEAINTEY DRZTI LT LUMSEEBLE



AV —R2EEPVEE B VBRICHIE T D LC/MS
EBLOVELI-REEVEFEFVELTERRNETHY,
MEZSHVATLEIAVEI =2 - Y AT LIERRTEN
TELFO,

(120FLR— T TDIHE = IV C2—% YT LIEFRTELLET,

arhka—)b
4—
_>

DT —RERE

Fig.l: A E1—2Y X7 I

PR DNIT—3>
AVE1—2Y AT LATHRE TSRV I U7 BERST
BEDEATEY. ZOREEECABEDOILKIFEEESTE
DHVEL . ZLTTNIF D& ICHODDBY TR TITIC
DVWCERER T AIZIE. HEDITICH T H/INTA—RFZEP
TR O T —2EBE S BREFIBITIFABEYL &
LOREELNHVET . DD AV E1—2 Y XT LT
WLTEH ZTDELEEZHRR T HASDDIEEINEICEIET,
AVE2—2- Y XFTLNUT—=3>y (DREBONT—
2aV)EFFDV AT LD BHDDINEBICHEO>TVDTL
EHERTHTEDFV EEEDHZT — 25 —BLTEHET
CEEBRBEMIINAEEHERDTEICE > THRITBEETT,
ESIT OMEFICBVWTZOFERAZBBLIEERIE. N T—F
TNTOREE MR L COE ZLTZEDY AT LOEREICEDE T,
DENTATH AU EBCIEN) T =23V HBRBICEVET,

1S022000icE D W e tfrkias/ \) 7 —> 3 DR

ZTNTIE DHEERICH L TISO220001cEDWN e/ NUT—2
AVERBEITBIUIESITNELNDTLLDID . T TIE DM
HEDEARSNOSENT ERBETORNICOVTRDELS
BETIEBELET,

BEETIV)

C DI A =D DR ICT T BHIBDERZHE
Lfe LT DRRET - FR5E - BUE R UZ DE L ARG Z RHEL.
ZTLTHREZTO> TV S,

- —AH AT —OMBEMPITIE BB OFREAGTELNFSE
EDNU EEBRBADREDIEE B,

s PITHEEBEA — A= =T =D 5 DERARICISC T,
BHEREORHIORELGHBOREZTV. TLTEY
Licg TOHBEI—T—\5|EET,

-V —IFEMEFBICT T HMEBOZ LI Z R L R,
COHEROF B ERIIRT 5.

COREETIVIERS T AMEEBOEA - ERE 7O —KIC
TBHERDELSICHEIET,

(DB OBEALER: 7O0—X)
a—-4-)
BE-HE T 2EMERICH L CHER-RESZBEREICL.,
N T =23 V5tEAEI TS,
l
(a—4%-)
BRI T BEREFEZVER L DTS A —H—\IRH T %,
l
(DTSR A —H—)
ERAEFONBZRERL. I — IO L TRBEEEBERET S,
l
(a—%-)
HEBDOBREA R OO A —H— DFMEETTD,
l
(OA—9—) (DA —7H—)
A—F— DB A—H— DB TN EZ DT,
l
(DB A —H—)
WERE 1 - —\F|EET,
l
(a—4-)
FHEDH TN T A MHEICE DV TEAMSOBERMEH AT 5.
(DR A —H—)
21 LT, F—EX(1Q, OQEE)HRHESN TS HE .
ZORMEERTS (1),

l
(2—%-)
BHDODITIT B\ T =3V i T L ARES 5 EA T 5.
l
(a—4%-)
B - HE T 2EHERICH L BALEEEAV TR
BEEARET 5,
l
(2—%-)

BERICHLTAY TV REEBETD .
(DR A —7H—)
L ET S —ER(AY TV RIEEEBIER)DROSNT
WBIEEIF. T DRHZETD (1,
1
(1—%-)
HEER IO L OB 15T 2 EHIRITIT S,
(DR A —7H—)
L ET T —EX(OQER) D RHBENT LB B G,
ZDRMZEFTD (1,
l

(*13) IQ/OQIEEP AV TV REE S ENBAETE T 21551509001 RAEE £
LTWA T —EXARH(HEWNIET — EXREEPDICEKIBT HTENLELL,
T T IQIFB A B EAR ST MM (Installation Qualification). OQI& E R iE
&M ET (M (Operational Qualification)##59 .

FREOTO-—MHS5DNB LS 1QP0Q E DEE M IF
N T =237 D—8TIT AN IQPOQERML 2 TIE/NY
T—YavhRTIBDII TIEEVWCENBRTETT,

BHVTEUITICN T BEEIC DOV EMITIREBTO
REEFRTEV CIEFTHMERSZBEICRADHVE T £ I T
SUBREFTMZTODITIF DT HEIERDBARGTRFICTD
VIR T T ORREFRICHER LD Y TS A VERE OO
HEER A — D — DFFFEGASI D RBERALAR 5 &2 5 Z RiELE T,
CNIKMATHARICURIDEVEBICN L TRIET 52 &
& VTR T 7RIS T 2FEENENICKRIET 52 LD
AIBEIC Y E T,

BMBEIRXIAY MY R T L (15022000) B DWW e ptgER DN T— 3> 'I




9. DIHEER/\UT —> 3 DR

LC/MSDESmY R T LD REZ EHDITIRERDBE. T I

Loplcg1 =y bathE LT DR T 1, ¥ 25 LOFHE Operational Qualfication LC-20ADRY20AT HEFM
ETWVWET T V7 IVHEBELC/MSTH BLCMS- 411 EWL=wh
2020 A7 LERFICL T Y 7 bz 7LCMSsolutionB KT 411-1 LC-20AD(XRN20AT
BBRAR TEBEDWMFICHLTEREL TV SEEEDHD L iz
—BEBALET. s Moy 5 A RS
*"uﬂﬁﬁﬁt! MBS 13 BAMITE R TR, MRk T,
(FAREE) LCMSsolution7 A4S LOBEAT A b 3 RAEM
FAH
Hﬁig] e LR 2k
WEAFIVIEEMTAIEICKY TOTSLDEZHBEZIA = FAFLA, LED BELATUROMAAMF ER TR L MBLET.
TONTWEWTEERERT 5, - 7 :Liﬂl;'ﬁmmrr—erm'wzw-—ﬂm-nLunmnn-ra:zm
[%JHE] »n :l;l\f?i*—l’.mb. < VALIDATION> & ® LT
4} [funcPr—&WEML, <MEMORY CHECK > & B AL IT.
(1) LCMSsolution&Z B <, 5 [Enterfb=gWLET.
2) 7RIS LDREAF TV I ERIT, .
X Fig.2: LC-20AD (XR) DOQZ &4
Gt ’
L£TIOKIDRRENDT L,
Operational Qualification LCMS REF M

(FZMEE) LC-20AD (XR) EEREMT A b R R

U] L HDBE
REDIREMBUT CTH BT LEMRT %o SOz EREE 07T KRR LOMSI00 ORIHLAER LRI 6O TR T
[%JHE] ::‘.:3(!?”. THENRROMEER T, TS0 BALTE R -TRE M1
( 1 ) L/’f& 7 \ / 7’@ H:I] I:l ?&r—m% ?%ﬁ ,:::::;?'Ii-’lﬂ b N LOMS APEEIER, 2 0 ELE MRl s, S maty ToamizL T
(2) REEOBERA R ZKICERL LR XRERK. L AR
(3) TPULSE CHECKIMREZ FIB L CENZBEZ RD S, Fab
(& U Fr—A Tl F el
[%@%Lﬁ‘—ﬁ'ﬂ (¢ 1 2] Fr=hO T O =l LT
BREN: 0.20MPall R o 1) PCOMMEARET.
3 ;C:’S:hlm ALBRSATCEREOT gl AL, ART oS FLER
(FAMEE) LCMS-20204 — FFa—Z2J 7R b S [mRREIS (CEro AW AT 8a =k RS AT
*E%g !::(I:MS:LCMS—W|74’.—I/&""#5J:\'9L. (L SRR L E Y
5 "ROM St Par T ERRENST e - Bl ET.
BEMMADBYICA - F1—Z 2T ENBTEEMHRT .
[ /E] Fig.3: LCMS-20200D0Q37 &4

(1) LCMSsolutionDA — b Fa—Z> 7 BEmEAZFE <.
Q) A—brFa—Z2IERFT,

(EEBEAER]
BB BEMN-0.7~-2.5kVOEBHEICINE B &,
(D EBREAEIFE (L EIR)

HHIQPOQDARIF. FHEDTVEIEREHDONEZ
R B CREITHBENHIET . D& IQOQIF¥E%
NAMANERFET2BEIE TDOABICOVWTEFICHEGLET
BLIENRDBOENET,

Fig.4: LCMS-2020 A7 L

51 -B8E 3

-+ 1SO 22000 : 2005 Food safety management systems — Requirements for any organization in the food chain (2005)

+ 1SO 9000 : 2005 Quality management systems — Fundamentals and vocabulary (2005)

-+ 1SO 9001 : 2000 Quality management systems — Requirements (2000)

+ ISO/IEC017025 : 2005 General requirements for the competence of testing and calibration laboratories (2005)

+ ISPE/GAMP Forum: GAMP4, Good Automated Manufacturing Practice Guide for Validation of Automated Systems in Pharmaceutical Manufacture (2002)

+ ISPE/GAMP Forum: GAMP Good Practice Guide; Validation of Laboratory Computerized Systems (2005)

- BAMOKEZR R B BRAEARSE (2005)

+ ¥ERISO 22000:2005 BRE LI XTI AV MY AT L—T—RFI1—rDH 5 AEMICH T HERBIE, HEREHE (2007)

+ 1SO/TC34/WG8FFIHF £:15022000:2005BRE LI 2T AV MY AT LERBIHEDREN, AARREHS (2006)

- MAERE: K<HHBIS022000DE Y 75 - 7EN LA, BRI E#HE (2006)

« KHEHEM®: 1ISO22000BREEY XY AV MV AT LEE-BADF5|E, BREE (2006)

ALR—FOBHBERIEEFEICLIVRECNTOE I ABEREFENBEENE L TIRFEBEEIEHSALTHIBTSCEIETEFEA E R BHEBERICOVT i
ROBRAETOTCVWET A EREPTLEE HHIFRIETHEDTEHIESA MO TBHIBRICEBELTASHDEBL LIERNEZTHEOEENZIBEIE BE

H5HTHHBERBYEITEEDE L. THBPRNEL TV EBENHIET,
ALR-FERTEOBRICE DV TEREINTEY. FEGCHET THIELHBIET,

D SRR

AEHAIEESE  http://www.an.shimadzu.co.jp/

TRFET 12007 €128
A SETHR AT © 2008 £ 10 A

3212-10801-10ANS

BREEIRXIAY MY T [ (15022000) [TE DN gEDNY 77— 3 >




