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Merck Millipore 7K % #t i mEkEEE (Qualification)

Merck Millipore K& #HmBEREETE T PIBERZEN I mERENMVETTE | B Merck Milli-
pore KRMEIZRHR T ERFSHEIWIRIETESBRIEMERETH - Merck Millipore IRt E P mE#
& (Qualification workbooks) - b3 #E& 7 Installation Qualification (IQ) + Operational
Qualification (OQ) - W7RZEB Performance Qualification (PQ) BUETHER - R IEERYAIE E2ZH
PUITELRZRE - 59 certificates of conformity (COC) - certificates of calibration & certifi-
cates of quality (COQ) B2 TSN - BLEENIEFEHREZEEB LB Merck Millipore AR
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« 415 (Overview) : SRAAMNMEETT R AIEY K T mE DR =S °

e Installation Qualification : FEEHEBLRRAAKAFEIEELZE - e LMEENRE

 Operational Qualification : TERGFKRAFHNEY - KBEEMAUEINGE - FEAEAXXH
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« Performance Qualification Ri&rOEEH -

o ZMEEIRE (Maintenance Procedures) FIzFAIERAR -
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BEEFEHK - Merck Millipore T2 (1R 1EFEZE (Calibration certificates) - FEERMALENE
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EE &t (conductivity monitor) K&EEFEHTET (resistivity monotor) @ & & ISO® 9001 (hk74s 2000)
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FEFSEE (Continued Compliance)
MM EERE KA RIFETR ER087?
{538 (Monitoring)
RIBABZSEHFEREEALNEEN  KEEBAREANRLIEER - BERREERGE
FE7E - sTHEAZEA NRBOLURH -
« &R 1E (Calibration)
« INBERRFE (Verification)
o« EEZEEEFEMOAIEL (US Pharmacopeia suitability tests)

SSEMEFRERT (Fully documented maintenance)

AimEFaM 4 RE (preventive maintenance) sL#EZART5 (correction action) - = RIER 4
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IBEA 4 %2818 E (Periodic review of the equipment)
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