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1. KiFEEH® (Purpose)
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2. 5|HFr#E (Reference Documentation)

2.1 PRSI WA . B RMERME JUF 1101-2023
2.2 Fam sz R g e R QCO71/CS/1

2.3 FEMESEIAFRIG AR QCO072/CS/1

3. A4k (System Description)
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SHH-250SD %124 i fa e M SE e A, Aasgm 5 2023 46 I T — MR R e e e st s sk
ff: 40°C +2°C/75% RH + 5% RH.
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B3t (Responsibilities)

3.1 K&# (Operator)
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3.2 #H##F (Reviewer)

3.2.1  HRZE RSN E A TR R 2R IS B HAE AR . ARG UE T S BN AR AE E A

=
po2d

R HZESRN . AW TS AR E.
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3.3 fiFt A (Manager)
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3.3.2 MBIA A EARSCRE, ELIHEYH.



HEREE (Qualification Management)

3.4 A& (Personnel)
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5.1 RABATHIBIAS BEATHRIN o

3.4.2 Hil: BEIIASIAALIUS S HRIEK A AT & ERE, JRds. RiERE BT RS0
IQ/OQ/PQ H5illlf&, 7] LAFESS IR 2 rh AT R4 S sk AR .

3.4.3 AN RIS B ILMHME E 1) Table5-1

3.5 {CFAEIE (Data Assembly)
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3.6 XERHEE (Documentation Requirements)

TG EATENRIE 2.
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3.7 REfEYL (Deviations)
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3.8 HHiF (Requalification)
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FREFIE (Qualification & Tests)

3.9 Z#EHi\(Installation Qualification, 1Q)

3.9.1 fUEBNARBEE (Composition of the Equipment)

R 24 i Aa 8 PRSI A 1 A L e T S . RS IR F ) Table 6.1.1.

3.9.2 UERKMEAE#IR (Description of the Equipment)

TEMHF F Table 6.1.2 10524 it A2 1k SO AR F E ML RES BN FEVE I . R EWBI e . IR BT
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393 %&ERS (Service)
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3.9.4 CERHHIAF{RE (Documents Verification & Storage)

A. IR Lol
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B. X #F M (User Manual)

W 2 iR E VE LI R B B R T A4 AR MRS . RIS BT . 7 Sl R AE
M G () Table 6.1.4-1.
C. iE+5 (Certificate)

¥ 2 AR E VE SR I0 A LA U A A TE AR . BRI RAE MR G 1) Table 6.1.4-2,
D. A4 ShiE B (Check list of spare parts & component)
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3.9.5

3.9.6

3.9.7

3.9.8

6.1.4-3, JfELUERIE.

ZIEINEMIN (Verification of Installation Environment)
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% %158 (Equipment Information)
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LIERAE (Verification of Installation)
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ZERINNE R KRS (Result & Conclusion of installation Qualification)
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ZE#HIA (Operation Qualification, 0Q)
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3.9.10 WAINEFHAT AR (Test items and Acceptance Criteria)

W, Table 6.2.6.

3.9.11 &45#% (Materials & Reagents)
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3.9.12 EFMBLB{ThE(Control of interlocking functioning)
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3.9.12.2 WAL H: WA J ) table 6.2.4

3.9.13 ZFHEEE N (No-load Heat Distribution and Heat Stability Testing)
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