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A computerized system collectively controls the performance and execution of one or
more automated processes and/or functions. It includes computer hardware, software
peripheral devices, networks and documentation, for example, manuals and standard
operating procedures, as well as personnel interacting with hardware and software
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archiving
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Long term, permanent retention of completed data and relevant metadata in its final
form for the purposes of reconstruction of the process or activity
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audit trail
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GMP/GDP audit trails are metadata that are a record of GMP/GDP critical informatio
(for example the creation, modification, or deletion of GMP/GDP relevant data),
which permit the reconstruction of GMP/GDP activities

GMP/ GDP# i1 BR iE% 72 GMP/ GDPSC {5 & (1 4n,  GMP/ GDPAH < % 4 1 €1 2
& BB BR) 10 I o, R A AT DL EE B A4 2 GMP/ GDPY )

back—up
A

A copy of current(editable) data, metadata and system configuration settings(e.g
variable settings which relate to an analytical run )maintained for the purpose of disaster
recovery
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computerised

system
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A system including the input of data, electronic processing and the output of
information to be used either for reporting or automatic control
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data flow map
B A

A graphical representation of the “flow” of data through an information system
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* PIC/S PI 041-1 Good Practices for Data Management and Integrity in Regulated GMP/GDP
Environments (GMP/GDP M5 & 3R35% v 44 38 & 12 A= ] S5 M 89 R 4F 52 %) (2017-07-01) .
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IT infrastructure . . . . . . .
LT il 2 b which makes it possible for the application to function
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All phases in the life of the system from initial requirements until retirement

. including design, specification, programming, testing, installation, operation, an
life cycle g g P prog 8 8. D

4 B maintenance
: R NG T RBBRBFTEN B, QKT E. wE. W
W A PR R

The person responsible for the business process

process owner

orra g | SIS R m A

The person responsible for the availability, and maintenance of a computerise
system owner |System and for the security of the data residing on that system
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N

*WKHAGMP Annex 11 Computerised Systems (BKMHIGMP Annex 11iFEMILERSL).
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SN
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3.2.5 Alarm DisplayfREE

Display the current process parameter alarm and system hardware fault alarm, and press the alarm time sequenc
from the latest occurrence of alarm. Alarm status with different colors to distinguish (not recognized as red, has
been recognized as gray, has eliminated the alarm is green).

SR 2 R A I AR BEAT R 2 RO R AR G R AR R A, A B I [R] G A ORT AA HRE TT
GadER, RECRES AN R B0 OR DO CRIGIARE 6, Sk E RO, CHBRARARE N
ge) .

Alarm content includes:
MENE AT

Alarm time
R
Alarm name
R R
Alarm acknowledge time
& 2 NI
Out of alarm time
O Ok i )
Alarm  server name

1 % 1 55 4 4 7R

Ele23 BMS RERERER EIRERAANA RG]

H=wr: HEMS  ARGURE DIREAH IS A B A L2
SHCE D REA R MBI RENN, B EART

799



GV EENINTEN RS

® BRI, B TIRER SR BEnR. HAEIhRERNRK;

O BRI, B R GUEAT A P A B IR R AR HER PSS
FR I H

@ G150 S LRy ) AR B T RE I, A SR R AR R D RERLILIN KL
IR E BT PRI REN 1S

@ HE () IR 55 410 F/ Bl &4« IE TRk,

DA _E 3R 28 5] o i) A SRR A 0 R IR Zh eI Ou B, 2 T N VR A oD R (R
6-20) o ATARGEIZAPREFXTEMS A% R A 4R R0 bR IRV B AT B — sl T

#2620 ERIHRE L TIRUIGEMKHIF AR

Test procedurellid e

Ttem Activity Expected Result(s)/ Acceptance Criterial
75 MARAT M HARE 45 IR /vl 82 52 b 1l

Click the icon of the test sensor on the HMI. Set thq The
HiHi, Hi,Low,LowLow 1limit value on the pop—up
A picture.

E%ﬁ@ﬁﬁ%%%ﬁ%@%mﬂﬁyﬁﬁm%_&i?ﬁ%%%‘%‘ﬁ‘ﬁﬁmﬁw
R M R B (6 R

HiHi, Hi, Low, LowLow limit
value are set into the system.

Check the display of the test sensor on the HMI The display of the test sensor on the

16 W5 5 - Sl 3 e A o 3 HMI is correct.
E M 25 18 TH U %% BT 0 X ) A Sk R R 1 2 s T RS A T

1. Simulate the reading is higher than the HiHi
Limit by program software.

3T G R MR % 2 O A T e PR A HMI is same as the simulation. The HiHi
alarm message appeared on the bottom of

1. The reading of the test sensor on the|

2.Click the alarm message. Deploy the alarm

message picture. Select the sensor alarm message, the lﬂ“_ o - |
. . 3 ) R % S R 1 RS B
then click the confirm button. 3, EE R 7 %S 8 R

C E%ﬁ@ﬁﬁ%ﬁ%%%ﬁ,@ﬁﬁ%%%@{gﬁ
M, EFEWA A RS mERREEE, R -
S 2.The alarm message changes to gray

f d.
3.Simulate the reading is higher than the Low limit r;g @r{i B H 4T 0,25 S 0 6
= 18 o Z N

and lower than the High Limit by program software. X
33 45 R SHL BRI R S B A T g | 3 The alarm message disappeared.
T R AR BT

1.Simulate the reading is higher than the Hi Limit .
1. The reading of the test sensor on the
by program software

3 T G R S MR 0% S R S T PR A HMI is same as the simulation. The Hi
alarm message appeared on the bottom of
' . . X the HMI.

message picture. Select the sensor alarm message, W T TR ¢ %2 0 S R A —

then click the confirm button. . N o o .
s = B o B , L% 2 5 PR AR (5 B
e RS R R, PR B, | L O FO7 I SH R

HE R A P SR O IR S 45 , AAE Hmdded | 2 The alarm message changes to gray)
3.Simulate the reading is higher than the Low limit from red.

' I, 2 (= B 4T {6, 35 g J)
and lower than the High Limit by program software. i&ﬁ; f& ‘I Ef Ié;gjiﬂ)slﬁ .

NN . e b S s . . The alarm message disappeare
IS SR S HI A IS T LI o
i, & FIRE =15 &

2. Click the alarm message. Deploy the alarm
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gk
Test procedurelifEF
Ttem Activity Expected Result(s)/ Acceptance Criterig
Fes WATH RS B/ P 2
1. Simulate the reading is lower than the Lo Limit]
by program software 1. The reading of the test sensor on the

IR EAEIZ SO NER TICPRIE | HMI is same as the simulation. The Lo
2.Click the alarm message. Deploy the alarm| alarm message appeared on the bottom of]
message picture. Select the sensor alarm message,| the HMI.
then click the confirm button. WS T Z S5 S S R —
E 0 WS 1 i A T RS BAY, JEOTIREE B | B mEi N T IS BRI E (S B
M, EFENRERIBRCR G R, RJ51EHIA| 2. The alarm message changes to gray
240 from red.
3. Simulate the reading is higher than the Low limit| Rz B4 A NIKE
and lower than the High Limit by program software.| 3.The alarm message disappeared.
AR B A S BN EIE T BFR | IREEEIER
i, &T FRE

1. Simulate the reading is lower than the Lolo Limit] .
1. The reading of the test sensor on the
by program software.

S AR BRI 5 e EAIE T A g | M TS same as the simulation. The Lolg

alarm message appeared on the bottom of]
the HMI

then click the confirm button I 2 A #2501 5 2 L
. %, m T %5 8 a5
b e e g g g | e T AT H S B
Ifil» ﬂ%{ﬂ'hﬁﬁ’ﬂ?’@%ﬁﬁﬁ%ﬁﬁ?&@‘{n B, R

AR 2. The alarm message changes to gray

2.Click the alarm message. Deploy the alarm

message picture. Select the sensor alarm message,

[=nny

. L .| from red.
3. Simulate the reading is higher than the Low limit R 1 4T 05 A R 6,

and lower than the High Limit by program software. 3.The alarm message disappeared
W R FE AR S BT EIR e e
i 1 2k
B, mT FHRME

RPN A LI (SFAT) . BRI 3Bt (SSAT)  BL A 1q/
0Q FEZ KB A YT #EAT . BAANNK N AW BEARIR], (BT RGBT RE
IR AN BT B, AR BB ATIAGAAEAE,  EIR IR B B &

FIUER 7y DR E DR TR RSO A 7 SR ERERAEFE (RTM) 25431

PAHRE D ReAHOC 7R SR B, FEBEAEMS B R A dm A A, b sert .
BN 2 T AL R GUIG RS 3, W] DL 8 B B MR 48 B RO B A A
JS2 5 SRAE AN B sE B e i, SeBLRTR 2, IR T /5 oRAE e & LR ]
i 2 TUE (£ H

giea ERWE, TRIREFERE RTM)  PNARYEH &R (URS)  HAHREDR
NRG, BLE TR/ Bt B (FS/DS) IR BL A 5 B Be it iloim LA A, #ix
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attributes, CQA) 5474 ICPP CREET. 224, critical process parameter,
CPP)  Z [AFAE SRR ML T 3 F B AE P TovE AT o LA VA PR AIPRL R A P 3 1S
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TE— € M BERRY,  BE UGS Wik A0 B 1) A BEAS TR BE A IR0, Ak &) i ik
FEamfE .
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K54

[s£411]

FoARMV A [ AR LR JEAR R O SURE . FREE . ORI Oy NTERAE, 155
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Yo AR B ORIRA R, ~FIIOURE. FRE. BOB RN 455 20, 4/hF, PN G
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SR EATERE T B SRS T, BblARIFIINRE. BT IE St
FEICHOR TR SN, BT B R 2R R B BT AT
HbR A RS IORTR

LAURS $S5E09 S ML AE 5 SR BRI SR, PG T
SRR MR, HURS BN AP IR0 T R AR, A
SRS LA B S B A RIS RN, B
SRR HORIERIEASCR, DUHAAERRAF T B 4% h T2 HER AN,
SR, PR AT ESEAES, BHIERE, 1 TR
TEBRMEIT, 32 IIRIBEE A TR K, SRR, A BT
ST REBT, TRALTH, FIN G A RO PR CHR T et T
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PR T I

UL, e LB T RO, 755 HERE N U T,
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PR B AT R PERE . SCHERD I Z¥ BB S TR S R GRS R
P, SRALROR IR S U IR, AR B SO AT feflci.

7.2.3 RS EAR (PAT)

ERNE

PAT (process analytical technology, MFEHTHIA) e F-HCUE T 19934F3E [E /04
WE K Wh4x (AOAC International) KM — MRz, J&T-20014E7 5 IJACPS (the
Advisory Committee for Pharmaceutical Science, fillZRIAZ: <) #THHE, I
FE20014F FHEE E R i 25 A BER) (FDA) 24P S5 Fe 0 E4T: Janet Woodcock
I S S5R HE TPAT MBI, 20044E3E[EFDA 1EAURR TR TPAT B TMLAEFS -

PAT-A Framework for Innovative Pharmaceutical Development, Manufacturing, and

Quality Assurance (PAT-GIUHIZGWIR I /&« A =R E LR UERINESE) , FFE T PAT £
GHIEZRIBE i VASE

RIEFAAES HIE EAMIEATE RS (BA5ICH AUAGHI02. Q8 F1Q9 RS
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M — BRI IME, BN Z ARG I & A Ao B R UE I S T R R Sk
TEZIH AR S5 B

B TR R B E N PR R B S, IR B EAE R B E AR HRE, SIS BOE
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& ﬁ
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- = B —
RN R oA

B4 ZimdrrdiEPRA. SHRRHRXRTREE
WL ) 24 A 0l R A O SR SE R S AR R X H G R R I (CQA)
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JEYE. i RIX LR PE AR SR R R A TR, i AL TR
IR B AR R TEE TR T ES 8. &%, ETxbe it
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