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(BE%E% b Stage- Process operation Glove No.~ Description of glove operation+
Biifz TE8E FERS FELAE
Close the main valve of RTP1102 and remove the sterilization protecive |
11024 cover
FH RTP1102 Eiff], BITRE{FPE
Close the main valve of RTP1503 and remove the sterilization protective |
Ve Preparations before RTP production « 15034 . )
cover. %] RTP1503 Eiff], BITRERIPS
RTP 4 =i & T {F : — :
1601 Close the main valve of RTP1601and remove the sterilization protective |
cover %f] RTP1601 £, BITRERIFE
- Close the main valve of RTP1901and remove the sterilization protective |
Preparation cover. xjf] RTP1901 i, B TR E{REIPES
$ %F EX ( IE T%% stage after VHF 1020 Turn on RTP1102+4
O ) sterilization « §TH RTP1102¢
; VHP THEE& The nitrogen filing assembly (filing plate, filing needle, filling fiter, |
w Biifne manifold, silicone tubing) shall be routed through the RTP1102 valve to the
n ] g 1102112011202/1302/1303/1402/14034 inztallation location. |
A ERE (NTF "ooen et ppene e i RTPHO2 A\ GE IR (RRIR AREH  AFIIES
i :%Em - BB ERE) SEEEEEE
Prior to assembly, nitrogen-charge the filter, nitrogen-charge the needle, |
130211303+ and nitrogen-charge the silicone tubing..
PRARTILES  ATE  ERE. ¢
Assembled nitrogen-filled filter, nitrogen-fillzd needle, silicone tubingl
1402/1403+
L PEERTLES  ARE . ERE
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BiEtRR

SRR

1\

|:|’ (W)

Processor: Intel Xeon W-11155MLE (1.8/3.1
GHz, 4C/8T), Memory: 16 GB, HDD: 1.2
55D 512GB Eco, Interfaces: 2xRJ45, 4xUSB
3.2, 1xCom (RS232/IRS485/R3422)

HRZrg aeiRts e IRIS AR W 215
« EIEETE KRR
RO EarER

iﬁiﬁ 1 yu I,u\}_._

BOX Mainframe
BOXEHL

6AG4152-3CC20-
08B1

SIEMENS

2000131144 AT

SBEE - Intel Xeon W-11155MLE (1.8/3.1

GHz, 4C/8T) , P75 16GB, RE&: M2

SSD 512GB Eco, H0: 2xRMS. 4:USB
32, 1xCom (RS232/RS485RS422)

Windows 11 Professional 24H2
"Windows 11 ZAlRR 24H2

V8.1 5P2, WINCC/User Profile
V8.1 SP2, WINCC/FFHE

ShR AN EZEERSRR AN

Box PC

PC-AA01 H5APC

Windows 11
Professional
24H2
BAVG 3T1-
1CBO8-1AX0
6AV6 381-2BH08-

MICROSOF
1 PCS T
ks
SEMENS
il
SIEMENS

PC operating system
PO BIERS: NA

Authorisation
i

Authorisation

2000172178

}_‘_l %%I l:lEll ﬁEl JEEE%%%

2000172356 PCS

B
(BRR R R NI EEED

Infrastructure environment validation EfkaHaIFETRA-

NO.+
FBe

Test program+

MHEF

Name+
E£ 0

Required value+
ERES

Actual value+
MBES

Pass/fail+
Bl KR

Control cabinet ambient
temperature+

RRER R ES

0~50°C+

Environmental humidity+

HERES

20%~ 85%+

a

Mains voltage+'
FRERES

380V£10% 3P/N/PE 50Hz+

+

L1-L2(V}

L

L1-L3{V)e

+

L2-L3(V

Compressed air pregsure+

EREESENP

0.5MPa~0.7 MPa+

o

T

No.«
RS54

Test contents
MilpE-

Acceptance-criteria+
ik

Testresults
MR

Pass/Fail
Wi/l

i

1AV0

V8.1 5P2 ASIA, WINCC RT 8182 1

iy

TAG No.
TAGE

Description
i

Name

&

Material Code

Type
HigE S

Technical parameter

- BARBH -

Quantity | Unit

BE

Brand

HMI-program

development
software-version- +
HMI T2 S HH AR

control
xeo

WinCC-Runtime
V1.5+SP2(Siemens)~

O Pass &t
OIFail &1

software«

Bige | O ProgEm

development
software-version- +
PLC R
o

Siemens TIA Portal
Vi8e

[IPass &1
OIFail %

HMI-program version

Application: |y o

Al-
250068003 HMI_V1e

OPass |
OIFail %M

Software +
okt aeind

PLC-program-version

PLG 2l e

Al-
250068003 PLC_V1+

[1Pass i
OIFail %07

Operating
System« Windows 10«

#iFRGEe

The-Windows-10-
edition is Windows-10
Enterprise LTSC +
Windows 10 1}
LTSCe

[IPass &1
OIFail %

A-AAD1

2000034958

BESTH17-3TPO0-

0ABO

CPU 1517T-3 PN/DP, CPU, with 3 MB
‘working memory for program and 8 MB for
data, the first interface: PROFINET IRT with

dual port switch, the second interface,
Ethernet, the third interface, PROFIBUS, 2
ns Bit-Performance, SIMATIC memory card

is required
CPU 1517T-3PNIDP, HI4MEE, #3
MB TIEFME AT 25108 MB ATFH
#®, 1080
TN, ®28O, AR, ®3EO,
PROFIBUS, 2 ns Bit-Performance, &
SIMATIC T2 £

PROFINET IRT #3280

SIEMENS
AITF

A-AAD2

ET 200SP interface
modules in racks

HIIRAIET 200SP O
®

Interface module/ M #
"

2000165475

BEST155-6AA02-

0BNO

SIMATIC ET 200SP, PROFINET IM bundle,

IM 165-6PN ST, up to 32 peripheral modules

and 16 et 200al modules, Single Hot SWAP,
the bundle consists of the following parts:
interface module (BES7155-6AU02-0BNO),

server module (6ES7193-6PA00-0AAD), bus
adapter BA two RJ45 (BES7193-6AR00-

0AAD)

SIMATIC ET 200SP, PROFINET IM 18%p
A, IM155-6PN ST, B 32 shE#HR
16 ET 200AL {43, Single Hot SWAP, 1
E =z

6AU02-0BND), IRSFSEHEIR (GEST193-

6PAD0-0AAD), EAEIERELEE BA 21°RJ46
(BEST193-6AR00-0AA0)

a4t EOEIR (BEST155-

SIEMENS
"/iTF
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SRS

B

o BRIAEHEERENEHE
EEBIRFHREERIDERE

DB

BEERTERER

- EpFtaEs/ MCRIRAIRRE
- BOPHBARES#RBIRFFIE
. ¢E&Hgimmﬁ%ﬂﬁﬁﬁ,

- AR, ZIERE

- HERETERRE

SHFERFTY
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No..

TestProcedures.

i

PassFail

Unigueness-of
USEr Name.

ArEfrE—1E.

Thelogin-accountis-unigwe; only the username-and-password-can
be-entered fo-log-in o the system. In-orderto-ensure the-user1Dis
independent, when creating-a new-user, the system will-determine
whether-the-new-1D-is-duplicated-with -the-existing- 1D. -If-they-are
duplicated,- a- prompt- box- will- pop- up- to- prohibit- the - operation;
When-the-password is-entered  the-password-is-displayed-as-=..
ERESE— RER\EFansiugs R ATHER
F D . EEFRRAPE. EfFFEF2IDEASSCEIDE
B O mEEE. NESEFE FDESE 0. g

O Pass BT
C}Fail %77

Type+

ERUATAERESR,

LA EREERE TR A R,

NRERIRE, EREREETHRES .

HEEE, FERARrRETEIR T SRTEN

sl . %)

SAE:

EEEE LR,
piz i =c i

=5 ERAEET. RRHETiTecReyRnRS

HRESHRAER Windows TREEEE!

BE i)

- E=T

Name |

Eto

Permissions:’
AR

Logon_ |
Operat
or+

BeE-

Logon_ |

Mainte
nance

Hipo

Logon_
Supervi
sor

B

Logon_+|
Admini

strator«
B

Logon_+|
Review
ere

HifEe

Audit trail
ST

Operati
on ¢

ReEe

Production-operation ¢
(screen-switch) +

R (EETHR) <

X

X

Password-policy
HIOFEE -

Set the passwerd length to-not less than-&-characters,-and
imclude-three-types-of characters in-the following four-types-of
characters:-English-uppercase-letters{Ato-Z), Englishlowercase
letters {ato z),-10-basic-numbers-{0 to-9), nondetter characters
(for-example -1 -5 & %), -and-are inconsistent-within three
generalions. VWhen-creating a-new user-orchanging-a-password,
the-system-will determine-whether-the entered-password
complies-with-the-policy.-Ifit-does-not-a-prompt-box-will-pop-up-te
prohibit-the-operafion;

ERFLEEALT 845 ARAaSEU THRFFRE=2
FiF: FUTTEFEA 2Z), ELA5FEE Bl ). 104-EE
#1=2(0- %- 9). EFESEHFID- L 5. £ %) ESfFAF—
. EFEAFERENEEN. EASAFEANEEEEESE
R, MESFEE, WRSRFE BLESF.

I Pass iE7
C}Fail %77

Product

ion

operati
ont
R
e

Product name-+

FEERe

xa

Xa

Product specification+
i

xa

Xa

User-signature
policy.
FrETEeE.

Set-that-the-user-cannotlog-in-and-is-locked-afier-entering the
wirong -password-for-3-consecufive times;.

ENRFERE) NS RERETEERERESE

[} Pass 8T
C}Fail .

Product batch- «
number«
[

X

X

Speed setting«
BEEE.

X

X

User-policy.
RrRsE.

The-screen is-without-operation-for-5-minutes confinuously, -and-it
will exit-automatically. The-time-can be-set..
EEAEES S EEEE, E3nE; FETLER. .

[} Pass 8T
C}Fail .

Reset+
BB

xa

X

Production- mode
(Radio box) ¢
S (RERED ¢

xa

X

Manual mode (Radio
box)«

Faiigisl (BEE -

X

X

Account

password-cycle

ESEEFEH.

Set-a-mandatory-password change-for-the-first-login; the
password life-cycle-is-90-days.-Areminder-is set-15-days-before
the password-expires, then the-account-owner-should-change the
password. .

EEEEREY RN TESARR 1207 EEETT
15 AR EARE. B akSHAR) SITESSEN. .

O Pass &
O} Fail 20 -




BiEtRR

3. FRHEHERT{ERERIERRER AN SRR

RIIEEEGXPHEBARYIEED; MENESAE, ROLUT
HEANE: (ERETH, BEEE, SRR
£(E, EEEREHRE, RRESIREMNARE

- HERREAGXPIEBINYIEEN S

- BB HEHIS B R

- IR HE B A R

BRSNS

- HERRES ORI AOAEREE

6D TRUKING sratizesgiditil

) TRUKING | EHhE, FLlst

HihBE

FtiE] =8 e
2025/10/18 13:54:49 | FmiEs 4
2025/10/18 13:54:58  |REREA, BUBFEE, TH: 4
2025/10/18 13:55:09 | At 4
2025/10/18 13:55:15 FrhgF 2
2025/10/18 13:55:32 FEEENFEREAS, $7=20251018-4 [H=, BIIBFEE, TF: 2
2025/10/18 13:55:36  |Emn20251018-4Hbix, F=RE: test, RS 30ml, BiTBFEE, T8 2
2025/10/18 13:55:40 sehErERIERH 2
2025/10/18 13:55:49  |SanEri=, BB TES, T 2
2025/10/18 13:55:56  |{E1HEr=Ew, BiUBFES, 5 2
2025/10/18 13:56:03 ., BB FES, R 2
2025/10/18 13:56:08 IRESN, BIRTES, T 2
2025/10/18 13:56:49 ATrERn AR 2

Test-Procedures+
M
No.~ i — Pass-/-Fail+
= - udit-Trail- .
E=e Changes-or-Actions- ~ Data. -+ A
ﬁ:ﬁgj]ﬁu =HE-
s = o
1o Use-different-permission-levelto-log-in-and-log-out the-system.- « . OPass 18T+
—+ . .
AT EERAEHIREREL RS < O1Fail 5o
Login-as-“administrator”-and-access to-“User Management™ screen, -
5 create a-new-user-or-edit-a-user. « O-Pass ifd«
— . - + )
FEBEAEFE R RN CRAFER” FE , S ArEERE OFail %o
— P, -
Login-as-“administrator-and-access to-“User Management™screen,-
change- a- “supervisor permission- to- “Administrator™ ¢ not- the- =
i 1 [-Pass j#iT+
3+ | current-login-“Administrator’} or-“operator™.+ L O}l B
FERCEFE T CRPEEY ITE, F—1 T8 AP
REEpch “ERR” (ISR FREEA) BRERE “IRER” £A4
Login-as-“supervisor-and-access-to-recipe-screen,-and-change the- =
_ « O-Pass j&jT+
4 | recipe.« ]
L : ° OFail 2K
RAFERFEFRHH A NEUATE, HEilhin. -
Login-as-"supervisor'-and-access-to-alarm-screen, -and-confirm-an- =
O-Pass jfiT+
94 | alarm.+ s )
= : Y [ Fail 2=k
RTEERHE A RERE, WA —TRE. »
. Login-as-“operator’-and-operating-production. + [-Pass jfiH+
— [Ep—— e o . + )
PR eI PR T 8. © O Fail 24 ¢
The-content-of audit-trail-includes-who,- what, when,-why,-old-and-
. new-values.« O-Pass ifd«
-4 +
EITIRER RS G THRIEA L B IEE. 131ERE. 121EEE. 1B OFail %o
EFERTE: <
Try todisabled, delete-and modify the-audit-trail- and verify that the-audit trail can-not-be- .
; . [1-Pass jfiH«
8-+ | disabled, deleted-and modified. + )
O Fail &k

SR, MeiniEriEn iR, EAETER TR A, Mgk, o
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Data-backup-qualification- ¥REF{nHELA <

Backup:-WinCC-automatic-archiving-function-is-adopted for-system-data, which-incrementally -backs-up-data-to-
the-archive-configuration-setting-path.- The-data-inthis- path-can-be backed-up to-the-customer-specified storage-
location-through-removable-media-tools-such-as-USB-flash-drive-or-other-means. +

i : RHEHERRA WinCC EshIFEThaE , HEiEREE N T SNR BT, TLARZEE TR R
BT VR TEN U Sk Eth R e T i B . -

The-default setting for-the-archiving-cycle is-as follows:-a-long-cycle-of-3-months-and-45G-is-
uniformly-adopted,-and-a short-cycle-of 2-days-and-1G for-archiving.-A pop-up-window-will- appear-
whenthe-disk capacity is-less than-10G.

IHHEIHREIAEE : A— R AR 3 4-A 45G, ERABEA2 X 16 134. #HEE
HiET. o

BT 106G &

Data-recovery-qualification- ¥R {wE A

Restore:-The -backup-data-archived-in-the-set-path-ortransferred-to the specified-storage location-can-be-
restored through-the- WinCC-alarm-screen-link to-restore the-data-to-be-viewed. +

%8 ISR I T RSB S e U R S e, AAET WinCC iR ER EHE R InEEEE SN
iR, o

No.+

i

TestProcedures+

Mtk

L

1+

Prepare-a-USB flash-drive-or-other-mobile-storage device. «

e URSEMB I RS -

The-administrator-will-need to-restore-and-view-the-backup-data-and-copy-it-under-the-set-
1 — 4 archive-path. .
ERORERRETE R MR, MEEIEHIT. ¢

N/A+

No. - Test-procedures - Acceptance-criteria -
FSe Py 5 sz
When- machine: runs- properly,- cut-
off-the power.- « Machine-stops-when-power-off. «
Y g ERE . R | BRI .
&, -
After- power- recover,- machine- will- be-in- stop-
Recover the-power-supply.- «
2| mwamn. - state. -
Mtk e e, ERBBLTRHIERS. -

Check-the-data-of the-equipment-
by-checking-the two-groups-of
3+ o | photographs - «

I o e AL R R A R A
. .

Device-parameters-are-not:lost-due-to- power-

outage ~

WESHARENRMELR. -

2+

L

Verify that-the program-can-be backed-up-to-a computer- or-other-storage- device by a

USB flash-drive manually. +

AT A L& RThalE U REh e e .

Datarecords that-have been generated will-not
be-damaged-and-lost -
T E T BRI R LR, «

e

Use U disk to-copy the-backup-program package to D-disk.+
U SR EhITIREF NS DR, «

440

Restore the-program. +

RHERHH TR ¢

According to- the: recorded- batch, query-
the batch report-again, you can query the-
data,- and- print- the- restored- batch- data-
report. .

DR EELR, BAEnEEtaRs, T
LI ZARER , fTHNE S iR
Fo @

Openthe-alarm-screen-ofthe device-under test
and-link the-data-that-you-want-to-link_ +
VTRE IS EIREEE, BB
Bestfe o

O Pass jBiT+
CIFail s

The-equipment-is-operated
4 - | manually-by-humans.
AT TR . -

Machine- can- run- properly- without- any
unexpected-conditions. «
BERATLLERIET. AR RE. -

Baee

Restart the-machine-and-then-it-is-running-normally.«

ENEiRE, FESET. 0

Compare- the- two- printed- report- data- before |
backup-and-during-restoration. +

R AR SR LT FNE RIS HEHT
o

The-batch-data-report-printed-twice-are-
consistent +

P TENRIL AR R R . »

OO-Pass i+
CI-Fail 4 «
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Alarm-number-| Name + Active + Response Solution+ Alarm level -
iREge £ e k. DG {45 REE -
Check-if the-phase sequence-detection-relay-
is-normal; +
BB A R EER, .
Check-if the-setting-range-of phase se-
guence-detection-relay-is-normal; +
te AR P i RS B E YRR R ERE E
When-the detector-on the-eleciri- | The alarm light is red- the buzzer B
cal-control-cabinet-detects-the- sounds, the heater stops heating, Confirm if the-cable inlet- poweris normal; +
supply of main-power, the-alarm- | exits the-current-mode, -and-enters: | TREHLABPEFER: +
is-generated in-the following-con- | an idle state; The alarminformation- | Check if the circuit breaker of phase se- Serious
L | ditions:+ is displayed-on-the-human-machine- | quence detection relay is normal; +
Fo0001 - %%g‘d%%iﬁfa"”re FR AR LA S3A I FIR A | interface ?ﬁﬁﬁ e i 5 E}]{ WRERSER. « | M.
B, D TRRREFE. REATATA. BISE, e FERE.

1. Phaseloss F{REHHAE
2. -Power-phase sequence-error

B AR R

o, BHHEiES, # AT
RS IREEEEANAELE

The @

Change the-phase sequence-of-cable-con-
nect-torelay +

B R BEs AT .

Error-clear +

[t

The-alarm-should be reset- manually. +
FIREFEF R M. -

After resetting the alarm, select the mode
again-and-enter production IFEEf 5, £
HEE, EAE. -

Equipment-Name+« | Vialilling-&-stoppering-machine«
BEAH: o ARERINE.
Site-Acceptance-TestProtocols (o recto JE%S:+| 1250068+
AL e S -

Model 25+ KGSB8A/4.

Version A« 0.0¢
6.20-+ Reports verification 1HZERRIA ... - .58
6.21- Screen function-and-user accessverification ﬁ»ﬁl}] Ez@i E%A e B0
6.22- Audit trail-verification BTHEEREEA o 620
6.23- Recipe function verification B TIREHEIA. ... oo es e B4
6.24- Alarm verification JRER&A .. SO OO 21
6.25- Parameter input limit verification f‘ﬁ‘iﬁ“)\ E{Eﬁﬁw B8
6.26- Data-backup-and recovery-verification ?ﬂ?ﬁ%{ﬁ’—ﬂﬂﬁﬁﬁ%» o 10
6.27- Program backup and-recovery verification T2 F& {15 WE M oot 120
6.28- Time synchronization-verification Bf[ERFM e T4
6.29- Power-supply failure-and-recovery verification B RANGEREL o 76
6.30-+ UPS-verification UPS I\ ... T8
6.31-+ Manual-mode verification F&EREA 800
6.32- Production mode verification 4 =B EAEA .o 820
6.33~ Rejection-control-logic verification 5 B HIEEMAA ..o B
6.34~ Sampling-control-logic-verification BUFSEIE SR .. 86
6.35~ Waiging cycle-sequence-verification ¥RE BHE < A . 88
6.36~ Filling-emptying-logic-verification SERHFTE®A. e 80

+.
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