B MIZIR IR BIR 2 S

TRUKING TECHNOLOGY LIMITED

Equipment Name Aseptic Blow-Fill-Seal Machine
AR 70 B R R WORE B %
Technical document Equipment Type
Revision
. 1.0
AR

APS8&APSD8 TECHNICAL DOCUMENT

APS8&APSD8 HiAR#
1. SYSTEM DESCRIPTION Z&Zi#iiA

Blow-fill-seal (BFS) technology is an automated process by which ampoules are formed, filled,
and sealed in a continuous operation. All these procedures are completed in a single time under
aseptic conditions, and the whole cycle is completed within 12 to 14 seconds.

WORERH R BIWO (Blow) -#E%E (Fill) -$F10 (seal), fii#k BFS. ARG E— &G R &iES:
BT L2, SERO RIS . A RIRERE, RS Ly AR UM AT S 1, P IR T
HAAETC I 2K AT — IR SE ), BEAER, 7E 12~14 #P LA 58 B

As the container is formed, filled and sealed on a single machine, the whole process is
completed under the protection of aseptic laminar flow air, and all process media (liquid medicine, air,
etc.) are sterilized and filtered, so the possibility of the product being polluted by the production
environment is very low. During the whole process, the opening time of the container is exposed to
the air in the production environment for less than 1.5 seconds, so the BFS aseptic filling process has
become the first choice for products that need to be protected from particle and microbial
contamination.

HTASEAE— G RN B, ERIFH O, AT ZUBRAETLEERT RS TR, Fram
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2. PROCESS DESCRIPTION TLZi##iR

The following picture show the major phases of BFS machine.
By BFS W FE .
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Extrusion #¥

High temperature screw extrusion: the thermoplastic material is
continuously extruded into tubular shape by high-speed rotating screw,
overhanging plastic tube (called parison), and the parison washed by
sterile air is through the forming mould. The temperature of plastic hot
melt and extrusion is 170~230 degrees, and the pressure is 350bar. It
is the aseptic extrusion and heat removal process.

ENRIEAT T g e R AT A A AR S5 B O ER,
RS (FRNEH), BRSSP r SR 7 R . k)
FARUANGE IR 170~230 JE, R 77 160-260bar, /& 4 Sk 1) TG B
PR ERIET 2.

Parison sealing and cutting: when the parison reaches an
appropriate length, the main mould closes and seals the bottom of the
parison, the cut-off knife cuts the parison. The top of the parison is
positioned by the opening holder, and sterile air continues to protect
the opening parison in the mould.

BB OIW: 2 A RIABE I, TSR R AT

DIJIOIBHE IR, BRI DR AGENL, R = %éiﬁsﬁﬂ‘%ﬁﬂlﬂ
HOT &I .

Blowing W&

Aseptic air blowing: the mould is quickly transferred to the blow
blowing/filling station, and the aseptic air supplied in the grade A air
shower protects the blowing, filling and sealing station. Lower the filling
needle into the parison until it is sealed against the mould. The plastic
material is then molded into containers by vacuum and/or sterile
compressed air according to the mould shape.

TR SRR : R PO R B WO/ MERE T AL, A B E
BERNITE B 2 SO WO FERERE O AL AT AR . BRI HERS AT, (3
HNEWR, BESEAIYRE S . i 5 a0 3 4 S 4 HR AR
BHAR, E8R R A w4
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. ; Container quantitative filling: the measured liquid medicine is
Filling JE%

immediately filled into the container, and sterile air is exhausted. Air
and liquid medicine are filtered through a filter before entering molded
or forming containers. The pipeline which the liquid medicine passes
through should conduct CIP and SIP before filling to ensure the safety
of the liquid medicine.

BREEERE: BRI AR TR, AR e
T AAMAGRAEREN C 4 R BEAE BRI B s BTl 4 T g A
e, ZRE I BREVESRS W4T EZR CIP FIFEZ KTE SIP, #ifk
et

Sealing #1O

Sealing of the ampoule head: after filling, the plastic between the
top of the mould and the opening holder is in a state of semi-melting,
and then the sealing mould is closed to form the top of the container
and make the ampoule sealed.

MRSk BRSSO HERLENE, BRI AT FORIFAE Al 2 R Ak
TERMORES, T RERERGH, BRE SRR, HA 5.

Outfeeding and
cutting

AL

Outfeed, transferring and deflashing: after sealing, the mould is
opened, the finished ampoule after forming, filling and sealing is sent
out of the machine to start the next cycle.

AR TIL: FH)E, BAITIF, G, MERIF%HR
T HOR B, EEITE T —DEA

Deflashing system: the deflashing system is placed in the general
area. It needs two times of handover from the filling room to general
area. The handover area is recommended to be placed in the buffer
room to avoid contamination of the clean area caused by
cross-domain of different areas.

VARG VW RGCEAL - MXIR, ARER IR REN — R X Lt 7
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3. THE MAIN TECHNICAL PARAMETER R & X EHE RS
BHMS APS8

Specification Extrusion Heads Mould Cavity Total Cavity Capacity
77 i AR Fr ik BB ISYiEEe 77 RES
100mL 8 8 8 1850
250mL 8 8 8 1700
500mL 8 8 8 1550

wWERE APSDS

Specification Extrusion Heads Mould Cavity Total Cavity Capacity
77 i AR B k3 LN ISYIEE I RES
100mL 8 2x8 16 3300
250mL 8 2x8 16 3000
500mL 8 2x8 16 2800

The capability of the whole compact line can be adjusted, and the test is subject to the
distribution of WFI after the machine running in normal condition.

T IR RIS X L PR AE R = BE KA SET7 2 et LAY T €, BENL Reml i, M BLi &% IE# iz
17 a CAr S8 K (WRD .

APS8&APSDS8 Blowing -Filling-Sealing System BR¥E$:t — &4

Qualified rate

N 99%

P A

Product weight deviation )

N . . +0.10g/piece
77 i e B (e 72

Ampoule thickess deviation
77 il A e S ) Al 22
Filling accuracy

R

+0.10mm

100mL~500mL: +0.5%
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Overall dimension

EHMERS (A EFHUIE)

See the layout drawing

T i

Weight APS8: #] 11000kg
VA EE APSDS: %] 13000kg
Power APSS8: %] 120kW
SRy ]RrIES APSd8: %) 140kW

N2 or Pure Air
AR FERFD
B R R

Pressure JE/j: 4.2-6.0bar

MR

Consumption is determined according to the pharmaceutical
process.(F &EARYE 24 5 L 2.%)

Cooling Water

Pressure J%7/j: 2.5-3.5bar
Temperature JifE: 7-12°C (Al

AEIK Flowrate jiifE: APS8: 1.75m’/h
APSDS8: 2m?/h
Pressure J%7j: 2-3.5bar
City water Temperature #fE: 12-25C
ALK B T 7K Flowrate iif: APS8: 1m’/h

APSD8: 1.5m’/h

Compressed air

Pressure J%7j: 6-8bar

Flowrate Jiif: APS8: 60m?*/h

FH 4 S
APSD8: 100m*/h
Pressure £ /7: -0.075MPa (min)
Vacuum Flowrate Ji&: 63m?*/h
= (the machine has been configured the vacuumsystem % £
H i AR
APSS:
Liquid Zj#: max.1bar, max.800L/h
Liquid Pure steam 7%75:2.7-3.4bar, 60kg/h, 125°C (40min)
CIP/SIP inlet Clean liquid &% Afi: 2m*/h, 2-3bar (40min)

259 CIP/SIP it r

Pure air LHE42A: 0.5m*/min (20min)
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APSDS:
Liquid Zj#i: max.lbar, max.1450L/h
Pure steam 7%7<:2.7-3.4bar, 90kg/h, 125°C (40min)
Clean liquid ¥/ )%: 3m3/h, 2-3bar (40min)
Pure air LR &4 <: 1m*/min (20min)
APSS8:
LDPE:160 Kg/h
Extrusion PP:160 Kg/h
FrHivLee APSDS:
LDPE:160 Kg/h
PP:160 Kg/h

Suitable Sizes of bottle it & %
RS

The suitable scope of the machine: size 100-500mL LVP
bottle, it can be realized after adding relevant change parts
100-500mL. The Buyer provide the samples or drawing, the
related filling volume information.

BEBFIEN T (100-500mL)vBofAies, 721 InAH R
FURS A J5 T S I (100-500mL) . K77 4k DL E B B B
g%, FRALEERRR NS ML ) B i
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4. APS BLOW-FILL-SEAL MACHINE DESCRIPTION #¢ £&f&f

BFS is short for Blow-Fill-Seal machine. It's a fully-automatic machine which can blow the

thermoplastic material into container, then finish filling and sealing in continuous operation under A

Grade environment.

WO, WERE. R (IARWGESRD) W e — G iIESHRIE, R RIBVEM BRI AR IFE A T
A IR AR S R RN B ) 4 E SR -

1
—

YT 210

Layout drawing APS8 & &4 &
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4.1. Vacuum infeed E%° ¥l

Raw material in-feed via the vacuum feeding machine, it can achieve the linkage function

with main machine. When the raw material level low, aotumatically start sucking and infeed, when

the raw material level high, automatically stop feeding.

WA PRSI A B B, 5 R GRS, REMERH RO BB, AL

ZhfFEik.

4.2. Extrusion station ¥ H T4z

Extruder is a kind of mechanism that converts loose plastic particles into molten plastic in high

temperature, high pressure and closed environment by directly driving screw through motor.
Bt AL AL L B S BT e il v s A% 35 P PO P56 v T P PR SR RORGE 2 80 S s i 8

IR

The cast aluminum heater with internal water cooling device and PID control technology are

equipped on the screw to provide accurate control of three-stage extrusion temperature for the

extruder. The West temperature control module PID controls the temperature of 17 temperature

control points, and the temperature control machine precisely controls the plasticizing temperature of

the screw segment of the extrusion system.

FEREAT b TC 4 AT K V8 2 B OB AR B 2R 0 PID I B AR BT th AR (i 3 BLot iR FE A Atz ]«
West i I HIEHL PID 2 17 MR AR, RIEVUS B HISTE R S5 E R SR BB IR

10




B MIZIR IR BIR 2 S

TRUKING TECHNOLOGY LIMITED

Equipment Name Aseptic Blow-Fill-Seal Machine
WA AR 70 B R R WORE B %
Technical document Equipment Type
Revision
. 1.0
AR

Core control parameters: extrusion temperature control +1°C; extrusion tube thickness control =+

0.1mm;.
LIS FrEEs +1°C; FrhEE R +£0.1mm;
4.3. BFS mould shifting and locking BHESE 4

4.3.1 Mould carriage movement #ZE5)

Adopt the rotating oil cylinder to let the mould carriage part reciprocate the movement in the
position of extrusion and filling and sealing through the drive of swing arm.

SRR AL E R IKEh, B I B A GRS A8 A A e B R A BN A B A H B ).

Mould carriage movement is controlled by displacement sensor and position control card, which
ensures that the repetition accuracy of mould carriage movement is +=0.02mm. the mould carriage
moves at high speed during the moving process without impact.

BEARE S RARE B AR B0 ) B RS B /E +0.02mm, BIALERS Zh i FE p sl is 3,  Hca ik

Core control parameters: mould shifting speed 1.2s; parallelism of linear guide of mould
shifting is 0.02mm; linear guide relative level 0.02mm, repetition accuracy of mould carriage
movement is £0.02mm. , no impact.

B S S BT 1.2s; BN SHFATEE 0.02mm;: 21 SHUFEXKFE 0.02mm, &
B ENLREFE +0.02mm FERTE R .

4.3.2 Opening and closing action of master mould Z&EF&#501F

The linear hydraulic cylinder is used to drive the mould to close the mould, and the cylinder is
controlled by proportional regulating valve. The displacement sensor is used to accurately locate the
mould position, and opening and closing action curve is controlled to ensure that the mould moves
forward at high speed and closing at low speed.

R P G2 A H R 3R 5 3 RS oy s A L 3R 4T ffﬁiiﬂ’ﬁ TSR O 5 s, Ar A A AR R
AR E, TTEBREhEihZdzh], TRIEBR Sl aidt, (G,

11
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SHEMINE

Master mould closed FHEH S

-ﬁﬂc}gz;_rxg_
{ . gxfrusion
FeA A i

s«ﬁm

Blowing and Cutting

e Zilsy
Master mould closed

4.3.3 Opening and closing action of sealing mould & 7 &#E5)1F

The duplex linear hydraulic cylinder is used to drive the mould to close the mould, and the
cylinder is controlled by proportional regulating valve. The displacement sensor is used to accurately
locate the mould position, and opening and closing action curve is controlled to ensure that the mould
moves forward at high speed and closing at low speed.

SR PRI A M VR s e L SR sy VRS L HEAT S B A, Tl R A5 5 R4 ), AL R A% AR 1
R EALE, JTERBE M &AEs], REBH g arse, (ES8.

The pushing plate action of three-point sliding rail positioning and sealing mould can effectively
avoid the phenomenon of raising head for the sealing mould closing caused by the original two-point
sliding rail positioning.

=R HUE AR DRI BN, A e G SR A R R UE R R A R SRR LR

12
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Sealing mould| Sealing mould
HOE HO@

Sealing mould closed & L5 &

4.3.3 The feeding action BUEIL#)

The feeding action adopts servo hydraulic linear oil cylinder. When the feeding rod descends to
the middle position, there is the feeding plate. When it descends to the low position, the feeding rod
breaks away from the plate. The feeding plate holds the plate for cooling and it is conveyed to the
deflashing station.

BORFED AR R AR IR S AR L BN A, BDORMT T B2 21 b Az A7 BORARCEBORY, 1 B SR UL i 29
Bl BUBMBCRFFHORIEEAT ¥ 4, AR AL IR B V)0 T AL,

4.4. Filling stestem X RS

The filling system adopts time-pressure method for filling. The servo drives the filling head to
move down. The filling system is equipped with buffer tank. The buffer tank adopts Mettler Toledo
weighing module to control the liquid level of tank and uses pressure transmitting module to control
the filling pressure of tank. It is equipped with high precision and high frequency air
replenishing/exhaust valve to ensure the constant pressure of filling buffer.

VESE R GUR IS [8)-J5 )0 ATHESE (L IRARBIER Sk T I, VB RGERC & A i, Sz rh iR i
Mettler Toledo i AR P il SE AR AL s B2, SR s AR A R ) G A E RS 6 ), T B =k
AN SHE SR T T ORUERE e 2 e 2 1R 77

€ Waste ampoule identification function: the equipment is equipped with waste ampoule

13
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identification function, the product is not filled and deflashed due to unqualified forming and will be
rejected directly.

BRIRATIRE: WAL E A BRI hRE, 0T RO ARGk B EE K )7 i AN AT RERE AL, RS
J%.

€ Grade A shower device: BFS equipment adopts the fan to suck the clean air in the clean room.
The air passes through the coarse efficiency filter and HEPA filter and enters the filling area. The air
pressure chamber adopts the flow equalizing membrane for supply to reduce the disturbance
inside the chamber, which can provide grade A shower for the filing needle and non-sealed
ampoule body ensuring the sterility of product. The static pressure chamber of the filling system is
equipped with air speed detection and differential pressure detection, at the same time, dust
particles, plankton and sedimentation bacteria detection can be selected as required.
A FRMEEE: BFS B K AN UG 5 55 (B 3 X, @ W0 JEEs, Ao B X B R
DS KU AR, XU R AR IR KUK TR IR X, I/ AR A N AR DS, 4 RESE AT RIR 35 11 TR 4
R A GO, RE R TCEVE . R R G SRR A BC B A IS ZEA I, R A AR AT LR ik

14
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[LTIRA3S= 3 AR A

Core control parameters: differential pressure, dust particles, plankton, sedimentation bacteria
meet grade A requirements.

BLEHSE: EE. AR FiE. VIEEAS A REX.

@ Filling head #3 3k

The problem of drug bubbles can be solved better by using a tangential intake pipe. All the
control elements are outside and easy to maintain. The diaphragm is controlled by high frequency
solenoid valve switching vacuum/compressed air.

KRVIR R, S R IR IR . AR o e A I, 4e4r 1 5. SR A A L L I
DI L2 R 40 2 SR A I T o

4.5. Mould # &

Mould: including three parts: ampoule body mould, sealing mould and holder. Each part has
separately-adjusted cooling water and vacuum pipeline. The mould is made of imported copper alloy,
after heat treatment, it has the advantages of non-deformation, high hardness, high strength, anti-rust
and good polishing performance, and long service life. Its own cooling and vacuum channels are
connected to the cooling and vacuum system of the equipment to ensure consistent temperature of
the products and moulds.

BER: BREEAE AR, B OBARRRRAE . 570 #A B 1 e UK R E i . A
KB & EhliE, 2dREHTZ)E, BAALR. Wi, meRf. Bidh Rk RIFistiee,
M. HARG A AT EE S & KR HME T REAME, TRUE™ dh AR IR E — 2

Mould temperature is controlled by self-excited temperature-controlled water valve, which can
automatically adjust the water inlet and outlet of mould to ensure the cooling temperature of product

and reduce the generation of waste sheet.

15
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H"'

Core control parameters: mould processing control, flathess 0.015mm, verticality 0.02mm,
parallelism 0.02mm, constant temperature control of mould.

Bt S8 BAIM T TEH, Pl 0.015mm, FEEE 0.02mm, “F47E 0.02mm, fiH
L i k42 1

4.6. Cutting system VJi1£&%

DI R AR i R ST A%, SRS SR S TN, o Bt SOk, K e T 30 A0 e ¥ Ak 2 e

16
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4.7. 1R EHH
Y-S I A A LR A AR A, B K B TR, WS R IR, A TR R T
I, RIEE TR 'ﬁ*%kﬂ%_

1_;- iq

4.8. CIP/SIP system CIP/SIP &%:

BFS equipment has CIP/SIP unit. All valves of CIP/SIP system adopt Gemu pneumatic
diaphragm valve and Festo valve terminal automatic control. After the operator has installed the
sterilization cup, the system will automatically complete the CIP/SIP program.

BFS i #% HA CIP/SIP #.5t, CIP/SIP RG:R A I TR Gemu “EhRgE I, RH] Festo i
By B 80 N 22 KM LLJS 248 H 3) 58 B CIP/SIP 12 .

17
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The cold point of the system is designed with temperature monitoring to ensure that all points of
the system reach the sterilization temperature. System piping shall be designed in accordance with
ASME BPE standards. Horizontal piping shall be designed with slope and drainage piping shall be
designed with low point. The piping shall meet 3D requirements.

ARG R RO A IREZ RN, RIERGHIA AR KEIERE. REGE K% ASME BPE prift
PAT, AKCFERBOT AT, E RIS HRE B, B L 3D oK.

System pipeline construction shall be performed according to ISPE GEP' standard, and material
certification, welding seam report, argon gas protection record, welding sample report and
endoscopic inspection report shall be provided.

RGE G TR ISPE GEP frdidhAT, $REMBTIEN], 1248k, SR ICsR, Rk
T, WERERE .

4.9. Hydraulic system WEZ&%

The hydraulic system includes hydraulic oil tank, overflow valve, accumulator, control valve set,
servo-driven low pressure pump head and motor driven high pressure pump head, heat exchanger,

18




B MIZIR IR BIR 2 S

TRUKING TECHNOLOGY LIMITED

Equipment Name

Aseptic Blow-Fill-Seal Machine

Technical document

BRI

WA TG TR R IR R R %
Equipment Type

5 2 70 2 APS8& APSDS

Revision

S RA 10

etc. The main components are internationally renowned brands. Servo low pressure pump controls

the flow and minimizes energy consumption.
WL ARG EWEMAS . BLm i BREES . FEml AL, A ISR SR 5 S A rE LIRS o 2 Sk o et
AR . EE TR E B AL i ARSI AR R, ORI L PRI Re#E !

The hydraulic system adopts servo pump, the pump is PID adjusted according to the outlet

pressure, and the proportion curve of mould shifting, mould locking, mould opening and mould

closing action is controlled, which can effectively reduce the impact of equipment and reduce the

energy consumption of the hydraulic pump station by 30%. Nickel-plated oil cylinder is without the

risk of paint peeling, more in line with the requirements of pharmaceutical GMP.
WUE RGCR IR, AR 0 i PID 75, B8, BUBOT-SRshIE LG 2k, A%
> Ve ag vy, RIS PR ARV 2 i BEAE 30%:

PRI TS

TR VA KRSz, SEINFT & 125 GMP [ 25K

4.10. Pneumatic&Cooling&Vacuum system SZ¥HEZT R4

€ Pneumatic system: pneumatic system is divided into compressed air system and aseptic

compressed air system, the system consists of filter, valve, pneumatic valve terminal and solenoid

valve. Compressed air system is to complete the pneumatic action, sterile air system is to complete

the air supply of product forming and CIP/SIP.
SERG: "R NEHTIARGMERESA T ARG, ZAGHAIERE . W,
AN S BRI . AR R ARG TS AME, TR RS8R 7 i R AR

CIP/SIP SR I N
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€ Cooling system: the cooling system is divided into two independent loops: chilled water system and

cooling water system. The chilled water system is used to cool the reducer, hydraulic system and
mould of the extruder system. The cooling water system cools the extruder scrap holder, the
extruder parison bottom sealing holder, the take-out holder and the extruder screw barrel.

RHARG: RHANRG T AWML WIHRKRGMA KRG RHKRGH TR AH
HHLRGRENL . WERSE. BLE. BRAUKRGR TR, $HifblaE R, Bopbk

A A LRAT 5 4k

;

€ Vacuum system: the vacuum system includes vacuum pump, vacuum reserve tank, vacuum valve

which can be independently controlled by each branch and a vacuum module of analog quantity.

Provide vacuum source for product forming.

HERY: AT RGUFATR.

AR i i AR i B
All utilities should be tested. When the test value fails to meet the requirements of the set value,

the system will alarm and stop.

FUAS A HE . A S R ST P2 ] (0 30 2 IR AT — ML DL R 1Y

A RN TAEA B S AT A, 2 Aer R R IA B BE (2RI, REGHREIFHL
4.11.  Control system ##H| &S

The control system of equipment is mainly composed of the main motion controller,

microcomputer touch screen, valve terminal, temperature controller, servo controller, frequency

converter, servo card and other control components. The control system design conforms to the

requirements of Part 11 and GAMPS5.

BN ARG EEh Eiaahishl ds . LB . W5 R ARSI R &

20
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HoAthdz il o F A Rk %é%ﬂg%@ﬁ?ﬁiﬂ%ﬁ Part 11 £ GAMP5 i3k,

SIEMENS

4.10.1 Data backup and recovery ##EF &4 Sk E
€ V the database can be backed up manually. The backup database contains the backup of historical
data . logrecords and alarm records.
Helfe BT N T An 077 20GHAT, B b 5 07 e s . H S s AR BT %
€@ The backup database has been encrypted and cannot be opened without permission;
A HEHRE E U E a3, A B AR KIS OL T AN REXSH0E T T
€ The data in the database can choose a period of time to print PDF documents for backup;
HedE e v R B T e — B R 4T BV AR B PDF SCARSHEAT 2 40 ;
€ The data in the database can choose batch number to print PDF document for backup;
Hlle e b B AT BRI S5 4T EDAE A PDF SCRSHEEAT %107 5
€@ The printed PDF document is consistent with the data in the original database;
ITENAE B PDF SCAS 5 IR AR 5080 2 i) 80 — 35
€ After system failure or other abnormal conditions recovery, data can be restored, and ensure the
authenticity, consistency and integrity of data.
TE R G R HE HABA IEH SF A N IRE G, Bl vk E, I REdE i B se . —BU e 84k
4.10.2 Authorization Z0/R

Authorizations R

User
User group /4 o _ Monitor Maintenance Operate
administration Wi vl #1E
D ak-¢:
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SCHERRA
Authorizations SR
User
User group FI/ 4 o ) Monitor Maintenance Operate
administration . e -
D ak-¢:

Administrators & F i N N, N, J
Supervisors T X N, N, N,
Maintenance 41 X X N, N,
Operators #1F (it X X X J
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5. TECHNICAL DOCUMENT TO BE PROVIDED &£t i+ AR e

One set of hardcopy of all documentation provided by Truking in English and Chinese dual
language, using the metric system. Drawing symbols comply with IEC and ISO standards.

R — B IR AT, AR E R, EAREIRS AR HERT & IEC K& 1ISO 12

Documentation supplied with the equipment includes:

SRR B SR

Document No. No. Document Abbreviation | Note
ZARi) s Xt %5 #IE
| Function Specification rS
Dhaeftiik
5 . it
2 ard?/vzilre ‘deS|gn specification DS
B AF 5z vt B
3 Software design specification SpS
No.1: AT B
Design document A Main configuration list BOM
B Wt FHEER R
- Layout drawing 0D
LAVIAS
P&ID
6 P&ID
B R AR IR K
Electric Drawing
7 ECD
HL = ]
i Component Criticality Assessment e
AAE SRV DA
No.2: Qualification Risk assessment and recommended
Document 2 control measures RA
M IRUE S DR At S 3 W0 i 3 it
5 Design Qualification DQ
WA
No.3: 1 Quiality plan QPP
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Document No. No. Document Abbreviation | Note
ot iac) XA #E #E
Manufacturing and quality iig=gam
document Welding record, welding joint
B RIG AR drawing, welder certificate,
2 endoscopic photo
RO, BAE, RITE, N B
}ﬂr
3 Pickling passivation report
Ve AL ik
p Welding and passivation SOP files
SRR B I SOP At
- Proof of material quality
A BIE]
6 Measurement certificate
TH IR
. Component specification
SIS
i Operation manual (electrical) OM(EL)
BAETM (RO
No.4: ) :
) Operation manual (mechanical)
Operation and 2 . ‘ OM(ME)
. BAETF WL
maintenance document _
SIS Bfemderoc | g | Mantenance manual e
Y9 T
No.5: ==
I I ) Supplier internal test ST
Supplier internal test . -
NS 1 32 P P 8005
T IR IR LRI
No.6: Farctory Acceptance Test
Farctory Acceptance Test 1 T Bk FAT
SN LTSl
No.7: ! Site Acceptance Test SAT

Site Acceptance Test

R L AR TN
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Document No. No. Document Abbreviation | Note
ot iac) Xt #"E #1E
SO BIZRCHIA
No.7:
Installatl?n Installation &Operation&Performance
&Operation&Performance 1 Qualification 1Q80Q&PQ

Qualification
2N

22,1847 PERERRIA
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6. MAIN CONFIGURATION LIST FEREFH

Fs B mahd =it BR bl Sl LOG
1 AL AT e
HMI SIEMENS Germany SIEMENS
=5 ] EE
2 iﬁﬁ?& 7l =E A .
The circuit breaker | SIEMENS Germany
3 ¥fites i == A n .
Contactor SIEMENS Germany
4 BiEE Mg s
PLC SIEMENS Germany SIEMENS
SUSBANE .
) e
5 Main air source FESTO G
ermany
treatment
\ o
6 a5 FESTO =
Valve terminal Germany
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Fs & FRhE =it B AR k% LOG
7 I PARKER =<E Reerth
Hydraulic station USA Bosch Group
BISIEL ZRENIE RE
8 [=] —\ <
Various cylinder FESTO Germany FESTD
ARG S ZHHTHE EE
9
Magnetic switch FESTO Germany FESTD
BISEN1E sy .
oo 'fr._\ﬁ e
10 Various pneumatic oMU
GEMU Germany
valve
fEAR. ZESMEEAN Al F EE
11
Servo motor SIEMENS Germany SIEMENS
BE%SH SR
12 THK
Linear guide rail Japan ﬁ#.u:«
BLRAR. InmE _
13 7HK %*%,Hﬁ 1% i \
Linear bearing, IGUS Germany \
end bearing
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Fs &R anhé =it B R 6! Gak% LOG
EnHR, HEhE
iding bearing, IGUS Germany oy Qe
Drag chain
_ &
Exhaust pump FUJI Japan FL100F
innovative spirit
16 | e ompormance | | B8 SICK
The capacitance SICK Germany
switch
=g VelE=
17 HER BECKER es P BECKER
Vacuum pump Germany -
1 | == R e
Air filter PALL USA
ENEEES .
=E
19 Pressure E+H EI'
transmitter Germany Endress+Hauser
ImEIEES 45
=E
20 Pressure E+H EI'
transmitter Germany Endress+Hauser
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