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Compound Function

Water supply
Material dosing
Vent/VVacuum/Sparge
Mix

Heat/Cooling
Product transfer
Filtration

Sample

Storage
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Accuracy 0.1% Hose connection
Economy Agitator running impact
Replace level meter Installation difficulty

Calibration online
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Control'method

**Manual valve

¢ Control valve

+» On-off auto valve

** On-off auto valve with small by-pass valve
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¢ Material dosing

Manual dosing into man hole
Hopper gravity

Vacuum dosing system
Peristaltic pump

Powder dispersion
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Recirculation
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Powder dispersion'
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Cooling/Heating

Heating and cooling by jacket

Cooling by jacket
TCM
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Heat/Cooling
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Sterile PA/N2 transfer
Lobe pump

Peristaltic pump
Centrifugal pump
Quattroflow diaphragm pump

Product fransfer
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Filtration’

Single filter

Redundant filter
Liquid filter integrity test in-line after SIP and product

Filter layout

» T
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. Storage’

Sterile Sample
Mixing temperature control

N2 protection

» T
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Wide ramge mailable
Modarite Ll inpase

Medinm flowrate

Lower effluent load

Lower CIP pipewsrk dismzters
Senaller seavenge prmps
Good spray diameter g

Somie stechanical leaning effect

Barger vessels
Boving parts
Hughir nsintesance, and Caai joan

Need flow md motian
ietrenrarion 1 miEatically
ufirmi operatin

Tnternal absmstins break
s

Type Adventages Dusdvantages Mmtratice
Low peesure Law coat ‘Hagh iowrate
Wik ranips wvdalible Higgh Mot and waler bond
Rapid haat input o mechanical effect
o moviag parts Relles emtirely an chemsical
clenting
Low maintenance Lunssed spray diameter
Copses wll wirh mitemal High pressimes 1o wprars
ahstitinion:
Flowrate integrates well with e Need nulriple spray Beads for
g lasger vessels
Easy # confin comect operation  Need larger CIP pipework and
swramatically scavenge prmps
Pifecomm Merdiven cost iesd umilriple spray heads for
pressure
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High pressre

Low flowrate
Lowest effluent load

Bemoves heavy soil by high-
Pressime pes

Lowest CTP pipework desmeters
Saallér sV e priss

Etcellent spray dimimter range

High cost
Lawer hieat input rate

Moving parts

Higher nsantenance
Can jats

e flow aeed 1otion
instrmentation fo miramstically
confinn operation

sh-press
eleming #ffect

Siligle hewd can clean very barge
vessel

Tiscnal bmeak up

Langer cleaning sequence

TANKO® RTe i # 1 B TANKO" RPB-E | A ),
WEW (B) B=shWnER (C) B
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Bio-tech CIP Step:

(@ Drain

@ Leakage test

3 PW Pre-washing (cold)

@ Detergent(1~3% concentration) heating
B Detergent washing and recirculation

® Air blow to reclaim detergent

@ PW rinse

WFI final rinse

© Air blow to dry

CIP flow rate and pressure variation control within 15%

s
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H1v403

FIGURE 8 Filler housings sbsant nozrlas in the dome mey be dearied with o smple disc
distributoe. This devica may be ket In place for al use of the Niler and will dstribues fush, wesh.
and rinse solutions to e housing dome and sidewall af any range of flow end pressure required 1o
meet ather CIF design crfoeia
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Step:

(DDrain

(@Leakage test

®Vacuum

@Clean steam heat up

B Sterilization

©Air blow cooling down
(DCold medium cooling down
(®Pressurized

32
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Typical SIP drip tube
installation detail
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f# )% 1% Tank Bottom Valve
= M. 316L

—
- fiiE: ASME BPE, kIR ik s J ‘ p:

TR EP Ra<0.4um ’g,‘ae._,g
- B XUEHLEPDM/PTFE \ Lot

= LRl JRAEBEASIIEIRAS, AT Bk
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W4 7135 +E 4% Magnetic Mixer
= Pkl A 316L
- FMikbFE: EP Ra<0.4um
= HoAh: ERACEERRDN, ARETEL.
Wit H50-400rpm, HES S,
45T DML SIS, By
&2IP55
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RS Sight Glass
HE . MV80+SWI+USLO1
M: SS316L
WMELfL: soda lime glass
e J1: 6bar

I B =280°C

MV/ME %41,
AL 2 G PRAN
B i
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MV+USLO01 %
i
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»

Vi

[ 2% pump
= YrkMEfRE 4y SS316L
= #i5t: MP Ra 0.6um
= EE. RugHlgEE, SiC/SiC/EPDM
i #130°C

38



2018/9/4

IWINA TECH

»

Vi

B A
- BHME: RAME FDA fER O
izl
- BIHER: HRRI R
LRI

YREE =

39



/K 2%

5. BTM7iE 1§ B 30GE J1 /K 28,
ARz

A E . CIPREE

M5 MST21H#E gk, 2241
R
ZHNE: SIPHE

A5 FT14FERAG K S, 22
B
ZHEEATE . PSHEKHEKE %

2018/9/4

40



2018/9/4

IWINA TECH

»

Vi

X FInstrument

CIP &4t i 1§ F{{FE Conductivity meter
= & uFRange of testing: 600-2000us/cm
= HidiOutput: 0-20mA
= fE & Precision : +1.0%
= IR FIRThe temperature upper limit :155°C
= #%$#EConnection: Clamp connection T4 71 - 4 4 432
= WE s Testing: TEAL2EIR NGV & JF 4T H R E -

(13 ]
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~ Equipment Speci% %

mEitFlow meter
= FiERET
= M. 316LAHEN
= JAJEHE: 0-45m3/h
= AMFEE: 100°C,
= fit: 4-20mA
= ki 0.5% La
= REE: MP Ra<0. 4km '
= R PAREEER
- EENE: WERARS
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System Function Test

v'System Software Edition Check# 2 £ 4i Ak i A

v'Password TestZ5 5 i i

v System Auto/Man/stop run £ 4 H 7)) F-al K45 ik
v'CIP pump running CIP#Eiz 17

v'Tank level -7

v CIP/SIPji

v Filter Integrity Testid Ji it 76 B 46 ]

v'Cooling down test A4l (City Water)
v'Vent Filter Heat Jacket Function TestIy 28 3¢ £ jin#h o) i il i
v'System emergence stop test 5 4t & S5 1£ it
v Agitation Test(VFD)4i 3 25 135 i

v'Load Cell Test(Raw material adding test)

v'Flow meter Test(Transfer Test)
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fEiRHE

Test Facilities Include:
MR ETE:
® RO Water
RO
® Plant Steam
I &K
® Clean Steam
AR
® Clean Dry Air
W TRES
® Vessel Test Bay
BRARE
® Sprayball testing
BRI
® Calibrated inspection equipment includes:
Micrometers, Profilometers, Ferritescope,

Digital Protractors, Positive Material
Identification (PMI).

RAERIB &S TR, RIARBEN, %
TR, HBABL, MR (PMD .

WINA TECH

Chrtit
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_ -SAT
P75 56 WOl i

MU 52 i A5 2 Mechanical Completion Inspection

TZmizEeE
PID CHECK
NEEE
“EDrawing HNERE
Isometric check
SR E FHEGE
Supports
heck Layout check

D S=r
{ivi= 07
Ins eCtion Valve
- : RE
Equipment
(RIEMNE e
Insulation -
’ piping
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_ -SAT
P75 56 WOl i

Utilities Confirmation 2 F3 it [ i A

Instrument Fouer
u
) SupplyE2 /]
VE 21—
AIrf{RS .
Process Air Cooling
i Water;$4]
TE5k 7;
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_ -SAT
B3 56 O

Function Test £ 4t I e

SR A,
R A
CIPlR
WA
KB A
UL A
SEEEE IR
FRERLIE:
[LRGHINIURES
PHi
PR
5E AR
YDREME it
AR
Etc.
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GMP Perspectives

ﬂ=or single line For System \

*Material *Surface Finish test
*Deadleg *Sprayball Coverage
*Drainability Test

*Welding *GAMP5 & Part 11
+Calibration *Minimum Flow Rate
*Marking & Labeling *Wiring Test
eInsulation *System Alarm
+Pickling & Passivation eInterlock
*Decontamination *P&ID Verification
*Valve Angles «Critical Process
*Air Break Parameter

*Filter Integrity «Critical Quality
*Etc. Attributes

. Y \ Y
"

49



2018/9/4

IWINH TECH

quaMnHmndGMP
i T.GMPH: 2L 2 15

Welding Procedure Qualification Control Panel Inspection{ZHlItEISE
Recordkeeping FIETZiFEICRFTF

Welder Qualification Recordkeeping {8 Pressure test FEJ/Jillizt

TRFCHRFE
Flushing, Degreasing , Pickling

Passivation i fifi%k BRis st

ncoming Material Inspection
HEHSIE

Air break inspection =S [EHIEES
Welding Inspection {2182

alibration instrumen
IERBGISE
pray Ball Coverage les

PR RN

Valve Angle inspection

HAESE

Deadleg Inspection JEfHIE

Mechanical Inspection (support
linsulation /label and so on.){li5E%

HRE (IR, RR, ITE, HE FF5)

Wiring Test 14182
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d
Material Certificate Surface Finish 3'4 Party Check
Report

51



ot

R EHIRIST
IR S
wE

WELHIRISE
= RE

B Xig3sEE
IR AR

2018/9/4

IWINH TECH

52



2018/9/4

,Equlpmen.t & Welder certificate
TR KR TR

& WELDING GPERATOR QUALIFICATION CERTIFICATE
1 AN e Sitan D0 01 Falio
[ e
Caregany: Winateen Moo Engnessng SShanghel Co. Lst
Acdeams sy E. oo 30, Huanen ol Qitrgpeu Disirist, Bhianghei Shine
Wasdar HA R | Fareng Ihang o | HIRLI AT T
P wot WP Mo Fatumes) W01 Ny | B 1 (e T vt
ko 5 hguga ANTM AT T ik e
e et O o § MumoRe L] T I ot S Pusrmar i Omion 06 85 F we) ©
) B Pem e dumne f e )
T T ™ Tites omen i wctcnte crlesmar e
s Aubasmatie ¥
Jﬂm-d-dlmnu Vit ing Viaetahis (D6 1) lcl-=:u-l_- | I-.-Enn
';:E“ oL 0 ) | u —
Jome l mver hor LWV JO0, 1o YAR mio |
spectrum analyzer e L — % i
DI YAN
j: ——t 1; /b( Wirsling Yerishien (W 180 ) | e v | B il
T e ] Batirre iy o gt
Imported endoscope FHEUE 9T pes o T
N o Ak ATyt o T TN | ] Yo
=25 AR Y TRy Teu
Bt FHr N B BE3pes e, e
Backeg et sl weml | | Yom Yow
Tiengpt 10 e i [ b e L

MEBLLTS
Wil Fasmpdpuslan of Conmpona] Wiald (0% 3620y Avcapuale

> e

u -
Weijun Jiang

Has camplied with the requirements of AWS (11,
Standard for AWS Certification of Welding inspectors.
g e ey

LS F AWy Ase
aws presder
Wilh Eve Correction Ky RESE.
AWS Ceriifcation Chale
| el DSt |

Imported Automatic welder AWS certificate SGS certificated welder
HE O B sh L AWS iEf5 I B 265 — 5 AR T

W seruiy caaty e - incervagy - e ey gt iy ol

e
=
&
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&
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=
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Agr 30, 015 Lid Located e SRR Maamy
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o
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r |
Copriiied Uy [t Mr 04, DS
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WPS & Welder
Qualificarion

ANeldin

~ e

S il

Purging Gas
Quality

Boroescope

g Inspection

Welding Log
&Map
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BT Zi¥E (WPS) A

BITHER, BTIE%R, WSRERA

BRI (35=73)

T2 AR 2

e

B RB=TTRERFEEN

BIR20BEIRERR, BTIEET
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FRIEHICR

BHIEECR

RETRICHR
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Welding Quality Control
SRR R B

Drawing#z b AN E]
Pipe cutting and facing I
BETIEIR OO

R
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Wa!ding Quality Control

JEEE T B

Filter
Flowmeter 0.02 Micron Alloy Type : Austenitic Stainless Steel
Regulator Purge Gas Typa: Ar

Argon Dewar Tube H t ’ H
99.999% Purge Host 24 ppm 31 ppm 100 ppm 200 ppm
from Dewa
E F G H
g
Dxygen Analyzer H H
\\—/ Dg o P+ NE 1000 ppm - ppm 10.000 pprm - pam
Reads to 5 ppb .
Oxygen content test machine Weld Oxidation Color
T E M FREEE MBI

Boroscope ratiofE R 4E s A, N BB R 2 LA

Modulei 8 73 a2t b 519 100%
Site#l 3775 Pre-fabricate 100% i il £ LL 451 4100%, site piping 30-50%Ii 17 & il % 4%

K 51 930~50%
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“Rickling & Passivation

Standard Materialdr R £}«
P EHDeconex CIP Power-x ¥4 = S0hs itk i e ik
e HDeconex CIP Protect %A1k ek

Standard Proceduretr B e

Refer to the next pagei® I F i

CERTIFICATE OF GMP COMPLIANCE

We ooty Farmin
et he cerpary Burer Chomia AG =o i sy of Gewsrbesirpses 17, 4528 Tuchwil

Ihat = fruaned mediona podects d n Fu markst £ Bwitreneni Oy e omuaiy e
AT IS SO B Q0T ATt T e gy

el the covviaiy » wapng Fe e e G good ramiom o Fe menudeoee of
MNnmamumumuwmmuhm
regaatam it Fraan - v gooel

am-h stmturs wid gty o mapcren Corartion
‘wmmm\wwlﬁwdﬂ- 1 ugean Carreravmann

Thae M mani decturneg plant of P coromey B R 1 ool pEeOC Mapecions e )
TG PEETn mes cOnuched on Mevember 1817, 2000

I 1 e (GATROG STty A JUSEy £ o far P BORLACH sty
AN B BT SORAC N rgeles O mapor] e derticed 15 those apscete 1o omducts
wet o Gatiwlare

Bema, Jania 12201 1 Swmadc Swie Agency far
Wa, 11081 n-m

el
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Steps

-

- -

£

- - - - -
Pickling & P(asswatlon_.,Standard Procedure
, (=

MRV AR e T A
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b Media Temperature Retention time
ES BEPER NESE RE {RISHSIE]
3 Use Drinking water to rinse At room .
5 T . o
1 Pre-washfisk RERACH temperatureZSiE 1-2min
Step oneiEikE—: .
2 To removal the organism 2 /osloli i::)ri%’;‘;;r X 60-70 °C Re-circulation{&ER15-30min
EEHPES BN '
3 Step one Use PW to rinse At room 1-2min
BB a7kt temperatureZ=iR
4 Step two Use PW to rinse At room 1-2min
ERBE L dtlKimis temperatureZ=ifa
o ivati _50
5 St;&;a\g._z;?s;\%a{lon E ssﬁl‘uiloig}?ﬁted 65-75 °C Re-circulationfEER60min
17=1 —zv . I
6 Step three: Use PW to rinse At room 1-2min
s — gk temperature =R
7 Step four: Use PW to rinse At room 1-2min
s gkt temperature =i
8 Step five: Use PW to rinse At room 1-2min
ERERS 7Kg temperature=ig
=85t i i
9 Sanitization Medical sanitization or PS sanitization Room tegorgmﬁ‘z Aﬁc;(;oar:lng © the: \reqwremegé
HERERE W B BERTRE e || i R T
a 1
——— |
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e

Manual valve for
controlling the flow

Pallet tank
Water

Waste

M bk AR 7 = B
Introduction of spray ball coverage test
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angle specified by
manufacturer
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F 255 @ Wr (K 2 Air break inspection

Air break = 25
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lestions'
hank Yoy |

More information please contact
William Wang
williamw@winatech.com.cn
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