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Batch History ﬁ
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>CFR 21 Part 11

> Ffi&FEMicrosoft SQL Server

InBatch History &
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Batch History and Reporting '
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Horme > InBatch Reports = Batch Journal
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Datef Time Done By Check By Equipment Event
7/22/2016 6:29:23 PM (UTC+8) N/ A N/ A Bulk1Mix1 Alocate
7/22/2016 6:29:55 PM (UTC+8) N/A N/A Bulk1Mix1 Re kase
7/22/2016 6:30:52 PM (UTC+8) N/A N/A Bulk2Mix1 Alocate
7/22/2016 6:31:24 PM (UTC+8) N/A N/A Bulk2Mix1 Re kase
7/22/2016 6:26:35 PM (UTC+8) N/A N/A Mixerl Alocate
7/22/2016 6:35:50 PM (UTC+8) N/A N/A Mixerl Re kase
PHASE SEQUENCE OF OPERATION
B Add Materials/Add A Xiang/ManuaiAdd
Equipment: Mixerl Operation: Add A Xiang
Unit Procedure: Add Materak Phase: ManualAdd
PHASE EXECUTION EVENTS
DatefTime Done By Check By Event
7/22/2016 6:26:35 PM (UTC+8) N/ A N/A Wait for Req Edits
7/22/2016 6:27:36 PM (UTC+8) Operator Adminstrator Received Req Edits
7/22/2016 6:27:36 PM (UTC+8) N/ A N/ A Wait for Exit Ack
7/22/2016 6:27:41 PM (UTC+8) N/A N/A Received Exit Ack
7/22/2016 6:27:41 PM (UTC+8) N/ A N/A Done
PHASE MATERIAL TNPUT
B A0000L{Dan Gan 7
Date f Time Material - Campaign Code [ Material Actual Target uUoM
Lot Code f Batch Code Parameter
7/22/2016 6:27:41 PM (UTC+8) / AD0DD01-001 / Quantity 5.00 5.00 Kgs
5.00 5.00

Confidential Property_of Schheider Elecinie
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http://www2.emersonprocess.com/en-US/brands/syncade/ResourceMngt/Materials/Pages/Materials.aspx
http://www2.emersonprocess.com/en-US/brands/syncade/Quality/security/Pages/Security.aspx

What is a “Material Weighing” Procedure

Buffer Order Creation Order to Production Material Allocations Prep Equipment & Room

XSk - - — = - ~ . Pre-weigh

B oo . - e : ' | . Checks

! . —
| I’ i

Room Temperature, Pressure
etc i - v - -
s - DAY xw

Weigh & Dispense Terminal o Welgh Material

Ja1uLd [3ge]

Bench Scales

Be

T — =~ Order: 70001041
m e, Phase: Production
. Product Code: 132453
tha RS e -~ o any Material Code: 90-876
Swe . - S+ o Material Name; Tris Base
- o) : Net: 12.10

Tare: 4,00
{ Gr 7.1000
Floor Scales =y Gress: 17.1000
- - 2 . X Contaner Number: 1
Dispensed By: cp (Cheis Prndie)
Printed On Date

oou. - 13/22/2010 1:52:40AM
. o IO IO er
i 1 ® =R NS F ROV AT DA B
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Unified WonderWare MES-InBatch Solution
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Spill at conveyor belt

There has been a spill at the conveyor belt

Who do you want to notify?

Repository
Workflow

Workflow Instance Id

Execution Details Id
WorkItem Id
Activity

Data Submitted

| TEC

IL

Training Repo
EPI Process

1 [ Submitted
T
f2a34170-b35b

Motification CI

Show Details

t - Questions

Checklist - Questions

Options Default Value
* What's the reason for the spill?
| |
Map question answer to variable I Maone ;l
* Which areas got affected?
| | €
| | C
| | C

IThis question will be the decision maker for this checklist

*This question will be mandatory for this checklist

| Back || Finish || Close |

ConfidentialProperty_of Schneider Electsie

v
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"
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EBR: B FT{ERIEZI TEMNIT

WonderWare MES Workflow
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Integrated System with WonderWare MES

T

Trigger
Test
Inbound
Mat'l

4 I 4 | 1
Order Demand Material
Production Plans Master Data
Weekly Schedules A oters e
Process Orders Material Status Material
o ————— - Use Updates
- —~
-
z - N Order Updates
g s 4 Planning /
a atus ~
» Scheduling /
~ 25 -
S<llL = Work in
_ _ Progress
Dispensing Materials

Tracking

Order Execution /
Electronic Workflow

OPs

Equipment Use Events

Control,
Setpoints

Process
Information,

Equipment
_ : L7 = States
al lasdhants K SCADA /

] PLC/ |
v Device -

~ -~
~ -
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F4 R S ®

allation (Operation ™ 0Cess
Jualification “Qualification =~ alidation

FAT install verification FAT install verification Test Runs ‘7

Panel P&ID Checks P&ID Checks Thermal mapping ==

Equip Panel / Unit wiring Panel / Unit wiring Control systems functionality ‘7

Inst Hook-up checks Hook-up checks Comm check to PCS =—

Docs I '

Mat'| checks ‘7
== S=

Eng Checks Pre-OQ

Func testing Cycle Development 07 ‘7

PCS systems Max / Min loads == <=

Comm checks Interface systems

PharmaTEC S
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EAREKSHIA

aration | ,
alification sy

Quiality checks Test Runs

Panel Thermal mapping ‘7 6
Equip Control systems functionality ==
Inst Comm check to PCS

Docs

checks

Eng Checks Pre-OQ

Func testing Cycle Development
PCS systems Max / Min loads
Comm checks Interface systems
Results: But:
F d rma': I{ Less time Manual errors?
; P o Less paper Rewew.s?.
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RGEX

>PLC: AMEBEREZREOG LERS, WIEXHFER

>H LIRS,

KR, WIEfTE
>MES: ISA95%4y, =R ARSG, 0% Pin, fF521CFR partllZ

]\ IEFITE

S88%51y, FA21CFR partll®E£3k, RRH RS,

3]

>SREIEFEERE RS, BRFEALRE, IFWUEFTTE
>SWMS, LIMSEE, BEEFEMES, X iFEPFrEBhN

'PharmaTEC|

S

28



&R G54

O e e el
L il

°hama

i @il i

eS|
ARTREEE J

ICRFAI] ACERFA ]
P, ST, A
Wtk v




Chain
Integration

|3 Efficient

Operation

L1&2

Complled

r(CIId.IJIU
-I Inx|hle
deTigactlring

Den

“F"-ﬁl

HIR R T F - ISA9S5T

T 284y

é Enterprise

"

é Operation

EIV

510)




=

EPENHETFZ &
gchme‘n«goﬂmm BEBHRH T : 2RBANE, TREEES, BB TIA0

S 7o

i) Boehringer 5. o mmpmmsROMO, BERBATREESARER
ll"l Ingelheim &

JHLENE R : 258 KuBIO nE et S5 T

BeiGeneF F M : Fexractory mRiEslEssi T, 2016 £EIPOZE—z

GeneMen %—JI: '}‘H @E.E :  FlexFactory wREFIESEIT T

onderWare N FFfb{lIB0FFEERLIh




ETkHR IR R G)
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MILLIPORE  «Cpmemammeas ® BBRAUN SIPSEN <)

SOLVAY DELPHARM
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