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1. Introduction

Pharmaniaga Logistics Sdn. Bhd. executes software development, enhancement and
maintenance projects for its clients. The term “project” is used to describe the full set of
activities from the time the proposal is accepted and project initiation note or contract is
signed to the time all the software and services are delivered according to the acceptance of
the proposal/contract.

This process is to ensure both user requirements and software requirements of the projects
developments are gathered appropriately from stakeholders and are documented in User
Requirements Specification (URS) and System Design Documentation (SDD) specifically.

: Purpose

|

The purpose of the document is to describe the purpose and functionality of the software
product requested by client. This document outlines the project's details, requirements,
interface, design issues, and components to ensure that each requirement has been met.
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3. Detailed System Design

3.1 Manufacturing Overview

Manufacturing

Cytotoxic D . 0
yto oxn.c '.’“g Parenteral Intravenous Radiopharmaceutical .
Reconstitution . . Extemporaneous Galenical
(CDR) Nutrition (PN) Infusion (IV) (RP)

3.2 Galenical

3.2.1 Overview

Manufacturing

Cytotoxic Dru . .
vt . g Parenteral Intravenous Radiopharmaceutical
Reconstitution s . Extemporaneous
Nutrition (PN) Infusion (IV) (RP)
(CDR)
; Y
Formulation Work Order
3.2.2 Block Diagram
WP Eacility
Formulation
Allocate batch and
Create new Work . ) Production Stock addition for
d Order g T deducthn (e Complete ] final product
+ Raw Material
Create new ) Formulation T i
Formulation Approval
Inventory - Pharmacy -
Receiving Dispensing
& Process Process
Approved
Formulation send to —-
facility
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3.2.3 Formulation

Formulation screen is for HQ user to create new formula to manufacture products. The
manufactured products must already exist as a new drug in Drug Master and new item in Item
Master.

During creation of new Formulation record, user requires to enter the formulation product
details including the materials and procedures involved. Only materials are mandatory for each
formulation, procedures are not mandatory.

Each newly created formulation must be approved before the status updated to Active and
will sync to other facilities for facility users to create new Work Order record. Facility users
are not allowed to edit the HQ created Formulation. Any update or request for new
formulation by each facility must be communicated with HQ.

3.2.3.1 Screen Navigation Diagram

(o)
( Start

Create new record

v

———————— > Edit/Save = - ——— — — — —

\
Send for Approval? No—~— Edit record —

Yes

v
Send for Approval

Delete record?
No
Approve record?
No Yes

v v

Approve —>»| Work Order

Yes—» Delete/inactive record

|
o
D,
(0]
a
53
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3.2.3.2 Detail Functionality and Screen
3.2.3.21 Formulation Listing
3.23.211 Screen Design

ID FOR.SD1
Description To search existing formulation record
Diagram
Formulary Code Formulary Description
Status Al v Type All v
1 f65 » ¥ [1-10/642]
Formulary . A e o Formula N 5 o~ ~ ~
Type Formulary Code = Formulary Description ] Quantity UOM =| Version Nos| Created Date 5| Updated Dates Status =
. Hydrocertisone 1mg/ml Cral 01/06/2018 01/08/2018 =
Manufacturing | GLNO100109 Suspension 400 | ml 1 1223 1224 Active
Manufacturing | GLNO100077 Alprazolam 1mg/mi Suspension 100 | mi 1| 02R2018 02082018 | Active
Manufacturing | EYE00004 Amphotericin 0.15% Eye Drops 1| bottle 1| s 22N Actve
. Sodium Chleride 3% Eye Drops 131112013 27122017 -
Manufacturing | EYE0D025 (Hypertonic Saline) 1 | bottle 1 08:31 0930 Active
Coal Tar (LPC) 3% Betamethasone 1 04/09/2014 271212017
Manufacturing | GLN0200031 in & Ointment 1000 | gram 1 09:05 00-05 Inactive
. ‘ y .. .
Notes e Click on ‘Search’ button to search for the existing formulation

record.
e Click on ‘Add’ button to add new record.

Cross References None

323212 Application Business Rules

No. Name Description
1 Search Click on the ‘Search’ button to search the existing record:
Transaction

i. If user enters multiple search criteria, system will display the
search results based on the specified criteria

ii. If no criteria entered, system will display all transactions

iii. System will display the records that match any keyword entered
regardless of the letter type (uppercase or lowercase).

SDD_MANF_GAL _v1.0 Page 6
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No. Name Description
2. | View searchresult | columns in search result listing are displayed based on:
in listing page ] ] ]
i. Formulary Type: Display ‘Type’ value based on transaction.
ii. Formulary Code: Display ‘Drug Code’ value based on transaction.
iii. Formulary Description: Display ‘Drug Name’ value based on
transaction.
iv. Formula Quantity: Display ‘Quantity’ value based on transaction.
v. UOM: Display ‘UOM’ value based on transaction.
vi. Version No: Display ‘Formulation Version’ value based on transaction.
vii. Created Date: Display ‘Date Created’ value based on transaction.
viii. Updated Date: Display ‘Approved Date’ value based on transaction.
ix. Status: Display ‘Status’ value based on transaction.
3. Formulation Double click on any record to view the record details.
Transaction
4. Create New Click on the ‘Create New Record (+) button to create new transaction
Transaction record.
5. Refresh Listing Click on the ‘Refresh’ button to reset all search criteria:
i. Formulary Code — Display as empty field
ii. Formulary Description — Display as empty field
iii. Status — All
iv. Type — All
Search results will display all records based on above reset search criteria.
6. User access All user is allowed to view/create/edit/approve record however limited to
the given user access role.
323213 Input Validation Rules
No. Name Description Mand Format
atory
1. Formulary User to enter Formulary Code (Drug Code). Search result | No Text box
Code will list all transaction based on the matching Formulary
Code.
2. Formulary User to enter Formulary Description (Drug Name). Search | No Text box
Description result will list all transaction based on the matching
Formulary Description.
3. Status Default to ‘All" however user can select specific status: No Drop
e Active down list
SDD_MANF_GAL v1.0 Page 7
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No. Name Description Mand Format
atory

e Inactive

e New

e Pending Approval
e Reject— On Hold

Values are displayed from Reference Codes
maintenance screen with domain =
‘GALENICAL_STATUS'.

4. | Type Default to ‘All" however user can select specific status: No Drop
e Manufacturing down list
e Repacking

Values are displayed from Reference Codes maintenance
screen with domain = ‘GALENICAL_TYPE’.

32322 New Formulation Record
3.2.3.2.21 Screen Design

Description To create new formulation record.
Diagram
I Add new Formulation record
Type Manufacturing v - Formulation Version 1.00"
Drug Code EYEQ0023 Pl Status :New |
Gentamicin 3% Fortified Eye Drops —
Drug Name Quantity/UOM 1 | botile I*
Preparation Type Sterile - Others v > Package Size 15 ml v
CBelowo°c I Refrigerate (2 - 8 *C)
Shelf Life 1 Months - * Storage Conditicn O Protect from CIroom Temperature (< 25 ©
Light C)
Date Created | Created By | |
Approved Date | Approved By | |
Formulation Reference Remarks
Material | Procedure
1 /1
Item Code Item Description #| Type Of Material 5
No Records Found!
i. Add Material

SDD_MANF_GAL _v1.0 Page 8
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Material | Procedure |

Seq. No. ‘ 1‘ Remarks
Type Of Material |Ingredients v
Gentamicin 0.3% Eye Drops
ltem Code | S01AA11183D2001XX.01 2 Item Description
CQuantity/UOM 15 \ ml |“ Description Suffix

:-1- Add \0 Update | i Delete \

Item Code Item Description Quantity B %+| Type Of Material +

iil. Add Procedure

Material | Procedure

Add Process
Testing

Seq. No. | 1| Process Instruction
& Add \'Guwale \ 1 Delete \

1 /1
N
iv. Save record

-lTIITIE

Type [Manufacturing v - Formulation Version |

Drug Code [Eveoonzs 2 Status (New |
Gentamicin 3% Fortified Eye Drops . .

Drug Name Quantity/UOM [ 1| [bottle |+

Preparation Type [Sterile— Others v Package Size | 15‘ [ml v

Below 0 °C ' Refrigerate (2 - 8 *C)
Shelf Life ‘ 1| IMumhs vr Storage Condition Protect from Room Temperature (< 25 *
Light c)
Date Created [01/06/2018 | Created By |ADMIN ‘
Approved Date [ | Approved By | ‘

Formulation Reference ‘ ‘ Remarks ‘ ‘

Material | Procedure |

1 /1 [1-1/1]
Item Code Item Description Quantity ¥ | Type Of Material =
‘ 1 ‘ S01AA11183D2001XX 01 ‘ Gentamicin 0.3% Eye Drops | 15 ‘ mi | Ingredients
V. Edit record (After save, before send for approval)

SDD_MANF_GAL _v1.0 Page 9
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Type |Manufac1uring v Formulation Version 1.00"
Drug Code | EYE00023 2" Status [New |
Gentamicin 3% Fortified Eye Drops

Drug Name Quantity!UOM 1 | bottle *

Preparation Type |Sterile - Others v - Package Size 15 ml v
ClBetow o °c ] Refrigerate (2 - 8 °C)

Shelf Life 1 Months L i Storage Condition [ Protect from [JReom Temperature (= 25 °
Light C)

Date Created [o1/06/2018 | Created By [ADMIN ‘

Approved Date | | Approved By ‘ ‘

Formulation Reference Remarks

Material | Procedure |

Add Material

Seq No. | 1| Remarks
Type OF Material | Ingredients A
Gentamicin 0.3% Eye Drops
liem Code | s01AA111230200120001 Al llem Description
Quantity/UOM 15 |ml J* Description Suffix
4+ Add ] ¥ Update l 1 Delete l
1 /1 [1-1/1]

Itemn Code Item Description Quantity ¥ %| Type Of Material 5

Material | Procedure ‘

Add Process

Testing

Seq. No. ‘ 1‘ Process Instruction

4 Add ],0 Update ] 1 Delete }

1 f1 [1-1/1]

Process Instruction i

Vi. Delete/Inactive record

a8

&+ | 7|0 |O| x

Type Manufacturing v Formulation Versicn 1.00/*
Drug Code GLN010001 Delete Formulation
Acetazolamid
Drug Name 300/ [mi -
Inactive record|
Preparation Type Mon Sierle 1) pelete Reason 1| | botile v
Refrigerate (2 - 8 °C)
Hirilis Room Temperature (= 25 *
Date Created 06/06/2018

Approved Date

SDD_MANF_GAL _v1.0 Page 10
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Type [Man ufacturing v Formulation Version ‘ 1,DD|“ H
Drug Code [6L0100013 2F Status [Inacive ]
Acetazolamide Suspension 25mg/mL . .
Drug Name Quantity/JOM \ 300] (mi J*
Preparation Type [Non Sterile Internal v " Package Size ‘ 1| [bome v
Below 0 °C /| Refrigerate (2 - 8 *C)
Shelf Life ‘ 1| [ Months v I’ Storage Condifion Protect from Room Temperature (= 25 °
Light )
Date Created 0610612018 | Created By ADMIN |
Approved Date | Approved By ‘ |
Delete Reason “Inactive record I
Formulation Reference Remarks

Material | Procedure |

Add Material

Seq. No ‘ 2| Remarks

Type Of Material [mgrediems vl

Item Code [ R Item Description ‘ ‘
Quantity/UOM I g Description Suffix [ |

:+ Add :Q Update | 1 Delete |

‘ 1 | 02.0001.02 ‘ Acetazolamide 250mg Tab BR/USP ‘ 3 tablet Ingredients

Vil. Send for Approval

[P | @ .
‘ 100

Type [Manufa(:tun'ng v * Formulation Version k
Drug Code [EvEcu:)za a2k Stalus [Pending Approval ]
Gentamicin 3% Fortified Eye Drops P .
Drug Name Quantity/UOM ‘ 1| [votte |+
Preparation Type [Slerile- Others v - Package Size ‘ 15| [ml v
Below 0 °C | Refrigerate (2 - 8 °C)
Shelf Life ‘ 1| [Mumhs v Storage Condition Protect from Room Temperature (= 25 *
Light C)
Date Created (01/0612018 | Crealed By ladmin ‘
Approved Date | | Approved By ‘ ‘
Formulation Reference Remarks

Material | Procedure |

1 /1

[1-1/1]

ltem Code Item Description Quantity s

‘ 1 ‘ S01AA11183D2001XXX.01 ‘ Gentamicin 0.3% Eye Drops ‘ 15 ‘ ml ‘ Ingredients

SDD_MANF_GAL _v1.0 Page 11
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viii. Edit record (After send for approval, before approve/reject)

e
E3

Type |Manufacluring v - Formulation Version 1.00*
Drug Code |EvEooo23 2 Status [Pending Approval ]
Gentamicin 3% Fortified Eye Drops —
Drug Name Quantity/UOM 1 | bottie I*
Preparation Type |Sterile - Others v * Package Size 15 ml v
[ Betow 0 - MRetrigerate (2 - 8 °C)
Shelf Life 1 Months L * Storage Condition [ Protect from IRoom Temperature (< 25 ©
Light C)
Date Created (0110612018 | Created By [ApmN ‘
Approved Date | | Approved By ‘ ‘
Formulation Reference Remarks

Material | Procedure |

Add Material
1 /1

[1-1/1]

Item Code Item Description %+| Type Of Material &

| 1 ‘ S501AA11183D2001XX.01 ‘ Gentamicin 0.3% Eye Drops ‘ 15 |rn| ‘ Ingredients

Material | Procedure |

Seq. No. | 1| Remarks
Type Of Material | Ingredients v |
Gentamicin 0.3% Eye Drops
ttem Code | S01AA11183D2001XX.01 Al Item Description
Quanfity/UOM 15 \ ml \" Description Suffix
+ Add ] &3 Update ] il Delete ]
1 i1 [1-1/1]

Item Code Item Description Quantity B +| Type Of Material =

Testing

Seq No. | 1| Process Instruction

|4 Add ]'Qumate } T Delete }

[1-1/1]

1 /1
Seq No. E Process Instruction E

*

SDD_MANF_GAL _v1.0 Page 12
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iX. Approve

IT|I7|E

Type lManufacturing v * Formulation Version ‘

Drug Code [Eveooo20 2 Status [Active )
Gentamicin 0 9% Fortified Eye Drops . .

Drug Name Quantity/UOM ‘ 1| [bottie |+

Preparation Type [Nnn Sterile Internal v - Package Size ‘ 20‘ [ml v

Below 0 °C ' Refrigerate (2 - & *C)
Shelf Life | 1| IMumhs v - ‘Storage Condition Protect from Room Temperature (< 25
Light C)

Dale Created |01/06/2012 | Created By [omin |

Approved Date |01/06/2012 | Approved By [omin |

Formulation Reference ‘ ‘ Remarks ‘ ‘

Material | Procedure |

1 f1

[1-1/1]

Item Code Item Description

01AAT1183G5101X0(01

X. Edit record (After approve record)
Q || x
Type [Manufacturing v - Formulation Version 1.00°
Drug Code [Eveooozo 2" Status [ Active ]
Gentamicin 0.9% Fortified Eye Drops . .
Drug Name Quantity/UOM [ 1/ [bottie 3
Preparation Type \ Non Sterile Intemal v : Package Size | 20‘ [ml v -
[lgelowo-c ¥ Refrigerate (2 - 8 °C)
Shelf Life 1 Months L i Storage Condition [ Protect from [JRoom Temperature (< 25 *
Light C)
Date Crealed (010812018 | Crealed By [apmin |
Approved Dale (010812018 | Approved By [apmin |
Formulation Reference Remarks

Material | Procedure |

Add Material

Seq. No. ‘ 1| Remarks
Type Of Material [mgrediems ¥ [
Gentamicin 0.3% Eye Qintment
Item Code [SO1M11183'351D1XX.01 2 |’ Item Description
Quantity/UOM ‘ 5/ gram I5 Description Suffix [ |
[ 4 Add TQUpﬂate ] Ml Delete }
1 /1 [1-1/1]

Item Code Item Description Quantity %+ %+| Type Of Material

Material | Procedure
Add Process
Testing
Seq. No_ | 1‘ Process Instruction
4 Add }'Qumate]' 1l Delete }
1 /i [1-1/1]

Process Instruction

SDD_MANF_GAL _v1.0 Page 13
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Wty o el Mdase
Xi. Reject
Formulation
+slmle]x]
Type IManufacturing w Formulation Version | 1.00"
Drug Code [GLn0200021 2 Status [Relect-On Hold ]
Acefic Acid 5% in Aqueous .
Drug Name Quantity/UOM | 500‘ ‘ mi \"
Preparation Type lNun Sterile External A A Package Size | 1‘ lborlle v "
Below 0 °C + Refrigerate (2 - 8 °C)
Sheff Life [ 2‘ lMunIhs vh Storage Condition Protect from Room Temperature (< 25 *
Light C)
Date Created 06/06/2018 | Created By |a|1m|n ‘
Approved Date | Approved By | ‘

Formulation Reference ‘ ‘ Remarks ‘ ‘

Material | Procedure

Add Material

Seq. No ‘ 2| Remarks

Type Of Material [Ingledient& v ™

Item Code [ o Item Description ‘ ‘
Quantity/UOM ‘ “ * Description Suffx ‘ ‘

"4 Add || &Y Update \ [l Delete |

Iem Description Quantity + uom =| Type Of Materials
| | 1 | RAWO00001.02 ‘ Acetic Acid BP/USP (Acid Acetic Glacial BP) | 50 | mil | Ingredients
Notes ¢ Click on ‘Save’ button to save new formulation record.

e Click on ‘Cancel button to reset the newly entered record.

e Click on ‘Add’ button in Material and Procedures section to add
new Material or Procedures.

e Click on ‘Update’ button in Material and Procedures section to
update existing record.

e Click on ‘Delete’ button in Material and Procedures section to
delete existing record.

¢ Click on ‘Send for Approval’ button to send record for approval.
e Click on ‘Add’ button to add new record.

e Click on ‘Edit’ button to edit the record.

¢ Click on ‘Delete’ button to update the record status to Inactive.
¢ Click on ‘Approve’ button to approve record.

e Click on ‘Reject’ button to reject record.

Cross References

SDD_MANF_GAL _v1.0 Page 14
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3.23222 Application Business Rules

No. Name Description
1. New Formulation Create new formulation record:
record i. User to fill in all required details.
i. Record status displayed as ‘New’ by default.
iii. Able to add material details and procedures.
iv. Mandatory to add material before save record.
v.  Not mandatory to add procedures before save record.
2. Save record On click of Save button:
i. Record status remains as ‘New’.
i. All fields are editable and able to add/update/delete materials or
procedures.
iii. Button ‘Send for Approval’ is displayed.
iv.  Button ‘Delete/Inactive record’ is displayed.
v.  Button ‘Edit’ is displayed, on click of ‘Edit’ button, screen is editable.
vi. Button ‘Add’ is displayed, on click of ‘Add’ button, screen will clear and
able to create new record.
3. Delete/Inactive User able to delete/inactive record once already saved record and at all stage
record until record is approved. On delete record, mandatory to fill in ‘Delete Reason’

and status will update to ‘Inactive’.

On save ‘Delete Reason’, value will be displayed in the ‘Remarks’ field and all
fields will display as read-only.

4. Send for Approval

On click of ‘Send for Approval’ button:

i
ii.
Vii.
viii.

Xi.

Record status updated to ‘Pending Approval’.
All fields are editable.

Button ‘Approve’ is displayed.

Button ‘Reject’ is displayed.

Button ‘Delete/Inactive record’ is displayed.

Button ‘Edit’ will display, on click of ‘Edit’ button, screen is editable.
Button ‘Add’ is displayed, on click of ‘Add’ button, screen will clear and
able to create new record.

5. Approve record

On click of ‘Approve’ button:

Record status updated to ‘Active’.
On click of ‘Edit’ button, able to edit:

e Formulation Version

e Preparation Type

e Shelf Life

e Storage Condition

e Formulation Reference

e Remarks

e Procedures

Button ‘Delete/Inactive record’ is displayed.

SDD_MANF_GAL v1.0
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Name

Description

Reject record

On click of ‘Reject’ button:
i. Record status updated to ‘Reject-On Hold’.

iii. Button ‘Send for Approval’ is displayed.
iv. Button ‘Delete/Inactive record’ is displayed.

able to create new record.

ii. User able to edit all fields and resend for approval.

V. Button ‘Edit’ is displayed, on click of ‘Edit’ button, screen is editable.
Vi. Button ‘Add’ is displayed, on click of ‘Add’ button, screen will clear and

User access

given user access role.

All user is allowed to view/create/edit/approve record however limited to the

3.23.223

Input Validation Rules

No.

Name

Description

Mand
atory

Format

Type

Able to select options as below:
e Manufacturing
e Repacking
Values are displayed from Reference Codes

maintenance screen with domain = ‘GALENICAL_TYPE'.

Selecting this value will only categorized the record into
Manufacturing or Repacking record, no other function
involved. Manufacturing is for records that manufacture
new product and new item code, while Repacking is for
records that only repack the item into new packaging but
still requires new item code.

Yes

Drop down
list

Formulation
Version

User to enter numeric value with maximum 2 integers
with 2 decimals.

Formulation version is entered for each formulation as
multiple formulations are allowed for one item code. The
entered version will be used to differentiate each
formulation for the same item.

Yes

Text field

Drug Code

Field will list all active Drug Code as per in Maintenance
> Pharmacy > Drug screen. User able to search and
select the drug code based on the Drug Description
or/and Drug Code.

Yes

Searching
field

SDD_MANF_GAL v1.0
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No. Name

Description

Mand
atory

Format

4, Status

Record status according to action done by user:
e Save — Status updated as ‘New’

e Send for Approval — Status updated as
‘Pending Approval’

e Delete record — Status updated as ‘Inactive’
e Approve — Status updated as ‘Active’
e Reject — Status updated as ‘Reject-On Hold’

Values are displayed from Reference Codes
maintenance screen with domain =
‘GALENICAL_STATUS'.

No

Read-only

5. Drug Name

Displayed based on the selected Drug Code.

No

Read-only

6. Quantity/UOM

User to enter the formulation quantity. Numeric value
with maximum 9 characters including 2 decimals.

UOM field will display the selected drug SKU UOM as
per in Maintenance > Pharmacy > Drug screen.

Yes

Text field

7. Preparation
Type

Able to select options as below:

¢ Non Sterile External

¢ Non Sterile Internal

e Sterile - CDR

e Sterile — IV

e Sterile — Others

e Sterile— PN
Values are displayed from Reference Codes
maintenance screen with domain =
‘GALENICAL_PREP_TYPFE'.

Yes

Drop down
list

8. Package Size

User to enter the pack size. Numeric value with
maximum 9 characters including 2 decimals.

UOM drop down list will display all active records from
UOM maintenance screen.

Yes

Text field

9. Shelf Life

User to enter the shelf life. Integer value only with
maximum 9 characters.

For UOM drop down list, able to select options as below:

e Days

e Months

e Weeks
Values are displayed from Reference Codes
maintenance screen with domain = ‘DURATION’.

Yes

Text field

SDD_MANF_GAL v1.0
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No. Name Description and Format

atory

10. | Storage Value displayed in checkboxes, able to select options as No Checkbox

Condition below:

= Below0°C

= Protect from Light

= Refrigerate (2 - 8 °C)

= Room Temperature (< 25 °C)
Values are displayed from Reference Codes
maintenance screen with domain =
‘STORAGE_CONDITION’.

11. | Date Created | Displayed based on the record created date. No Text field
Format: dd/mm/yyyy

12. | Created By User who created/saved the record. Displayed based on No Text field
user’s first name and last name from Maintenance>HQ
Security>User Profile.

13. | Approved Displayed based on the record approved date. No Text field

Date Format: dd/mm/yyyy

14. | Approved By User who approve the record. Displayed based on user’s No Text field
first name and last name from
Maintenance>Security>User Profile.

15. | Formulation User to enter free text value with maximum 300 No Text field

Reference characters.

16. | Remarks User to enter free text value with maximum 100 No Text field
characters.

Add Material

17. | Seq. No Display the record sequence number. Field is auto- No Read-only
populated by system and is read only.

18. | Type of Able to select options as below: Yes Drop down

Material = Consumable list
= |Ingredients
Values are displayed from Reference Codes
maintenance screen with domain = ‘MATERIAL_TYPE’.

19. | Remarks User to enter free text value with maximum 100 No Text field
characters.

20. | Item Code Field will list all active Iltem Code as per in Maintenance > Yes Searching
Inventory > Item Master screen. User able to search and field
select the item code based on the ltem Description
or/and Item Code.

21. | ltem Displayed based on the selected Iltem Code. No | Read-only

Description
SDD_MANF_GAL v1.0 Page 18
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No. Name Description Mand Format
atory
22. | Quantity/UOM | User to enter the formulation quantity. Numeric value Yes | Text field
with maximum 9 characters including 2 decimals.
UOM field will display the selected drug SKU UOM as
per in Maintenance > Pharmacy > Drug screen.
23. | Description User to enter free text value with maximum 50 No Text field
Suffix characters. Field value will be used as additional
description for material item, For example:
Description suffix: q.s
Drug Name: Syrup BP / Simple Syrup
Material Description will be displayed as,
Syrup BP / Simple Syrup (g.s)
Add Procedures
24. | Seq. No Display the record sequence number. Field is auto- No Read-only
populated by system and is read only.
25. | Process User to enter free text value with maximum 100 No Text field
Instruction characters.
SDD_MANF_GAL v1.0 Page 19
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3.2.4 Work Order

Work order screen is for facility users to create record for production of new item based on the
formulation received by HQ and able to print label and worksheet. Once production complete,
raw materials stock will be deducted and final product stock quantity will increase in user’s
current login unit. The final product stock quantity will then able to be allocated in other
dispensing modules for dispensing to patients.

3.2.4.1 Screen Navigation Diagram

Create New Record

v

Save ‘

Delete/Inactive
Delete? Yes—| / v
Record
Resume Record
T No
Hold Record <—Yes

No

v

Print Worksheet and Label

v

Confirm Record

. A

Resume Record

!

Hold Record | €&————— —Yes Hold?

Y

No

\]

Resume Record » Record Completion

Hold Record | €«——Yes @

No

v
Resume Record

_— \
Quarantine <€«—Ye ~_Quarantine ltem? =
© :\r/
No
\ 4
Hold Record «Yes
Production Complete

No

| —1

Release Reject
| | \ 4

_—

\4
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3.24.2 Detail Functionality and Screen
3.24.21 Work Order Listing
324211 Screen Design
ID WO.SD1
Description To search existing work order record
Diagram
GALENICAL WORK ORDER LIST
i) EX
Formulary Drug Mame pe Formulary Item e
Request Date From ) Request Date To B
‘Work Order No Batch No
¥ active [ In-Active Status All v
1 |y o> ow [1-10/125]
w°";‘2rder¢ F°""g'§;‘;m““ 4| HemCode 2 Htem Description s QS;:?rrtf uoms R‘;;:g“ s Requester 2| staus =
18-04-0060 | RAW0O0115 RAW00115.01 | Lemon Syrup BP 5000 m 1110412018 New
18-04-0009 | GLN0100042 GLN0100042.01 ?;‘gmf"adi""e (vitamin K1) Liquid 300 ml 010412012 New
18-03-0123 | GLNO200025 GLN0200025.01 g?r:fnT:r::'as"“e“'a'em'e“”s 12000 gram | 21/032018 New
18-03-0122 | GLN0100042 GLN0100042.01 m‘gmf"adi""e (vitamin K1) Liquid 200 mi 21/03/2018 New
Notes e Click on ‘Search’ button to search for the existing work order
record.
e Click on ‘Add’ button to add new record.
Cross References None

324212 Application Business Rules
No. Name Description
1. Search Click on the ‘Search’ button to search the existing record:
Transaction ) _ o S
i. If user enters multiple search criteria, system will display the
search results based on the specified criteria
ii. If no criteria entered, system will display all transactions
iii. System will display the records that match any keyword entered
regardless of the letter type (uppercase or lowercase).
2. | View searchresult | columns in search result listing are displayed based on:
in listing page ) ]
i. Work Order No: Display ‘Work Order No’ value based on
transaction.
ii. Formulary Drug Code: Display Drug Code based on the
‘Formulary Drug Name’ value in transaction.

SDD_MANF_GAL v1.0
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No. Name Description
iii. Item Code: Display Item Code based on the ‘ltem Description’
value in transaction.
iv. Item Description: Display ‘ltem Description’ value based on
transaction.
v. Order Quantity: Display ‘Request Quantity’ value based on
transaction.
vi. UOM: Display ‘Request Quantity UOM’ value based on
transaction.
vii. Request Date: Display ‘Request Date’ value based on
transaction.
viii. Requester: Display ‘Worksheet Prepared By’ value based on
transaction.
ix. Status: Display ‘Request Status’ value based on transaction.
3. Work Order Double click on any record to view the record details.
Transaction
4. Create New Click on the ‘Create New Record (+) button to create new transaction
Transaction record.
5. Refresh Listing Click on the ‘Refresh’ button to reset all search criteria:
i. Formulary Drug Name — Display as empty field
ii. Formulary Item — Display as empty field
iii. Request Date From — Display as empty field
iv. Request Date To — Display as empty field
v. Work Order No — Display as empty field
vi. Batch No — Display as empty field
vii. Active/lnactive — Default to ‘Active’
viii. Status - All
Search results will display all records based on above reset search criteria.
6. User access All user from all unit is allowed to view/create/confirm record however
limited to the given user access role.
324213 Input Validation Rules

No. Name Description Mand Format

atory

1. Formulary Drug To search record based on the Drug Code or Drug Name. | No Searching

Name Search result will list all transaction based on the field
matching Drug Code.

2. Formulary ltem To search record based on the Item Code or ltem | No Searching
Description. Search result will list all transaction based on field
the matching Item Code.

3. Request Date Able to enter or select applicable date. Searching will be | No Calendar

SDD_MANF_GAL v1.0 Page 22
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No. Name

Description

Mand
atory

Format

From/To

based on the Request Date.

4, Work Order No

User to enter value. Search result will list all transaction
based on the matching Work Order No.

No

Text box

5. Batch No

User to enter value. Search result will list all transaction
based on the matching Batch No.

No

Text box

6. Active/lnactive

Default selection to ‘Active’. Once ‘Active’ selected,
search result will list all transaction with status:

e New, Worksheet/Label Generated, On Hold, In
Progress and Quarantine.

Once ‘Inactive’ selected, search result will list all
transaction with status:

e Completed, Released, Rejected

No

Checkbox

7. Status

Default to ‘Al however user can select specific status:
o Completed
e In Progress
e New
e OnHold
e Quarantine
e Rejected
¢ Released
o Worksheet/Label Generated

Values are displayed from Reference Codes
maintenance screen with domain =
‘GALENICAL_WO_STATUS".

No

Drop
down list

SDD_MANF_GAL v1.0
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32422 New Work Order Record
324221 Screen Design

ID WO.SD2

Description To create new Work Order record.

Diagram
i Add new record

WORK ORDER
J

UnitCode |MANF | Request Status [New

Type [Manufaclulmg | ‘Work Order No | |

Formulary Drug Name Sodium Bicarbonate Mouthwash pel |* Formulation Version | 1|

Item Description Sodium Bicarbonate Mouthwash Bl Request Quantity 100 [ml |+

Preparation Type Non Sterile External | Pack Size 100 | | *

Shelf Life 1 \Momhs v Worksheet Prepared By |Pnamacist Manufacturing |
2%

Storage Condition Room Temperature (<25 C) Remarks

Request Reference

Request Date 07/06/2018

Er

Material | Procedure

Sequence No Item Code * Description B Quantity

ar

1
2

01.3610.05
M2290000002.00

Sodium Bicarbonate BP/USP
Distilled Water (by volume}

Material | Procedure

sequenl:e Process Instruction

Dissolve sodium bicarbonate powder in sufficient amount of water

2 Make up to final volume with water and mix well
3 Package and label appropriately
. Save record

JCnm‘rml & Label mesr.eet\- B || @ HZI

UnitCode ‘MANF | Request Status \ New
Type [ Manutacturing v | Work Order No [18-06-0003 ‘
Formulary Drug Name [Sodium Bicarbonate Mouthwash |I* Formulation Version ‘ 1‘
Item Description [Sodium Bicarbonate Mouthwash |* Request Quantity ‘ 100‘ \4ml \ =
Preparation Type [Nun Sterile External x| Pack Size ‘ 100‘ \4ml |*
Shelf Life 1 \Momhs v Worksheet Prepared By ‘F'hannamst Manufacturing ‘
2%
Storage Condition Room Temperature (< 25 C) Remarks
Request Reference
Request Date 07/06/2018 o |+
Material | Procedure
Sequence No Item Code L Description * Quantity * Allocate Quantity 5| Batch No.+ Expiry Date
v 1| 01.3610.05 Sodium Bicarbonate BP/USP 2qg 249 D1170029 21/03/2020
A 2 | M2290000002.00 Distilled Water (by volume) 100 ml o o

SDD_MANF_GAL _v1.0 Page 24
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iil. View ltem batch screen

WORK ORDER

Hold o Confirm | @@ Label &) Worksheet || [l @ X
UnitCode
ITEM BATCH DETAILS
Type

E-l

Formulary Drug Nam|

Item Description

Material Cods |Rawoooaz | sw o ‘

Preparation Type

Description [sodium Bicarbonate Pawder BRIUSP |

BATCH DETAIL

Shelf Life

Storage Condition

Request Reference

Batch No. Allocate Quantity
Request Date RAW00042-25 D1170029 2110372020 13998 2
Material 01.3610.03 D1170010 2110372020 2955875 [
-‘ RAW00042.5 D1170020 2110312020 200 0 phylEs
N RAW00042-25 D1170011 28/03/2020 2447 [} =
v RAW00042-25 D170014 3110572020 2000 [}
Total Location Quantity }
2075120 Lol

iv. Hold record
WORK ORDER
H P Resume ]
UnitCode [manE | Request Status [on Hola |
Type [Manutacturing v | Work Order No [18-06-0003 |
Formulary Drug Name I Sodium Bicarbonate Mouthwash | * Formulation Version | 1 |
Iltem Description l Sodium Bicarbonate Mouthwash | = Request Quantity | 1[]0‘ [ml | =
Preparation Type [ Non Sterile External v | Pack Size | 100‘ [ml |=
Shelf Life 1 [Wonths v Worksheet Prepared By [Pharmacist Manutacturing |
2%
Storage Condition Room Temperature (< 25 $4C) Remarks
Request Reference
Request Date 07/06/2018 =l
Material W|
Sequence No Item Code Description Quantity Allocate Quantity + Batch No. 3 Expiry Date
1 01.3610.05 Sodium Bicarbonate BP/USP 2g 219 D1170029 21/03/2020
2 M2290000002.00 Distilled Water {by volume) 100 mi - =
V. Confirm record

Hold & Record Completion ’T‘
UnitGode [manF | Request Status [ WorksheetLabels Generated |
Type | Manufacturing - Work Order No |13-ne-unua |
Formulary Drug Name l Sodium Bicarbonate Mouthwash | = Formulation Version | 1 |
tem Description [ Sodium Bicarbanate Mouthwash B Request Quantity [ 100 (mi |+
Preparation Type [ Non Sterile External v | Pack Size | 100| [ml |=
Sheif Life [ 1| [Montns - Worksheet Prepared By [Phammacist Manufacturing |
2%
‘Storage Condition Room Temperature (= 25 C) Remarks
Request Reference |
Request Date [ 07/06/2018 N
Material W|
Sequence No Item Code Description Quantity Allocate Quantity 5| Batch No. = Expiry Date
1| 01.3610.05 Sodium Bicarbonate BP/USP 240 29 D1170029 21/03/2020
2 | M2290000002.00 Distilled Water (by volume) 100 mi = =
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Click Record Completion button

& Production Complete

UnitCode

Type

Formulary Drug Name
Item Description
Preparation Type

Shelf Life
‘Storage Condition

Request Reference

Request Date
Batch No_

Expiry Date
Quarantine Required

Material

e \

[Manufacluring v |

[ Sodium Bicarbonate Mouthuiash |+
[ Sodium Bicarbonate Mouthwash |+
[Ncn Sterile External v |

\

1)[monins v

Room Temperature (= 25 C)

(071062018 [l
[MANF-15067-1 |
07/07/2018 ]
O

Procedure |

Request Status
Work Qrder No
Formulation Version
Request Quantity
Pack Size

‘Worksheet Prepared By

Remarks

Quantity Produced

Yield %

Remarks

Prepared By

Approved By

[in Progress I
[18-06-0003 |

| ]
[ 100] (mi I
[ 100] (mi IE
|Pnam|az:|sl Manufaciuring |
2%

100 [mi ]

[ md»

Sequence No

Item Code
1| 01351005 Sodium Bicarbonate BP/USP

2 | M2290000002.00 Distilled Water (by volume)

Description

Quantity
2q

100 ml

Allocate Quantity +| Batch No. 3 Expiry Date

29 D1170029 21/03/2020

Vil. Click Production Complete button

Material

Procedure |

B Hold S Lavel || & Workshest | IZ'
UnitCode ‘MANF | Request Status [ completed ]
Type [Manum-:mring v Work Order No ‘Is-m-onna |
Formulary Drug Name [ Sodium Bicarbonate Mouthwash | = Formulation Version ‘ 1 |
Item Description [ Sodium Bicarbonate Mouthwash |= Request Quantity ‘ 1[]0‘ |‘ml | =
Preparation Type [Ncn Sterile External ¥ | Pack Size ‘ 100‘ |’ml | =
Shelf Life \ 1] [ Montns v Worksheet Prepared By [Pharmacist Manufacturing |

2% ‘
‘Storage Condition Room Temperature (= 25 C) Remarks
Request Reference ‘ | Quantity Produced ‘ 100‘ |’ml \
Reguest Date [omi08r2018 IR Yield % %
Batch No. [MANF-12067-1 | Remarks ‘ ‘
Expiry Date (071071201 m] Prepared By \ |
Quarantine Required Approved By ‘ |

Sequence No

Item Code

Description

1/ 01.3610.05 Sodium Bicarbonate BR/USP

2 | M2290000002.00 Distilled Water (by volume)

Quantity
2q
100 mi

Allocate Quantity 5| Batch No. 5 Expiry Date

249 D1170029 21/03/2020
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viil, Quarantine checkbox selected

UnitCode

Type

Formulary Drug Name
Item Description
Preparation Type

Shelf Life

Storage Condition

Request Reference

Request Date

Batch Ne.

Expiry Date

Quarantine Required

Material | Procedure |

[manF

l Manufacturing

[ Sodium Bicarbanate Mouthwash

[ Sodium Bicarbonate Mouthwash

l Non Sterile External

[ 1] [Months

Room Temperature (< 25 C)

(07062013

[manF-15067-2

07/07/2018

Request Status
Work Order No
Formulation Version
Request Quantity
Pack Size

‘Worksheet Prepared By

Remarks

Quantity Produced

Yield %

Remarks

Prepared By
Approved By

[Quarantine |
[18-05-0004
| |
[ 100|(mi
[ 100|[m
|Pnamamst Manufacturing
%
100 [ml

=

Sequence No Item Code Description Quantity Allocate Quantity | Batch No. =/ Expiry Date
1| 01.3610.05 Sodium Bicarbonate BP/USP 2q 249 D1170029 21/03/2020
2 | M2290000002.00 Distilled Water (by volume) 100 ml < s
iX. Save Quarantine record

[ @ Reject ‘ Release ’F”?HZI
]

UnitCode [mane | Request Status [Quarantine

Type [ Manutacturing v Work Order No [18-06-0004 |

Formulary Drug Name l Sodium Bicarbonate Mouthwash ‘ = Formulaticn Version ‘ 1 |

Item Descripion l Sodium Bicarbonate Mouthwash \* Request Quantity ‘ 1UD| |’ml \ =

Preparation Type l Non Sterile External ¥ | Pack Size ‘ 1OD| |’m| \ *

Shelf Life | 1 H Months - Worksheet Prepared By ‘Pnamlamsl Manufacturing |
2%

Storage Condition Room Temperature (< 25 C) Remarks

Requesi Reference | ‘ Quantity Produced 100 ‘ml |

Request Date (0710672018 Bl Yield % %

Balch No. [MaNF-18087-2 ‘ Remarks

Expiry Date 07/07/2018 i Prepared By

‘Quarantine Required Approved By

Material | Procedure |

Sequence No Item Code Description Quantity Allocate Quantity 5| Batch No. = Expiry Date
1| 01.2610.05 Sodium Bicarbonale BF/USP 29 29 D1170029 21/03/2020
2| M2230000002.00 Distilled Water (by volume) 100 ml = =
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X. Release record

WORK ORDER

‘Quarantine Required

Material | Procedure

UnitCode [manF |
Type | Manufacturing -
Formulary Drug Name l Sodium Bicarbonate Mouthwash | *
Item Descripfion l Sodium Bicarbonate Mouthwash | *
Preparation Type l Non Sterile External v |
Sheff Life [ 1| [ Months v
Storage Condition Room Temperature (< 25 C)

Request Reference | |
Request Date (07062018 B
Baich No. [manF-15067-2 |
Expiry Date l 07/07/2018

Request Status
Work Order No
Formulation Version
Request Quantity
Pack Size

‘Worksheet Prepared By

Remarks

Quantity Produced

Yield %

Remarks

Prepared By

Approved By

[Relea!;ed |
[18-06-0004 ‘
| 0
‘ 100 [m |+
‘ 100 [mi |-
‘Pnamacwst Manufacturing ‘
2% ‘
100 (mi |

Sequence No Item Code

1/01.3610.08

2 | M2290000002.00

Description
‘Sodium Bicarbonate BP/USP

Distilled Water (by volume)

Quantity

29
100 ml

Allocate Quantity +| Batch No. 3 Expiry Date

20 D1170029 21/03/2020

Xi. If Reject record

UnitCode MANF

WORK ORDER

Request Status

& Reject Release @ X

Quarantine

Formulary Drug Name Sodium Bicart

Item Description Sodium Bicart

Type P.-Ianuac'umj REJECT WORKORDER
1

WE 100 | ml

Preparation Type Non Sterile Ex|| Reject Reason

Shelf Life

Storage Condition Room Temperd

100/ | ml

jcturing

100 |mi

Request Reference
qu

est Dale

YTeld %o

WORK ORDER

& Label m}m

UnitCods [manF |
Type [ Manutacturing v
Formulary Drug Name l Sodium Bicarbonate Mouthwash | *
Item Description l Sodium Bicarbonate Mouthwash | *
Preparation Type [Non Sterile External v |
Shelf Life [ 1][monis -
‘Storage Condition Room Temperature (= 25 C)

Request Reference | |
Request Date [ 07/06/2018 *
Baich No. [ManF-18067-3 |
Expiry Date l 07/07/2018
Quarantine Required |

Rejected By |Phan'nacist Manufacturing |

Material | Procedure

Request Status
Work Order No
Formulation Version
Request Quantity
Pack Size

Worksheet Prepared By

Remarks

Quantity Preduced

Yield %

Remarks

Prepared By
Approved By

Reject Reason

[Rejected |
[18-06-0005 |
| d
[ 100 (mi |+
[ 100 (mi B
|Pnamaclsl Manufaciuring |
2% ‘
[ 100 (mi |

[ oo

Reject quarantine

Sequence No

Item Code 5

1| 01.3610.05

Sodium Bicarbonate BP/USP

2 | M2290000002.00 Distilled Water (by volume)

Description

Quantity

29
100 ml

Allocate Quantity %| Batch No. = Expiry Date

240 D1170029 21/03/2020
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Click on ‘Save’ button to save record.

Click on ‘Cancel’ button to reset the newly entered record.
Click on ‘Delete’ button delete record.

Click on ‘Worksheet’ button to print worksheet.

Click on ‘Label’ button to print label.

Click on ‘Hold’ button to hold record.

Click on ‘Resume’ button to resume record.

Click on ‘Confirm’ button to confirm record.

Click on ‘Record Completion’ button to update status to ‘In
Progress’.

Click on ‘Production Complete’ button to update status to
‘Completed’.

Click on ‘Release’ button to release quarantine record.
Click on ‘Reject’ button to reject quarantine record.

Cross References

324222 Application Business Rules
No. Name Description
1. New Work Order Create new work order record:
record i. User to fill in all required details.
i. Record status displayed as ‘New’ by default.
iii. Able to select ‘Formulary Drug Name’ and ‘Item Description’.
iv. Able to update ‘Request Quantity’ and ‘Pack Size’. Once changed,
material item quantity will recalculate.
2. Save record On click of Save button:

iv.

Vi.

Vii.

Record status remains as ‘New’.

Work order No will be auto-generated which is unique for each work
order record.

Editable fields are: Shelf Life, Remarks, Request Reference, Request
Date

System will auto allocate material item batch based on the stock
available (minus allocated quantity) of all the items based on the material
drug added in formulation. If no stock quantity available, system will not
auto allocate, user to add stock then proceed with manual allocation.
Auto allocation is only for Material Iltem where item group is Drug and
Material Type is Ingredients in Formulation screen. No need to do
allocation for Material Item where item group is Non Drug and Material
Type is Consumable in Formulation screen. For non-drug item no need
to update the stock, user will do own consumption in Inventory module
to minus the non-drug stock from the unit location.

Button ‘Confirm’ is displayed.

Button ‘Delete’ is displayed.

SDD_MANF_GAL v1.0
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No. Name Description
viii. Button ‘Label’ is displayed.
ix. Button ‘Worksheet’ is displayed.
X.  Button ‘Hold’ is displayed.
3. Delete record Users able to delete record once already saved record and before confirm

record. On click of Delete button, record is deleted from screen and database
record status is updated to inactive.

4, Print Worksheet

Click on ‘Worksheet’ button to view worksheet in PDF and print worksheet.

5. Print Label

Click on ‘Label’ button to view label options, view label in PDF and print label.

6. Hold record

‘Hold’ button is displayed at all screens with status except ‘Completed’,
‘Released’ and ‘Rejected’. On click of ‘Hold’ button, record status will update
to ‘On Hold’ and button ‘Resume’ will display.

Click on the ‘Resume’ button and system will update the record status to
previous status before hold.

7. Confirm record

Click on ‘Confirm’ button:

i. Record status will update to ‘Worksheet/Labels Generated'.
ii. All fields displayed as read-only.
iii. Button ‘Hold’ is displayed.
iv. Button ‘Record Completion’ button is displayed.
V. Allocated batch quantity for raw material will be deducted from the
stock available quantity.

8. Record completion

On click of ‘Record Completion’ button:
i. Record status updated to ‘In Progress’.
i. Only fields below are editable:
e Quantity Produced
e Remarks
e Expiry Date
e Prepared By
e Approved By
¢ Quarantine Required
iii. Button ‘Save’ is displayed.
iv.  Button ‘Hold’ is displayed.
v. Button ‘Production Complete’ is displayed.

9. Production
Complete

On click of ‘Production Complete’ button:

i Record status updated to ‘Completed’.

. All fields will display as read-only.

iii. Button ‘Print Label’ is displayed.

iv. Button ‘Print Worksheet’ is displayed. Worksheet will be printed as a
final worksheet, not draft as printed when Confirm record.

V. Stock available quantity for the final product will increase based on the
value specified in the ‘Quantity Produced’ field.

Vi. System should check whether the batch record already exists or not.
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No. Name Description

If batch record already exists, system will update the available
quantity, but if record is not exist, to create new stock in the current
user’s unit.

Vii. Same validation need to check for the Pharmacy Store. If record
already exists in Pharmacy Store, no need to update but if record is
not exist, need to create new stock with available quantity as 0.

viil. Condition to create new stock, the item brand for the formulary item
must contain MOH as one of the item brand.

10. | Quarantine User is able to Quarantine record before Production Complete. On selection
of the Quarantine checkbox, record status will update to ‘Quarantine’. On save
record, button ‘Reject’ and ‘Release’ are displayed.

11. | Release record On click of ‘Release’ button, record status will update to ‘Released’ and stock
available quantity for the final product will increase based on the value
specified in the Quantity/UOM field.

12. | Reject record On click of ‘Reject’ button, record status will update to ‘Rejected’, however no
stock addition for the final product.

13. | User access All user is allowed to view/create/edit/confirm/production complete record
however limited to the given user access role.

324223 Input Validation Rules

No. Name Description Mand Format

atory

1. Unit Code Value displayed based on the user’s requester unit code No Read-only

as setup in Maintenance > Security > User Profile
screen.

2. Request Record status according to action done by user: No Read-only

Status e Save - Status updated as ‘New’

¢ Confirm — Status updated as ‘Worksheet/Labels
Generated’

e Record Completion — Status updated as ‘In
Progress’

e Production Complete — Status updated as
‘Completed’

o Release — Status updated as ‘Released’

e Reject — Status updated as ‘Rejected’

e Hold — Status updated as ‘On Hold’

Values are displayed from Reference Codes

maintenance screen with domain =

‘GALENICAL_WO_STATUS'.

3. Type This field will display record populated based on the No Read-only
selected formulation. Value displayed is either
‘Manufacturing’ or ‘Repacking’ based on the Reference
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No.

Name

Description

Mand
atory

Format

Codes  maintenance with domain =

‘GALENICAL_TYPE'.

screen

Work Order
No

Value is auto-generated by system for each record after
user saves the work order record based on the format as
below:

Current Year-Current Month-Running Number

Example: 18-06-0001

The running number is up to 4 integer values and should
reset monthly. Each month should generate the running
number separately.

No

Read-only

Formulary
Drug Name

Field will list all active Formulation Drug Code as per in

Formulation screen. Value is displayed based on the

conditions below:

i. Formulation drug record as retrieved from IWP
where record status is ‘Active’.

ii. Drug is ‘Active’ in user’s unit catalogue (Unit level 2
and 3 only) and ‘Active’ in Drug/Non-Drug
Catalogue (All unit levels).

Yes

Searching
field

Formulation
Version

Value is auto-populated based on the selected formulary
drug code.

No

Read-only

Item
Description

Field will list all ‘Active’ item code based on the selected
Formulary Drug Name where item is specified as
‘Manufactured Item’ in Maintenance > Inventory > ltem
Master screen.

Yes

Searching
field

Request
Quantity

Value is default based on the selected formulation. User
is allowed to edit the quantity. This request quantity value
will be the default value for ‘Produced Quantity’ field
(round up to next integer).

This field is numeric only with up to 2 decimal values.

Yes

Text field

Request
Quantity UOM

Value is default based on the Quantity UOM of the
selected formulation.

No

Read-only

10.

Preparation
Type

Field will display value based on the selected
formulation. Values displayed are:

e Non Sterile External

¢ Non Sterile Internal

e Sterile - CDR

e Sterile — IV

e Sterile — Others

e Sterile — PN
Values are displayed from Reference Codes
maintenance screen with domain =
‘GALENICAL_PREP_TYPE'.

No

Read-only

11.

Pack Size

Value is default based on the selected formulation. User

Yes

Text field
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atory
is allowed to edit the pack size where value is referring to
the final product packaging size. This field is numeric
only with up to 2 decimal values.
12. | Pack Size Value is default based on the Pack Size UOM of the No Read-only
UOoM selected formulation.
13. | Shelf Life Value is default based on the selected formulation. User Yes | Text field
is allowed to edit the default shelf life value. This field
value will be used to generate the final product expiry
date. This field is integer value only with maximum 9
characters.
14. | Shelf Life Display default value based on the selected formulation. No Read-only
UoM User can edit the value. Able to select options as below:
e Days
e Months
e Weeks
Values are displayed from Reference Codes
maintenance screen with domain = ‘DURATION’.
15. | Remarks User to enter free text value with maximum 100 No Text field
characters.
16. | Storage Display value based on the selected formulation where No Read-only
Condition value is setup based on the Reference Codes
maintenance screen where domain =
‘STORAGE_CONDITION'. Values are:
e Below0°C
e Protect from Light
e Refrigerate (2 - 8 °C)
e Room Temperature (< 25 °C).
17. | Request User to enter free text value with maximum 300 No Text field
Reference characters.
18. | Request Date | Displayed by default based on the record created date. Yes Calendar
Format: dd/mm/yyyy
User able to edit the value.
19. | Quantity Field is displayed when status = ‘In Progress’ only. Yes | Text field
Produced Value is default based on the value entered in ‘Request
Quantity’ field (round up to next integer for decimal
value). User is allowed to edit the quantity. Value will
impact
20. | Quantity Field is displayed when status = ‘In Progress’ only. No Read-only
Produced Displayed based on the selected drug SKU UOM as per
UOM in Maintenance > Pharmacy > Drug screen.
21. | Yield % Field is displayed when status = ‘In Progress’ only. No Read-only
Auto calculated value which shows the difference
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between the ‘Request Quantity’ and ‘Quantity Produced’
field values and is auto-calculated based on the
calculation below:

[(Quantity Produced — Request Quantity) /
Quantity/UOM] * 100%

Display negative value if got negative value.

22.

Batch No.

Field is displayed when status = ‘In Progress’ only.
Batch No is auto-generated by system based on the
format as below:
Unit Code-DDMMYY-Running number.
Example: MANF-140618-1.
e Unit Code is restricted up to 4 first characters
only.
e Date refers to ‘Request Date’ value.
¢ Running number is auto reset by system
scheduler on daily basis.

No Read-only

23.

Expiry Date

Field is displayed when status = ‘In Progress’ only.
By default value is generated based on the shelf life
value but editable by user.

Yes Calendar

24.

Quarantine
Required

Field is displayed when status = ‘In Progress’ only.
‘Quarantine Required’ checkbox is to be selected if user
need to quarantine the produced product. Selecting the
Quarantine checkbox will update the record status to
Quarantine.

No Checkbox

25.

Prepared By

Field is displayed when status = ‘In Progress’ only.
User name that prepare the record. User to enter free
text value with maximum 300 characters.

No Text field

26.

Approved By

Field is displayed when status = ‘In Progress’ only.
User name that approve the record. User to enter free
text value with maximum 300 characters.

No Text field

27.

Rejected By

Field is displayed when status = ‘Rejected’ only.
User who rejected the quarantine record. Displayed
based on user’s first name and last name from
Maintenance>HQ Security>User Profile.

No Read-only

28.

Reject Reason

Field is displayed when status = ‘Rejected’ only.
Field is displayed on click of ‘Reject’ button and user to
enter free text value with maximum 100 characters.

Yes Text field

Mate

rial Section

29.

Seq. No

Display the record sequence number. Field is auto-
populated by system and is read only.

No Read-only

30.

Item Code and
Description

Item Code and Description will display the item details
based on the selected formulation. Description suffix will

No Read-only
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be displayed with the item description (if any).
For example:

Description suffix = q.s

Drug Name = Syrup BP / Simple Syrup
Material Description will be displayed as,
Syrup BP / Simple Syrup (qg.s)

31.

Quantity

Quantity is displayed by default based on the selected
formulation. Value is auto-update once user change the
value for Quantity or Pack Size based on the calculation
as below:

i. When Quantity UOM = Pack Size UOM
Material Qty =
(WO Qty * FO Material Qty) / FO Qty
ii. When Quantity UOM # Pack Size UOM
Material Qty =
[(WO Pack Size * FO Material Qty) / FO Pack
Size] * [WO Qty / FO Qty]
WO — Work Order
FO — Formulation
Value is auto-calculated and not editable.
Quantity UOM is displayed based on the setup in
Formulation which refers to the Material Item Quantity
UOM from Drug Master.

No

Read-only

32.

Allocate
Quantity

On click of ‘Allocate Quantity’ hyperlink after save record
and before confirms record, screen Item Batch is
displayed. Iltem Batch listed based on all batches with
available quantity (after minus reserved quantity) and for
all items belongs to the same drug of the raw material.

On manual allocation, system will auto default the Allocate
Quantity value based on the first expiry first out method.

Only one batch number is allowed to be allocated per
each raw material and value must be the same with
value in ‘Quantity’ column. User can also de-allocate the
batch by saving the allocated quantity as 0.

Value will be displayed based on the calculation as
below:

e Material Quantity / Conversion Factor from Drug
Master for the Material Item and round up to the
next integer. Value is not editable; user can only
update the allocated batch.

e Allocate Quantity UOM is displayed based on the
setup in Formulation which refers to the Material
Item SKU UOM from Drug Master.

No

Read-only
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33. | Batch No Batch Number is displayed based on the selected batch No Read-only
in the Item Batch Details screen. User is allowed to only
select one batch for each Material Item as per the GMP
(Good Manufacturing Practice) standard.

34. | Expiry Date Display Expiry Date value based on the allocated batch No Read-only
in ltem Batch details screen.

Add Procedures

35. | Seq. No Display the record sequence number. Field is auto- No Read-only
populated by system and is read only.

36. | Process Display the procedures as per entered in the selected No Read-only

Instruction Formulation record.
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32423 Print Worksheet
324231 Screen Design
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ID WO.SD3
Description To view and print Worksheet
Diagram

i Print Worksheet before Confirm record

GALENICAL WORKSHEET (DRAFT)

MINISTRY OF HEALTH

Hospital Pakar Sultanah Fatimah, Muar

Shelf Life -1 Months Pack Size 2100 ml
Preparation Type :Mon Sterile Extemal
Item Description :Sodium Bicarbonate Mouthwash

Request Date 107/06/2018 Worksheet ID : 18-06-0003

Request Qty - 100 mi

Qty Prepared :0ml

Batch No - MANF-18067-1
Expiry Date S 07/07/2018

1 Dissolve sodium bicarbonate powder in sufficient amount of water
2 Make up to final volume with water and mix well

3 Package and label appropriately

Ingredients Vol. per Qty. Total Expiry Date Batch ID Allocated Qty
Sodium Bicarbonate BP/USP 2g 2g 21/03/2020 D1170029 249
Consumables :

Distilled Water (by volume) 100 ml 100 mi

Procedure :

Storage :
Room Temperature (< 25 C) Label :

Remarks
2%

Reference:

Worksheet Prepared By : Prepared by :
Pharmacist Manufacturing

Date: 07/06/2018 Date

Approved by :

Date

SDD_MANF_GAL _v1.0
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Print worksheet after Production Complete

GALENICAL WORKSHEET

MINISTRY OF HEALTH

Hospital Pakar Sultanah Fatimah, Muar
Request Date -07/06/2018 Worksheet ID ° 18-06-0003 RequestQty - 100mi
Shelf Life 1 Months Pack Size 2100 ml Qty Prepared : 100 ml
Preparation Type :Non Sterile Extemal Batch No - MANF-18067-1
Item Description :Sodium Bicarbonate Mouthwash Expiry Date - 07/07/2018
Ingredients Vol. per Qty. Total Expiry Date Batch ID Allocated Qty
Sodium Bicarbonate BP/USP 2g 2q 21/03/2020 D1170029 2q
Consumables :
Distilled Water (by volume) 100 ml 100 mi

Procedure :

3 Package and label appropriately

1 Dissolve sodium bicarbonate powder in sufficient amount of water

2 Make up to final volume with water and mix well

Storage :
Room Temperature (< 25 C)

Label :

Remarks
2%

Reference:

Worksheet Prepared By :

Pharmacist Manufacturing

Date:  07/06/2018

Prepared by : Approved by :

Date: Date:

Notes

Click on ‘Worksheet’ button to view and print worksheet.

Cross References

324232 Application B

usiness Rules

Description

After saving the work order record, when record status is New, click on
the Worksheet button and user will be able to view and print the draft
Worksheet. Worksheet will be displayed as draft due to record is not yet
confirmed, only for the purpose of verifying the worksheet before
confirming the record.

Value for ‘Qty Prepared’, ‘Prepared By’ and ‘Approved By’ are empty due
to value will only be available when the record status is Completed.

No. Name

1. Generate worksheet
before Confirm record.

2. Generate worksheet
after Complete or
Release record.

When record status is Completed or Released, click on the Worksheet
button and user will be able to view and print the final Worksheet where
‘Qty Prepared’, ‘Prepared By and ‘Approved By’ fields updated as per the
value as entered on the work order screen.

SDD_MANF_GAL v1.0
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No. Name Description
3. Request Date Value displayed based on ‘Request Date’ field on the work order screen.
4. Worksheet ID Field value is auto-generated as displayed in ‘Work Order No’ field on the
work order screen.
5. Request Qty Display value based on the ‘Request Quantity’ field as entered on the work
order screen.
6. Shelf Life Display value based on the ‘Shelf Life’ field as entered on the work order
screen.
7. Pack Size Display value based on the ‘Pack Size’ field as entered on the work order
screen.
8. Qty Prepared Display value based on the ‘Quantity Prepared’ field as entered on the
work order screen.
0. Preparation Type Display value based on ‘Preparation Type’ field on the work order screen.
10. | Item Description Display value based on ‘Item Description’ field on the work order screen.
11. | Batch No Display value based on ‘Batch No’ field on the work order header screen.
12. | Expiry Date Display value based on ‘Expiry Date’ field on the work order header
screen.
13. | Ingredients/ Display the Item Description for each material item. Display item under
Consumables ‘Ingredients’ section if ltem Group = Drug. Display item under
‘Consumables’ section if tem Group = Non-Drug.
14. | Vol. per Qty. Value is displayed based on the calculation record:
i. When Quantity UOM = Pack Size UOM
Vol per Qty =
(WO Pack Size * WO Material Qty) / WO Qty
ii. When Quantity UOM # Pack Size UOM
Vol per Qty = WO Material Qty / WO Qty
WO is Work Order and UOM is displayed based on the Material Qty UOM.
15. | Total Qty Value is displayed based on the ‘Quantity’ column as displayed in the
material section on work order screen.
16. | Expiry Date Display the ‘Expiry Date’ based on the allocated batch for each material
item.
17. | Batch ID Display the ‘Batch No.” based on the allocated batch for each material
item.
18. | Allocated Qty Display the ‘Allocated Quantity’ based on the allocated batch for each
material item.
19. | Procedure Display the procedures entered in the Procedures section on the work
order screen.
20. | Storage Display value based on ‘Storage Condition’ field on the work order header
screen.
21. | Label This column is empty for user to paste the printed label on the worksheet.
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No. Name

Description

22. | Reference

Display value based on the ‘Request Reference’ value as displayed on
the work order screen.

23. | Worksheet Generated
By

Worksheet Prepared By. Display the user first name and last name as
displayed in ‘Request By’ field on the work order screen.

24. | Prepared By

Manually filled in by user.

25. | Approved By

Manually filled in by user.

324233 Input Validation Rules

None.

32424 Print Label

324241 Screen Design

ID WO.SDh4
Description To view and print Label for General/PN drug
Diagram
i. General Label: Options
Hold Confirm Label
UnitGH MANF Request Status
Formulary Drug Name F
Item cription 100
Prey on T () General Label: 90mm X 60mm (") General Label: 40mm X 20mm 100
. o] ‘Ltg&erlnfor External Preparation: 40mm X (7 Label Unit of Dose: 20mm X 13.3 mm e
- ¢y Label for External Preparation Cream 15g ——
~ and 30g° 35mm X 35mm {Round)
Storage Condition bom T ratu

ii. General Label: 90mm x 60mm

Hospital Pakar Sultanah Fatimah, Muar

Sodium Bicarbonate Mouthwash

Qty: 100 ml

[Batch No: MANF-18067-1 Worksheet ID:18-06-0003
Date Prepared: 07/06/2018 Date Exp: 07/07/2018
Storage : Room Temperature (< 25 C)

ii. General Label: 40mm x 20mm
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Sodium Bicarbonate Mouthwash Sodium Bicarbonate Mouthwash

Qty : 100 ml Qty 100 ml

Batch :MANF-18067-1 Batch  :MANF-18067-1

Prep, Exp . Prep, Exp .

Date :07/06/2018 Date :07/07/2018 Date 07/06/2018 Dale-0710712018
Hospital Pakar Sultanah Fatimah, Muar Hospital Pakar Sultanah Fatimah, Muar
Sodium Bicarbonate Mouthwash Sodium Bicarbonate Mouthwash

Qty : 100 ml Qty : 100 ml

Batch : MANF-18067-1 Batch  : MANF-18067-1

Prep. Exp . Prep. Exp .

Date.07106f2018 Date.07f0712018 Date.U?IDBIZMB Date.0710712018
Hospital Pakar Sultanah Fatimah, Muar Hospital Pakar Sultanah Fatimah, Muar

iv. Label for External Preparation: 40mm x 40mm

TIDAK BOLEH DIMINUM TIDAK BOLEH DIMINUM
NOT TO BE TAKEN NOT TO BE TAKEN
Jauhi ubat dari kanak-kanak Jauhi ubat dari kanak-kanak

Sodium Bicarbonate Mouthwash|Sodium Bicarbonate Mouthwash

Qty 100 ml Qty  : 100 ml
Batch No: MANF-18067-1 |Batch No : MANF-18067-1
Prep . Exp . Prep. Exp .
Date 07/06/2018 Date.ommma Dat :07/06/2018 Date.DT.-'OTIED*IB
Hospital Pakar Sultanah Fatimah, Hospital Pakar Sultanah Fatimah,
Muar Muar

v. Label Unit of Dose: 20mm x 13.3mm

Sodium Sodium Sodium Sodium
Bicarbonate Bicarbonate Bicarbonate Bicarbonate
Mouthwash Mouthwash Mouthwash Mouthwash

BN:MANF-18067- |BN:MANF-18067- |BN:MANF-18067- JBN:MANF-18067-
Exp: 07/07/2018 Exp: 07/07/2018 Exp: 07/07/2018 Exp: 07/07/2018

Sodium Sodium Sodium Sodium
Bicarbonate Bicarbonate Bicarbonate Bicarbonate
Mouthwash Mouthwash Mouthwash Mouthwash

BN:MANF-18067- |BN:MANF-18067- |BN:MANF-18067- JBN:MANF-18067-
Exp: 07/07/2018 Exp: 07/07/2018 Exp: 07/07/2018 Exp: 07/07/2018

Sodium Sodium Sodium Sodium
Bicarbonate Bicarbonate Bicarbonate Bicarbonate
Mouthwash Mouthwash Mouthwash Mouthwash

BN:MANF-18067- |BN:MANF-18067- |BN:MANF-18067- [BN:MANF-18067-
Exp: 07/07/2018 Exp: 07/07/2018 Exp: 07/07/2018 Exp: 07/07/2018

vi. Label for External Preparation Cream 15g and 30g: 35mm x 35mm (Round)

Sodium Bicarbonate
Mouthwash

Sodium Bicarbonate
Mouthwash

Qty :100 ml  Exp: 07/07/2018

Qty : 100 ml Exp:07/07/2018

B.No: MANF-18067-1
HPSF

B.No: MANF-18067-1
HPSF
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vii. PN Label: Options
« Confim | {@hlabel @& Work
| Request Status |\ New

b PN LABEL |18-06-0007

tarter without K-+ 48 3kcal : : |

tarter without K-+, 43 3kcal !! [ @Lavel | X | 1||\E
|| ) PN Paed Std Soin ) Lipid Standard | 0] IE

7 |Days v Waorksheet Prepared By |Phalmacist FN
L8 9eC) S
viii. PN Paed Std Soln
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Hospital Pakar Sultanah Fatimah, Muar
PARENTERAL NUTRITION (PAEDIATRIC)
PN Soln 10, Starter without K+, 48.3kcal

NAME : AGE :

MRN : WARD :

Total Volume : 100 ml/bag
Content per bag

Protein 28 g
Dextrose 104q
Sodium 2 mmol
Potassium 0 mmol
Calcium 1.2 mmol
Magnesium 0.14 mmol
Phosphate 1 mmol
Chloride 0.02 mmol
Acetate 0 mmol
Trace Element 0 mL
Calories 48.29 kcal
Osmolarity 830.49 mosm/L

|Date and Time of Administration :

| Infusion mL/Hrs
[Batch No Expiry Price : RM
TPN-18067-5 14/06/2018

Do not use if any visible solid particles, growth
precipitation appears
Store in refrigerator (2-8 °C). Protect from light

(Once open use within 48 hours)
Ensure PN Solution is at room temperature before

infusion
Name
MRN : Ward :
Age : Gender:

Birth/Current Body Weight:
Date Administer :

Batch No :

Expiry Date :

’Please fill up and send back this portion to PN

ix. Lipid Standard
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Hospital Pakar Sultanah Fatimah, Muar
PN Soln 10, Starter without K+, 48.3kcal
Batch No: TPN-18067-5
LIPID : 0mL
Worksheet ID:  18-06-0007
VITALIPID: 0mL Date Prepared: 07/06/2018
SOLUVIT: O0mL Exp date: 14/06/2018
Total Vol: 0mL Price (RM):
Stable for 6 days at 2-8 °C & 1 day at 25 °C
Hospital Pakar Sultanah Fatimah, Muar
PN Soln 10, Starter without K+, 48.3kcal
Batch No: TPN-18067-5
LIPID : 0mL
Worksheet ID: 18-06-0007
VITALIPID: 0mL Date Prepared: 07/06/2018
SOLUVIT: O0mL Exp date: 14/06/2018
Total Vol:  0mL Price (RM):
Stable for 6 days at 2-8 °C & 1 day at 25 °C
Hospital Pakar Sultanah Fatimah, Muar
PN Soln 10, Starter without K+, 48.3kcal
Batch  TPN-18067.5
LIPID : 0mL
Worksheet ID:  18-06-0007
VITALIPID: 0mL Date Prepared: 07/06/2018
SOLUVIT: O0mL Exp date: 14/06/2018
Total Vol: 0mL Price (RM):
Stable for 6 days at 2-8 °C & 1 day at 25 °C
Notes e Click on the ‘Label’ button to print label.
e Galenical label is categorized into 2 types: Normal Drug Label and
PN Drug Label.
Cross References
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3242472 Application Business Rules
No. Name Description
1. Normal Drug Label On click of Label button:
i Printing options will be displayed.
ii. Select which label size to print and click on the print label button.
User then can view and print the label.
2. PN Drug Label PN Drug Label is displayed only when PN Type in Drug Master is TPN.

On click of Label button:

i. Printing options will be displayed with the selection of ‘PN Paed
Soln’ or ‘Lipid Standard’

ii. Select which label to print and click on the print label button. User
then can view and print the label.

Normal Drug Label

3. 90mm x 60mm Details by value as below:
o Facility Name: Display based on the ‘Facility Name’ as per setup
in Facility Information maintenance screen.
o Drug Name: Display based on the ‘Formulary Drug Name’ in work
order header screen.
e Qty: Display based on the ‘Pack Size’ and ‘Pack Size UOM’ in
work order header screen.
e Batch No: Display based on the ‘Batch No’ in work order header
screen.
o Worksheet ID: Display based on the ‘Work Order No’ in work order
header screen.
e Date Prepared: Display based on the ‘Request Date’ in work order
header screen.
o Date Exp: Display based on the ‘Expiry Date’ in work order header
screen.
e Storage: Display based on the ‘Storage Condition’ in work order
header screen.
4. 40mm x 20mm Details by value as below:

e Facility Name: Display based on the ‘Facility Name’ as per setup
in Facility Information maintenance screen.

e Drug Name: Display based on the ‘Formulary Drug Name’ in work
order header screen.

e Qty: Display based on the ‘Pack Size’ and ‘Pack Size UOM'’ in
work order header screen.

e Batch No: Display based on the ‘Batch No’ in work order header
screen.

e Prep Date: Display based on the ‘Request Date’ in work order
header screen.

o Exp Date: Display based on the ‘Expiry Date’ in work order header
screen.

SDD_MANF_GAL v1.0
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No. Name Description
5. 40mm x 40mm Details by value as below:
o Facility Name: Display based on the ‘Facility Name’ as per setup
in Facility Information maintenance screen.
e Drug Name: Display based on the ‘Formulary Drug Name’ in work
order header screen.
e Qty: Display based on the ‘Pack Size’ and ‘Pack Size UOM’ in
work order header screen.
e Batch No: Display based on the ‘Batch No’ in work order header
screen.
e Prep Date: Display based on the ‘Request Date’ in work order
header screen.
o Exp Date: Display based on the ‘Expiry Date’ in work order header
screen.
6. 20mm x 13.3mm Details by value as below:
e Drug Name: Display based on the ‘Formulary Drug Name’ in work
order header screen.
¢ Batch No: Display based on the ‘Batch No’ in work order header
screen.
o Exp Date: Display based on the ‘Expiry Date’ in work order header
screen.
7. 35mm X 35mm Details by value as below:
(Round) e Facility Prefix: Display based on the ‘Facility Prefix’ as per setup
in Facility Information maintenance screen.
o Drug Name: Display based on the ‘Formulary Drug Name’ in work
order header screen.
e Qty: Display based on the ‘Pack Size’ and ‘Pack Size UOM’ in
work order header screen.
e B. No: Display based on the ‘Batch No’ in work order header
screen.
o Exp: Display based on the ‘Expiry Date’ in work order header
screen.
PN Paed Std Soln
8. Drug Name Display based on the ‘Formulary Drug Name’ in work order header screen.
9. Total Volume Display based on the ‘Pack Size’ in work order header screen and UOM
is hardcoded to mL/bag.
10. | Protein Display based on the drug name for the formulary item:
In TPN Source Content screen,
(Amino acid / Volume) * Work Order Pack Size
UOM hardcoded to ‘g’.
11. | Dextrose Display based on the drug name for the formulary item:
In TPN Source Content screen,
(Glucose / Volume) * Work Order Pack Size
UOM hardcoded to ‘g’.
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Name

Description

Sodium

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Sodium / Volume) * Work Order Pack Size

UOM hardcoded to ‘mmol’.

13.

Potassium

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Potassium / Volume) * Work Order Pack Size

UOM hardcoded to ‘mmol’.

14.

Calcium

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Calcium / Volume) * Work Order Pack Size

UOM hardcoded to ‘mmol’.

15.

Magnesium

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Magnesium / Volume) * Work Order Pack Size

UOM hardcoded to ‘mmol’.

16.

Phosphate

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Phosphate / Volume) * Work Order Pack Size

UOM hardcoded to ‘mmol’.

17.

Chloride

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Chloride / Volume) * Work Order Pack Size

UOM hardcoded to ‘mmol’.

18.

Acetate

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Acetate / Volume) * Work Order Pack Size

UOM hardcoded to ‘mmol’.

19.

Trace Element

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Trace Element / Volume) * Work Order Pack Size
UOM hardcoded to ‘ml’.

20.

Calories

Display based on the drug name for the formulary item:
In TPN Source Content screen,

(Total Energy / Volume) * Work Order Pack Size

UOM hardcoded to ‘kCal’.

21.

Osmolarity

Display calculated value based on each material item:

In PPN Source Content screen,

Osmolarity (Sum of all material items) = (Material Quantity / Work Order
Header: Request Quantity) * 1000] * (PPN Source Content: Osmolarity)
UOM hardcoded to ‘mOsm/L’.

22.

Batch No

Display based on the ‘Batch No’ in work order header screen.

23.

Expiry Date

Display based on the ‘Expiry Date’ in work order header screen.
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No. Name Description

Lipid Standard

24. | Drug Name Display based on the ‘Formulary Drug Name’in work order header screen.

25. | Lipid Soln Display value from material quantity for material item. Material item should
be based on Drug Master, PN Type = PPN and in PPN Source Content
the drug is identified as Lipid.

UOM is hardcoded to mL.

26. | Vitalipid Display value from material quantity for material item. Material item should
be based on Drug Master, PN Type = PPN and in PPN Source Content
the drug is identified as Fat Soluble.

UOM is hardcoded to mL.

27. | Soluvit Display value from material quantity for material item. Material item should
be based on Drug Master, PN Type = PPN and in PPN Source Content
the drug is identified as Water Soluble.

UOM is hardcoded to mL.

28. | Total Vol Value is calculated based on the addition of all values in ‘Lipid Soln’,
‘Vitalipid’ and ‘Soluvit’ column.

29. | Batch No Display based on the ‘Batch No’ in work order header screen.

30. | Worksheet ID Display based on the ‘Work Order No’ in work order header screen.

31. | Date Prepared Display based on the ‘Request Date’ in work order header screen.

32. | Expiry Date Display based on the ‘Expiry Date’ in work order header screen.

33. | Price (RM) No value for ‘Price’. Field is left empty for user to manually fill in.

34. | Storage Hardcoded to ‘(6 days at 2-8°C & 1 day at 25°C)

324243 Input Validation Rules
None.
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Alternate ltem

Screen Design

pharmaniaga

ID

WO.SD5

Description

To allocate Alternate Item batch

Diagram
i.
WORK ORDER

B Held

Click on ‘Alternate Item’ menu

UnitCode

Type

Formulary Drug Name
Iltem Description
Preparation Type

Shelf Life

Storage Condition

Request Reference

Request Date

Material | Procedure

( v Cnnﬁrm} & Labal 43 Wﬂrksheet]E'

[ManF | Request Stalus [New |
[Manufacturing -] Work Order No [18-06-0008 ‘
[ Sodium Bicarbonate Mouthwash | * Formulation Version | 1 ‘
[ Sodium Bicarbanate Mouthwash B Request Quantity [ 100 (m |+
[Non Sterile External v Pack Size [ 100 (m |+

1 |Mnnihs A Worksheet Prepared By |Phan‘namsl Manufacturing ‘

2%

Room Temperature (< 25 C) Remarks
07/06/2018 |-

Sequence No Item Code Descripfion Quantity = Allocate Quantity +| Batch No.5 Expiry Date =
1| 01.3610.05 Sodium Bicarbonate BF/USP 2q 049 -
Alternate ltem

v ‘h 2| M2230000002.00 Distilled Water (by volume) 100 ml =
WORK ORDER

B Hold " Confirm | @ Label | | & Worksheet || I @ X
UnitCode

ALTERNATE ITEM DETAILS
Type
Formulary Drug Nam| X 1
B D D Alternate Item For |n1,351u,05 | Description ‘Scd\um Bicarbonate BPIUSP |
P tion Ty
St Active Ingredient |sodium Bicarbonate | Atemate tem Name |Sodium Bicarbonate BPIUSP -
Shelf Life
BATCH DETAIL
Storage Condition
1 /1

Request Reference No. Item Name Dosage Form Batch Expiry Date Available Qty Units Allocation Qty
Request Date

Rt 1| Sodium Bicarbonate BR/USP Powder D1170020 210312020 13994 | gram 2

Material Proce Powder D1170011 281032020 2447 | gram 0

-m Powder D1170014 31/05/2020 2000 | gram 0

v

v
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iii. Save Alternate Item record

WORK ORDER

oo @ue @uses [ 8B 0 | %

Material | Procedure

UnitCode |MANF ‘ Request Status | New
Type [ Manutacturing v Work Order No |18-06-0006 |
Formulary Drug Name | Sodium Bicarbonate Mouthwash = Formulation Version | I|
Item Description | Sodium Bicarbonate Mouthwash = Request Quantity | ‘IUO‘ [ml
Preparation Type | Non Sterile External v Pack Size | ‘IUO‘ [ml
Shelf Life 1 |Months v Worksheet Prepared By |F‘ha|mac|sl Manufacturing
2%
Storage Condition Room Temperature (< 25 ¢ C) Remarks
Request Reference
Request Dale 07/06/2018 o]

Sequence No Item Code Description Quantity > Allocate Quantity 5+ Batch No.% Expiry Date >
01361005 Sodium Bicarbonate BP/USP 20 0g
hd RAWO00042-25 Sodium Bicarbonate BP/USP R ; D1170029 21/03/2020
A 2 | M2290000002.00 Distilled Water (by volume) 100 ml
Notes e (Click on the context menu ‘Alternate ltem’ to open Alternate ltem

screen.
Click on ‘Cancel’ button to reset the newly entered record.
Click on ‘Save’ button to save batch details record.

Cross References

324252 Application Business Rules

No. Name Description
1. Alternate Item ‘Alternate Item’ menu is enabled when:
condition i. Work Order type is ‘Manufacturing’.

Material Item Type is Ingredients. Alternate is only for drug material
item.
Work Order record status is New.

Alternate ltem screen can be viewed only when the value in ‘Allocate Quantity’
column is 0. System will display alert message if value is not 0 and user is
requires to edit the allocate quantity value.

System will list the alternate items for the material item based on the condition
as below:

Material Iltem has Strength and Strength UOM value in Drug Master;
List will display Item where in Drug Master,

- Same Active Ingredient

- Same Strength and Strength UOM
User can only alternate with item that has the same active ingredient
and strength as the ordered material item.
Material Item Strength value is 0;
List will display Item where in Drug Master,

- Same Active Ingredient

SDD_MANF_GAL v1.0

Page 50

© 2011-2018 Pharmaniaga Logistics Sdn Bhd (PLSB)




PhIS & CPS PROJECT

niaga

Name

Description

- Same Quantity UOM (Not necessarily same Quantity value)
User can alternate with the same active ingredient and quantity UOM

as the ordered material item.

User is allowed to allocate for one alternate item and one batch only for each
material item.

Save Alternate
Iltem record

On click of the save button:

System will save the alternate allocate quantity and display the
alternate item as a second row below the original material item. ‘Batch
number’ and ‘Expiry Date’ will display based on the allocation in the

Alternate Item screen.

User is not allowed to do allocation for the original material item.
System will display alert message if user try to allocate the quantity for
the original item where user need to update the allocation for alternate

to 0 before allocate the original item quantity.

324253

Input Validation Rules

No.

Name

Description

Mand
atory

Format

Alternate Item
Name

Drop down will list the alternate items for the material item
based on the condition as below:

Material ltem has Strength and Strength UOM
value in Drug Master;

List will display Item where in Drug Master,

- Same Active Ingredient

- Same Strength and Strength UOM

Material Item Strength value is 0;

List will display Item where in Drug Master,

- Same Active Ingredient

- Same Quantity UOM (Not necessarily same
Quantity value)

This field is mandatory.

No

Drop down
list

Allocation Qty

Once user selects value in Alternate Item drop down,
allocate quantity value is default based on the calculation

below:

Material Quantity / Conversion Factor from Drug
Master for the Alternate Item

Allocation is default to the first expiry batch
number.

User is allowed to change the batch with condition
that the quantity should still be the same and only
one batch can be allocated for each material. User
can also de-allocate the batch by saving the
allocated quantity as 0.

User to key in only integer value.

No

Text field
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3.2.5 Integration
None.
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I

List out the documents in which the stated procedures in this document refer to.

Document

Description/ Expansion

|

. Acronyms

Item

Description

UOM

Unit of Measurement

BPF

Bahagian Perkhidmatan Farmasi

HQ

Headquarters

|

. Appendix
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