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ol SA\P or NON-SAP ...
(Naturally SAP — Why ?)
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 The year 2018-22, good opportunity for Pharmaceuticals, hence our solution has to
be scalable and should have a built-in-capability to support us for next 5 years
minimum, with out getting in change. Customization is as-and-when needed.

* SAP is the only one as per the Best Practices for Pharmaceuticals & designed to meet
these challenges — faster and more efficiently.

e A visionary organization like Prism requires a robust integrated Enterprise Resource
Planning (ERP) system. SAP’s solutions allow for a complete transformation — to move
from slow to fast.

* An integrated ERP system from SAP will provide the backbone support for us amongst
other pharmaceuticals companies, where it will provide end to end integration for
various back office functions; beginning with Finance, Sales and Distribution, Material
Management, and moving on to Production Planning and Business Intelligence...




adding life o living...

Financial Accounting (Fl)

* General Ledger

* Accounts Receivable and Payable
* Fixed Asset Accounting

* Bank Accounting

* Cash Journal Accounting

* Inventory Accounting

* Tax Accounting

* Accrual Accounting

* Financial statements
Management Accounting (CO)
* Profit center accounting

* Cost center and internal order
accounting

* Project accounting

* Product cost accounting

* Profitability accounting

* Revenue and cost planning
Sales and Distribution (SD)

* Master Data (Products, customers,

partner functions, pricing & .
conditions)

Invoice Verification

Production Planning (PP)

Sales Order Management

Pricing & Conditions
Availability Check .

Delivery Processing (Pick, pack & .
goods issue)

Billing
Order-To-Cash cycle

Returns processing

Material Management (MM)

Master Data (Work Center, Routing,
Recipe, ...)

Sales & Operation Planning
Master Planning

Capacity Planning

Material Requirements Planning
Productions Order

Process Manufacturing

Business Intelligent (Bl) — Analytics

Quality Management (QM)

Master Data (Materials, Vendors,
Purchasing Info Records, Source List,
Pricing & Conditions, Batch
Management and Batch Classification,
for selected materials)

Material Requirements Planning
(MRP)

Purchase Requisitions
Purchase Orders (PO)

Inventory Management

Financial and Management Reporting

Financial Planning, Budgeting and
Forecasting

Profitability Management

Product and Service Cost
Management

Overhead Cost Management
Payment Behaviour Analytics

Working Capital and Cash Flow
Management
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cGMP and Regulatory Compliance handling & Validation

USFDA MCC TGA

Software compliance requirements for the above are the
key features of SAP Best practices
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GMP outlines the regulations and guidelines within specific country for medical
products manufactured in that country or imported from other countries

21CFR, Part 11

FDA’s Standards for the use of Electronic Records and Signatures as an equivalent
and/or substitute for paper records and hand written signatures executed on

paper
21CFR, Part 210

FDA’s Current Good Manufacturing Practices in Manufacturing, Processing,
Packing or Holding of Drugs;

21 CFR, Part 211

FDA’s Current Good Manufacturing Practices for Finished Pharmaceuticals




PRISM

adding life to living...

L
o
=
n
%)
2
o
=
L
oc
o

Examples of E-Records, what we need to watch for :-

Batch Records (Manufacturing Records)
Compliance Records (Validation 1Q/0Q/PQ Protocols)

Laboratory Data (Routine Inspection, Stability Sample Management)
Manufacturing Data (Master Formulation record, Master Packaging record
Training Records (cGMP 21 CFR Part 210, 211 & Part 11)

Calibration Tracking Records (Laboratory Equipments)

Audit Trails (Deviations Listing, Resource Logs)




Electronic Signatures Batch Re-work Audit trail report
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21 CFR Part 11 in SAP
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Expertized in Process
Reengineering

implementers of ISMS and
ISO standards, can get us
\PO listed

Next to our office & already
has an agreement with
Toolyt

Comes in with Finance &
Pharma Shop floor
Expertise

rom info

21CFR part 11812
implementation

Exposure to US Laws

Multiple Pharma
installation
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Usually it’s a 4 major steps [each step is further broken]

1)
2)
3)

4)

Interviewing Functional Heads to know how they actually do
their part of work.

Process gaps are identified — if need be the existing process is
reengineered/improved.

Set up a process for Gap analysis, implementation and Data
migrations along with timelines and responsibilities.

Get extensive training before rollout — clear doubts and
“corrections & preventions” noted.
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Fanvetll The infra will be suggested ... -
(in case its SAP) >

* Main cost component :
* The server Box — Xeon E5; providers are Dell, HP, Lenovo & Cisco; average cost 1.5 Lac rack mount
* The SQL Database, we will use the MySQL, its free, instead of the MS-Sql with is around 50 k.
* QOperating System — Server 2012 Licenses, its costing around 50 k.

* Allied cost component :

e CALs — this are the Client Access Licenses used to access the server remotely, we might need some
extra.

* Some additional computers for the users, either as an upgrade or as a replacement.
* Training and incidental expenses should be looked at as contingencies.

* The security aspect would have been already taken care.
* Gateway Firewall - @ 50 k
* AV and client site security — anything between @ 1000 to 5000 per user







