For your professional pharmaceutical, healthcare and veterinary requirements

COMPANY PROFILE

WHY CORPORATE PHARMACEUTICAL SOLUTIONS?

Corporate PharmaCeutical Solutions (CPC SOLUTIONS) is a newly founded corporation,
created in response to the market need for quality outsourcing solutions in the
Pharmaceutical, Healthcare and Veterinary arenas that also fulfil all requirements for the
South African government’s economic transformation policy of Black Economic
Empowerment. In fulfilling this market need, CPC SOLUTIONS is able to provide peace of
mind to companies by way of providing a superior level of service, professionalism,
knowledge and experience, that to which you are accustomed to receiving in this industry,
whilst not having to compromise on meeting intrinsic and extrinsic demands on companies,
such as head count restrictions and BEE compliance, ensuring you reach a Balanced Score
Card approach to your business.

WHO IS CORPORATE PHARMACEUTICAL SOLUTIONS?

CPC SOLUTIONS is not just another group of consultants, but vehemently, is rather your
partner in outsourced solutions; a group of hands-on implementers of projects and/or all
activities in the pharmaceutical and allied healthcare environment, whilst remaining
committed to quality of service and product, AND reliability of delivery and turn around time.

CPC SOLUTIONS strives to make outsourcing an economically viable resource option for all
companies irrespective of size and market sector.
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CPC SOLUTIONS OFFERS THE FOLLOWING OUTSOURCING SOLUTIONS:

REGISTRATIONS:

Registration of medicines and related products in South Africa and in various countries within

SADC, East Africa and West Africa

1. Evaluation, screening, compilation, updating, amending, maintenance and renewal of
registration dossiers for:

e Orthodox and Complementary Medicines, Medicines Control Act (Act 101 of
1965)

e Stock remedies, Farm Feeds, Agricultural remedies and Fertilizers (Act 36 of
1947)

e Foodstuff, Cosmetics and Disinfectants Act (Act 54 of 1972)

¢ Disinfectants (SABS codes of Practice)

e Genetically Modified Organisms Act (Act 15 of 1997)

2. Evaluation, screening, compilation, updating, amending, maintenance and renewal of
registration dossiers for products similar to the above mentioned in accordance with local
regulatory requirements per country in SADC, East and West Africa

3. Pharmaco-vigilance and complaint handling

4. Liaison with Industry bodies, Regulatory Authorities, and lobbying of government

QUALITY ASSURANCE:
1. Performance of sampling, testing and release of finished products for sale of product to
the South African and Sub-Saharan African markets, prioritised to meet sales demand
2. Validation of transport system
3. Liaison with 3@ Party Contractors (manufacturers, packers, laboratories) and
vendors/suppliers
4. Quality standard audits on 3@ Party Contractors and vendors in accordance with
requirements of the relevant market sector
5. Operations compliance auditing and change implementation. QA/RA internal auditing
of all departments, corrective action plan plus hands on implementation, monitoring and
report-back. (Good Manufacturing Practice, Good Warehousing Practice, Good
Wholesale/Distribution Practice)
6. Compilation and review of:
e Allrelevant SOP’s
e Master documentation
e Annual Product Reviews
e Technical agreements
e Applicant and Site Master Files
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REGULATORY COMPLIANCE:

1.

Medicines Control Act 101 of 1965

¢ Advertising (Promotional Copy Approval)

e Artwork / Packaging label approval

e Company Licensing Requirements

e Control of Scheduled substances
Pharmacy Act 53 of 1974

e Control of the Pharmaceutical functions and of the Pharmacy

e Product registrations

e Responsible Pharmacist

¢ Company Registration with Pharmacy Council
Occupational, Health and Safety Act 85 of 1993

¢ Delegation of responsibilities

e Election of representatives

e Co-ordination of meetings

e Supervision of incident handling

¢ On-going internal audits
Promotion of Access to Information Act 2 of 2000

e Creation of Section 51 manual for private companies
Handling of Dangerous Goods (SABS Code)

¢ Warehousing

e Imports and Exports
National Road Traffic Act 93 of 1996

¢ Handling of Dangerous Goods
International Narcotics Control Board (INCB)

e Import and Export of higher scheduled substances
Animal Diseases Act 35 of 1984

e Import of any product of (or containing a component of ) animal origin

INVENTORY MANAGEMENT:

1.

Monitor critical product levels, and evaluate stock holding to meet working capital
targets
Assist with forecasting and procurement planning of raw materials, packaging materials,
semi-finished products and finished products
Co-ordination of delivery of orders, both national and international, and prioritising QA
release to meet forecast demand
Liaison with suppliers (national and international) on pricing, supply agreements and QA
requirements
Compilation and review of::

a. Allrelevant SOP’s

b. Commercial agreements

c. Products with history of supply problems
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INTELLECTUAL PROPERTY:

1. Search and registration of all trade names, and internet domain names in conjunction
with IP lawyers

2. Research, file and register Patents with the South African Patents Office, in conjunction
with IP Lawyers.

3. Maintenance of portfolio of agreements, trade names and patents, flagging renewals
and expiries.

GENERAL PROJECT MANAGEMENT:
1. Assistance with Project Implementation and Management, for eg.:
e Alternate Source of Supply
e Alternate Distribution Channel
e Co-ordination of new product introductions
e Mergers and Acquisitions
e Premises Change
e SARS harmonised Import Tariff Code amendment application

CPC SOLUTIONS’ COMMITTMENT

CPC SOLUTIONS’ business principles are based on the integrity and reputation of its individual
members, their strong work ethic within the organisation for whom they have previously been
employed, their involvement in the pharmaceutical industry within their respective market
sectors, and a clear understanding that accountability, reliability, quality and turn-around
time are paramount in this field of business. Client confidentiality is unequivocally
maintained.

CPC SOLUTIONS will quote on all prospective services on a project by project basis, taking
into account the length of the project/activity, the resources required, and the sector/
activity and/or the level of specialisation that may be required. Should you wish to consider
CPC SOLUTIONS as an outsourcing partner for your operation, please find contact details
listed hereunder.

CV’s of both members are available on request.

CONTACT DETAILS:

Dineshree Naiker Kacy Rajappen

B.Pharm, Dip. Bus. Admin & Mngt. B.Pharm, Dip. Bus. Admin & Mngt.
Cell: +27 (0) 82 615 7827 Cell: +27 (0) 82 873 3925

Fax: 086 696 6165 Fax: 086 696 8054
Dineshree@CPCSolutions.co.za Kacy@CPCSolutions.co.za
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