Company Profile

SilverMan company is dedicated to the manufacturing of human hygiene products for good health.
We are deeply involved in development of health in order to elevate the general progress of people.
In order to attain good health, human hygiene products are of a paramount objective. Our mission
is the production of the supreme quality, pure silver human hygiene products; SilverLife.

SilverLife is a liquid human hygiene product based on the pure mineral silver with no side effects for
the human body as shown by the Environmental Protection Agency of the USA — EPA and the
World Health Organization — WHO. SilverLife is an approved product by WHO (WHO; 1994) and
EU (COMMISSION REGULATION (EC) No 1048/2005; Silver: 231-131-3, 7440-22-4, SK) and is
sold in authorized pharmacies and health shops, for people with temporary or permanent human
hygiene problems, based on WHO full human safety of pure silver.

The manufacturing of the SilverLife product is highly complicated because the low concentration of
the silver mineral must be made with absolutely pure water and that the dispersed form of the pure
mineral, in order to be active, has to stay in solution. SilverMan has during an extensive period
been manufacturing, selling and marketing silver and has besides this done research on the effect
of pure silver mineral. SilverMan operates with top of the art machinery for top of the line
manufacturing of silver hygiene product SilverLife.
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SilverMan Limited Company Presentation

SilverMan is a company dedicated to the manufacturing of pure silver mineral products for health
development. The company founders have extensive experience of silver mineral products. The
company operates equipment for production of silver human hygiene products of the highest quality.
This top of the art technology result in a product that is second to none.

SilverLife Pure Silver Mineral Product Presentation

SilverMan produces the supreme quality, pure silver mineral human hygiene product SilverLife.
SilverLife is in solution for spraying on skin and surfaces plus dedicated to water purification based on
the fact that the body consists of 70 % water and that water is the most important component in the
body. To attain an optimally functioning body, high capacity human hygiene products are of supreme
importance. In cases of low availability of human hygiene SilverLife is needed to uphold full human
hygiene of the body.

Human Pure Silver Mineral Usage

Studies on silver mineral in 1972, show that natural availability was 27-88 microgram per day
(Hamilton et al., 1972/1973). In 1940 the natural availability for the human body of silver in USA was
88 microgram per day (Kehoe et al., 1940). Today the general natural availability for the human
hygiene of the mineral silver is 2 - 8 microgram per day (WHO, 1984; Gibson et al., 1984).

Using of 10 — 30 ml of SilverLife, reestablishes the same natural availability for the human body of
silver as in the 1940’s. Silver mineral is a human hygiene product fully satisfying the natural availability
for the human body of silver, whilst being fully safe to the human body.

WHO and EPA Silver Mineral NOAEL and LOAEL Recommen  dation

WHO has given the NOAEL, No-Observed-Adverse-Effect-Level in mineral safety studies, of 10 grams
of silver mineral over a lifetime and the LOAEL, Lowest-Observed-Adverse-Effect-Level in mineral
safety studies, of 25 grams of the mineral silver over a lifetime (WHO, 1993, 2nd ed. Vol. 1). SilverLife
is recommended to be used at an amount of 10 - 30 ml per day.

SilverLife daily recommendation according to WHO/EPA at 30 ml per day for 300 years safely meet
the NOAEL reference of 10 gr.; while 10 ml per day for 900 years is remaining under NOAEL lifetime
reference of 10 gr. and with 10 ml a day for 2250 years you remain under LOAEL reference of 25 gr.
in a lifetime (U.S. EPA, 1996, 3432-64/7440-22-4).

Fully Safe Pure Silver Mineral Human Hygiene Produc t SilverLife

Only in the latest decades has pure mineral technology begun to evolve and is today a most valuable
science where we fully can understand the wide aspects of possibilities of the applications of this field
(Havel et al., 2008). Studies made on usage of pure metallic silver consistently show no aversive
effects on human health (Hill and Pillsbury, 1939; Rosenman et al., 1987; Pifer et al., 1989; Breitstadt,
1995; Williams and Gardner, 1995) as metallic pure forms of silver has no negative effect on the
human body (Drake et al., 2005). Today leading edge mineral suspension technology exists to
produce pure silver human hygiene and water purification product that in a low concentration that in a
natural manner assist the body immune system (Havel et al., 2008).

The pure silver mineral human hygiene product SilverLife technology production has been developed
in the 21 century. Through this technology a pure form of the silver mineral is produced, assisting the
hygiene capacity, being a natural product. The mineral is used as spay for skin and surfaces plus
water purification, with no negative effect on the human body. SilverLife is effective in the low 3 ppm,
parts per million, concentration and so provides wide margins of safety whereas by definition being
non-toxic (Hussain el al, 2005; Hussain et al, 2006; Saber, 2006; Braydich-Stolle et al., 2005;
Georgsen, 2007). SilverLife is giving optimal efficiency through the oxidation capacity that takes out
germ on skin, surfaces and in polluted water (Soto et al., 2008). SilverLife recommended 10 - 30 ml
per day give a wide safety margin to established regulatory data. WHO and EPA state that silver
mineral of 3 ppm SilverLife is safe by the most rigorous WHO and EPA recommendation
(WHO, 1993, 2nd ed. Vol. 1; U.S. EPA, 1996, 3432-64/7440-22-4).
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SilverLife Pure Silver Mineral Human Hygiene Produc  t Function

Silver mineral assists as a natural human hygiene product since it is a natural part of human
environment (Havel et al., 2008) offering aiding ability to the body tissue generating acceleration of
tissue reparation process whilst used topically by spraying (Soto et al., 2008). Silver is recognized for
its oxygen carrying capacity. Oxygen is essential for life and enhances cell breathing. Silver oxidizing
capacity assist the immune system neutralizing anaerobic parasites such as bacteria, myco-bacteria,
plasmodium, fungus and virus which is vital and is used in water purification and topical use on skin
and surfaces (Che et al., 2003; Samuel et al., 2004; Elechiguerra et al., 2005; Matveeva et al., 2005;
Melayie et al., 2005; Lok et al., 2006; Sawosz et al., 2007; Jia et al., 2007; Kim et al., 2008 a; Kim et
al., 2008 b; Gerber et al., 2008; Gopiah et al., 2008; Lara et al., 2010).

Normal cellular homeostasis involves a delicate balance between the rate of oxidative production and
the rate of antioxidant elimination function (Soto et al., 2008) why a low mineral product concentration
is valuable. It is well documented that the oxidative effects of particles of silver on the body, at the low
concentration of 3 ppm, has no negative health effects on the human body and that this concentration
supports the cell structure of the body (Furst and Schlauder, 1978; U.S. EPA, 1980; WHO, 1993;
Hussain el al, 2005; Braydich-Stolle et al., 2005; Saber, 2006; Hussain et al, 2006; Georgsen, 2007)
as well as the mineral oxidation neutralizes parasites. Used at the fully safe 3 ppm concentration your
daily administration of SilverLife hygiene products is of importance for optimally functioning immune
system and general health development of your total body hygiene.

With best regards

BT C/an

Daniel Jinnefalt

Chief Executive Director

SilverMan Limited
P.O. Box 102810 - 00101
Nairobi, Kenya

M Ken: +254 750 989 115

M Zam: +260 977 363 848

M Swe: +46 707 505 560

Int. Off: +46 31 360 8892

Int. Fax: +1 313 216 5563

Home: WWW.SilverMan.IT

E-mail: CEO@SilverMan.IT
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Water and Sanitation

Guidelines for drinking water quality

Silver
Summary information extracted from:

widelines  for  drinking-waler

wality, 2nd ad,
ol. L Recommendations.
YA, World Health

ganization, 1993, pp. 54-55.

Silver occurs naturally mainly in the form of its very insoluble and immobile oxides, sulfides,
and some salts. It has occasionally been found in ground, surface, and drinking-water at
concentrations above 5 pg/litre. Levels in drinking-water treated with silver for disinfection (see
Protection and improvement of water quality) may be above 50 pg/litre. Recent estimates of
daily intake are about 7 pg per person.

Only a small percentage of silver is absorbed. Retention rates in humans and laboratory animals
range between 0 and 10%.

The only obvious sign of silver overload is argyria, a condition in which skin and hair are
heavily discoloured by silver in the tissues. An oral NOAEL for argyria in humans for a total
lifetime intake of 10 g of silver was estimated on the basis of human case reports and long-term
animal experiments,

The low kvels of silver in drinking-water, generally below 3 pg/litre, are not relevant to human
health with respect to argyria. On the other hand, special situations exist where silver may be
used to maintain the bacteriological quality of drinking-water. Higher levels of silver, up to
0.1 mg/litre , this concentration gives a total dose over 70 years of half the human NOAEL of 10
gram, could be tolerated in such cases without risk to health.

No health-based guideline value is proposed for silver in drinking-water.
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Environmental Protection Agency (EPA)/IRIS CASRN 7440-22-4

LEX]

Recommendations on silver mineral intake

Safe Lifetime Distary Sikver Intake of 3 ppm Silver Mineral for an Adult According to the EPA:

a. 30 ml per day for 30 years remaining under the lifetime MAOEL reference of 10 grams.
b. 10 ml per day for % years remaining under the lifstime LOAEL referance of 10 grams.

c. 10 ml a day for 2250 years remaining undar the lifetime LOAEL reference dose of 25 grams.

Safe Distary Silver Intake of 3 ppm Silver Mineral for an Adult According to the EPA

1. Taking 0.1 litars daily of 3 ppm silver for 230 years falls balow LOAEL for an adult
2. Taking 0.2 liters daily of 3 ppm silver for 115 years falls below LOAEL for an adult
3. Taking 0.3 liters daily of 3 ppm silver for 70 years fallz below LOAEL for an adult

Individual formulations of the mineral have different inherent potentials for toxicity as it relates to
their content of non-pure form of silver such as colloidal salts and proteins.
Pure silver mineral is by definition non-toxic,

US EPA FQPA Food Quality Protection Act Implementation Activities
Registered: Silver mineral as a broad-spectrum preservative silver mineral.
EPA registration number: 3432-64.

An LD-50 tost was performed in accordance with the guidslines of the Federal Hazardous
Substances Act (FHSA) Regulations, 16 CFR 1500.

Pura silver mineral was given to a number of both male and female test rats. The amount of
pure silver mineral given to the rats was 16.7 g'kg, or the equivalent of a 90 kg person taking
&00.000 liters of silver mineral 3 ppm solution at one time.

Results: Under the conditions of the study, there was no mortality or signi evidence of
towcicity obsarved in the rats. The tast article {pure silver mineral) would not be considered toxic
at a dosa of 16.7 g'kg by oral route in the rat.
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SilverMan marketing strateqy

SilverMan will initially target health shops, NGO's, naturopaths and pharmacies in
Nairobi through distributors well established on the market. The first task is to create
awareness about our product SilverLife and its positive benefits. This will be
accomplished by pursuing interaction and relationships with health professionals who
would recommend the product to their clientele and also benefit from this
recommendation. Once a strong presence is established, SilverMan will use similar
strategies to market its products in the country and other areas of expansion.

1.1 MISSION

SilverMan Ltd is a company dedicated to the manufacturing of human hygiene
products for good health. In order to attain good health, sufficient mineral nutrition is
a paramount objective. Our mission is the production of the supreme quality, pure
silver mineral in water solution — SilverLife

1.2 MARKETING OBJECTIVES

1. Generate a 30% yearly increase in sales.

2. Increase market penetration every quarter.

3. Sell 300 bottles of each size in the first month of operations and build up to
1000 bottles in the subsequent months become 5000 within two years.

4. Sell 10.000 bottles per month by third year of operations.

5. Sell 76 bottles per month per outlet initially in order to meet target sales

1.3 TARGET MARKETS

The target market for the initial state of product introduction is to reach people with
challenged human hygiene due to living standards and poor availability to pure water.
As human hygiene products also are raising a greater interest from other groups in
the society which is of raising interest to the company.

The SilverMan products are not targeting any specific ailments as lack of human
hygiene will lead to different consequences for different people and since the product
is not a medicine but a mineral human hygiene product and as such carries no
claims. Silver has long been used in the health field for disinfectant properties,
healing tissue and water purification systems handling micro organisms and harmful
parasites such as bacteria, fungus and virus and hence has a great market in Africa.

1.4 STRATEGY PYRAMIDS

The single objective is to announce our presence in the market. The marketing
strategy will seek to develop customer awareness regarding the products offered,
develop the customer base, and work toward building customer loyalty and customer
satisfaction.
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The message that SilverMan seeks to portray is that our product has a dramatic
effect on health and well being of individuals. This message will be communicated
through various methods. The first method will be the production and disbursement of
printed materials. The printed materials will describe the products offered and will
give prospective customers some insight into silver life’s past successes.

SilverMan will also rely on presentations to company’s human hygiene departments.
These presentations will allow SilverMan to provide more information about the
product, carry out in depth training and address any concerns and questions that the
representatives might have.

1.5 MARKETING MIX

SilverMan’s marketing mix is comprised of the following approaches to pricing,
distribution, advertising and promotion, and customer service.

Pricing - SilverMan offers the highest quality human hygiene products,
manufactured using state of the art technology. In order to meet the market
demands of high quality to an affordable pricing SilverMan has put the
manufacturing locally in Kenya and hence can meet and challenge the
competing products on the market with margin.

Distribution - Handled by reputable distribution firms on the market.
Advertising - Printed material, presentations, advertising in industry specific
journals and a comprehensive website will be used.

Customer service - SilverMan will operate on the principle that it is imperative
to achieve total customer satisfaction if the business is going to succeed.
Promotions - A person is recruited who will do promotions exclusively, they will
go round to all points of sale at different times and will be expected to hand out
leaflets with information about the product and also educate people on what
the product does.

Information nights - We have identified a few key people from our retailers and
hold informal gatherings where the key agenda will be to discuss the various
questions they come across and how best to handle them, we will also give
them information on the product.

Displays-we have developed stands and display boxes that will be placed at
strategic points n the retail stores

Staff incentives-we will offer incentives to the staff on the ground and pay
commissions per product sold
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1.6 MARKETING RESEARCH

Two types of market research were used when SilverMan was collecting market
research. The first type of research was focus groups. The focus groups were
collections of seven to nine people who were asked a series of predetermined
questions with the responses recorded and discussed among the group members. In
addition to the pre-established questions, there was a free-flow discussion format
toward the end of the focus group that provided flexibility in allowing the participants
to share information and insight with SilverMan.

Additionally, questionnaires were used to collect market information from prospective
customers. The questionnaires were submitted to a total of 50 consumers. The
response rate was 43, higher than expected. The validity and usefulness of the
questionnaire was censured by utilizing a graduate statistics student to develop the
questionnaire. Overall, both forms of primary market research were insightful for
providing .this research confirmed many already held assumptions as well as
introduced several valuable perspectives that SilverMan was not yet privy to.

10
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SilverMan Limited Organization

Executive Management

Daniel Jinnefalt — CEO

Responsibilities

Production Department

Responsible Personnel
QA — Pharmacist
QC — Pharmacist

Operation Manager

Responsibilities

%

Financial Department

Responsible Personnel
Business manager
Financial Controller

Responsibilities

Marketing Department

Responsible Personnel
Marketing Manager
Marketing Personnel

Responsible Partners
Domestic and
International Distributors

Responsibilities
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PRODUCTION MASTER FILE

SilverMan Limited is a young but rapidly growing pharmaceutical manufacturing
company. It was incorporated in Kenya in 2009 as a private limited company and we
are in the process of registering it with KEBS Kenya, to manufacture human hygiene
products for human use.

The Company is located in the city of Nairobi, along the Ngong road, on Ngong Road
Professional Centre, on the third floor.

The Company’s mission statement is to manufacture high quality, cost effective
products so as to improve the management of health. The objective of the company
is to gradually become a market leader among the local manufacturers, in this quest;
the company has installed modern machinery and equipments. The company strives
to maintain high quality standards as per the current good manufacturing practices
(cGMPs).

EMPLOYEES

Duly qualified personnel are employed; these are given further on-the-job training
and complementary higher education in relation to their function in the company.

Table 1: Number of employees in the critical Departments

Department Nr of employees

Production

Quality control

Quality Assurance

Storage and Distribution

(S2] FN [OVR [ O} PN
DS

Technical and Engineering support services

Total number of employee engaged 6

External consultancy/analysis services from the University of Nairobi's Faculty of
Pharmacy, GIS, National Quality Control Laboratory (NQCL), Kenya bureau of
standards (KEBS), MEDS and other experienced professional in the pharmaceutical
sector are sought from time to time.

Currently Microbial analysis is contracted to Kenya Bureau of Standards, until our
Microbiology laboratory is commissioned.

15
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QUALITY MANAGEMENT SYSTEMS

SilverMan Limited aims at providing high quality cost effective products to its
customers while maintaining efficiency and profitability. It is the responsibility of the
management at all levels to ensure that quality is not compromised and that every
effort is made to improve both products and services regarding time accuracy,
service excellence and our communication with our customers.

Our Quality System forms the sum of all the processes and procedures described in
this manual. The Quality Control Manager documents, implements, monitors and
continually improves the processes.

Scope of the guality System

It is the responsibility of the Quality Assurance Manager to produce, maintain and
monitor the documented Quality Systems on behalf of the company including:

Quality procedures

Standard operating procedures

Regulatory procedures

Quality system reviews

Internal quality auditing programs

Concessions

Customer complaints

External audits

Quality awards and Certifications

Work instructions

Job descriptions

Standard of workmanship
The company’s quality team chaired by the Quality Assurance Manager formally
reviews the company Quality System twice a year. The CEO appoints the quality

team, which will include senior managers from each division or department
concerned.

16
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Frequency of audits

Internal Quality Audits are conducted twice a year; the Quality Assurance Manager
may increase the number of Internal Quality Audits beyond the minimum in any
specific area of the company if he considers that the audit or the department’s activity
is not significant in terms of deliverable quality to our customer.

Discrepancies (non-conformities)

Required Corrective Action arising from audits, in the form of a discrepancy, is the
responsibility of the respective Manager and is cleared in an agreed time-scale.

Reviews and reports

The Quality Assurance Manager provides and distributes a monthly summary report
for all Managers showing the trends being found in the current annual programme of
Internal Quality Audits. A formal detailed report on the Internal Quality Audit
programme is presented at the Quality System Review which is held every 6 months.

PERSONNEL POLICY

The quality, efficiency, and in general, the good health of an organization is
dependent upon the caliber of the people who make it. SilverMan establishment of
quality assurance and the proper manufacture and control of pharmaceutical
products rely upon the qualifications and experience of the personnel employed.
The acquisition of such personnel depends upon the type of personnel policy in place
and the recruitment procedures deployed. Each job position has been provided with
a detailed job description, indicating the necessary education, experience and skills
required by the job, and the nature of the tasks involved, some of the skills required
during personnel recruitment are as below:

a) Command of basic facts.

b)  Relevant professional knowledge and experience.

c) Continuing sensitivity tom events and mental agility.

d) Analytical, problem solving, decisions making skills.

e) Social skills and abilities.

f) Creativity and pro-activity.

s)] Accuracy in following time accuracy, teamwork excellence

by  perfection in communication within the company
toward commanding officer and with our customers.
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Clear reporting relationships have been defined as provided in the company's
organizational structure. The two positions of the production manager and Quality
control manager are identified as critical in quality assurance. Therefore these two
positions are to be managed by two Qualified and experienced people with
independent reporting relationships to the company Pharmacist/Quality Assurance
Manager. As a minimum requirement, all the personnel in the company have some
adequate academic education and have experience in their respective fields.

PREMISES AND EQUIPMENT

SilverMan Ltd is currently housed in a one roomed premises with just enough space
for its operations. The plant layout of the company has been designed in such a way
that the manufacturing processes are facilitated, there is flexibility in the arrangement
of operations to ensure economical use of labor, an economical use of the floor area
is ensured, proper ventilation and lighting are provided and possible cross
contamination of materials is avoided. The arrangement also allows for convenience
during operations while maintaining the unidirectional flow of processes.

The walls partitioned with concrete and wood that is are smoothly furnished and
painted making them easy to clean and maintain for hygienic purposes.

Manufacturing rooms are provided with glass windows to facilitate supervision of
procedures. Both routine and preventive maintenance will be done on the premises,
machines and equipments to ensure trouble free operations so as to eliminate quality
defects in the final products. Such activities are recorded in appropriate maintenance
logbooks. The factory is provided with a burglar proof to prevent illegal access. Filters
are used to for the air entering inside the factory premise. Water supplied by Nairobi
city council that undergoes further purification before it is used in production.

DOCUMENTATION

A documented system for all operations has been put into place to ensure good
manufacturing practices. All operations are done in a formalized way as stipulated in
the company’s quality manual. This is backed up with standards operations
procedures (SOPSs), product master files, Batch manufacturing and packaging
records, environmental control records, training records, preventives maintenance
records, safety and accident records, personnel records, etc.

Documentation control

It is the responsibility of all employees to verify that the documented information they
are using is both current and, as far as they can reasonably determine, correct.

All documentation issued to staff for the pursuit of business objectives are not to be

removed from company offices unless specific approval to do so has been granted by
the Chief Executive Director.
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Data control

Electronic data held within the company‘'s computing systems (or print-out of such
data) are not removed or transmitted to any other party without the permission of the
Chief Executive Director.

The Management holds personal information pertaining to specific employees in the
strictest confidentiality. Such information is not divulged to any other party without the
joint agreement of the employee and the executive management.

Control of Quality System documentation

The Quality System documentation will be registered, produced, controlled and
distributed by the Quality Assurance Department.

Each department produces and maintains its own Departmental Standard Operating
Procedures. These SOPs must conform to the company’s standard format for Quality
Documentation and is both monitored and issued by the Quality Assurance
Department.

Departments may produce additional Quality System documents of special value to
their particular section of the company. Documents such as Forms, Drawings, Work
Instructions, Testing Procedures, etc fall into this category. These special
departmental documents have also to be approved and authorised by the Quality
Control Department so as to ensure their conformity to the company format. Once
authorised for use they are maintained under strict issue, control and distribution.

Ownership of documents

All Quality documentation has an assigned owner. The Quality Assurance
Department maintains a register of document owners. It is the responsibility of the
Document owner to ensure that documents assigned to them are reviewed at
sensible intervals and maintained in such a way as to reflect the required working
practice at the time of issue.

Distribution and amendments

All documents in the company are authorised by the Quality Assurance Department.
With the exemption of registered section documentation, all amendments, additions
and issuing of Quality documents is carried out exclusively by the Quality Assurance.

Master library for documents

A full set of all company Quality documentation is held as a master library set in the
Quality Assurance Department.
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History

The quality Assurance Department also retains copies of the previous issues of any
reissued Procedure for reference purposes.

Review

The company’s Quality documentation is reviewed every year or as need arises

PRODUCTION

All production procedures involving the handling of materials or products in the
warehouse and production areas are done as per written down standard operating
procedures. Other records maintained include: Product master formulae, Batch
requisition and dispensing records, batch manufacturing and packaging records and
yield calculations. The records ensure that each product ahs got the identity, quality
and purity that it purports to possess. All raw materials dispensed are
counterchecked and countersigned for by the Production Manager and QC Manager.

Status labels are used to identify all production rooms, compounding and storage
utensils, processing lines and major equipments used in the production of a batch.
Such status labels indicate the product name, batch number, manufacturing and
expiry date and the stage of work-in-process. All equipments which come into direct
contact with the products during the manufacture and packaging are made either of
stainless steel or high density plastic. Fiber shedding utensils are not allowed.

Reprocessing

Product batches which fail the necessary quality control tests are generally not
reworked unless circumstances allow for it. When a product fails again retesting by
the quality control department as per the laid down standard operating, procedure, it
is reviewed jointly by both the production and quality control departments, and the
necessary recommendations or corrective mechanism reached at. The product can
either be condemned for destruction or it can be recommended for reprocessing in
which case the necessary rework records are maintained as a part of the batch
manufacturing record. The reworked batch undergoes all the necessary in the
process and quality control tests as for a fresh batch.

QUALITY CONTROL

The machinery holds both concentration and quality control systems for the product.
Concentration control measurement of the product is set to 30 mcg/10ml. The quality
control measure the conductivity in the product to 4.5 pS. The quality of the final
product is checked using separate equipment for conductivity control and by visual
check using laser equipment.

20



" #$% $ "&'&()

Receiving Raw materials, Packaging materials and ot her purchases

All incoming raw materials, packaging materials and other purchases are verified,
tested and inspected in accordance with specifications as described in approved
Pharmacopoeias, test procedures or appropriate checking instructions.

Production and final testing

Analytical procedures describe the appropriate in-process inspections, verifications
and final testing that is carried out for all products. These inspections and analytical
tests records are recorded in fully traceable system - Batch Manufacturing Records;
The product BMR.

The manufacturing procedures are completely detailed and do not leave room for
guessing or experience.

Final product testing

All finished products undergo a thorough evaluation prior to being released for sale.
These include:

- Two full product analysis,
- Quarantine period of at least one week for observation purposes
- Complete BMR review and approval.

Preservation of records

The results of all production and final testing constitute Batch Manufacturing Records
and are preserved for a minimum of 6 months after the expiry of the product in
guestion.

Control of inspection, measuring and testing equipm ent

Policy

All inspection and test equipment used by Quality Control and Production
Departments are controlled, maintained and calibrated where applicable to both the
Pharmaceutical and Manufacturer’s specification.

The Quality Control Department maintains a register of all inspection and test
equipment, including gauges and jigs in use throughout the company.

This register indicates the form and frequency of verification. The recall of equipment
for calibration verification is made from this register.
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Calibration

Calibration of indicating devices and measuring equipment is traceable to National
Standards. Records of calibration verification are to be held for a period of 6 months,
or the working life of the device.

If equipment is found at any stage to be outside its calibration tolerance then
appropriate retrospective action is put in place to evaluate and rectify any
consequential adverse effects. Quality Procedures give precise instruction in this
matter.

All departments holding major equipment record their issue to their staff and also
make sure that the staffs get appropriate training on the equipment during
commissioning.

All relevant equipment clearly displays a valid calibration labels and all the major
equipment have an activity log book to reflect usage and also major maintenance
activities on the equipments.

Analytical procedures that specify the use of specific test equipment must not be
deviated from or substituted other than by a formal Concession granted by the QA
Department and this is only after thorough evaluation of the impact of the equipment
change on the obtained results and the validity of the results with regard to the test
being carried out and the quality of the final product.

All tests measuring equipments when not in use are stored in a manner which
preserves their integrity.

Inspection and test status

Overview

All production phases, rooms, equipments materials, tanks etc, used during the
assembly of any product carries a ‘STATUS LABEL’ clearly indicating the status as
at that moment.

This record confirms, by authorised signatures and documents at each stage that all
relevant tests, inspections and approvals required during the various production

stages have been satisfactorily completed.

Defining of tests

The details of the tests themselves and the release criteria have been clearly defined
and issued by the Quality Assurance Department in the form of Standard Operating
Procedures (SOPs), BMRs and Checklists.
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Stability
The Quality Control department maintains records of stability studies for all products.

Reference standards

The quality control department maintains appropriate secondary reference standards
for all the products manufactured. All tests within the quality control laboratory are
done as per the laid down standards operating procedures.

PRODUCT DISTRIBUTION

The distribution of products to customers, the “FIRST IN-FIRST OUT”, FIFO system
is used. This ensures that the oldest approved stock of a product is distributed first.
Deviation from this requirement is permitted only under certain special conditions
provided such deviation is temporary, appropriate and documented. The system in
place ensures easy traceable of any product batch which have gone into the market
circulation in case of a complaint or product recall including:

a) Name, strength and pack size of the product.

b)  Name and address of the consignee.

c) Batch number, manufacturing and product expiry dates.

d) Retention samples for each product approved for marketing

are kept by the quality control department for a minimum of one year
after the expiry date of the product.

COMPLAINS AND PRODUCT RECALL

Products complaints are referred to the Quality Assurance manager, as soon as they
are received for prompt investigation to be launched both the quality control and
production department do a thorough investigation and reports back the findings
together suggestions on the necessary corrective action.

Every complaint received is recorded into the complaints file. The following details
are entered. Date, name and address of complainant, products name, batch number,
manufacturing and expiry dates, nature of complaint, root cause, analysis of the
complaint and response. These records are kept for a minimum of one year after the
expiration of the product. Whenever a quality defect, failure is noted or suspended in
a product, the product is immediately withdrawn from the market and the Ministry of
Health is notified, if the defect is adjudged to be serious enough to warrant a recall.
All recall activities are done as per the laid down standards operating procedure for
recall action and should be prompt enough to prevent further distribution of such a
product in the market. The details of any product recalled are entered into the product
recall file.
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SilverMan Values

SilverMan core is the values of excellence, time and communication with our
customers and coworkers. We work in association with our in-house coworkers and
our cooperation companies and partners in a family perspective of teambuilding and
creation of value for the common customer. The in-house employees and directors of
the company is the inner circle of the company and the TEAM that all function of the
company is based upon.

The next circle of our operations progression is the suppliers and distributors of
SilverMan and outsourced constant input in from of consultants working in the
SilverMan Group. The SilverMan Group is the extended family of SilverMan that will
be a possible part of decision-making in the daily operations and policy making of the
SilverMan Board of Trustees. SilverMan is looking at the SilverMan Group as a vital
and necessary medium to reach out to and understand the most important part of the
company — the customer and the needs of our market.

The SilverMan Community is the end users of the SilverLife product and the people
upon whom SilverMan depend and have dedicated all the company forces to assist.
The SilverMan Community interest in the company SilverMan and the product
SilverLife is of utmost importance for the company values and development to evolve
and excel in quality and approach to who really count in SilverMan company — the
customer. SilverMan Community will in the future be a medium for social
development and engagement in the real life of our people. We look at setting up
facilities to enhance the health and life of people through our engagement in
SilverMan Community.

SilverMan — We are Family!
CONTACTS

Daniel Jinnefalt
Chief Executive Director

Mail: CEO@SilverMan.IT
Mob: +254 (0)750 989115

Caroline Mwaniki
General Manager

Mail: QCK@SilverMan.IT
Mob: +254 (0)750 958718

Dr. Oscar Mudhune
Company QA Pharmacist

Mail: CPK@SilverMan.IT
Mob: +254 (0) 752 245811
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