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COOLWATER TRIM™
75 DAY PRE-MARKET NOTIFICATION

SECTION 4.

HISTORY OF USE / SAFETY EVIDENCE

THE LONG TERM HISTORI@:AL USE OF (-)-HCA
The following guotations den}onstrate the long history of use of (—)—HCA

“Garcinia Cambogia is one of several closely related Garcinia species from the plant family
known as Guttiferae. With a thin skin and deep vertical lobes, thé fruit of Garcinia Cambogia
is about the size of an orange, but looks more like a small yellowish or reddish pumpkin.

When the rinds are dried and cured in preparation for storage and extraction, they are dark
brown in colour. Another member of the family, Garcinia Mangostana is cultivated specifically
for its fruit and is not a source of HCA. These Garcinia species are native to Southeast Asia
and are usually wild-craffed, although they are cultivated in some areas.”

AND

‘HCA is primarily found in the rind of Garcinia Cambogia, where 10% fo (rarely} 30% of the
weight of the dried rind is (-)-HCA”

AND

“Along the West coast of Southem India, Garcinia Cambogia is known as “Goroka” or
“Kattcha puli” (souring fruit). It is employed commercially in fish curing, especially in Sri Lanka
(Colombo curing) and various species of Garcinia are used in food preparation in Thailand,
Malaysia and Burma. Garcinig Cambogia is considered to be effective in making meals “more
filling”. Aside from its use in food preparatmn and preservation, extracts of Garcinia Cambogia
are sometimes used as purgatives in the treatment of intestinal worms and other parasites,
for tumours, for dysentery and in the treatment of bilious digestive conditions.”

Quoted from: The Diet and Health Benefits of HCA (Hydroxycitric Acid) (New Canaan, CT:
Keats Publishing Inc, 1994) Clouatre, Dallas and Michael E. Rosenbaum (1894) in Appendix B

Many observational studies in addition to the above, indicate that Garcinia Cambogia
has a long history of use as a food.

Study: ,

“The acid rinds of the ripe fruif are eaten, and in Ceylon are dried, and eaten as a condiment
in curries”

Drury, Heber (1873) The Usefui Plants of India, second edition (London: Wiliam H Allen &
Co., 1873) 220

Study: s
“Fruits are edible cbut too amdic Iso pickled: rind used as a condiment. Seeds yield an edible ‘-
fat... A decoction of fifi n in rheurnatism and bowel complaints.” £

Publications and lnformatuon E)trectorate, Council of scientific and Industrial Research (1986)
The Useful Plants of india (New Dehili: Publications and Information Directorate, 1986) 229.

Study:

“Fruit yellowish or reddish, s:ze of an orange having six or eight deep longitudinal grooves in
its fleshy pericarp. Pulp acid :5 of a pleasant flavour. It is dried among the Singhalese who
use it in curries.”

Uphof, J. C. Th. (1968) Garcinia Cambogia Desrouss. Dictionary of Economic Plants, second
edition. (New York: Verlag von J. Kramer , 1968) 237

SHANNON MINERALS LTD.
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~ COOLWATER TRIM™
75 DAY PRE-MARKET NOTIFICATION

SECTION 4 cont'd
RECENT HISTORY OF USE |

Shannon Minerals Ltd. have been marketing products containing Citrin K BG {-)-HCA such as -
Coolwater Trim in the UK singe 1996.

Major food retailers such as ASDA, (a subsidiary of WAL-MART, the largest retailer in the
world with 14% of UK grocery market), Tesco. (The third largest food retailer in the world and
the UK and Irelands largest Supermarket chain, with 28% of UK grocery market) and ALDI
(one of Europe’s largest supermarket groups), have been selling Coolwater Trim for a number
of years. We currently sell in excess. of & million 500mi botties of Coolwater Trim per annum,
in 24 Countries on 2 Contments, in total since product launch we have sold in excess of 20
million bottles. While there have been reports 1o us and the supermarkets regarding taste,
damaged packaging and fill levels, we have not received any adverse health complaints. (A
standard procedure for collecting complaints is in place.)

In addition to this, over 5 billion doses of (-)-HCA have been sold worldwide with no adverse ' P
reaction reports from consumers or health professionals, (-)-HCA has proven a very safe

product at doses up to 2800mg/day (-)-HCA. Examples of products containing (-}-HCA widely .

sold in the USA include: SOBE Lean owned by PEPSI, JANASHHMM%W@

Plus, Nature's Plus CitriMate Dual-Act:on Diet Aid Tablets and many more.

Label for European / UK Coolwater Trim showing how easily consumers may contact
the company

SHANNON MINERALS GROUP QUALITY
We are happyto refund or replace any -~
Shannon Minerals Group product which falls
below thé high standard we expsct.

Pléase sge ‘our confact detalls befow. This
does not affect your statutory rights.

Customer Service

For comments or questions reiaﬁng to
Shannon Mrnerals Bfoup Produsts, please
email us at infadsl annonmmerals ie

SHANNON MINERALS LTD.
Page 14



. COOLWATER TRIM™
75 DAY PRE-MARKET NOTIFICATION

SECTION 4 contd ( . i il
RECENT HISTORY OF USE
Unie Kingdoms Adverse bnjg Reaction Reporting Systerﬁ {Overview)

The UK has an extremely comprehensive Adverse Drug Reaction reporting system
called the Yellow Card Scheme. The Yellow Card Scheme for spontaneous

reporting of suspected adverse drug reactions (ADRs) was introduced in 1964 after *
the thalidomide tragedy highlighted the urgent need for routine post-marketing surveillance of
medicines. Since then more than 500,000 reports of suspected ADRs have been submitted to B
the Committee on Safety of Mg@cmes {CSH)  MHRA on a voluntary basis by doctors,

dentists, pharmacists, coroners, nurses, radiographers, optometrists and by pharmaceutical
companies under statutory obilgatlons ‘Many herbs / herbal extracts are fisted in the example.

The Yellow Card Scheme is run by the MHRA, and is used to collect information from heaith
professionals and patients on:suspected adverse drug reactions (ADRs). The MHRA
(www.mhra.gov.uk) is an Age;ncy of the Department of Heaith and is.responsible for the
regulation of medicine.

pofe

This scheme reports on the Active Ingredient and NOT the trade name o other identifiers "
and will report on incidences of adverse reports on products containing just the active
ingredient or the active ingredient in COMBINATION with other active ingredients.

We tonducted.a search for. Hydroxyc;mx: Acid, Garcinia Cambogia;: Hyﬁfoxymtrate {«}-HCA,
denvatwes ahd./ or combinations of (-)-F ICA. No search resuilts were found, consequently
“there has never beeh an Adverse Reaecixon Ré&part relating to- (—)chA since 1964. This
supports the argument for a Jong h;smry of gafe use. ’ .

S -T- (- 11

Screen Shot of UK Yellow
' Card Database: Nothing
is listed for (-HCA.,
derivatives of (- )»HCA or
even producis cuntasmng
(«-)-HCA

SHANNON MINERALS LTD.
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COOLWATER TRIM™
75 DAY PRE-MARKET NOTIFICATION

SECTION 4 cont'd she
RECENT HISTORY OF USE i

Link to Adverse reaction Reports from the Yellow Card Scheme
http:/www.yeliowcard.gov.uk/daps.html

Link to Yellow Card Scheme
hitp:/www.yelloweard.gov. uk/

UK Food Standards Agency
hito:/vwww. food.gov.uk/

In addition to the fact that the;e'are no adverse reaction reports listed in the Yeltow Card
Scheme, the UK Food Stand‘ards Agency wrote the following letter.

This letter confirms that in their opinion-there is a significant history of use of Garcinia
Cambogia Extract and it is therefore not subject to novei foods regulations in the European-
Union (EC 258/97). In turn this means that Garcinia Cambogia Extract may be freely used in
the European Union as a both dietary supplement and a food ingredient.

SHANNON MINERALS LTD.
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COOLWATER TRiM™
75 DAY PRE-MARKET NOTIFICATION

SECTION 4 cont'd
RECENT HISTORY OF USE
USA FDA Adverse Event Reportmg System (AERS)

=
i

The Adverse Event Reporting System (AERS) is a computerized information
database designed to support the FDA's-post-marketing.safety surveillance
program for ag! approved drug and therapeutic biologic products. The ultimate
goal of AERS'is to imptove the public heaith by providing the best available
toois for storing and analyzing safety reports.

The FDA receives adverse drug reaction reports from manufacturers as required by
regulation. Heaith care professionals and consumers send reports voluntarily through the
MedWatch program. These reéports become part of a database The structure of this database .-~

is in compliance with the international safety reporting guidance (CH E2B 5»3**) issued by the
International Conference on Harmonisat on. The. guidance describes the content and format
for the electronic submission of reports from manufacturers. FDA codes all reported adverse
events using a standardized ipternational terminology, MedDRA (the Medical Dictionary for

%}% Regulatory Activities). Among AERS system features are: the on-screen review of reports;
& searching tools; and various output reports. FDA staff use reports from AERS’In conducting

post-marketing drug surveillance and compliance activities and in responding 1o outside
requests for information.

The reports in AERS are evaluated by clinical reviewers in the Center for Drug Evaluation and
Research (CDER) and the Center for Biologics Evaluation and Research {CBER) to detect
safety signals and to monitor drug safety. They form the basis for further epidemiological
studies when appropriate. As:a result, the FDA may take regulatory actions to improve
product safety and protect the public health, such as updating a product’s labelling
information, sending out a "Dear Health Care Professnonal" letter, or re-evaluating an
approval decision.

No AERS reports can be found in the.database files going back over the last 2 years of
records relating to the use of (-)fHGA detivatives of (-)-HCA or (-)-HCA in combination with
other substances. This supports the argument for a lohg.history of safe use

Llink to FDA Adverse Event Reporting System
http:/fwww.fda.gov/cder/aers/default.him

Adverse Event Report Extracts from Database
hitp:/www.fda.gov/cder/aers/éxtract. htm

SHANNON MINERALS LTD.
Page 17



COOLWATER TRIM™
75 DAY PRE-MARKET NOTIJICATION

SECTION 4 cont'd
SAFETY EVIDENCE

As well as having a long and safe history of use in food, there are a vast-number of research
articles outlining the safety of (-}-HCA.

The full text of these articles can be found in Appendix B.
The most comprehensive safety\'review‘to date has been published by the Burdock Group,

one of the leading experts in tomcqlogy in the United States of America. The title of the study
is: ~ .

Safety assessment of {-)-hydroxycitric aeid and Super CifriMax, a novel calcium/potassium salt.
M. G. Soni, G.A. Burdock, H.G. Preuss, S.J. Stohs, 8. E. Ohia, D. Bagohl

Published in Food and Chemical Toxicology 42 (2004) 151 3-1529.
ee Appendix B starting on page 91.

This study is a review of over: 80 published scientific studies conducted primarily on 3 different B
salts of (-)-HCA. These salts were SuperCitriMax (a Calciur / Potassium Salt referred to in

e,

@“@ the study as HCA-8X), C:tnmax (a Catcmm Salt) and an un-branded sodium salt. The study

o

makes clear that safety studles on one salt of (-}-HCA are relevant to other saits of (-)-HCA.
The study concludes the following:

“In several, placebo controfled, double-blind trials employing up to 2800mg/day HCA, no
treatment-related adverse effects were reported. There is sufficient qualitative and
quantitative scientific evidence, including animal and human data suggesting that intake of
HCA or HCA SX at levels u _ggg_ggm_y or 4,667 mg/day, respectively, is safe for
human cgnsumgtm ption.” P Page 1627 of Food and Chemical Toxicology 42 (2004) 1513-1529

And

“In summary, on the basis of &c{entiﬁc procedures, which include human, animal, analytical,
and other scientific studies, and history of exposure and use, the consumption of HCA or
HCA-SX at dose level of 2800mg/day, or 4,667 mg/day respectively is considered safe.”

On the basis of this study InterHealth Nutraceuticals Inc have classified their product Super
CitriMax (HCA-8X) as self affirmed GRAS.

Within the safety reviewrthe fmmwingvpémi: is nia‘d'e in section 2.:3.6 Skin trrffation Studies.

..As both Citrifax® and Su@er CitfiMax® are salts of HCA, ‘the studies of CitriMax® are
ge!ezgnt for the evaluation nf Super CitriMax®.”
Applying the same logic; the studtes of CitriMax® and/or Super Citrimax®. ars equally iyl 0
relevant to the evaluation of Qitnn K®. wmch is also a salt of: (-)-HCA ’ : }

SHANNON MINERALS LTD.
Page 18



COOLWATER TRIM™
78 DAY PRE-MARKET NOTIFICATION

SECTION4cContd fde i
RELEVANCY OF THIS BURDOCK SAFETY REVIEW TO OUR PRODUCT

The study is not confined in scape to just Super- CxtnMax but-was based on studies conducted
on3 dlfferent salts of (-*)~HCA , : ‘

The study. dec!ares that there is sufﬁcteni evidence to saggest that Gmsumptien of (~)-HGA at
levelsup to. 28&0 -mg/day is mns;dered 'safe. Our product, 'Coolwater Trim, will contain-
1400mg of Ct’mn K. Citfin K gomams 50% ()-HCA (wlw) Thus each bcme ot Coolwater Trim
will contain 700mg of (-)-HCA

We will recommend on the [ b that no more than 3 bomes be: consumed datly Therefcre
weare: recommendmg no. more hai 2,100mg per day. Thxs i 25%: below the safe level of o
2 SOBmg ds suggesteﬂ in the@urdock review. - - pre e

‘We recommend: thls lower dosage to pmvxde an e)dra safety margin.

0
e

L Wnthm thelsafety review the fbl{owa,ng;psmt is made in section 2.3.6 &:mlrritaﬁon Studies.

5 A8 both CitriMax®and Super GrtnMax@ are saits of HG'A tbe studies.of GII‘HMGX@ are
re!eggnt for the evaluat:on oﬁ Super. Citritta;

Applymg the same legw,xéhe studies of Citri Max@ andlor 8uper Citrimax®. are
equally relevant to- the evatuatmn mf Citrin K® whlch is also a salt of (-)-HCA.

On this basxs, togesther with its history of use, we believe that *
our product Coolwater Trim when used as recommended on | ¥
~ the label. w:!i reasonably be expected to be safe.

SHANNON MINERALS LTD.
Page 19



COOLWATER TRIM™
75 DAY PRE-MARKET NOTIFICATION.

SECTION 4 cont'd
(-)-HCA SALTS OF EXTRACT OF GARCINIA CAMBOGIA

Many of the scientific studies are identified with one or other proprietary manufacturers of
(-)-HCA derived from the fruit rind of Garcinia Cambogia. All manufacturers generate salts of
(-)-HCA that are structurally sumnar but vary in concentration and solubility.

Examples of such salis include; but are not limited to; Citrin® by Sabinsa™ a Calcium sait,
Citrin K® by Sabinsa, ™ a Potassium Salt, Citrimax® by IntertHealth Neutraceuticals™ a :
Caicium salt, SuperCitrimax® by InterHealth Neutraceuticals™ a Potassium /Calcium Salt. All
these salts of (-)HCA are widely sold in'the UBA.

Quantiative Comparison Charts of Super CitriMax® v Citrin K BG®

Citrin K BG®

|48 ()-Hydroxycitric acid | —
éff%x ) Super CitriMax®
¢ oo ® Cakium v

8 (-}Hydroxycitic acid

I Potassium
, @ Calclum

Soluble distary fiber ) Potassium

(by difference) -
N (1 Soluble dietary fiber
# Moisture (by difference)
Q3% E . # Moisture
| @ Others

& 0%

CHART PERCENTAGES ARE ROUNDED FIGURES!
(For actual values, refer to tabie below)

Citrin K BG® - Super CitriMax®

(-)-Hydroxycitric acid : 50.0%+ 2% 60.0% % 5%

Calcium | 0.2%. 11.0% 3%

Potassium (] 30.0%% 2% (116.0%34% > ]|
g Soluble dietary fiber (by drfference) T8 7%z 2% 8.5%
W Moisture 5.0%% 0.5% 4.5%

Other Minar Constituents: Sodium,Pectin,ete, see

Specification for full details 6.1% n/a

) TOTAL | 100% 100%

in summary the direct cbmparis,en of the Salts of (-}-HCA are as follows.

1400Mg Sabinsa Citrin K @ §0% (-)-HCA

OR

1166.67mg SuperCitriMax @ 60% (--HCA

H]

700mg (-)-HCA

SHANNON MINERALS LTD.
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. COOLWATER TRIM™
75 DAY PRE-MARKET NOTIFICATION

SECTION 4 Cont'd N UR
* »"ijfig.iﬁs; : i
SAFETY LIMITS ;

The following chart illustrates the relationship between the various salts of (-)-HCA,

showing their maximum safe daily dose in purple, the level of (-)-HCA delivered »
(2800mg — same for all saits) in Blue, our recommended daily dosage in Red and e o B
Yellow and the additional 25% safety margin in Black. T

3R A A
2 f o xmm‘ L

= Oty of HCA Salt
Consumed

) Safe Level of Free
HCA delivered

\MMS Botﬂ%% laoolwater/

et m n g
a&x -"w P B8 .

Va'rs

SHANNON MINERALS LTD.
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COOLWATER TRIM™
75 DAY PRE-MARKET NOT!F!CAT!ON

SECTION 4 cont'd
SAFETY LIMITS

SHANNON MINERALS LTH.
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COOLWATER TRIM™ .
75 DAY PRE-MARKET NOTH JICATION

SECTION 4 cont'd

TOXICOLOGY

Glossary of Terms :

Term Explanation
NOAEL No Observable Adverse Effect Level, )
LD50 Lethat Dose, Toxi iclty ie\rel at which 50% of the-laboratory animals die
Dermal Toxicity | The level at Whlch dermal toxicity reactions occur,

CLINICAL STU

)

AND HUMAN TRIALS

A total of 15' dies mvoMng approximately 914 subjects examining the effects of
(-)-HCA have*appeared in literature, Of the 15 clinical studies reported, 14 were placebo-
controlied, double-blind trials (with 816 participants) and one was a single arm placebo-
controlied trial. Double-blind, placebo-controlled studies are considered the least lrkely to
result in bias.

The clinical studies provide an opportunity to assess the safety-and “tolerabmty of (-)-HCA
intake in fairly diverse populations. Collactively, these studies are of sufficient quality and
consistency to draw certain conclusions regarding the safety of (-)-HCA. The placebo-
controlied double-blind trials lasted for periods of up to 12 weeks (most studies i.e., 7 of 14,
were for eight weeks), and the daily dosage of (-)-HCA in these studles ranged from 110to
2800 mg.

1. In seven, doubte—blmdé plac:ebo-centmﬂed tnals ﬁo sxde effeats were noted or
reported. ' : f

2. in the other studies, a&hough side effacts were reportad they were not significantly
different from the coritrol group. ,

3. These studies demonstrate that {*)-HCA did. not cause advefse effects and was well-
tolerated : )

4. The safe-daily dosag& l&vel of. (;)~HCA ]S 2, aﬂﬁmg Bumack Safety Study Review
. Food-and Chemicai Tuxii:ology 42 me) 1513 1529 or this' dncumentAppeadix B

5. / Qur product ONLY dehvers zmﬂmg per day. (25% 1ess than‘the safe level)

6. Even though a figure > 5001’) mg { kg are guoted for the L.E)50 of entzcai smportance is
that no laboratory subieets died atthe Ieveis tested. This puts (-)a—HCA ina VERY saf
category.

7. {=)-HCA (LD50 of > 5900 my /. kg) is at least 14 times greater than Qafieme (LD50 of
355 Mg 1Kg)

See Appendix B for supporting documentation.

SHANNON MINERALS LTD.
Page 23



COOLWATER TRIM™

75 DAY PRE-MARKET NOTIFICATION
SECTION 4 cont’d , o
TOXICOLOGY

See Appendix B for suppomng documentation for this chart.

Thls chart shows the relationship between the LD50, NOAEL, Dermal Toxicity, The Safe
Level and our recommended dosage.

NOAEL and ORAL LD50 levels were > 5000 mg / kg bodyweight. Furthertestmg stopped at

5000 mg / kg bodyweight. This resulted in the NOAEL and LD50 levels both being expressed
as the same value, although in reality one ‘would expect the LD50 level would be much higher §
than the NOAEL level. k

Mg / Day

200,600
180,000
160,000
140,000

. 120,000
Burdock Safety 100,000

Review Study 2004
80,000

60,000
40,000+
20,000

Y] ; .
. b *Dermat . g
NOKEL | ‘ORALLDSO | HIC) | *SafoLavel | Coslwatr Tim
laMg/Day| 167500 | 187,500 150000 | 2800 || 2100
" 4
in Conclusion .
1. Our daiiy~recommenct\ : ‘ 2125% less than the safe-level as’ determmed by the

Burdotk Group (Fo ‘\ab(f ch

: st

emical ”}‘axicorogy 42 (29&4) 1 51 3w 1529)

Our dquyurec ‘mmended leve% is anly ﬂ 56% of the Ne Qbseiwab&e Adverse Effect

: 'ﬂate “:m per day to
/ @7 5 I&res of Coolwater

SHANNON MINERALS LTD,
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recommend three butftes dailyx, Which

Id deliver 2 j}uﬁmg;a “{ HQA The aurdock safety

Additionally the. safety study tak

study is 1é
o just SuperCitriMax (-)-HCA Th swould mv:luae a'salt suoh as Gﬁrin K a Potasstum Sait of
& (--HCA : S \

The most likely negative effect from axr:' ss intake of the isolate would be bowel intolerance,
and this problem wolld be re ible.thirougH & simple reduction in dosage. This problem was
not seen in animal- or“humarg studies at the recommended gsafe Tevel'of 2800myg.

SHANNON MINERALS LTD.
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SECTION 4 cont'd
QUALITY SYSTEM OF SHANN@N MINERALS LTD L
Overall Process Flow Diagf:;m , ; 3

'

Suppiers - Goods. Inwards - Receipt & Storage

Spring Water
pring CCP 2 Syrup Ingredients  Carbon Dioxide Packaging Material ‘
Tanks & - . N
Filters - Bottle Blower ;
Rinsing
R oo &1
Shrink Wrapping
4 High Care Area
QOuter Case Caﬂmg
&
Pailet Loading
Store / Warchouse / Dispatch
HACCE - Overall Procees Flowr S
issus 7 . - /;’;.
Iseus Daty: 22/06/03 P
Authorised by:

- CONFIDENTIAL
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'EFSIS

SECTION 4 cont'd
QUALITY SYSTEM

KEY PERSONNEL

Brendan O'Mara — Managing Director
Ann O'Mara - Technical Director
Susan Ryan - Quality Services Manager

Gillian O'Shea - Quality Control Manager

QUALITY SYSTEM

It is the policy of Shannon Minerais Ltd 1o produce only quality products by implementation of
the followmg

1. Procedures to manufacture products, which satisfy consumers as to taste, quality and
efficacy.

Procedures to meet aﬂ legal and product safety requlrements

Procure only premlum guality raw materials.

Produce all products in a safe and hazard free environment.

Provide continuous training and communication to all employees and management in
all aspects of production, product safety and quality and in the importance of meeting
statutory, legal and customer requirements.

8. Procedures to test the finished product.

B o

The Mid Western Health Board an Irish government agency that enforces lrish and EU
legislation, inspects Shannon Minerals Ltd. on-a regular basis. Shannon Minerals Ltd. has in
place a HACCP (Hazard Analys?s Critical Controt Point) plan. This entails reviewing every
step in the production process, and carfying out an assessment of the potential risks at that
step. Any identified risks are then monitored and controlled.

Shannon Minerals Ltd. has smc,g the year. 2001 had EFSIS (European Food Safety and
Inspection Service) accreditation. EFSIS incorporates the requirements of the British Retail
Consortium Global Standard- Food (Issue 3, Aprii 2002). In the last 4 audits conducted up to
October 2004 Shannon Minerals Ltd. recerved -the highest accreditation. Our next audit, due
in October 2005, will be against BRC Global Standard ~ Food (Issue 4, July 2005)

hitp://www.efsis.com/

EFSIS operates in over 70. counznes worid wide and is currently inspecting 65 per cent of all
food products worldwide, whlch are subject to. a third party certificated supplier evaluation.
EFSIS has a client base of over 5000 food manufacturers and 25,000 farmers, across all
sections of the food industry from freshmoduce to fish, pouitry, dairy and meat.

EFSIS is accredited to EN450 EN45012 andEN45004

British Retail Consortium Global Standard-Food
hitp://www.brc.org.uk/standards/

Current Standard : Issue 4, 1% July 2005

The objective of the British Retail Consortium Global Standard - Food is to specufy food safety
and quality criteria which must be in place within the organisation of any manufacturer
supplying product to UK retailers. The format and content of the ‘Standard is designed to allow
an assessment of the supplier's premises, operational systems and procedures, by a
competent third party, thus standardismg food criteria and momtonng procedures.
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QUALITY SYSTEM
HACCP SYSTEM

There is a fully documented HACCP system in place with HACCP. plans covering the whole
range of products manufactured The HACCP system is convent;onal and -based on the codex
alimentarius with a Company Cede of Praclice used in the formulation of the system.
References to legislation and mdes of practice used in formulating the HACCP are clearly
defined.

There is a detailed HACCP team with two members of the team  having undergone HACCP
training by an external compa;ay and other team members trained in house, HACCP has
recently been completely reviewed (July / August 2005) due to the instaliation of new
equipment. The review mcluded using the decision tree approach. CCP's, which include well
water extraction, treatment and fittration; bottie rinsing and addition of presewatwes are
adequately monitored and comﬁrehensive records kept. The requirements of the HACCP plan
are incorporated into our quality management and production system.

QUALITY MANAGEMENT SYSTEMS

A documented quality management system is in place with. a manual and procadures ,
covering all aspects of production. There is a quality policy, which is signed by the Technical
Director and an organisational structure to demonstrate management commitment to quality.
Management review meetings are held-on a monthly basis.

Documentation, document conifols and record keeping are in place and well controlled.
Internal audits are scheduled and cover the scope of the EFSIS standard with corrective
actions documented. !

PRODUCT DEVELOPMENT

With over 40 years of experzenoe in developing new products Shannon Minerais Lid. is
industry recognized and hlghly regarded for new product deveiopment which takes two
forms:

New innovation

Shannon Minerals Ltd. has buiit a solid reputation for innovation and market leading product
development over the last 10 years, focusing on scientific development of new and exciting
products. Safety and solid scientific research coupled with investment in modern technology
form the basis of our new product deve!opment

Modification of Existing Products )

Existing products are constanﬂy monitored for performance, quality and customer feedback.
As a result, existing products | may be re-engmeered become new preducts or become
variations of a theme.

FACTORY ENVIRONMENT STANDARDS

Premises and plant (walls, \ﬂqdr‘s, ceilings etc) are designed, constructed and maintained to
comply with legislation, to reduce potential contamination risks and to provide a clean and
safe environment for employees

Production facilities compnse raw material intake and storage, water filtration systems, syrup
room, filling area, bottle blowing area and dispatch area. A state of the art QC lab has been
installed.

SHANMON MINERALS LTD.
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Water is supplned from our- Weii and is filtered through a carbon and sand filter; membrane
filters t0 0.45 micron and is UV trested. Water tests are carried out using the foliowing
schedule:

Daily: Total Bacteria C;ount {TBC), Coliforms, E.Coli and Yeasts / Mouids.
Weekly: Pseudomonas.’
Quarterly: Spoited Sulphate, Faeeal Streptococai, Staph Aureus, Salmoneila,

Campylobacter and prtospondnum

The factory is located on a we!l-mamtained site. High @tandards of byg;ene and housekeeping
are observed. Pest control is cfmtracied toa competent pest contro! company. Waste is
recycled / disposed efficiently and safe!y bya hcensed company.

Adequate staff facilities are prcwded and regularly upgraded. Company vehicles are used to
distribute product to local customers _Approved third party hauliers are contracted to transport
finished product to major retailers. Risks associated with physical and chemncal contamination
are well controlled. ,

EQUIPMENT AND PROLEES‘S VALIDATION

Verification Of Processes & Equlpment

The company operates procedures to verify. that processes and equipment employed are
capable of producing consistently safe and legal products. In the case of equipment failure,
procedures are in place to establish the safety status of the product prior to release.
Measuring equipment is cahbrated to recognized international standards.

Scales are checked internally on a daily basis and annually by an- external contractor.
Refractometers are calibrated in house with known standard solations. HPLC Calibration is
achieved automatically by referencing known standards and there is-also a service contract to
ensure its optimal performanq:e

TRAINING

The company ensures that all employees are adequately trained, instructed and supervised.
The company has a documented training procedure commencing with induction training for
new staff and extending to Food Hygiene Training and work specific training undertaken by
an external company.

Those staff responsible for momtonng CCP’s have also been adequately trained and training
records are kept

PERSONNEL

Personal hygiene standards are appropriate and adopted by all members of staff. Protective
clothing is laundered by an ouiside contractor. Medical screening of staff is undertaken at the
start of employment and on retum to work after illness; visitors undergo a- seh‘-audn sereening
procedure. Training procedures and records are in place.

RAW MATERIAL CONI’ROL

Specifications

Appropriate specifications are mamtamed for all raw materials, packaging and finished S
products. Specifications are formaily agreed with relevant parties with product specifications
being reviewed every two years and raw materials annually.

SHANNOM MINERALS LTD.
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HPLC Test Method
Raw materials are regularly tested using HPLC.

"

Upper Clare Street
Limenck,dreford

R L

'Y 4353 (0161 418058

1. ERRE

+353 (0161 418179

SHANNON : ’ ok
MINERALS

{ infoRshannonmineals.e

3
W wanshannonminerals e

HPLC Methad for Estimation of (-}-HCA
Equipment

oy 1. Analytical Batance with 4 decimal place accuracy
%%g 2. Agilent 11 HPLG system with:

a. Slaridard Aulo sampler
b isoctatic Quaternary Pump
¢. Thermastatically controfted Column Compartment
d. Variable Wavelength Detector
Cherm-Station Software
3 100 m1 volumeme flask
4. pH meter

Reagents:

1. HPLC Grade Water
2. Sodium Sulghate (Na:;S04)
3 Sulphuric Acid (H,S0,)
) Hydroxycg’fnc Acid Calciism Salt Standard {(Wako with Catalogue No 084-07821)

HPLC Condttians

injection Voiume 10ul.

Flowrate: 1 M/ min

Columiy. Nugleosit 10CE-5um-4.6X250mm
Run Time. 20 mins |

Temperatura, 28° C+ 2°C

Detector: 210nm

Mobile Phase

1. 14.2gof sodjum sulphate is weighed out using the analytical batance and dissalved in
1L of HPLC grade water.
2 The pH is adjusied to 2.1 using sulphunc acid

emswpa

Standard Preparation

1. 140mg of (-)}-HCA Calcium Salt Standard Is weighed out using the analytical balance
and made up to’ 100mi using HPLC grade water

Sampfle Preparation

2. 1429 NaS0is weighed out using the analytical balance and dissolved in 1L.of
HPLEG grade water,

3 The pH is adjusted to 1.75 using Sulphuric Acid.

4 1.5mi of the sample is addeéd o 1 5mi of buffer in a 3ml cuvette.

Procedure .

1. 10ul. of both' the standard and the sample are injected separately and ran for, 20mins.
2. All calculations are done agtomatically using the Chem-Station soflware.

Document xxdv

HPLC Mathod Rev 2
HPLCO5052006
Authorized by GOS/ AOM

CONFIDENTIAL
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Tests and Testing Frequency

A fully documented raw material control. procedure is in place. For new suppliers, we test the
first 6 batches of raw material. Thereafter, once approved Random Skip Lot testmg of ali
incoming raw materials is parformed

Any nonconforming product is identrﬂed and controlied, the supphaf is contacted and full
explanations of any non-confennances are required before any further product can be
accepted. They are automatically removed from the approved list and immediately return to
100% testing.

PRODUCTION CONTROL

Recipe and Specification information

Recipe and Product specxﬁcatmns are maintained in a database, with the cuirent authorized
copy printed and signed by the- ‘Technical Director. This copy is. phoiocopled for use in the
production plant. No modrﬁcatwns or alterations are possible to the specification until
authorized by the Technical Director. Product conformance to specification is verified through |
HPLC analysis.

On-Line testing

On-Line automatic BRIX testing ensures that out of specification product is controlled and that .. :
production is stopped immediately.

Off Line Testing of Producti Specf‘ cations

Brix, pH, acidities and torque; measurements are controlled, monitored and recorded on an
hourly basis. Preservative, sweetener and active ingredient addition is verified through HPLC
analysis.

Metal Detection/Foreign Body Detection

The company ensures that al} necessary steps are taken to identify, avoid, eliminate or
minimise the risks of metal or other foreign body contamination, Water undergoes fitter
treatments through sand and carbon filters, membrane fﬂersduwn to 0.45 microns and then
UV treatment. In addition, checks are undertaken every 30 minutes to. ensure that bottle rinse

% jets are working effectrveiy dunng production. Metal detection i is carried out on finished
product.
Product Analysis

A dedicated Quality Control lab is on srte, which undertakes routine analysis and covers all
micro and chemical analysis, includmg Acesulfame K, Aspartame, Caffein, Sodium Benzoate,
Potassium Sorbate and (—)-HC-A Procedures are in place to ensure reliabzmy of test results
and personnel undertaking analysrs are suitably quallﬁed and trained.

Pathogen testing is sent off srte ‘as-required by law. The main sub contract lab ~ Microchem
Laboratories Lid. is able to demonstrate operation in accordance with 1SO1 7025

Shelf Life Testing -

Shelf life has been established taking into account product formulation, packaging, factory
environment and subsequent storage conditions. Shelf life is established by mwmbrologrcal
chemical, HPLC and organoleptac testing.

 CONFIDENTIAL
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HPLC Shelf Life Testing

2 Tests on same batch shown below for (-)}-HCA concentration after 1 year approx.

Sample Name: HCA - 120704 ) 1
xnjecum Dave ¢ x./of/oa 09 32-440m Seq.Line e
Sample + HCAX2 Locgtion Vaal P
Acg opemr.ox Susen Rymx Ing. e, ¥
3 .. Vel [T
Aeq  Hathod )
Annlysis Watbod © ot \nvmm\l\msmaps\m %
[ WD A, Wavelongine 240 i “HEANGRIEETRN N T e
mAY v

‘ 20 }
P '
i i

1

3

4

V. - ot

, JEU—
i -—~»—-»-v§-~ .. 17 i

Pustomized fAeport: Shire

Sorted my Signal

Maltiplaes : 1.800000
Dilution . 1.000000
Uncalibrated Peaks i Not reported
signal + VHDL A, Havel am
i i Type Area } Amy.fAres { qun: f Hane f
[run]
I Jska T arsaseza]  ¢.00000 “o1p0000]
[ 1.487[wv 1374 27026 00! 000
1.661WB 62030784 2 37957 147 5. 14572 faen
2.933{RB 21 5B616]  0.6000C 400
9.837(vn 2192.85307)  ¢.06000 u.eoowo{
1 so1ies 2000, 155061 9 o0000|  2.00000;
Totnine preporen

4*v End of Repoxy wx»

Bample Pamer HCA - 12070470

3
Injection Date s J9/07/05 < 1%.25:48pm Spq Line 4
Sewply Heme - HCA- 1201 . Ladation vial ¢
Acq Cperater > Gl Ol ], He ‘
. vel 10 p1
Req, wathod i HGAM.
Analysin Mothud ¢ CrANPCHENTT\KETHODE\HCA
VWDH A, Warpleaguséd 10 am (RHOAGM-S1 5~~~ "”‘”
300 ¢
250~
[
et v - -
SN [
T e

Cuskoxizud Report: Shirt

gortesd By Slgnal

Hiltsplier + 1.200000
pilution + 2008000
vazalibrated Peaks + mc xepoxeed
ignan + VR A, .
| “fype hrea wrefhrea } Amounr | Ramne i
'fnm) i ‘ Jdewer 1 {
; Py :&‘k W i 3717 sss‘u v ooooa u nnnoo
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604.07338(  2,376%7 ;433 wmz B i
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v Engd of Repoxe xs

Microbiology Tests resuits:

Batch Number 4189

Date of Analysis

~July 12, 2004

July 18, 2005

TVC's @ 37 degrees Celsius for 3 Days|

<10cfu/mi

<50cfu/mi

Coliforms @ 37 degrees Celsius for 2 days|.

<{cfu/mi

<1cfu/mi

E.Coli @ 37 degrees Celsius for 2 days|

<fefu/ml

<1cfu/ml

1¢fuimi

10cfu/ml

Yeasts & Moulds @ 28 degrees Celsius for 3 days|-
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CONTROL OF NON-CONFORMING/SURPLUS PRODUCT

The company ensures that all out of specification product is clearly identified with a green
rejected label and quarantmeﬁ ‘Procedures are in place and corrective actions are maintained
to avoid recurrence. \ :

TRACEABILITY

A system is in place to identify all raw materials, work in progress and finished products at all
stages during manufacture, storage and dispatch. Effective traceability enables our recall
procedure to operate effecuvefy Complﬁints can be traced to a defined produgtion run.

COMPLAINT HANDLING

The company has a documented system for the management of product complaints. A
complaint log is maintained with trend analysis undertaken to implement improvements to
product safety to help avoid recurrence, A database is maintained of complaints received for
further analysis. Extract from customer pnmp!amts register follows,

- CONFIDENTIAL
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Date Received Cnius§ of Customer Complaint  {Date Actioned.

MK 1 10/MNovr2004 | No Gas in Cola - - 15/Nov/2084
848784 11/Novi2004 | Odour Contamination from another product 03/Deci2004
6488092 19/Novi2004 | Lo ﬁﬁx and weak taste 16/MNov/2004
gj’gg‘OWNE 24/MNovi2004 " | Pisce of Outer Packing in Bettie 05/Dee/2004
6528942 12/Deci2004. | Custamer may be caffein sensitive ’ 197Janf 20086
PEARL 15/0eci2004 | Not known. No bottls retumed o us 21Deci2004
CONROY )

6530189 21/Dect2004 | Ting foreign body - piece of paper ’ 14fFeb/20086
6536821 04/Janf2005 | Contamination fromy mouth, backwash - Z3IFabi2005
1087592028 | 1444an/2005 | No somplaint, bottls retumed 22/Febr2005
6550871 178anf2005 | Customer not satisified with product. Full refund given Nothing wrong | 29/an/2005

with product. BOOST 330 mh.

6556179 170anf2005 | Emply bottle in Six Pack 330 mi 28/Jani2005
MRS O DEA 24158072005 | No bottle returned. No action could be {aken. " | 24iFeli2005
656621 244Janf2005 | No botte returned. Bottle apparently lost in post, LFely2005
SARDIE O7/Febl2005 | Cusfomer did not like taste of Coplwsater Detox. returnead for ful refund. | 14/Febr2008
EVANS : » ‘

6687375 17/Feb/2006 | Carelessness. No adult supenision 222005

DOC X Custoner Complaints Ragister
Revision ¥

lague Dobe 110901

Authonsed by ACK
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In addition, the iabel has the following complaints contact information.

Screen shot of European Label

The contact details for any customer service and complaints are clearly listed on the botile.
info@shannonminerals.ie

INTERNAL AUDITS

Internal audits are undertaken of systems and procedures, which are critical to product safety,
legality and quality. Audits are undertaken to a schedule and cover the scope of the EFSIS
standard. Results of internal audits are brought to the attention of the personne! responsible
with corrective actions and timescales being agreed. A record of corrective actions is
maintained and verified to ensure satisfactory completion.

CORRECTIVE ACTION .

Where significant non—confonnihes agatnst standards, specifications and procedures have
occurred the company has systems in p!ace to investigate and lmpiemem: timely corrective
actions to prevent reoccurrence. All cortective actions are accurately documented assigning
appropriate responsibility and: aocountamhty

CONFIDENTIAL
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SUMMARY OF HISTORY OF USE / SAFETY INFORMATION

(See also appendiceé A and B).

1»/ “

5 No adverse evem se:gms regaranN(—}-HCA have been ﬁfed with the FDA AERS
\ (Adverse E.vent Repq ing Systam) database : ,

- the Eufbpean Umo 5@ hoth Aetary supplemeh émd afaoti ?ngramem
8. No adverse events have been mpoﬂed fo%he msh Food 8afety Autheﬂty regarding
(-)-HCA. .

9. Coolwater Trith willi be labelled fcrr use with an extra 25% Safety Maigin less than the
recognized safe dose; @s. detefmined by the Burdgek G‘xmup (Foad and Chemlcal
Tox:coiagy 42 (ZQM) ; »,Burdaak 81‘ y a ) i

10. Shannon- Mmerals lamrfawryfﬁae{f tests. pmve that Tﬁm pmduafs are ﬁabie and-that
the ciuanﬂty of - HC‘:A does ﬁat alter sngnif’canﬂy over ﬁme

11. ( S-HCA has a iong mstery of use wﬁhout “m reparts of: advarse affects.

. Garcinia Cambegza the am a@uma af naturaﬁy— OCcumng ,(~ -HCA has a long

i ‘f’gme ’eradlhwal use. af the

13. Raparts of texisity do at
«there is any Janger: frem mguiar e(ms&mpnon

extract $0 !f is: hfghl g
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SUMMATION

In summation, we believe that Goolwater Trim containing the New Dietary lngredient Extract
of Garcinia Cambogia, will bea safe and efficacious dietary supptement when used according
to the label instructions. \

We base this on the infonnatiém provided in our application, \Whiﬁh‘includes:

The identity and specification of the New Dietary ingred!ent
The long and safe history of use of (-)-HCA.

Our ability to produce a safe product

Our History of produdng safe products

The many scientific studies supporting the safety of (-)-HCA

e ¢ & e @
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