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THE LQNG TERM HlST~~l~~~ USE OF  (-)-NW 
;: : -4 ‘)i, :-/ _‘W  i 

The  following quotations deqons%rate the long history of use of f-)-IiCA 

“Garcinia Cambogia is one of several rSqse& related Garcinia species from the plant fam$y 
known as Guftifefae. W ith a Pi?&? skin &id deep vertical lobes, th& fruit of Ga~~ia Cambogia 
is about the sLz% of an orange, but looks more.like a ,sri;ral ~l~o~~~~%r r%ddish pumpkin. 
When the rinds are dried ‘and c~n?d in preparation for storag% and %~~~i~, .they are dark 
brown in colour, Another me?ber oft@ family, Garcinia ~an~o~ana~ is ~~~iwa~ed spaoificajlly 
for its fruit and is not a  soufc% of HCA. Theqe Gareinia species are native to Scputtieast Asia 
and are usually wild-crafted, @ though they ar% cuMvatecf in some %re%s, ” 

“HCA is primarily found in the rind of Garcinia Cambogia, wh%r% 70% to (rarely] 30% of the - ,- p”:,“!‘:::,. 

weight of the dried rind is (-)-@GA” 

AND 
_,,,, -/, 

“Along the West coast of So@%m India,, Garcinia Cambogia,is kr@vn as “Goroka” or 
‘I i : %  

“Kattcha puli” (souring fruitj. if is ern~~yed commemiai& in fish cting, especially in StiLanka i,, :. ,, _  L 
(Colombo curing) and various species of Gacinia are used in food ~e~~o~ in Thailand, ,/I( ..\ ,& /’ 
Malaysia and Burma. GarGinip ~%~Q~~ is considered to be e~~~v% in ~%k~g mea/s “more 

:: $  ” ,a;:. 

filling’! Aside t&m tis use in food preparation and pr%setvatio~, extracts of Garcinia Cambogia 
: ‘> \ 
‘5 ’ 

are sometimes used as purgaf/ves in‘the tresttm%nt of intestinal worms and other parasites, 
for turnours, for dysentery a$ in the.tmatment of bilious digestive condit&ns. )t 

Quoted from: The  Diet and  filth Benefits of HCA {Hydroxy~~~ Acid) (New Canaan,  CT: 
Keats Publishing Inc, 1994)  ClouW-e, Dallas atid M ighael E. R&z+n&aum (1 B$4) fn Append@ B 3iiji 4s i,:igyi 

; _j 

Many o~atio~al St?* in 
i’, .,i,# z 

addle to, the above, i~d~~ata that ~a~~i~j~ ~arnbQgja +* :.;, ::‘, > ,; 
has a  long hi%$‘i%?se as a  food. 

“The acid rinds of the ripe f?u$ are eaten, and in Ceylon %r% dried, and eaten as a condiment ’ ‘;’ ,: ‘,q 
in cunies” 
Drury, Heber (1873) The  Useful Plants of India, second edition (London: ~~~~a~ H Allen & 
Co., 1873)  220  

Study: ),s : ‘Z,,> 
“Fruits are edibie lso pickled: rind used as a co~ima~t. Seeds yield an edible $~ 
fat.. , A decoctidn 

,,$I:!: 
~%~rnatjsrn and bowel ~p~~~ts‘ ” 7 ‘./, ,;,“( ,‘?: I- 

Publications and  Information Directorat& Council of scie@ic and  lndustrjal Research (1986) 
The  Useful Plants of India (NI@ Dehli: Publications and  tnf~~atio~ Directorate, 1986)  229. ,));(;/4 // 

LL‘:,, ,* :‘,-s, 
Study: 

s x %  $  ‘;; @ : 
, ,‘! -,: ‘,a ‘,(O”/ : iia! 

“Fruit yellowish or reddish, s&e of an oraoge t?av&g six or eight deep ~ong~~d~a~ grooves in I’ ’ 
its fleshy pericarp. Puip acid is of a pie&%nt flavour. It is dr#%d among the Si#@alsse who 
use it in curries. “ 

*, y, 2: ,, 8’ ‘,_ 
s, ; 

Uphof, J. C. Th. (1968) Garcifiia Cambogia Desrouss. Dictionary of Economic Plan%s, second 
,i ::;,I:,.‘” ,j ‘L  ‘, 

edition. (New York: Verlag voti J. Kr&er , 1968)  237  
il,:! ‘1  . ,‘I: I/ 
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.‘,, 

Shannon M inerals Ltd. have been marketing products containing Citrin K BG (-)MCA such as 1,: ?:‘; ‘it,: ’ 
Coolwater Trim in the UK singe 1996. ‘_) _ i 81,s 1. ,-;!,I,‘:- 
Major food retailers such as &3DA, (a st&sidia,ry of WAL-MART, the largest r@a’lli?r in the :;, r3 ,? _ 
world with 14% of UK grocery rriarket), Tesco. (The third largest fooad r&Her in the world and 

/,:, ,, b, 
‘F l-i;-- i t? ” 

the UK and lrelands largest ~u~e~ark~~ chain, with 28% of UK grocer market) and ALDI !$.::p:y ;,,“: 
(one of Europe’s largest supmarket groups), tiave been selling Coolwater l”$jm for a numbers’: tj “““,,id 
of years. We ourrently sell in excess of b m illion 500mt bottt%s of Coolwater Tt-im per annum, 
in 24 Countries on 2 Continerjts, in totat since product laurich we have sold in excess of 20 

” Cc’ L ,-1 ((, jl 
/,-1: 

m illion bottles. While there ha@ been reports fo us and the s~~e~a*e~s regarding taste, 
damaged packaging and fill Ievqts, we have not received any adverse health complaints. (A 
standard procedure for colle&ng comtjiaints is in place.) 

:,L~, i,~ I i ...t,e,E’ri:, :, 
,YL / ^,‘>,l.i 

In addition to this, over 5 billion doses of (-)&GA have been sold worldwide v&h no adverse 
I,, ; ,I> -/, ,( 
.Ij ‘b ’ ““’ 

reaction reports from  consumirs or health 
product at doses up to 28OO~~~ay (-)+iC 
sold in the USA include: SOS#Z Lean owned by P 
Plus, Nature’s Plus CifriNlafe Dual-Acfion bief Aid ,- _” . . “.v-’ -,.-I----- 2 /. t,l% _= _ i-z. ,a_’ 

ean I UK Coolwater Trim showing how easily c~~s~~~~s nay contact 
the company 

:-:f,tI 4TC: ,I: _ 
,.I ’ Y,.’ 
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Kingdoms Adverse Drug Rep~~~g ~~starn ( 
j/ : :L-% _, , k” ‘,, :- ‘&.i$ 

‘2 . ^; .q d*< ) s 1 
The UK has an extremely comprehensive Adverse Urug Reaction system $ :irb i’i. ,., K’ I 
called the Yellow C&d Scheme. The Yellow Card Scheme for spo 
reporting of suspected, adverse drug reactions (AQRs) kas tntroduced in 1964 after 

‘$ /“/,! 3’ ‘.-i’, ‘/ / ‘5. ,/, 
ii’l ,“I I: ‘ii ,,‘:“i” 

the thalidomide tragedy highlj&+tted the-urgent need for routine pot-rna~eti~~ surveillance of S’,l. 1”>*1, ,,/// J!‘iC 2, “+ *e ,:, 
medicines. Since then more than 500,gbO reports of suspe,kted ARRs have been submitted to “2 Se ” *I 
the Committee on Safe& of canes tCSM~ / MHRA on a volunta~ basis b~,do~o~, 
dentists, pharmacists, coronet&~ nurses, radiographers, optorn~~~ and by pharmaceutical 

~1: ,; ,,) ,,,.+ 
.. WL 

companies under statutory obiiiations. ‘Many herbs / herbal extracts are listed, in the example. 
‘7 L’“$,,., 

The Yellow Card Scheme is run by the MHRA, and is ws$d to colfect i~o~at~o~ from health ‘$ :A‘;, ‘, ,,@?‘- 
professionals and patients onjsuspected adverse drug rea$ions (ADRs). The MMRA ,,” &>:Lt$ “i ‘: “’ 
(www.mhra.gov.wk) is an Agency of the Department of Health and is.~espQns~~e,~or the :;i8’!k’:ii“* ” 
regulation of medicine. 

- 8: 
This scheme reports on the sfld NOT the trade name or other identifiers f, “I; ,<‘, ;:, A, ,/ u/ 2;j> >,4’.‘.’ 
and will report on incidences Q on produots containing just the active 
ingredient or the active ingre%$ent in C~~SfNA~t~N with other active ingredients. 

41 
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Link to Adverse reaction R#pprts f~~rn the Yellow Card SC 
httR:~/~.vellowcard,~ov.u~da~s~htm~ 

Link to Yellow Card Scheme 
httD://~.vellswcardd.aov.uW 

UK Food Standards Agency 
&&MNww.food.aov.uW 

In addition to the fact that there are no adverse reaction reports k&d in the Yellow Card 
Scheme, the UK Food Stand&& Agency wrote the following letter. 

This letter confirms that in thW ppinion~there is a significant history of use of Garcinia 
Cambogia Extract and it is thBrefore not subject to noyel foods reguletio~s 5ri the European 
Union (EC 25$lg7). In turn th{s mean& that Garcinla Cambogk EMrai;t may 
the European Union as a both dietary ~~~pierne~ and a food ingredknt. 



$ The Adverse Eyent Reporting System (AERS) is a ~rnp~ter~~~ information 
database des&$sed to support thii FDA’s.~~-m~~eting +afet 
program for ail $pproved drug and thera~e~~c ~ot~~.pr~u~$. The ultimate 
goal of AERS%.to imp&Ye the public health by ‘proQ~ing the best available 

tools for storing and analyzin$ &fety reports. 

The FDA receives adverse dyg: reacti& reports from manufa~urars as ryquired by 
regulation. Health care professiona& and consumers send.i+epprts voluntarily ~b~ugh the 
MedWatch program. These reports became part of a database. The’struct 
is in compliance with the int&!ational safety rep&ng guidance (1CM E2B 
International Conference on $rmonisation. ?he guidance describes the content and format 
for the electronic submission of reports -fsom rn~~~a~~re~. FDA codes all ~e~o~~ adverse 
events using a standardized i~t~matic~a~ ten-ninojogy, MedDRA (the Medical Dictionary for 
Regulatory Activities). Among AERS s&em features are: the on-screen review of reports; 
searching tools; and various output rep&+. FDA staff tise re~~s,f~rn AERSin conducting 
post-marketing drug surveilla~ca and tiompliance activities arid in responding to outside 
requests for infomxation. ‘ 

The reports in AERS are eval@@d by clinical reviewers in the Center for Dru 
Research (CDER) and the C$r$er for &iulog,ics Evaluation and Research (CBFR) to detect 
safety signals and to monitor drug safe@. They form the basis for fut%her ep?~mjo~ogical 
studies when appropriate. As3 result, the FDA may take r~~~~to~ actions to improve 
product safety and protect the ptiblic h@a&h, such as updating a product’s labdling 
information, sending out a “Dear Health Care Professional” letter, or re-evaluaiing an 
approval decision. 
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SAFETY EVIDENCE : ;I:, >, ‘1 *:c,,:i; ,i’! ;i,ll-‘,::il: *,* c ,‘,,, -, I: I!* 

As well qs having a long and Bafe history of use in food, there are a van-number of research ‘7, k,,‘- 
articles outlining the safety of$+HCA. 

&:, 
.; !;.!i r; )’ d.l 

The most comprehensive safqty revievvto date has been put+hed by the S~rdo~k Group, 
pip /c 

one of the leading experts in @&ic~logyh~ the United States of America. The t&e of the &udy ~+;:‘i:~,,:, ,ii “,: ,,: 

This study is 3 review of ove68Q pubfis@ed scientific studies ~~u~ad.prj~diy on 3 different 
salts of (-)-HCA. These salts ~e~,S~p~~~riM~ (a Calcium I Potassium Salt ref@rred to in 
the study as tiCA-SX), CitriM@ (a Ca@um Salt) and ah un-b~anded.sodium s&t. The study 
makes clear that safety stud@ on one,sait of (-)-HCA are relevant tq other salts of (-)-HCA. 

The study concludes the follotving: 

“In several, platzebo contro~/a~, doub[e-blind friars employing up to 2~~d~y MCA, no 
treatmeni-related adverse gW@ wer@repoft@ There is scram q~a~a~ve and 
quantitative scientifk evidencb, Including animal and human’d@a sff~~~~ @hat Make of 
HCA or HCA SX at ilevels 
human cWsumRtion. ” Page 

or 4,667 m@day, ~s~e~~~~~, k&at& for 
or Foad and Chendciil t;oricolagy 42 (!?sm4) ~~~~1~~~ 

Afld 

“In summary, on the basis of s@efititic procedures, whidi in@de human, at?i@al, analytical, 
and other +cientific studies, anlrl history ,of exposure and use, the ~~su~tjo~ of HCA dr 
HCA-SX at dose level of 26Oqm@day, or 4,667 rn@‘dtiy re~~~e~ is co~sjd~r~ safe. ” ” ,,! “” 
On the basis of this study In@rfleaith N@aceutiials Inc have ctassified their product Super 
CitriMax (HCA-SX) as seW aff@med GRAS. 
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7$ DAY F~~-~~~ET ~~~FiC~TlQ~ _ 

S~OT~O~ 4 Cont’d 
&,:.:,:i,,L:,, / 

H- SALTS OF CT : :q,;;, ‘;; y 7: - *.,s’;,, ;> 
.‘ ,-,4: ,,// i*,‘, ,:.;b:*J 

Many of the scientific studies ag? identified with one or other proprietary rna~ufe~re~ of b :,<,*, y 
(-)-HCA derived from the fruit rind of Car&la Cambagia. A4 rna~~~~~~~,~en~rete salts of 
(-)-HCA that are structurally {it$ilar k&vary in concentration end safubility. j>$’ :>; ,‘*,; .:li, ,/.S, s/, r “;% $7 pi ir 
Examples of such salts incluQ 
Citrin K@ by Sabinsa,” a f%t 
Catcium salt, Super%itrim* 
these salts of (-)HCA are widely sold in~the USA. 

r- 

Citrin K BO@ 

cf SoluMe dietary fiber 
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controlled trial, &xrbb-blind, piabebo-controlled studies are considered the least likely to 
result in bias. 

The clinical studies provide an u~po~u~~~ to assessthe safetyand ~ole~b~~~’ of (-)-HCA 
intake in fairiy diverse populations. ColIe&ively, these studies are ofsw~~ent quafiiy and 
consistency to draw certain ~usioos~ragardin~ the safety of (+HCA. The pfaoebo- 
controlled double-blind trials h&ted for periods of-up to 12 weeks (most studies i.e., 7 of 14, 
were for eight weeks), and the daily dosage of (-I-RCA in these studies ranged from 110 to 
2800 mg. - 

. . _., 
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5000 mg I kg bodyweight. ThQ ~esufte~I ifi. the NOAEL a&l .lD%? levels both being expressed 
as the same value, although in reality one would ixped &e L~5O.~ev~l would % much h&her 
than the NOAEL level. 

200,000 

180,000 
WU,OOU 

140,000 

120,ooo 
"BurdookSaWy ,oo,ooo 

ReviewQtudy2004 
80,009 

so,ouo 
40.000 
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1. 

2. 
3. 
4. 
5. 

6. 

Procedures to manuf{cture products, which satisfy consumers asto taste, qua&y and 1 l’~.‘V: s 
efficacy. 

qp& ‘5’ ;::/ 
>;j’, :g$::;;‘: i;’ 

Procedures to meet all legal and product safety requir%m%nts. 
,_ J “. p, s i, g*//, .sii.‘i, ,‘.‘“’ , ,/// “< 

ProcureIonly premium quathy rawm&erials. ;: & i, -:$‘,‘a’ z,:b% 
Produce all products ina safe and hazard free environm%~t. 

/T, -8 ‘l. *,8:‘r,“;:; s,” 1% U&J 8th: b’ i” ,,.: Q, ;;“;, ^ ‘* 
Provide continuous trr$tning and~~ommu~c~io~ to all.e.m~o~%es and ,managem%nt in ,:8.;’ “’ 1; :;p; 
all aspects of production, produGt safety and quality and. b the irnpo~a~~ of meeting 
statutory, legal and oustbmei requirem%nts. 
Procedures to test thefrnished product. ,I,/ -;. 

The Mid Western Health Board, an l~sh~govemment agency that enfomss hi& and EU 
legislation, inspects Shannon ~$r$!rals Ltd. on a regular basis. Shannon ~~na~%~s Ltd. has in 

*“ ,gij I,, 

plac% a HACCP (Hazard Anai$&s Crifkr$l Controf Point) plan. This entails ~~~~~g every 
;7 $$i 

” Y ;‘:1&* 
step in the production process, and carry@g out an assessment of the pote~~a~ risks at that 
step. Any identified risks are then monitored and contrall%dd,, 

Shannon Minerals Ltd. has sirkx.the ye%r 2(91, had EFSIS (~~ropeaff Food Safsty and 
Inspection Sewice) accr%ditat[on. EFSP$ hrcorporat%s the r~uirem%~ of. the Brltisb Retail 
Consortium Global Standard-Food (Issue 3, April 2002). In therlast Qaudii conducted up to 
October 2004 Shannon ~n%r~ls Ltd. r%&$vedthe highest a~~~jta~~n. C&c r&;Xr auarit, due 
in Bcfober 2005, will be agak?FBRC Gk?bal Standard.- Food (Issus! 4, July 2~~~~ 

1 

EFSIS operates in over 7O.counirks wortd wide and is,cu~%ntl~~~p%~ng @per cent of all 
food products worldwide, whir@ are subject toto a third party certificat%d supplier @valuation. I,.;: y!’ $ ,E, ,;,j;. i 
EFSlS has a client base of‘ov~~;~O~g.f~d manufactures and 2~,,~g~~~~%~~ across all 

/L , ‘k ‘/% p”p, my d, : 3 C’ .--y $,$,‘A ,I L ,- ‘,,?, *,, 
sections of the food industry from fr%shproduc% to fish, poultry, dairy and meat. :z / !G’ ;;ip’ 
EFSIS is accredited ta EN45g, EN4501 2 andEN45004, 

http:/fwww.brc.orq.uk/standardsl 

Current Standard : Issue 4, ‘l” July 2005 : 1 /:/ .$ ;, . :I / ,f,“+‘,‘,, .‘I/,, r ,’ 
The objective of the British Retail Consortium Global Standard - Food is to sp%&y food safety 

:‘“:” 

and quality criteria which must be in place within the o~a~isat~on of any ma~~a~urer 
“$,$$n,‘:’ 

:+, 
supplying product to UK retaiterk The format and content r?f the Standard is designed to allow 
an assessment of the suppliirk premises, operatio~al,sy~ems and-pr~c~~r%s, by a 
compete,nt third party, thus s~~d~~isi~g,food crheria and rnu~~t~~~g procedures. 



defined. 

There is a detailed HACCP tf&m with two members of the team, havkg undergone liACCP :‘, %: ” ““” 
training by an external comp+y and other team members waffled in hou$e, HAGCP has 

/: ; ,,,,,,“,%!- ,,//*u ,,/,,, ;‘;,,;;I+” ,:’ :A, ,l,‘J,~ ‘,1,, 
recently been completely revWired (July it August 2QO$ due to the ~~~all~~on of new ‘I :, ‘,8, :r I” 
equipment. The review includ&using the de&ion tree approaoh, CCP’s, which include’well 
water extraction, treatment and filtration; bottle rinsing and addiiWi af pre~~~~t~ves are 
adeauatelv monitored ‘and ~o~~~h~s~ve reGords kept: The req~i~ments of the HACCP plan :’ c*>+ ,’ 
are incorporated into our quality management and production q&em. 

A documented quallty management system is in place with. a ma~ual,and procedures 
covering all aspects ‘of produohon. Them is a quality poflcy, which is signed by the Technical 
Director and an organisationsf s$ructure to demonstrate management commitment to quatity. 
Management review meetings are heldon a~ monthly basis. 

Documentation, document controls and! recordkeeping are in 
Internal audits are scheduled Fd cover the scope of the EFSI 

qnd weJl controlled. 
ndard, with corrective 

actions documented. 

With over 40 years of experience in devetoping new products, Shannon ~~e~a~s Ltd. is 
industry recognized and high& regarded for new produGt development, ~~~h~takee two 
forms: 

Shannon Minerals Ltd. has buik a solid ~eput~o~ for innovation and”rna~~ leading product 
development over the last IO Soars, fomsing on scientific dev~lo~,~nt of neti and exciting 
prod&s. Safety and solid s~iontific research coupled with investment in modem technology 
form the basis of our new product dev~~o~%nt. 

Modifiqtion d E@sting P 
Existing products are constantly monitored for performance, quakty and customer feedback. 
As a result, existing products may be m-engineered, become ne& pedals or become 
variations of a theme. 

F DAR 

Premises and plant (walls, floors, ceilings etc) are designed, constructed and.~aintained to 
comply with legislation, to re+ie potentinl contamination risks and to provide a clean and 
safe environment for employees. 

Production facilities comprise, raw material intake and storagai water filtration @&ems, syrup 
room, filling area, bottle blowing area and dispatch area. A state of the art QC lab has been 
installed. 
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DaiBy: Total Sacted? Count (TN), Coliforms, EColi and Yeasts I Moulds. 
Weekly: Pseudomonap. s-s1 ii .! ;p.‘” _/ izgj,, /*:, il 
Quarterly: Spoiled Sqlphate, Faeeat ~reptococci, Staph Aureus, Salmonella, ;y:; ,(,/( ,,,: a 

1,‘: ’ !,:I,4 
Campyl~bact~r.and Cryptosporidium. :: ,,‘I! ‘f’ *:,,‘)I I;: 

” ,,’ >. i s;“, /” 
z -:,;,/’ / : yy /_ 

The factory is !ocated on a nil-mainta~~d site. High standards.of hygiene and housekeeping 
;pi;+: I,, /;: ,j 8t (, _ ,..als’ ‘p ‘,,&T. ::‘,;r ii, 3 :, 

are observed. Pest control is ~e~tra~a~ to a%ompetent pest &XI&$ company; Waste is 
recycled / disposed efficientlyiafld safe&f by a licensed tiamf.)any. 

Adequate staff facilities are pqoyided a regularly upgraded. Company v&icles are used to 
distribute product to local ~~orne~~.A~~roved third pCrty haufi&s are untraced to transport 

Verification Of Processes 
The company operates pro s to verify that processes and eq~i~rne~ employed are 
capable of producing cons&t@r@y safe kind legal products. In to-e ease of exigent failure, 
procedures are ‘in piaGe to establish thg @fety stat& of ihe prociw;et prior to r&ease. 
Measuring. equipment is calibmted to recognized intematioilal stat@anJs. 
Scales are checked intemall#Pn a daily’ basis and annually by an external ~~t~a~tor. 
Refraotometers are calibr@ed i” hou+e with known standard sblirtion+ WPLC Calibretion is 

ijl;;,jq,~.,:~ 
* / ‘8, ;,& “8 Jp[;l i 

achieveci automatically by refpr?ncing known standards and the& is-also a service contract to 
:,‘cp’;mv,:, > “I,,. :,-, 

ensure its optimat perfonnanqe. 

COINING 

The company ensures that all efnploy~$ are adequately t~i~~d~,i~~~~ed and supervised. 
The company has ti docume&ed traini~$ procedure cozening with inr$&ibn training for 
new stat7 and extending to Food Hygiene Tr&ining and work specif’fc trained undertaken by 
an external company. 

Those staff respopsible for rn~~~o~~g CCP’s have also been ad~q~atal~, trained and training 
records are kept. .,.::+‘~;r bL : 4. : 1,; ‘;,: /,,, ‘.;I,- ” / !I,.! bili’~~ ii !i 

~QNNE~ 
!> ,*/c :<,‘,; ,‘I$ L,, i; ‘b .$-“j 2 .s;; 

Personal hygiene standards are appropriate and adopt& by all rne~~ of staff. Protective 
clothing is laundered by an o#f$ide coWactor. Medical st;reening of staff is utidertaken at the 
start of employment and on rettim to v&k after illness; visitors undergo aself-audit screening 
procedure. Training procedui% and re@ds afe in place. 

Specifications 
Appropriate specifiC;ations ar~“rnai~t?~~~ for all raw materials, pac~gi~g and finished 
products, Specifications are fo@naly agreed with relevant parties with product specifications 
being reviewed every’two years and E&V materials annually. 



Raw materials are regularly te@ci using, WPLC. 

SHANNON 

Equipmena” 
I. Analytical &lance with 4 decimal place accuracy 
2. Agilent 11 HPLC system wiih: 

a. Sla$dafd Auto sam&r 
b IsocfatiG Quaternmy Pump 
c. TheCmc?statically controlted COtUmn Compartment 
d. Variable We.velen$tb Detector 
e ChemStabon S&ware 

3 100 mi volur$etctc flask 
4. pH meter 

Reagents; 1 
1. WPLC Grade Water 
2. Sodium Svlptlafe (N&04) 
3. Sulphuric A& @4&0~) 
4. (-) Hydraxycfiric Amd Catcium Salt Standard (Wake wtth Catalogue No 0860%21) 

PLC Cond~$ww: ., 
1. tnjection Volume: IOuL 
2. Flowrate: 1 fhl / min 
3. Column: Nuclei&l 1 OC8-5um-4.6X25Dmm 
4. Run Time. 2.6 rnlns 
5. Temperature. 2fY C& 2% 
6. Detector: 2*IDnm 

Mobile Phase 
1. 14.29 of sodium sulphate i& weqhed out usmg the analyticer t 

1 L of tlPtC Qratie water. 
2 The ptt is a&sled to 2.1 using sulphunc acid 

Standard ~r~~a~tio~ 
I. 140mg of (-)&GA Cakium$8rt Standard is weighed out usmg the analytical bslanc@ 

and made up to~lQOml uBng HPLC grade water 

Sample Brepqrqtion 
2. la.29 NazSOd is weighed out using the analytical balance and dissolved in 1 L,of 

HPLC grada’wafer. 
3 The pH is adjusted to 1.75 ustng Sulphuric Acid. 
4 1.5ml of the bampk? is add&d to 1 5ml of buffer in a 3mI cuvette. 

Procedure j 
I. IOUL of b&the standard and the sample are injected separqtely and ran f%?Omins. 
2. All calculations are done atltomaticaliy usingthe Chem-Statron sof,hirsce. 



Recipe and Specification ~~~~~atio~ 
Recipe and Product spe~i~~~~ns are mainta~n~ in a database, v@h the ~~~ent authorized ,,#$,~@ 
copy printed and signed by t~a,~eGh~~caf Director. This copy is phot~o~ied for use in the 

&& / ,g:: ,,:!:$l’ &lP.iJ, 
productfan plant No modiiiatient or afterations are possible to the spec~~~on.~ntil 

<Li.< $&;?,,, ~ ,&“j& i ,,g$i 1. ‘( !&a ,,,, p i. / , l,$, *j,, b, , !: ; // ;{, author-l& by the Technical Director Product ~nfo~a~~ to ~p~~~~atjon isverified through r:;ss;!;b II - ~“+,+ 
HPLC analysis. 

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

iii, i: 
,I$ h, ,i’,b&% ,* :‘“$’ ;, 

Brix, pH, acidities and to~ue~~easu~~nts are controhed, motored and r;ticorded on an 
hourly basis. Presenrative, svyeetener, and active ingredient Addison is verified through HPLC 

.@$I&“~i: 
““MY?‘? b,+:’ 

analysis. 

Metal Detection/Foreign Botiy. Ds~ee~~~~ 
The company ensures that alj n$essary steps are taken to identify, avoid, eliminate or 
minimise the risks of metai or’ other foreign body ~ta~~~~. ~a~er,u~der~oes filter 
treatments through sand and ‘c&bon R&x& membrane fittersdown to b.45 rn~~o~s and then 
UV treatment. In addition, checks tire ~~e~~~~n every 30 minutes to ensure th$ bottle rinse 
jets are working effectiveiy during pmd~~~o~. Metal cietetian is carried out an finished 
product. 

A dedicated Quality Control lab is on sita, wbi$$‘~ undertakes ~ut~n~e~al~sis and covers all 
ii.,2 $ ‘,,,’ /I:; ‘- /+ 2’ < /I ,/ ,rp3,..,k ii” & :)/‘ 

micro and chemicalanalysis, A&ding Acesulfame K, Aspartame, Q&fein, So$tium Benzoate, 
: “1. ‘i”,.&y~,,‘~ I.:’ @y, 

Potassium Sorbate and {->+I@6 Proc&tures are, in pIaCe to ensura r~l~~~i~~y of test results 
and personnel undertaking analysis are suitably qualified and trained. 

Pathogen testing is sent off site:aS requked ‘by law. The majn subs contrail lab - Wlicrochem 
Laboratories Ltd. is able to demonshats operation in accordance with IS~?iOaS. 

// ,A/j:b 

Shelf Life Testing “.i,;- ,a/ “‘.SZ ,B I / 
Shelf life has been established t&king in@ account product fo~ufat~on~ ~ac~gi~~, factory 

‘if ,?‘p, ,,,sg , 

environment and subsequent storage tinditions. Shetf life is established:by m~~biolog~cal, 
.‘$?,:$; 

chemical, HPLC and organoleptic- testing. 
‘/,, i .,’ -3 ,,,, ,,“: 

‘1 ,‘: j/ ;:,.i /, b/j 
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HPLC Shelf &ife Test&g 

q& Micr~b~o~Q~y Tests results: 
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WI 

Ma764 

M8Q32 

‘EARL 
:oMRQY 

%3189 

9x821 

u387592028 

65sIWt 

SANE 
EVANS 

6587375 

Date Received 

lQ1NwfXl04 

1 ,I~NoYLZQO~ 

151tdovQDtl4 

15Kkc126104 

2’MhcL?OD4 

(a41JanDOO5 

1d~J&n!2005 

17Uanr’2005 

Co@? of customer Compl&lt 

No Gas in cola 

Odsur cOr&imi&ion from another product 

Mot kmwm. No J$at& returned to us 

* p&c% of paper 

No c&plaint, b&He r%tumed 

Empty bottles in six Pack 336 ml 

No ixdtts returned. No action coukl !y taken. 

No bottle mtumed. Bottleapparently lost in post. 

Camtasenese. No adult supervision 
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In addition, the label has the following ~rn~a~n~ contaot informafion, 

The contact details for any customer-service and compl?lnts are clearly listed on the bottle. 
infoQshannonmineraIs.ie 

Internal audits are undertehen of systems and procedures, which are critical tdi product safety 
,T/ ‘&“X 
Y%; *- 

legality and quality. -Audits an&undertaken to sschedute end dovei the scope of the EFSIS 
, I...&$~~:!, ‘!y,~ >” I,,,;+ ./ - ,_ 6%. 4, /es * :%‘i 

standard. Results of internal audii are brought to the attention of the peraonn:& responsible 
with corrective actions and timezjoales ~~in~~a@reed. A r&$ord of oorrecttie adions is 
maintained and verified to an~~~,~tis~a~o~ kompletion. 

Where significant non-confo~~t~es ag&tst standards, a~e~~~t~~ns and:procedures have 
occurred the company has systems in p&e to investigate &d im~~rne~t timely Corrective 
actions to prevent reoccurrenke~ All co&x&e adions are accurstel$ documenter assigning 
appropriate responsibility and~a~ounta~~~y. 
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We base this on the informatipfi. provided in our ap~i~ion~ wbi~h~i~~~es: 

* The identity and spediiiclon of the New Dietary Ingredient 
e The long and safe histdry of tis~ of (-)-HCA. 
0 Our ablity to produck a safe ,pmqfuct 
0 Our Historyof pt%dudjn& safe @ducts 
0 The many scientific studies +I rting the safety of (-)-l-GA 
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