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STATEMENT

Study No. : GT11-00002

Study title : Eye Irritation Study of Water that passed through the Waters
Therapy Shower in Rabbits

This final report was written in Korean and translated into. English.
This study was carried out in compliance with the test method of Korea Food &
Drug Administration (KFDA) [Notice No. 2009-116, (Revised 24" August, 2009)],

OECD Guidelines for the Testing of Chemicals (24 April 2002) TG 405 Acute
Eye Irritation/Corrosion and SOPs of KCL (KCL/EIT/002)

The test article information such as identity, strength, purity, composition or

other characterization is the responsibility of the study sponsor.

5 April, 2011

Study director : (sign)
Confirmed by
Management : (sign)

Bioconvergence Technology Dept., Korea Conformity Laboratories
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QUALITY ASSURANCE STATEMENT

Study No. : GT10-00080

Title : Eye Irritation Study of Water that passed through the Waters
Therapy Shower

This study was subject to audit by the independent Quality Assurance Unit of
KCL as indicated below. The findings of each audit were reported to the study
director and management as prescribed by Standard Operating Procedures.

The final report audit was designed to confirm that as far as can be
reasonably established the methods described and results incorporated in the final
report accurately reflect the raw data produced during the study.

Audit phases and dates reported to the responsible personnel were as indicated

below and these were based upon the audit records.

Reports to Study Reports to

Dat
Phase Inspected y Director Management
Study Plan 2010.08. 17 | 2010.08. 17 | 2010. 08. 18
Storage of Test substance| o) Tgg 94| 2010, 08. 24| 2010. 08. 26
and vehicle
Animal receipt 2010. 08. 19 2010. 08. 19 2010. 08. 19

2010. 08. 31 2010. 08. 31 2010. 08. 31
2010. 09. 07 | 2010. 09. 07 2010. 09. 07

Preparation of test substance

Animal care and 2010. 08. 31 2010. 08. 31 2010. 08. 31
Administration 2010. 09. 07 | 2010. 09. 07 2010. 09. 07

2010. 08. 31 2010. 08. 31 2010. 08. 31
2010. 09. 07 | 2010. 09. 07 2010. 09. 07

Clinical sign

Eye irritation/corrosion | 10 19 98 | 9010, 09. 28 | 2010. 09. 28

evaluation
Raw data 2010. 10. 14 2010. 10. 14 2010. 10. 14
Final Report 2010. 10. 14 2010. 10. 14 2010. 10. 14
QA director : Won-Kwen Kuk, Ph.D. Date : 2010.10.14
Auditor, Quality Assurance
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Animal experiment

Preparation of test
substance

Animal care

Study Personnel

Hyeon-Yeol Ryu

Date

Byung-Gil Choi

Date

Sang-Sik Lee

Date

28 March 2010

28 March 2010

28 March 2010

Archives Mi-Ra Han Date 28 March 2010
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1. Sponsor

Name : WATERS.Co.,Ltd

A person in charge : Sung-Taek Lim

Address : Manhatan B/D., 36-2, Youido-dong, Youngdeungpo-ku Seoul,
KOREA

Contact : +82.2-783-5206(Tel), +82.2-783-3498(Fax)

2. Testing facility

Name : Bioconvergence Technology Dept.,
Korea Conformity Laboratories

Address : 7-44, Songdo-dong, Yeonsu-gu, Incheon, Korea

3. Study director

Name : Hyeon-Yeol Ryu
Address : 7-44, Songdo-dong, Yeonsu-gu, Incheon, Korea
Phone : +82-32-858-0011(Tel), +82-32-858-0020(Fax)

4. Schedule

Study initiation : 28 January 2011
Animal acquisition : 07 February 2011
Administraion : 14 February 2011
Experimental Completion : 21 February 2011
Final report : 28 March 2011

5. Archive of data and specimens

1) Duration : 5 years after the completion of the study

2) Data : Study plan, data related test substance, data related animal
acquisition, raw data, final report, document of GLP, document of
correspondences and specimens

3) Storage facility : The depository(126-06) and specimen depository of

Bioconvergence Technology Dept., Korea Conformity Laboratories
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

1. SUMMARY

This study was performed to evaluate ocular irritation potential of Water that passed
through the Waters Therapy Shower in nine male New Zealand White Rabbits. The test
substance was dropped in the conjunctival sac of one eye of rabbit at dosage 0.1 M.
After application of test substance in rinsed (for 3 animals) & nonrinsed (for 6 animals)
group, ocular irritation was measured by the test method of Korea Food & Drug
Administration (KFDA) [Notice No. 2009-116, (Revised 24" August, 2009)] for
ocular irritation of conea, iris and conjunctiva depending on times at (1, 2, 3, 4,
and 7 days).

The results were as follows;

1) No clinical signs and mortalities related to test substance treatment were observed.
2) No significant body weight changes related to test substance treatment were observed.
3) There was no ocular irritation of conea, iris and conjunctiva at all rinsed & nonrinsed

group animals for test periods.

On the basis of the above results, Water that passed through the Waters Therapy
Shower on eye application of New Zealand White rabbit was classified as a non irritant

(The index of acute ocular irritation was 0.0).

GT11-00002

Korea Conformity Laboratories -1 -
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

2. TEST SUBSTANCE AND VEHICLE
1) Test substance [Annex 1]

(1) Name : Water that passed through the Waters Therapy Shower

(2) CAS No. : No relevant data

(4) Molecular Weight: No relevant data

(5) Lot No. : 20110105

(6) Received date : 18 January 2011

(7) Received quantity : 639.88 g (including container)

(8) Appearance : liquid

(9) Purity : 100% (Water itself was considered as the test substance.)
(10) Storage condition . refrigeration

(11) Stability : Store in sealed for prevention of bacteria infection

(12) Caution and storage method : Do not mixed with base
(13) Supplier : WATERS.Co.,Ltd

2) Preparation of test substance
The test substance was weighed took the volume as 0.1 ml each. The stability
analysis test was not performed because the test substance was prepared on the day

of administration.

3) Storage and Treatment

For the duration of the study, test substance were kept in a refrigerator in storage
room (108-4).

3. MATERIALS AND METHODS

(1) Species and strain

Specific Pathogen Free (SPF) New Zealand White (NZW) rabbits. [Annex 2]
(2) Supplier

Samtako BIO KOREA Co., Ltd.

(Address; 77-1 Seorang-dong, Osan-si, Gyeonggi-do, Korea)

(3) Species selection Justification
The NZW rabbits used in this study are widely used in general ocular irritation
experiments for toxicity testing. In addition, sufficient raw data associated with this
species has been accumulated and is available for interpretation and evaluation
of study results.

(4) Date of the acquisition : 08 February 2011

the way to trust , (] 272esueanvesy
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

(5) Number of received animals : 10 males

(6) Age and body weights on arrival :2234.12~2446.12 g, 10 weeks

(7) Quarantine and acclimation [Annex 3]
On arrival, animals were examined based on the certificate provided by the
supplier. The period of acclimation was 7 days.
(Only healthy animals were used for the tests after observing general symptoms in
the acclimated period.)

(8) Age and body weight at Administration : 2407.42~2839.78g, 11 weaks

(9) Number of animals administered test substance :
Rinsed group : 3 male rabbits, Non-rinsed group : 6 male rabbits, total 9 male rabbits

(10) Identification of animals
Each animal is identified for this study by a unique number marked indelibly on
the inner surface of the ear and written on the cage label. Information about
animals and study was also posted on the door of the animals room.

(11) Grouping
After selection animals having 2.0 to 3.0 kg weigh, animals with no corneal
injury were used in this study using the eye examination (Slit lamp, ECONOM
SET, GERMANY), within 24 hours, before administration.

(12) Disposal of remaining animals

All remaining animals were euthanized by CO, on experimental completion day.

2) Animal Care Facility [Annex 4]
(1) Room No. : Animal care room for rabbits No. 1
(2) Range of temperature and humidity during test work
Temperature of 20.4 ~ 21.6 C, Relative humidity of 43.5 ~48.5 %
(3) Ventilation frequency : 10~ 15 air changes/hr.
(4) Lighting cycle : 12 hrs lighting duration (lighting on at 8 a.m. ~ lighting off at 8 p.m.)
(5) Lighting intensity : 286 Lux.
(6) Ambient noise level : 57.2 dB
(7) Ammonia concentration : less than 5 ppm
(8) Housing
All animals were individually housed in stainless steel cages (380Wx500Dx330H
mm) during the test period.
(9) Feed
(D Type : Laboratory rabbit diet
@ Producer : Agribrands Purina Korea Inc.
(Address: 8th Floor Hanlimwon Building, 7-1, Gu Mi-Dong, Bun

the way to trust , (] 272esueanvesy
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Dang-Gu, Sung Nam-Shi, Kyong Gi-Do, Korea)

@ Supply method : ad libitum
@ Analysis

The data analyzed by the feed supplier was used.

No significant factors to affect the experimental results were found. [Annex 5]

(10) Water
(D Type : Incheon, Korea municipal tap water purified by reverse osmosis filtering
system.

@ Supplying method : ad libitum
@ Analysis

Performed by national certificated inspection organization.

No significant factors to affect the experimental results were found. [Annex 6]

3) Method
(1) Application method
(D Route of administraion & group description
Nine healthy male animals were devided into rinsed & non-rinsed group. Each of
Rinsed & non-rinsed group were composed of three animals and six animals. The test
substance was administered to the left conjunctival sac. The right eye remained as
control without treatment of the test substance.
@ Application method
The test substance was applied in a left conjuctival sac. after then, to prevent leakage
of the test substance, held on both eyelids for 1~2 seconds.
At rinsed group, both of eyes were rinsed with a sterile saline during 20~30 seconds
After application of 0.1 m{ test substance in left eye. However, non-rinsed group did
not performed these procedure.
(2) Determination of volume
The volume of test substance administered in this study was determined in
accordance with OECD Guidelines for the Testing of Chemicals (24 April 2002)
TG 405 Acute Eye Irritation/Corrosion.
(3) Observations
(D Clinical signs
Clinical signs including general appearance and mortality were observed every
day until study termination.
@ Body weight
Body weight was measured before test substance application, and at 1, 2, 3, 4

and 7 days after application.

the way to trust , (] 272esueanvesy
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

(3 Observation of application site
The eyes were examined ocular irritation of conea, iris and conjunctiva at 1,
2, 3, 4 and 7 days after removal of test substance.

@ Evaluation of eye irritation
The eye responses were scored at each examination time according to 'Grading
of ocular lesions', OECD TG No. 405 Acute Eye Irritation/Corrosion and SOPs
of KCL (KCL/EIT/001). M.L.O.I. (Mean index of ocular irritation) was calculated
with LI.O.I. (The individual index of ocular irritation) of 1, 2, 3, 4 and 7 days
hours observation score (Table 3). The maximum value of M.LO.IL. is L.A.O.L
(The index of acute ocular irritation). The ocular irritation was classified with
ILA.O.I. according to 'Decision table of eye irritaion'. In order to determine

reversibility, observation was performed until the lesions clear.

the way to trust , (] 272esueanvesy
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

% Grading of ocular lesions

(1) Cornea
(A) Opacity : Degree of Density(area which is most dense is taken for reading)
Scattered or diffuse area-details of iris clearly visible
Easily discernible translucent areas. Details of iris slightly obscured
Opalescent areas no details of iris visible, size of pupil barely discernible
Opaque. Iris invisible
(B) Area of Cornea Involved
One quarter (or less) but not zero
Greater than one quarter-less than one-half
Greater than one one-half less than three quarters
Greater than one quarters up to whole area
AxB x5 Total maximum 50
(2) Iris
(A) Values

Folds above normal, congestion, swelling, circumcorneal injection(any one or
all of these or combination of any thereof), iris still reacting to light
(sluggish reaction is posibive)

No reaction to light, hemorrhage, gross destruction (any one or all of these)
A x5 Total maximum 10
(3)Conjunctivae

(A) Redness(refers to palpebral conjunctivae only)
Vessels definitely injected above normal
Vessels definitely congestion
More diffuse deeper crimson red individual vessels not easily discernible
Diffuse beefy red
(B) Edema
Any swelling above normal (includes nictitating membrane)
Obvious swelling with partial eversion of lids
Swelling with lids about half closed
Swelling with lids about half closed to completely closed
(C) Discharge
Any amount different from normal (does not include small amounts observed
in inner canthus of normal animals)

Discharge with moistening of the lids and hairs just adjacent to the lids
Discharge with moistening of the lids and considerable area around the eye
A+B+C) x2 Total maximum 20

AW N =

AW N =

AW N =

AW N~

—_

W N

GT11-00002
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

% Decision table of eye irritaion

The index of acute ocular iritation (I.A.O. I.)

Evaluation

0~5
5~15
15 ~ 30
30 ~ 60
60 ~ 80
80 ~ 110

Non Irritant
Mild Irritant
Moderate Irritant

Severelrritant

Extreme Irritant

Maximal Irritant

% ML.L.O.I (Mean index of ocular irritaion)

% LLO.I (The individual index of ocular irritaion) = (Ax BX 5) + (Cx5) +(D+E+F) x 2

% L.A.O.I (The index of acute ocular irritaion) = the maximum value of MOI

the way to trust , (] 2=2eeeezinean
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

4. RESULTS

1) Mortality and clinical signs (Table 1)

No significant clinical signs and mortalities were observed during this study.

2) Body weight changes (Table 2)
After treatment with the test substance, a slight decrease in body weight were observed in all
animals caused by stress. However, it was temporary and soon recovered. there was no any

other weight change for the experimental periods.

3) Observation of application site (Table 3)
(1) Rinse group animals
There was no specific change in left eyes due to the test substance application at 1, 2, 3, 4,
and 7 days. Right eyes as a control were same at the experimental periods.
(2) Non-rinsed group animals
There was no specific change in left eyes due to the test substance application at 1, 2, 3, 4,

and 7 days. Right eyes as a control were same at the experimental periods.

4) Determination of irritantion (Table 4)
(1) Rinse group animals

(D M.LO.IL (Mean index of ocular irritaion) of left eye (test substance application site) were
determined as 0.0 at 1, 2, 3, 4, and 7 days. Right eye (control site) were 0.0.

@ LA.O.L (The index of acute ocular irritaion, as a maximum value for M.1.O.L) of left eye
(test substance application site) were determined as 0.0 at 1, 2, 3, 4, and 7 days. Right eye
(control site) were 0.0.

(2) Non-rinsed group animals

(D M.LO.L (Mean index of ocular irritaion) of left eye(test substance application site) were
determined as 0.0 at 1, 2, 3, 4, and 7 days. Right eye (control site) were 0.0.

@ LA.O.L (The index of acute ocular irritaion, maximum value for M.1.O.1.) of left eye(test
substance application site) were determined as 0.0 at 1, 2, 3, 4, and 7 days. Right eye (control

site) were 0.0.
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

S. DISCUSSION AND CONCLUSION

To evaluate ocular irritation potential of Water that passed through the Waters Therapy
Shower Wed, nine male NZW rabbits were used to this study. After application of the
test substance into the conjunctival sac at dosage 0.1ml, the mortality, clinical signs,
the change of the body weight, irritant signs of eyes were evaluated.

As a result, there were no mortality, abnormal clinical sign and body weight change

induced by test substance treatment.

There no specific observation result of the test substance applied area in both rinsed and

non-rinsed group animals at 1, 2, 3, 4, and 7 days. They were same in control sites.

In conclusion, through the test conditions like this study, Application of Water that passed
through the Waters Therapy Shower Wed showed no mortality and body weight change in
male New Zealand White rabbit and eye irritation (I.A.O.1.) were determined as 0.0 (Non
Irritant) in both rinsed and non-rinsed group animals followed by 'Table 3. Evaluation of eye

irritationg .

On the basis of the above results, on eye application of Water that passed through the
Waters Therapy Shower Wed in new Zealand White rabbit was classified as a none

1rritant.
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

7. 3 (Tables)

Table 1. Mortality and clinical signs

MORTALITY AND CLINICAL SIGNS

STUDY : GT11-00002 SEX : MALE
No. of animals Mortality (%) Clinical signs
9 0 No clinical signs

Table 2. Body weight changes

BODY WEIGHTS (g)

STUDY : GT11-00002 SEX : MALE
Days after treatment
Animal No. 0-day 1-day 2-day 3-day 4-day 7-day
02-1 2477.72 2511.89 2489.93 2575.04 2530.72 2527.24
Rinsed 02-2 2839.78 2830.35 2829.84 2857.43 2825.03 2840.06
02-3 2723.29 2753.78 2753.35 2779.39 2788.78 2690.79
02-4 2625.17 2638.57 2655.24 2691.34 2700.80 274233
02-5 2586.92 2594.00 2652.14 2684.18 2648.18 2688.15
. 02-6 2771.82 2759.20 2832.54 2830.34 2834.16 2818.58
Nonrinsed ), 2783.12 2794.11 2812.77 2812.89 2866.37 2904.80
02-8 2407.42 2437.87 2426.96 2503.07 2481.94 2570.73
02-9 2473.02 2215.99 2149.09 2102.51 2048.72 2443.26
Mean 2632.03 2615.08 2622.43 2648.47 2636.08 2691.77
S.D. 156.32 200.23 229.76 236.81 258.72 153.91
N 9 9 9 9 9 9

GT11-00002
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Table 3. Evaluation of eye irritation

EVALUATION OF EYE IRRITATION

STUDY : GT11-00002

Group Rinsed
Animal No. 02-2

—_
W
N
(V)]

SEX : MALE

Nonrinsed

02-6

02-7

e e}

Ne)

lday 0
2day
. 3day
opacity (A) 4day

7day

Degree of

0

0

Cornea Iday

Diffuse areas  pday
of opacity 3day

(B) 4day
7day

=)
c oo ool oo ol
cocoocoocoocjlocooc oo

=)
o oo o olooc oo ol

=)
o oo o olcooc oo ol

=)
cococoolcoc oo ol
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lday
2day
Iris (C) 3day
4day
7day

S O O OO
S O O O O
S O O O O
S O O oo
S O O OO

(= eNeNeN =

S O O O O

S O O OO

S O O O O

1day
2day
Redness(D) 3day
4day
7day

1day
2day
Conjunctiva Edema (E) 3day
4day
7day

1day
2day
Discharge(F)  3day
4day
7day

1day
2day
L.1.O.I 3day
4day
7day 0

O O OO OO OO O OO0 OO oo o o0

= eNeR=-ll-NoNeE-Nell=HoBo e Rl ool = oo
O O OO OO O OO OO0 OO oo o0 o0
[=eleNel-li=-helelal s e -Relol sBeBo e Re)
O O OO OO O OO OO0 OO oo o o0

OO OO OO OO O OO0 OO oo o0 o0

SO OO OO OO O OO0 o oo o o0

O O OO OO OO O OO0 OO oo o o0

O O OO OO O OO OO0 OO oo o o0

1day 0.0”
2day 0.0
M.IO.I 3day 0.0
4day 0.0
7day 0.0

0.0
0.0
0.0
0.0
0.0

% L : Test treatment % R : Control

LI.O.I (The individual index of ocular irritation) = (Ax Bx 5) + (Cx5) +(D+E+F) x 2
M.L.O.I (Mean index of ocular irritation) : from 1day to 7day

“1A.0I1 (The index of acute ocular irritation) = the maximum value of M.1.O.1
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

9. Annex

Annex 1. Test substance chemical data sheet
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Annex 2. Certification of strain

SAMTAKD

CERTIFICATE OF STRAIN

Place of birth

Samtako Bio Korea IBRS(# 102

Purchaser

=it —R § 4 g AR fu

Delivery date

2011-02-08

Monitoring result

Ag-attached sheet

Details

Production Facility

Cutbred Rabbit { SPF)

Temperature & Humidity

16 =22°C / 30~70%

New Zealand White Rabbit (NZW)

ILAR Code

Sam:NawW

SEN

Mala

Age (Waight)

10 Weeks (2.0kg)

Date of birth

2010611.30 = 2010, 12.02

Mumber of animals

17 Heads

Model Description

The industry standard SPE New Zealard White to mest vour spacific

study objectives. Samtako’'s N2W Rabbits are produced in autonomous
production units. They exhibit high productivily, constant growth rates, and
docile dispositions

Crigin & History

Samiaka's New Zealand White Rabbits were recelvad breeder stock lrom
roommercial Breader in 2001, The stock is maintained using & non — BExS
mating system

Color

White

We hereby certify the strain of the animals ang their background as follows:

GT11-00002

s "’JE,,-' -J - ll'ila! -E_,él
g FEEEXIE: -
JasYoung Chol, DAVM TR
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Annex 3. Animal health monitering report

Toconic

EYALUATION

Rabiul | & pSham [HRS M2

ACCERSION NLIMBER

UERST

SPONSOR

Samtnko Bis Kees

STUDIES CONDUCTED

HEAS N IERAR] Core Health Assesmment - Rabbei
MICRO-C2U: Presence of dermneioahyies
MICRC=G22 Conjunctla
SERO-201-251  Core Paned = Hobbit

fa >, -

g el k.
e 1| ) {2/_,
Staves M Stehe, Ay

i

Sceenlis| ”--..g.l;u'

122173010

e

T R
fEdxd

GT11-00002 Korea Conformity Laboratories - 19 -
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Toconic

Clieni Susaki Big Kores MAccessiom Mo GRAFY
Species Hbbii i &) Dl Reeived VOO
Crroup Designaiion:  Son IHRS 102 Dals Uampleted (B[]

Services Porformed:  HEAS-H D-RAR - Cow [Heslth Assssomemd - Rubbit
RIFC RO - Fresani of demsaiophyies
MIECRO=22 = Myooplisma b Compueciive Swab
SEROL 200330 « Cpore Tl - 18 ubsbdi

IMNTRGRUCTIEN

There were & ndofescent. albing, female rabbits subsmitted for 3 Core Dingnostic Screei. Serum samples wens dravwn from these rebiies.al the timse of
reecrnpey - or i Cone Rabhil Sercbogic Prodile

BESULTS AN INTERPRETATION

The results of the Core Diagrostic Screen ar summarized in Table 1, Reaults of te @vihasion of scrum for the presence of vicl sibid/es ore
1wt Tibe 2. A complels description of all tests is proyided i Tahle 3.

e

Mar puibdiie pathigiena o the Siral, mycoplismal, helminth, protosoan o anhtugnsd proaps were isslmed ar ocherwise desecied

0I5 Drunsgetin b e resnber’s ullention tiat the seoam of 146 rabbits was (+) (o antibodies o Cilie feencmted Sapraon Hoealis (CARB) by ELISA
Kenesting il sample by 1A gove («] resulis: This profile was imerpreied s representing o false (+3 CARB ELISA result {or s sample
huould be regarded as free of all other prinry rbbie pathogens in the vest profile
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Toconic

Clent

TABLE |
DIAGNOSTIC SCREEN RESULTS

Sambake Hio korea Aptessni Wo QHESH

Specics

Carvsapy Diesiprstian

L:L_i'@hl,l il Date Repsived LANE2010

Sum IHES 102 Diate Completed )

212000

Physical Ecomisaben. A grospof sdoleyea, albing, Gl robbis e o mean body welght = 2,15 by s possaniel i tliagnoss
The snumals grvived o p s shipping wakon aml wore dinically nonssal in jems oF postune s goivily, Ba dchirges [om the mes
coyfuciivin in wieis weretipied  Euthanmim was coaduczed in & serile podyosrhondic plasiic chamber gror (o bivod ssmpte. cnllection

NS 1

Fetsl Flotiticm [ Hdmmeh (m
ané acnidia

i
balla o Chirshace
il B ket v Ciirebacie

M Sl i, Klsbaclli o Cirshoacsst
o Salemmedia, Klshgardia or djinshacrs

Dhires ceznmm

Vngmmc Haciora

hom

| ikl o eam o s

Fo'cuslsics
A0 exidpies
o

GT11-00002
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Toconic

Sumtko Wi Korea

IABLE 1

DIAGROSTIC S9CREEN RESLILTS

Snecies

Cirmap Desig

Agessiogn Wi

Iabdiit | &) Date Recatved
Sim BRS 102 Jaie Completed 12212000
T il

i R il AT S

M arthinjad

Hi artanipds

GT11-00002
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Toconic

Sumisko Bin Kores

TARLE2
HOGY RESLT

Spelies Hiibkni | £ )

Dhate Rrcrmvud

Carnap Uessignalion Sam [HRS 162

Accession Mo

Dhate Commpleted

SRR

L2ATL 20

L2721 2000

SOTE Yabucs el fndiings will be idestified with a "' md foaineted wit) i Cusismer 10

Tarpes Organism Teat Methad Reesulis [ Findings
CAR Hacillus | CARB ) ELTSA e |
AR Bacillus | CARR ) FA 1wl '.
Encephalibo®oai cundeii | 20T ) ELISA (0 ;
Fagseurella moitooda | PMUL | [FA Wk [
I'reponeriia cunscal | TREF ) RPR iy 1

Vists myparborsl =it s ansorish (*

CAREE

1e b Dol 4o s eader's. alicnition thal the seram of U rabbats s () Tor aneibodies o Ol Sesocfassil Resprdrmiory Hocithe (CARB) by ELISA

testing. Retesting that-sompe ty IEA gave (<) reswlis. This profile was mberpressd ns represeniing a talss 1+] CARE ELISA resalr for s sam

the way to trust E L
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Toconic

TARLE 3
TEST PANEL DESCRIFTIONS

BE HEALTH ASSESSSMEMT: The fislt range of clmicnl
v ite gtk s pw ol the Tollowing mécroongan|s

cRamiations, gress moomopey, miczohiologic olatisa amd hisepabology 10 idolde

f2)  Arthrppod eciopars

) Bsiierin

Pestewmedla muliocil
Pasteimedln poe
[ repeme
lumsirndize

[l

pififiemis

e VYimecs

e | e

n periorans, Fi
X NErs { inestin
Enceptlilsio

Uiral papaliaumn | wirt§vinas

irn,
ceidinsial,

Lo Rebbol Serolagi

3

& baliery of vl ppems whase presonce (5 detected by varimn bests for nntibodics in-senum

J Ihe presence of e sinig
i thee colemy ¥ {+) antibody findings

Rakibit Panel

_{ BERC-201-230 |

Virus Mame

CARN
FLCLN
Pl
I'KER

Fiusurelia mmibiocids
Trepmiema cunicels
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Annex 4. Environment Certification for animal care room

FTEAEY BAFTHA

AERE GT11-00002

E7E °]##% WATERS THERAPY SHOWER %39

I
ARAR | aadaaag
FEEEE Erabgd
EEAE7 2011 024 079 ~ 2011 0249 219
#HET
L & sop e ¥ 457 Bk
e - 2213 C 21,0408 T
- 50420 %RH 46.0+2.5 %RH
= = 150-300 Lux 286 Lux
- 80 dB & 56.0dB
o} 5 1] o} 15 ppm ol 5 ppm o] 8

A7) AEY A7 B9 A 4FAE 2413 o] 4 Heju= BH9 HEo)
ddg FETL

Adge gz 0 = 4 5 9

2011+ o2 ¥ 109
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Annex 5. Laboratory animal diet certification

e Cargill Agri Purina Korea Inc 627 Jangdang-dong, Pyongtaek-si
ca'ylll Analysis Service of Central Kyonggi-do, 459-020 Seoul, Korea
Laboratory Tel (031)669-9060 Fax (031)667-3642

ANALYSIS RESULT

LAB NO. 170089 ENTERED August 23, 2010 REPORTED September 28, 2010

38302-AF RABBIT BIR-C
PRODUCTION 8/11/10 KSN Plant

LOT NO. KSN100811SPB

ASSAY ANALYSIS UNIT
NUTRIENTS

MOISTURE(OVEN) 12.11 %
PROTEIN(PROTEIN ANALYZER) 15.09 %
FAT(ETHER EXT) 2.93 %
FIBER(ANKOM) 13.74 %
ASH(FURNACE) 9.89 %
CALCIUM(AAS) 1.42 %
PHOSPHORUS(COLORMETRIC)  0.62 %
HEAVY METALS

As(ICP) Not detected ppm
Cd(ICP) 0.37 ppm
Hg(MERCURY ANALYZER) Not detected ppb
Pb(ICP) 0.25 ppm
Se(ICP) 0.22 ppm
AFLATOXIN(ELISA)

B1, B2, G1, G2 0.68 ppb
CHLORINATED HYDROCARBON

DDT(GC) Not detected ppm
ORGANOPHOSPHATES

MALATHION(GC) Not detected ppm
Microbial Tests

Salmonelia Not detected mm
Total Bacteria 310000 cfulg
E. Coli Not detected -
PHYSICAL PROPERTIES

PELLET SIZE(DxL) 5.66*10.78 mm
PELLET COLOR Green -
HARDNESS 8.36 kg/om?

THE LETTER CODE LOCATED BELOW EACH ASSAY IS A METHOD REFERENCE CODE.
FOR ADDITIONAL INFORMATION CONTACT MR. LEE, NAM JIN, CENTRAL LABORATORY

MANAGER. (031-669-9060)
CONFIRMED BY Lee, Nam Jin &‘L

=
The Term “Less Than" is used to signify the lower limit of quantitation of the procedure under the conditions employed.
The use of the term “Less Than" does not imply that traces of analyte were present Samples submitted to Central
Laboratory Services for routine analysis will be retained for a minimum of thirty(30) days after the report of analysis is
issued. Extended storage requirements must be brought to the attention of Central Laboratory services prior to or at the
time of sample submission. Pr———

PREPARED BY Koo, Jae Yeon i #7

GT11-00002
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Annex 6. Certification of water analysis

MEEHN
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

 NEYH N

FEE R EEE

a2 | CFU/mL_ | 100 o3t 0 0
sSHads =/(100mL) =42 s =4
ez -/(100nL) | EH= - =42
= mg/L | 0.05 0l | 0.04 £7s
s mg/L | 0.05 oI5t | 0.005 =28
Mzl & mg/L | 0.01 0I5t | 0.005 g4
JEg | mg/l | 0.01 003 [ 0.002 £43
2 E ng/L 0.01 | 222
5 mg/L | 1.0 05 | 0.008 g2
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= mg/L 0.05 =4E
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u=0|5 ng/L 0.02 224s
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2 & | mo/L 1.5003 [ 0.15 £4z
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clolofx[ = mg/L 0.0005 | 24z
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Al e 0.002 e
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L B7taE mg/L | 0.05 0l8t [ 0.02 243
| g=dold s mg/L 0.01 225
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

2= R 'EEE:
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Annex 7. GLP certificate
A7 ¥ 3 (Certification No.) # 18 &
Bl A 71 2B A
GLP Certificate
A E 7 B BEABRANIUTY ARAHER
Test Facility(ies) Name : Bio-safety Evaluation Headquarters, Korea Environment
& Merchandise Testing Institute
& A A AARYN A5T $EF 74
Address : 7-44, Songdo-dong, Yeonsu-gu, Incheon, Republic of korea
4 F A ERE (FUFESHE : 460706-1675917)
President : Kap-Rok Park (Personal No. : 460706-1675917)
+ 9 A 9 A FEA (FUSSRE : 551225-1670916)
Test Facility Management : Il-Je Yu (Personal No. : 551225-1670916)
Al E 9 H o GIRASANZEAR/ LA R
FASHNGEASARIAE, A GYA |48,
A 434 39)
ZAEAJERATAE, AT )
Test Scope : Single Dose Toxicity Test (Rodent/Non-Rodent)
Genetic toxicity (Reverse Mutation Test, Chromosome Aberration Test,
Micronucleus Test)
Local toxicity (Skin Irritation Test, Eye Irritation Test)
v G E7IE AdEd Qste] HYGFANPFIIELE AFAATS
ST
It is hereby certified that the test facility(ies) was(were) inspected by the
national compliance monitoring authority regarding compliance with the Principles
of Good Laboratory Practice.
issue date 2006 d(yr) 11 ¥ (month) 6 < (dat
Al . o] 6 E
=1 -4 b =0
Commissioner, Korea Food and Drug Adm
the way to trust I l.'l. SR ALY AN Y ALY
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits
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Eye Irritation Study of Water that passed through the Waters Therapy Shower in Rabbits

Annex 8. Quality assurance statement-Original
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