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Acute Systemic Injection Study:

Transducer Protector

Report No.: UB/2013/70737 A-09
Test article registration date : 2013/0716
Experimental starting date : 2013/09/09

Experimental completion date : 2013/0012

Animal in-grouping 2013/09/05
Test article administration: 201 3/09/00
Observation of reaction: 201 309009201 3/09/12
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Testing Institution

Name: SGS TATWAN LTI

Address: 3 1 7t I ipei i Wh

City 24800, Taiwan (R, O C.)

Subcontract Lab

Name:

Address: 4F-2. No. 288-8. Ninva Rd.. Qianzhen Dist.. Kaohsiung City 806, Taiwan (R.0.C.)
Client / Sponsor
Name: Finetech Research and Innovation Corporation
Address: No.29 Anle St.. Niushui Township, Changhua County 504, Taiwan (R.O.C.)
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TEST ARTICLE INFORMATION

SGS.

INFORMATION FORDTEST ARTICLE/[ JCONTROL ARTICLE

Sponsor Company Name Finetech research and innovation corporation
Sponsor Addms___ MNo.29, Anle 5t., Xiushui Township, Changhua County 504, Taiwan (R.O.C.)

Contract study item ﬂ_an:untbcmm EOlhm
MName of Test article/

Control article Transducer Protector
[IBase on the specific number on the package ©
Be
Wl : [(JBasc on the date on the package :
= J [CIBase on the arrived date

£

Specification & Amount 10pes'pack * Tpacks {e.g.10ml / bottle * & bottles)

Retention amount (Note2) | The amount of the same lot is sufficient for{ JOne test [JTwo test (for retention)

. [ liguid Em [Uitablet
External features External feanenes: - . Color :

Major components & Purity M'Ij“ w!

Purity:
Solvent and solubility WA
Storage condition (KRoom temperature J4°CIDry[JLight sensitive[JOthers________
s Date: ! i (YYYYMMDD) or
Expiration date{Notz 3) S Period - Dday
Attachment(Not 4) [ Certificate of Analysis [] Material Safety Data Sheet [] Stability Test Result
L] Other : (] No attachment (Noted)
Sterilization Has been sterilized [JYES [EINO (If Yes, please sclect the following item)

Hc&n&n[jﬁﬂnmlimuﬂﬁtmm sterilizationJSteam sterilization JOther
Categorization of devices | | [Contact with intact skin or mucosa (cumulative contact duration)

(The column is only for Short-term (no greater than 4 hr)

device used ) Long-term (exceeding 4 hr) Maximum durationis__ hrs
27 Implanted device

Specific requirement

(MNote 5) NiA

Spumrﬁlgnlhmmle-&ﬁ?(a{-é’#ﬂ/? >0 (3. Tq/y [ Lth,

Note 1. Above all information fs disclosare by the spoasor.

Hede 2. If the sponsor dossn't provide the retenthon of test anticleicontrol article, the retention of a Lest artichefeontrol article from
each botch of est aticle fcontrol article is the resporaibility of the Sponsor.

Node 3. If the effective period [ lews than 3 years, the test articlefoontrol antiche will be retained 11l the expiry date. If the effoctlve perlod ls
longer than $ years, the test articlefoontrol articls will be retained for 5 years only.

l Mote 4, Determination and documentation of identity, stremgth, purity, stability, composition, method of synthesis, fabrication, derivation or
other characteristics ol the test anticlefoontrol article are the responsibility of the Spomsor,

mﬂmmwumwmwmmmmhmwmmr The human intake soggests or dose rogoesicd by
the zponsor also can flll in the “special requinement™, Note trestment method afier test if the test article need to be retreated

Mot 6. The code number of test article is Use same as the repont nember.

Mote 7. Mote "NIA il not Do mot beave blask.

Rk 13) RMe- MW WitE Information for test article-control aricle
47O M ¢ 20013.06.14

SGS Tawan Lid [ Mo 38, Wguan ™ Rd, New Taipa Indusinal Perk, Wogu Disticl, New Tapa Cly 265090, Tawan ¢ [B06-2) 22953030 FIR6-2) 2293133

£ M He e B2 A PR 3] | ReportNo. UB/2013/70737A-08  Date: 201308113 Page 4of 20

Ultra Trace & Industrial Safety Hygiene wewsgtoombe  Mbamber of the S5 Group (St Géndrabs de Survelianod)



TABLE OF CONTENTS

Shabement of LR CompIRaIes i a isishas s e R e e s e e S e e b 16

Ouality-Kestamos Stalemnanil. o Gl i i i v T T e e . T

PTG s S R A S S R e e e B

PAUDOSE 1o ernmnsns ssaressesssssnsssssonsss srssssnogdiions o SR, 1ov ass svsvassss susssnmen sswarusssnmseesmanrsenss 10

Bt atal OB, o vvusvrionnonsssnns ann oo, SR o o0uais daivanaid assniiing bisiesdions dos Sennstinsins nssnssns 11

s, | . . T I

Faleremcas o wriiio it i e Sy St s S e s S i S S T e R, B R R R 15

o R Py e T P Ty SIS L IR LLTEn W L e T e RS | -

e TN 1 |

L e [ 7 T 20

SGS Taiwan Lid | Mo 38, Wuguan ™ Rd, New Tapa Indusinal Park, Woga Distncl, New Tape Gy 24560, Tawen ¢ 062 22532000 F{B66-2) 2200138

£ M He e B2 A PR 3] | ReportNo. UB/2013/707374-08  Date: 201308113 Page 50f 20

Ultra Trace & Industrial Safety Hygiene wewsgtoombe  Mbamber of the S35 Group [Soodt Géndrabs de Survalanot)



-SGS

Statement of GLP Compliance

All study activities performed by SGS Taiwan are carried out in compliance with the GLP (Good
Laboratory Practices) for Nonclinical Laboratory Studies (Department of Health, Taiwan, 2006) and
current OECD Principles of Good Laboratory Practice (Organization for Economic Cooperation and
Development, Paris, ENV/MC/CHEM (98) 17). The study was conducted in accordance with the
protocol and standard operating procedures and monitored in conformity with the protocol. All
laboratory data are accurately recorded and verified. SGS Taiwan makes no GLP compliance claim for

characterization and verification of the test article identity and properties; this is the responsibility of

the sponsor.
Study Director:
Howard Kao / SGS Taiwan Ltd. Date Completed
Deputy of
Facility Manager: -A’?]M '4&” >e/ 3, ,.-.;?. s b
Amy Liu/ SgS Taiwan Ltd, Date Completed
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Quality Assurance Statement

This study was audited by Quality Assurance personnel of Life Science Service. The QA inspection
report includes review of study plan, result of a study-based audit and results of audit of raw data and

study report, The audit report was issued upon the completion of final report of testing.

QA:
—747”"4 _".& o 2, :?f, 6
Amy Liu/ 8GS ‘gxi“ran Ltd. Date Completed
SGS Tahwan Lid | No. 38, Wuquan 70 Ra., New Taipei Indusivial Park, Wugu Distict, New Toipei Ciy 24690, Tebwon £ (886-2)2209-3939  £(885-2) 22891338
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Archiving

All the study-related protocol and the final report will be kept in archives room of SGS (TAIWAN)
LTD for 3 years. Agent authorized by the sponsor can apply for the review according to SGS
procedure.

Address:

No. 38, Wu Chvuan 77 R New Taipei Industrial Park, Wu Ku Dist.. New Tai

(R.O.CH
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Abstract

The study was to investigate the response of the toxicity of “Transducer Protector™ extract in the mouse.
Inject the test article extract and saline into each of the mice. The results showed that there were no
significant clinical signs and symptoms in either the control or treatment group. Therefore, the
“Transducer Protector™ extract did not cause toxicity reaction or death after intraperitioneal injection in

mice,
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PURPOSE

The study is to evaluate the possibility of toxicity reaction after injecting the test article “Transducer

Protector™ extract into the peritoneal cavity of mice. The experiment is performed by following BS EN

IS0 10993-11.
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EXPERIMENTAL DESIGN

A, Animals
1. Species/Strain ICR. mice
2. Resource LASCO
3. Body weights (sex) =20 g {female)
4. Quarantine/acclimation Animals were subjected to quarantine and

acclimation before treatment.

Mice were selected by veterinarians

based on health status,
B. Feeding and care
1. Environment
Temperature 20-26C
2. Cage and animal no.
Cuarantine/acclimation 5 mice/cage
Study period 5 mice/cage
3. Feed
Name Altromin 1326
Brand Altromin, Germany
Way to supply ad libitwn
4. Drinking water
Sort RO Water
Way to supply ad libitum
C. Grouping
Group Control Treatment
Number of animals 3 5
Test article extract
Treated article (,9% saline
(solvent- 0.9% saline)
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D. Administration of test article and control
1. Preparation
According to IS0 10993-12 guidelines, the ratio of the test article to the extractant was 0.2 g
sample/ml extractant. In this study, the test article was immersed n 0.9%6 saline (TAI YU
PHARMACEUTICAL CO., LTD.) for 72 h at 50°C with constant agitation (100 rpm). The pH
adjustment, filtration and centrifugation are not conducted. Afier extraction, the appearance of the

extract was not different than the control group.

[ )

. Method, route and frequency of administration
Inject a single dose of the test article and control solution into the peritoneal cavity of mice,
3. Volume of administration
Test article 50 mlkg; control solution 50 mlkg.
E. Procedure
1. Inject test article extract and control solution into each of the mice intraperitionealy.
2. Observe all mice immediately after injection, and do it again 4hrs after the injection.
3. Body weight measurements should be made immediately before desing, daily for the first three
days after dosing,
F. Animal observation and items for examination
1. Determination of the reaction
After inject treatment, the symptoms responses at 24, 48 and 72 h were checked and evaluated,
according to “Common clinical signs and observations™ (Appendix 3). If two or more animals
show either marked symptoms of toxicity or die, or if a body weight loss greater than 10 % occurs
in three or more animals, then the sample does not meet the requirements of the test. If animals
show slight signs of toxicity, and not more than one animal shows marked symptoms of toxicity or
dies, repeat the test using group of ten mice each.
2. Animal management

Autopsy would be performed immediately for these animals found dead.
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Results

The results showed that there were no significant clinical signs and obvious weight loss in either the

control or treatment group, and there were no mortalities { Table 1, Appendix 1-2).
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Conclusion

The study results showed that a single application of “Transducer Protector”™ extract induced neither
observable clinical signs nor significant weight loss in mice at each time point. Therefore, the
“Transducer Protector” extract did not cause toxicity reaction or death after infraperitioneal injection in

mice,
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Table 1. Incidence of Clinical Observation in mice

Group (0.9% saline) Control Treatment
Number of animals 5 4

Treated article (.94 saline Test article extract
Toxicity reaction o5 o5

Death 05 /5

n/n : No. of mice with clinical signs/No. of mice per group
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Appendix 1. Individual Animal Grade in Clinical Observation of Mice

Clinical Observation (time
dnns nt/h)
Treated article | Sex 'Aﬁznl Items for Grading P
L 4
0 24 | 48 | 72
Toxicity reaction n n n n
F ASC]
Death It n n n
Toxicity reaction n n n n
F ASC2
Death n n 1n n
; Toxicity reaction - n n n
Coptiol 0.9% saline F ASC3
group
Death n n n n
Toxicity reaction = n n n
F AS-C4
Death n n n n
Toxicity reaction n n n n
F ASCS
Death n n n n
130803-4 | Texieity reaction n n n i
. S-01
Death n n n n
g | 130803-A Toxicity reaction n n n n
3-02
Death n n n n
ici 1 n n n n
Treatment | Test article 2 130803-4 | Toxicity reaction
group extract S.03
Death n n 1n n
F 130803-4 | Texieity reaction L n n n
S-04
Death n n n n
ici L 1 n 1n 11 n
| 130803-A Toxicity reaction
S-05
Death o n n n
M: male 1 1o symptom
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Appendix 2. Body weight

D Body weight (g}
Group g Sex Animal No.
{mlkg} Ohr 24hr 48hr 72hr
AS-C1 240 248 256 26.5
AS-C2 22.7 250 26.0 25.7
Control
{0.9% 50 female ASB-C3 24.5 26.0 26.1 25.7
saline)
AS-C4 22.6 24.6 255 255
AS-C5 21.1 228 229 233
130803-A5-01 209 24.3 256 25.6
130803-A5-02 236 235.5 26.2 260
Test
{Test
: 50 female 130803-A5-03 235 24.0 247 256
article
extract
) 130803-A5-04 226 23.2 2338 24.3
1 30803-A5-05 2206 23.7 24.5 24.0
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Appendix 3. Common clinical signs and observations

(BS EN ISO 10993-11)

Involved system(s)

Clinical observation

Observed sign

CHNS, pulmonary, cardiac

. Dyspnea (abdominal breathing, gasping),
Respiratory apnoea, cyanosis, tachypnea, nostril discharges
Decreasefincrease somnolence, 10ss of righting,
Motor activities anaesthesia, catalepsy, ataxia, unusual C’n‘ﬁ} mlmmw~
locomotion, prostration, tremors, fasciculation Ly R
Corlelon Clonic, tonic, tonic-clonic, asphyxial, CNS, neurcmuscular, autonomic,
opisthotonos respiratory
Reflexes Comeal, righting, myotact, light, startle reflex | CN3, sensory, autonomic, neuromuscular,
Lacrimation, miosis, mydriasis, exophihalmos,
ptosis, opacity, initis, conjunctivitis,
Ocular signs chromodacryorthea, relaxation of nictitating Autonomic, imitation
membrane
Cardiovascular signs B%&gcwmm?ﬁWmm' CNS, autonomic, cardiac, pulmonary
Salivation Excessive Autonomic
Piloerection Rough hair Autonomic
Analgesia Decrease reaction CNS, sensory
Muscle tone Hypotonia, hypertonia Autonomic
Soft slool, diaorrhea, emesis, diuresis, CNS, autonomic, sensory, Gl molility,
Gastrointestinal rhi - Kidney
Skin Edema, Erythema Tissue damage, imitation
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TEST ARTICLE PHOTO
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