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Studv Overview

Title A 4- Week Repeated Dose Inhalation Toxicity Study of LuvA UPI(Ultra Plasma Ion)

in Sprague-Dawley Rats

Objectives The present study was carried out to investigate the toxicity of the ions generated by

ion generator LuvA UPI(Ultra Plasma Ion) after a 4-week repeated inhalation

exposure in Sprague-Dawley rats.

Regulatory This study was performed based on the methodologies consulted with the sponsor.

guidelines

Sponsor Gwellkorea Co., Ltd

3F, SBC Ansan POST BI Center, 64 yeonsuwon-ro, danwon-gu, Ansan-shi,

Gyeonggi-do, 75432, Republic of Korea

+82-3 | -493-0 8 96 (TEL), +82-3 I -493 -0 8 9 8 (FAX)

Sponsor's Representative: Woo Kyeong-Kim

Test facility Nonclinical Research Institute, Chemon Inc,

240, Nampyeong-ro, Yangji-myeon, Cheoin-gu, Yongin-si, Gyeonggi-do, 17162,

Republic of Korea,

147, Gwanggyo-ro, Yeongtong-gu, Suwon-si, Gyeonggi-do, 16229, Republic of

Korea

+ 82 -3 | -329 -9 927 (T EL), +82 -3 1 -3 29 -9 9 0 | ( FAX)

Management: I(ap-Ho Kim

Schedule Sep 09,2015 Approvalof protocol (study initiation)

Sep ll, 2015 Animal acquisition (experimental initiation)

Sep 23, 2015 Starting of inl.ralation

Oct20,2015 Completion of inhalation

Oct2l,2015 Necropsy

Dec I l, 2015 Cornpletion of histopathological examination

(experimental comp letion)

Dec 16,2015 SLrbmission of draft report

Dec 22,2015 Subrnission of final report (study completion)
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Archives

Chemon Stud No. l5-RR-593N

The protocol, protocol amendment, final report, raw data, sample of test article,

specimens and other relevant evidential documents will be retained and stored in

the Archives of Nonclinical Research Institute, Chemon Inc. for three years after

the experimental completion of the study.

The samples for clinical pathology (serum) will be retained for one year after the

completion of analysis.

Further storage of above materials shall be consulted with the sponsor.
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Summarv

The present study was carried out to investigate the toxicity of the ions generated by the ion generator

LuvA UPI (Ultra Plasma Ion) after a 4-week repeated inhalation exposure in Sprague-Dawley rats.

Study groups consisted of a treatment group exposed to the ion generator LuvA UPI (Ultra Plasma

Ion) and control group exposed to the non-ion generator LuvA UPI (Ultra Plasma Ion). Twelve

animals (6 animals/sex) were allocated to each group and exposed by inhalation for 4 weeks. The

following parameters were examined and the results of the treatment group were compared with those

of control group: general clirrical observations, body weight, food consumption, ophthalmological

examination, urinalysis, hematological test, clinical biochernistry test, organ weight, necropsy finding

and histopathological test. The study results are as follows.

1.

2.

3.

4.

5.

6.

7.

8.

9.

10.

In general clinical observation, there were no treatment-related changes.

In body weight, there were no treatment-related changes.

In food consumption, there were no treatment-related changes.

No ions were generated in the control group. The data of generated ions were provided by the

sponsor, and the density of cation was 1999900/cc and that of anion were 1999900/cc,

In urinalysis, there were uo treatment-related changes.

In hematological test, there were no treatment-related changes.

In clinical biochemistry test, there were no treatment-related changes.

In organ weight, there were no treatment-related changes.

In necropsy findings, there were no treatment-related changes.

In histopathological test, there were no treatment-related changes,

Based on the above results, a 4-week repeated inhalation exposLlre to the ions generated by the ion

generator LuvA UPI (Ultra Plasrna lori) did not induce any change compared to the control group in

Sprague-Dawley rats. Therefore, there was no toxicity by the ions generated by LuvA UPI (Ultra

Plasma lon).


