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TEST-INSPECTION REPORT Mask Ster 33 Teat methods. 4, Test results” Appendix 1
33,1 Half eycle sterilization test 4.1 The number of the spores for inoculation 1. Masks
AR 1) The Geabacilfs stearhermapiifus spore suspension was inoculted t the spe 2 o cach mask F— P ———
15 as shown i the Appendix | and dricd. Before the inoculation, the spore suspension for inosulation was umber of recovered spores ( ) (@) ®)
Mask Sterilization Te: 11 Dt st hginning 14 A ited by seio 10 ole Quton et and they were inoclsted i e any agar e il pltes - -
- for cach dilution to confirm he number ofth spores. The inoculted plaics were incubaled at S3°C for 48 -
112 Bate of et ompleion: 27 Apr 2020 Hours. The prepared spore suspension fo the inocalation should buve greatr than 10 x 107 colony
forming unit ICFU). 4.2 Resuls ofthe sk steriization test

Manufacturer Name: Plasmapp Co., Lid

(2) Each mask with spores was inserted in Tyvek pouch and scaled. For the worst-case condition, the niasks
were pasitioned as far as passible from the sterilant injection nozzie, Mask type

602, B Py
) {3) The prepuced pouch was processed with Balcycle steilizaion of chamber mode # " "

LM 2. Test article

Representative: You Bon,

Sterilization
Results

Low temperature plasta sterilizer (STERLINK® MINL S/N: M

Location: 83 Jukdong-ro, Yuseong-gu. Dagjeon 34127, Republic of Korea

Catitro " -

{4 For the-comtrol, inoculated mask which was left on the raom temperasure without sterilzation process was

KFog
3. Test guideline sed - N o " . (c) —— (d)

Product Name: Low temperature plasma sterilizer

1 The st were prfiemed i secondince with the sandand o 150 140372009 {5) After steilization cycle, the inoculated area on the mask was cut by 3 flame-sterilized scissor and placed -

Brand Name: STERLINK® in the trypric soy broth of 5 m N
3.2 Information of testing materils i . s :
Model Name: STERLINK MINI (6) Al st and control sample were ineubated at $5°C for 7 days. After o, sumples were mied by Test il o o Pass
Wasks 1 voriex miser and the turbidity chunge of media was inspected. The results were repuried as posiive § :
Serial Number: M0TBUG042. (srowth)or ncgative fno growi
¥ Produc Modd o Manufacturcr__Expiration datc 5
Tiee Product ol I anafact Hapiration dat The mask sterilization test except control was performed in thre consecutive half serifization cycles, 3. Conclusions
Kpog  Aljmard basic - KFod Al g Mar, 2023 1) The e o . R PN 3
Test-Tnspection Ttem: Mask Sterilization Test T be mumber of sporcs used for inoculation was bove i g U
Nos s Shos Nos ™ Dex, 2024 {21 Afe e comsecutive mask serilizaron ets,al he neubation el were negaive xcept conr 4 »
Testing Laboratory: Plasmapp Research Instinute
3.2.2 Bacteria spor {31 According to the test results, mask steilization test s completely sucoessfol
Location: 327 Dongbu-daero, Osan-si, Gyeonggi-do 18151, Republic of Korea (South Korea) 2% Haclena spare suspeasion =
Ttem Detaits
Figure 1.1 (2, €) The outside and (b, d)the inside for KF94 and N9S, respectively. The ares of inoculation was
Model Spore suspension © P
Decision: Pass indicated as the square filled with diagonal linc
Manufaciurer Mesalabs
Lot Number 585-347
Expiration date 25 0t 2021
il: 27 2 . 20 Apr, 2002
Tested wnil Apr ol Tssued Date: ALApn 2l Comment 131076 rarorhermaphilis spores (ATCC Cell Line 79531/ 0.0 m
24342% '~ e complying with ISO 11138
Tested by: v O Approved by 4 =5
Hyun Jeong, IEON Seung Hun, LEE
Process Inspector al Director of R&D
Plasmapp Research Institute b e time evelution of pressuses e the chamber were described in
e Appendis
Figarcsof the ks and iocltod positon were 1 e Agpendi |

e TEST REPORT S EST REPORT

2. Half eycle of chamber mode for the sterilization test Appendix 2 Appendix 3
(©) -si, Gyeongai-do, 13810, Kore TEL 82-2-2164-001 AX B2-2-2634-1008 %, Gy Gwachec Syeonggi-do, 13810, Kore TEL 82-2-2164 08
1. The number of the spores for the mask inoculation 1. Pressure curves of the mask sterilization test S - — kSt —— n
on Dale : 2020, Representative ub m Test Compie! 1
Company name : Flasmapp.co., Lid
y long-re 01g-gu, D 412 Addres: X kdong-ro, Yuseong-gu, Dagjeon 34
perature(Serial No. PISBUBIISA) Sample name : Sler a. low lemperature{Serial No sA)
‘ Test Results B I 7 Test Results
EST ITE! AMPLE RESULT INIT AP RESULT EST METHOL
. Ve esTHoman Pienza FPS 5 ALY CONTRG =
i 5 s of this test report are only limited in 1o the samples and sample names provided by the
| - 1 ot guarantee the quality of all products of the client. You Can check v oo K, o
Figure 2.1 Incubation results o 107 dilution samples of the spore suspension fo inoculation ki ) )
uman Infuenza 76), KEPY-VR-T6 nd shall ot be used fo pub

110) The whol plot of pressure curve during the half eyl and (b) magnified plot of diffusion phase

) ... © Figure

3 2. Results of the mask sterilization test forsach comsgeutive il WK Re-2), aToc oo e :
(a) (b) © (4
&
Figure 12.(a) The positon o the inoculated masks saled by Tyvek* pouch. The figure of (b, d)before and (. ¢
ate the ceiization for KF94 and N9, espectively By i o = Thi
Figurs 22 The incubtion rsals for mask seilizaion et (s, ¢ The contrl snd (b, ) thres consecutve mask —_—
sterlization tests for KF94 and N95 type masks, respectively. The turbidity can be determined by black lines o
behind the wbes. Hyun Ho Rim Sin-Jif < Gho Hipan Ho Rim Y-k  Cho
Korea Testing & Research Institute Korea Testing & Research Institute
President [<won/ Ohjuny President /<wen/ Oh—jung
O Cod «
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Annex#1 : By the client - The test methods
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1. Summary

This test was performed fo assess the virucidal activity of the test article provided by
the sponsor [Low temperature plasma sterilizer (Model: FPS-15s Plus)] according to By
the client. The Human Influenza A (HIN1) requested by the sponsor were used as test
viruses in the test, The virus suspension was dried on an inanimate, nonporous surface.
Afler placing the viral film inside the test Pouch requested by the sponsor and operating
the article, and then the eluates are assayed for infectivity. The activity of the virus was
quantified by fissue culture 50 % infectious dose assay (IoguTCIDa) after infecting the
nost cells with the virus

Under the test conditions, the log reduction of the Influenza A (HIN1) in the test
article [Low temperature plasma sterilizer] was found 1o be >3.38 alter operation of
the test article.

1.1, Test Schedule

Total test period March 18, 2020 to April 20 2020

1.2, Picture of the Test Article

MSK-2020-000694

Annex#2 : Picture of appearance or shape

KTR
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Test Report

MS8K-2020-000694

Low temperature plasma sterilizer

Virucidal test

President of KTR
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2. Equipments & materials

2.1, Test Equipments

Biosafety cabinet class {Cryste, Republic of Korea]

Autoclave {Coretech, Republic of Karea)
Dry aven (Jisico, Republic of Korea)
Water bath (Fisher, USA)

CO: Incubator {Thermo, USA)

Cenlrituge {Hanil, Aepublic of Korea)
Deep freezer (Thermo, USA)

Migroscopy {Leica, USA)

eH meter {Thermo Orian, USA)

{Thermolyne, USA)
(Marienfeld, Germany)

Woriex mixer

Haemacytometer

T5-em’ flask (Falcon, Usa)
150-cm* flask {Falcan, USA)
Test lube (Falcon, Usa)

Seralagical pipetta {Falcon, USA]
96 well plate {Falcan, USA)
Cell scraper (Falcon, USA)
045 wm filter {Advanies, USA]

2.2. Test Article

Low temperature plasma sterilizer, Model: FPS=155 Plus, Serial No.: PISBUBDISA
{provided by the client)

Pouch, Model: STERPACK®, Serial Ne.: SP20C002
{provided by the client}

Glass pelri dish, Model: -, Lot No.: —  (provided by the client)

2.3. Test Materials

231, Wirus

Human influenza A {HINT)
(Strain: KUMC-T76)

232 Host Cells

MDCK (NBL-2)

(KBPY-YR=T6}

{ATCC CCL-34)

2.3.3. Media and Reagents

Minimal Essential Media (MEM) (GIBCO, USA)

Phosphale Buffered Saline (P&S) (GIBCO, USAY
Fetal Bovine Serum (FBS) (GIBCO, USA}
Bovine Serum Albumin (BSA} (sigma, USA)
Penicilin-Streptomycin (PS) (GIBCO, USA)
Trypsin-EDTA (GIBCO, USA}
TPCK-treated Trypsin (Sigma, USA)
Crystal Wiolet (sigma, USA)

Methyl Alcohol (Sigma, USA)
2.3.4. Cell Gulture Medium

MEM + 10 % F8S

235, Virus culture. medium

MEM + 0.3 % BSA + 1 wg/ml TPCK-treated irypsin

Test outline

Study title i Virucidal test

Study number :  [SK-2020-100694

Sponsor
Name :Plasmapp Co., Ltd.
Address 83 Jukdong-ro, Yuseong-gu, Dagjeon 31127, Republic of Korea

Representative : You Bong, LM

Tost facllity
Name Korea Testing And Research Institute
Address :98, Gyoyukwon-ro, Gwacheon-si, Gyeonggi-do, Korea

H)"ﬂl He Iom m 2000.04.20.

Hyun Ho Kim, Ph.D. Date
Study Directar

Medical device-Bio Research Institute, KTR

Cho TS ?'5 S

Cho, Jin-Sik, M.5. Date
Technical Manager

Medical device-Bio Research Institute, KTR
This report is presented for the article that was submitted by the sponsor.

April 20, 2020
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3. Test method

3.1, Host Cell Culture
MOCK cells were cultured by using a cell culture medium under the conditions of § %
CO; and {36 + 2) T

4.2, Viral Culture
321, Influenza A (HIN1) Culture
MOCK cells monolayer-cultured in a 75-cm® flask were washed with PBS, and then
infected with 3 mL of Influenza A [HIN1) diluent, After infection with the wirus as
described in section 3.2.2, the wirus was cultured for 3 to 5 days until more than 90
% of host cells showed a cytopathic effect by adding virus culture medium
, the culture was fuged a1 2000 rpm for 10 minutes and
the supernatant was filtered with a 0.45 wm filier to isolate the virus.

322 Virus weatment conditions

CO; concentration Temperature Infection_time:

Influenza A [HIN1)

4,3, Viral Film Formation

After adding 0.2 mL of the test virus o the steriized glass petri dish, the viral fiim
was formed by drying for 30 minutes in the ambient conditions of the laminar flow
BSC with the petri dish cover removed.

3.4, Virucidal Test
3.4.1. Cytatoxicity Test

As in Section 3.3.. 0.2 mL of the vius culture medum was placed on the inside
boltom surface of a glass peir dish to form a film. The film was placed inside the
fest pouch requested by the client and sealed, and the test article was operated in a
HALF CYCLE(cperalin fime: about 6 minutesl. After overlaying 2 mL af the wirus
cullure medium, the filn was resuspended by scraping the surface of the glass pelri
dish using a cell scraper(be considered the 107 dilution, hereinafter the samel. And
then the mixilure was serially diuted wilh the vius cullure medium by a factor of 10,
The diuted solutions were treated with the host cells at (36 = 1) T for (30 - 1)
minutes, and the cytotoxicity effect was observed by using a microscope,

2.4.2. Gell Culture Control

The MDCK cells were Ireated with the wirus culture medium, which was used as the
cell cullure contral.

3.4.3. Virus Susceptibility Gentrol

CONTENTS

1. Summary 1
1.1, Test Schedule 1
1.2. Picture of the Test Article 1

Equipment & Materials

2
2.1, Test Equipment 3
2.2, Test Arficle 2
2.3, Tes! Materials -
3. Test Mathod

3.1, Host Gall Guiture - R 4

3.2, Viral Culture

3.3, Viral Film Formation 4

3.4, Vincidal Test
3.5, Validation Test

3.6, Virus Recovery

3.7. Caloulation of Results
3.8, Test R,
4. Results

4.1, Cytotoxicity of the Test Selution

4.2, Resulls of Virucidal Test

4.3. Results of Validation Test

2 3 ® ® ® ® & @ v oo o

5. Conclusion

Tables

Table 1. Resulls of the Cylotoxicity Test
Table 2. Results of Influenza A (HIN1)

Table 3. Resulls of Calculation

Table & Resulls of Log Reduction

w e @ o ow

Table 5. Results of the Sub-cytataxicity and Meutralization Test
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The lest virus was mixed at 19 ralio in virus culture medium, and diluted stepwise by
a factor of 10 in the virus culture medium, Each diluent was infected into the host
cells 1o measure the viral liter of the test virus(initiall,

After forming the wiral film as in Section 3.3, it was sealed in a test Pouch requested
by the sponsor and allowed o stand at (22 % 2) G for 6 minutes. Thereatter, 2 mL
of the virus culture medium as added, and then the virus fim was recovered by
scraping the surface of the glass pefri dish using a cell scraper, and then diluted 10
fimes in the virus cullure medium. Each diluent was infecled info the host cells o
measure the viral titer of the contral grouplAfter 6 minutes).

344, Virus Test

Alter forming the viral film as in Section 3.3., il was sealed in a test Pouch requested
by the sponsor, and the test ariicle was operated in a HALF CYCLE(operation time:
about & minutes). Subsequently, the viral liler of the lesl group{Ater operation) was
measured in the same manner as in Section 3.4.3.(the viral titer of the cantral group).

3.5, Validation Test
The solution recovered as in the cytoloxicily fest{Section 5.4.1.} was used as ihe test
salution, and used for the validation test (below).

35.1. Sub-oylotoricty Test
The test solufion for each concentration not exhibiting cytoloxicity was treated with
the host cells for 30 minutes, and then Ihe cell monolayer was washed wilh PBS
Subsequently, the cells were infected wilh the fest wius dilution as described in
secton 3.2.2, and cultured as described in section 3

3,5.2. Meutralization control

The neutralized test solufion was mixed with the same amount of the fest vius
dilution, and the mixture was kept lor (10 - 20) minules for reaclion. Subsequenily
the cells were infected with the misture as described in section 3.2.2., and cultured
as described in section 3.6.1

3.6, Virus Recovery

After the reaction, each solution was serially diuted 10-lold, and 100 L of each
diluted solution treated in B wells (8 replicates) of the cells prepared in advance in 9§
well plates. Then, the cells were incubated as described in section 3.2.2, and
cullured s descrived in section 3.6.1..

3.6.1. Culture Conditions

Virus CO; concentration Temperature Cull
Influenza A (HINI) 5% {3+ (3 - 5) days

3.6.2. Staining Conditions.
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The cells were stained with 25 % Methyl alcohol (v/v), 0.5 % crystal violel (w/v)
staining solution for 10 minutes at (22 = 2) ©

3
The number of stained wells was counied and the lter was calculated by the
Spearman-Karber method. The virus titer was determined according to [Equation 1] of
secton 271, and the log reduction was delermined by using [Equation 2] of section
372

3. Result observation

3.7. Calculation of Results

3.7.1. Wirus fiter calculation [Equation 1]

Loz n-hsax o

L LogTCIDs, titer

¢ . Log of the recipracal of the lowest diuiian at which all test inocula are
T positive

Logis of the diution factor (thal is, the difference between the log
dilution intervals}
w: Number of fest inocula used at each individual dilution
r,© MNumber of positive test inocula {out of =}

v, Sum of the propertion of positive lests beginning at the lowest dilution
bh showing 100 % positive result

3.7.2. Log reduction (LR) [Equation 2]

IR = iy-L;
Ly = The liter recovered from the virus contral specimen (untreated)
Ly = The liter recovered from virucidal test specimen (reafed)

A log values are rounded up 1o the two decimal place.
38 Test requirements

3.8.1. Cytotoxicity control

Il the cytatoxicity of the host cell by the test solutian is not reduced only by dilution,
it should be neulralized using a gel-filration column according to the ASTM EMB2-12
method.

3.8.2. Sub-cytotoxicity control

Even if cytoloxicity caused by the test article is nol visually observed, sub-cylotoxicity
shall be verified because the test article may increase or decrease the viral infectivity
li the virus titer is lower than that of the control group by (45 + §) % or more, the
diluted solution should be excluded from the calculalion of the log reduction.

MSK~2020-000694 Page 11 of 11

This test report is issued by Korea Testing & Research institute(KTR).
On using its results outside, it shall be assured to declare that the test
results above mentioned Is carried out by KTR.
Copyright(c)KTR. All right reserved.

MSK~2020-000694 Fage 7 of I

3.8.3. Neutralization control

The neutralization should be validated after neutralizing the test article at the time
point when the reaction between the test article and the wirus is completed. If the
virus recovery rate is found 1o be less than that of the control graup by (80 * ) %
or more, the neutralization is not sufficient. Therefore, an appropriate neutralization
step should be laken by using a gelfifiation column or by employing any other
methods

AMEEEHM
(Certificate of Laboratory Testi

4XM #S (Centificate No) : 20-0151 HOIXI(page) : ( 1) of & (1)
71 &Y name) : Plasmapp Co, Ltd.
1. 212 Xhciensy F & iaddress) 83, Jukdong-ra, Yuseong-gu. Dagjeon 34127, Republic of Korea
2|21 XhRequest Date) 1 2020423
2. HEA 7| 2 Name)
Oanactrer) F indaros)
3. A@ie
ARax MY et samole
KF9a 3
. M9 YUXH(Date of Receipy) : 20200423
MBI oate of Tesy * @EUR(Date of Completion) - 20200511
., Particulate fitration efficiency
AEY R ptomes of Tesy * (sodium chioride, Paraffin oil)
WA (Permanent Testing Lab)
F s
AEE Docaion of Tesy 18, Soigubul-gil Wachan-myean, Gyeongsan-si

Gyeongianghulcdo, Repubic of Kores
CIBFAIE(On Site Testing)
s . Apply in Guidline for Health Mask in MFDS.
Al b7 - * (NaCl Aerosol average particle size 06 v, 95 LPM)

iculate filtration Particulate filtration
Lo sople chioride)) )
199/ 199/
KF94 Chamber mode /9 / 199/
4 NEZAD KFS4 Chamber mode 5 7 1 7997
(Result of Tost 7997 799/
msawmnll 198/ 196/
N35 Chamber mode Vi

This report are for the samples of fiter media provided by the customer
Tbe et Tesuls do not guarantee the qualy of ial products and o not mean a cericaton
mask

5. NEYHA
8 Equsage of
Test Report)

g

6 8o ARt putomed b @MUY S U,
Werton)

Hpunes : Lee Kyoungmm%n@)z % une; : Kim Eunmi (5]
Sps ool g ¥ 290l oy o T ion st » comy |
~3 ‘ﬂa -i’fe Jﬂ% 55& Az ?l’ﬂss'e e %‘é‘u%if'ﬂ”ﬂ R b G e et
fo 3 e omore o ot quaranee e austy of 31
T T 42 43 M SoIo uwu n uees 48t o oot § ss osiel 488 BB, s et
e o i W B i e o e g
Gl b ol e 58 S Hule’ b S e 1o ey the Sksemtcey of the test

TEpon piate contact s at the contacs ot moLGe 1t
EELETESG Somec 1o 9 KOs 53 SaEHEA AR test report is not valid without an u"l:la\ seal)
May. 12th. 2020
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4. Results

4.1, Cylotoxicity of the Test Solution
As a result of confiming the cytoloxicity of the fest salution after aperation af the
lest article, cylotoxicity was observed al 107" dilution.

Table 1. Results of the Cytotoxicity Test

Maximum_dilution_fa

which_does not show_cytotoxicit
10

4.2. Resulls of Virucidal Test

The viral titer of the test virusilnitiall was 6.83 logiTCIDw/mL. that of the control
grouplAfter B minutes) was 588 loguTCIDu/mL, and thal of the test group(After
aperation) was <2.50 loguTCIDss/mL.

Therefore, the reduction rate(Log Reduction) was found to be >3.38 after operation of
the test arlicle.

Table 2. Results of Influenza A (HIN1)

Cell Cullure Test virus Control Group Test Group
Control Dilution Iniial) (Atter & minutes) | {After operation]
Pasilive_| Negafive Posilive | Negative | Positwe | Negative | Posiive | Negative
10 8 0 8 0 - -
107 8 0 8 0 0 8
1o 8 0 8 [ 0 8
10 8 0 8 0 0 8
! ¢ 10 6 2 3 5 0 [
10" 3 5 3 5 0 8
107 0 [ 0 8 0 8
10t 0 8 0 8 0 8
Table 3. Resuls of Calculation (Unit © loguTCIDss/mL)
" Test virus Cantrol Graup Test Group
- (nitial) {Atter § minutes) (After operation)
|influenza A (HIND) | 6.63 | 5.88 | <250

Test-Inspection Report

Bacteriostasis Test for Mask

Manufacturer Name: Plasmapp Co., Lid.

Representative: You Bong, LIM

Lacation: 83 Jukdong-ro, Yuseong-gu, Dacjeon 34127, Republic of Korea (South Korea)

Product Name: Low temperature plasma sterilizer
Brand Name: STERLINK®
Model Name: STERLINK MINI

‘Serial Number: MOTBUGO42A

Test-Inspection ltem: Bacteriostasis Test for Mask

Testing Laboratory: Plasmapp Research Institute

Location: 372 Dongbu-dacro, Osan-si, Gyeonggi-do 18151, Republic of Korea (South Korea)

Decision: Pass.

Tested u 24 Apr. 2020 Issued Date: 29 Apr. 2020
ez o2
Tested by: o Approved by: e
Hyun Jeong, JEON Seung Hun, [
Process Inspector General Director (er&D
+

Plasmapp Research Institute
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Table 4. Results of Log Reduction

[ Virus [ After_operation LR |
Influenza & (HINT) [ 3.3 ]

*LA: log reduction

R = ty-ir
Ly = The titer recovered from the virus control specimen (untreated)
Lr = The titer recovered from virucidal test specimen (ireated)

" interpretation of the resuits

Log reduction Percent (%) reduction
1 or_nigher 0% or higher

2 or higher 99% or higher

3 or higher 99.9% or higher

4 or_higher 93.99% or_higher

5 or higher 99.999% or_higher

4.3. Results of Validation Test

Mo cytopathic effect were found in the cell culture comtrol, cytotoxicity and
sub-cytotoxicity of the test soluien was not observed, and neutralization of the
sample was confirmed in the neutralization comtrol, thus proving the validity of the
test

Table 5. Results of the Sub-cytotaxicity and Meutralization Test

MSK-2020-00069¢ Page 10 of 1Y

Influenza A (HIN1)
Dilution -
Sub-eytotoxicity Test Neutralization Test
cil + + + + + 4+
w' T T 17T TT T
IS + e+ v v+
s + + + 4 + 4 5 4
1w + v 4+ Y+ ¢ +
e + o+ o+ o+ v+
1w + 4+ 4 + 4+ 4
10 R T
w + 4+ s+
Determination Lack of Successtul neutralization

T = toxic to cell line; + = virus recovered: 0 = no virus recavered

Bacteriostasis Test for Mask

I. Test schedule

LD

f test beginning: 20 Apr. 2020

1.2 Dute of test completion: 24 Apr. 2020

2. Test article

Low tempe INK® MINL SN

3, Test guideline
3.1 The teets were performed in accordance with the internal test standard of the manufacturer

3.2 Information of esting materials

321 Masks
Type Produst Model Type  Manufacturer _Espiration date

AN guard b - —

KFo ! uard b K94 All puard Mar, 2023

oS Puniculare 81108 oS oY Dec. 2024

Respirator NOS

32.2 Bacleria spore suspension

Trem Details
Model Spors suspension
Manu fasturer MesaLabs

Lot Number S588-947
Expiration date 25012021

1.3 5 109 Geahacilhe stcarvthermophilus spores (ATCC Cell Line 7953) /0.1 mi

Commeaty complying with IS0 11138

“Figures of the masks were referred 10 the Appendix |

6.11. US FPA DCSPR 810.2200,

5. Conclusion

6. References

Under the test conditions, the log reduction of the Influenza A [HIN1) in the test

article [Low temperature plasma sterlizer] was found to be >3.38 after operation of

the test article,

6.1, ASTM EIDS2-11, Standard Test Method to Assess Ihe Activity of Microbicides
againsl Viruses in Suspension

6.2. ASTM E1053-11, Standard Test Method o Assess Viucidal Activity of Chemicals
Intended far Disinfection af Inanimate, Nonporous Environmental Surfaces

6.3 ASTM E14B2-12, Standard Practice for Use of Gel Filiration Columns for Cytotoxicity
Reduction and Neutralization

6.4, ASTM E2197-11, Standard Quanilative Disk Camier Test Methad lor Delermining
Bactericidal, Virucidal, Fungicidal, Mycebactericidal, and Sporicidal Activiies of
Chemicals

65. ASTM E2720-10, Standard Test Msihod for Evaluation of Effectiveness of
Decontamination Procedures for Air-Permeable Materials when Callenged with
Biological Aerosols Containing Human Pathogenic Viruses

66 ASTM E2/21-10, Standard Test Method for Evaluation of Effectiveness of
Decantamination Procedures far Surlaces When Challenged with Droplets Containing

Human pathagenic viruses

6.7, ASTM E2756-10, Terminalogy Relating o Antimicrobial and Antiviral Agents

6.8. Schmigt, N. J. ef al, Diagnostic Procedures for Viral, Rickettsial and Chlamydial

Infections, 7" Edition, Am, Pub, Hith. Assoc., Washington, DC, 1435

6.9. BS EN 14476:2013+A1:2015, Chemical disinfectants and anfiseptics - Quantitative

suspensian test for the evaluation of virucidal activity in the medical area — Test
method and requirements (Phase 2/Step 1}

6.10. US EPA QCSPP B10.2000, General considerations for fesfing public health

antimicrabial pesticides

sinfectants for use on environmental surfaces

3.3 Test methods.
{11 The masks wers prepared for each.

(2 Each mask was inserted in Tyvek* poush and sealed

3 - .
sterilization of chamber mode.

{4} After sterilization cycle, cach mask was cut into twe rectangular shape, approximately 25 mm length and
10 mm width using sterilized sissor.

151 The spore suspension of 0.1 ml consisting of approximately $0 colony forming units (CFUY of the
ial 10-fold dilution method as shown in Appendix
ch mask type, and dried

Geobaiils stearathermophits spores preparcd by
2was inace

ated o sk of rectan ular pices for

163 A remain mask ofre
samples.

tangular picce for cach mask type was left in the room temperaure us asgative control

{7 Afer dried, cach rectangular mask piese was placed in the ryptis soy broth of 5 ml.

=

1 FU of
spores was inoculated in (ryptic soy broth of 5 ml as o positive control sample.

19} All samples were ineubated at $8°C for 24 hours. Afier incubation, all
mixer and the turbidity change of media was inspecied. The results we
negative (no growthl.

I samples wers mixed by a voriex
reported as positive {grawth) or

4, Test results™

4.1 Results of basteriostasis test

Mask type Test Number of positiye/Number of tested

Positive control "

Negative control o1

K94
Test sample "

cantrol o1

Neg

Nos
Test sample "

The eelsed fgures were referred tn the Appendix 3. The time cvolution of pressures inside dhe ebamber were described in

the Appendis 4. as well



5, Conclusions Appendix 1 2. Chamber mode for the bacteriostasis test Appendix 2 Appendix 3 .
(1) The resulis of bacteriostass ests wars shown as all posiive xoept neative controls (b (©)
{2} According to the bacteriostasis fest resull, the growh of Genhocilus stearothermaphitus spore inoculuied 1. Masks 1. The number of the spores in spore suspension prepared for inoeulation. 1. Results of the bacteriostasis test
on the rask were ot inhibited by three consesative full strilzation cycle of chamber mode
|}
(a) (b) (c) (d) (e)
-
(e)

re 2.1 The incubation resuls uf 0.1 ml spore suspension prepared for bacteriostasis test, They were incubated

at 55 °C for 24 hours,

Figure 3.1 The incubation results for bacteriostasis test. (a) The positive control, (b) The negative control and
e T ive contro

(¢) test sample of the K94 type mask. (d) Th and (e test sample of the N

pe mask. The

turbidity can be determincd by black fines behind the

bes,

The position of the masks scaled by Tyvek® pouch. The figure of (b. d) beforc and {c. ¢) after the
+ KF94 and N9S,

) the inside for KF94 and N9S, respectively. The area of inoculation was
Iline

Figure 11 (a. ¢) The outside and (b,
indicated as the square flled with d

Appendix 4

1. Pressure curves of the bacteriostasis test

jgure 4.1 (a) The whole plot of pressurc curve during the full eyele and (b) ma

icd plot of diffusian phase

ch cansecutive tial
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US Veterinary Clinics

E Plasmapp



Germany Dental Clinics
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ST ERLINL"

7 Minutes Low—Temperature Plasma Sterilizer

Plasmapp




ST ERLINLL®

Fast 7 min Sterilization

Compact Design

One-touch Operation

Real—-time Monitoring :




STERLINK® FPS—15s Plus 14L | STERLINK® MINI 7L

A low—temperature plasma sterilizer
Sterilization of a wide range of medical devices

The world's first direct injection pouch—type
patented sterilization technology has been applied.
SAL of 107 is validated to ensure sterilization stability of medical devices.

(SAL: Sterility Assurance Level, 99.9999%)




Smart
Sterilization
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Sterilant Cassettes,
Consumables and Accessories

Sterilant cassettes

STERPACK® Plus STERLOAD® MINI

X 410mm

[ Consumables ¢

Tyvek® 200 Tyvek® 300

STERPACK?® Tray

95 x 80 X 30mm

gistered trademark.

Box

Sterilization wrap

)em

STERPACK® Plus Tray










Sterilization Performance

STERLINK® verifies sterilization performance
through the following lumen tests

Lumen claims for STERLINK®
+ 0.7¢ x 500 mm Stainless

+2.09 x 1500 mm Stainless

+1.08 x 2000 mm PTFE

Instrument Tracking System (ITS™)

Equipment tracking using barcode

« Real—time monitoring to
check the STERLINK®

* Provide the latest software
updates remotely

Comparison Chart

Sterilizer Temperature Cycle Time Sterilant




e

=

Diagonal length
(Chamber)

Vacuum Pump

Weight

Cycle time

433 x 614 %X 437 mm
264 x 410 x 125 mm (14L)
47cm

Pump built-in type

67kg

STERPACK® : 7min
STERPACK® Plus : 14min
STERLOAD® : 36min

ST ERLINL

Specification

Y e

275 x 440 x 330 mm

206 x 346 x 113 mm (7L)

36cm

Pump stand-alone type

ZOkg (Pump module

7min

STERLOAD® MINI : 18min

Applications

& potential customers

Laboratory, Research Center, University, Bio

Medical Industries, Pharmaceutical Company,
General Hospital (except

Ophthalmology/Dental clinic), Casino,

Veterinary medicine, Animal Hospital etc.,

Contact : plasmapp.kr@gmail.com

Plasmapp




