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REPUBLIC OF TURKEY YEDITEPE UNI \
BIOCIDAL AND R&D LABORATO
sample Name - AKASPRAY TUCHER
Sample Registratlon No |2018-3
Report No ~ = MD-2018-720.9b2efc39 .
Date # 14.2.2018 }
1.PRODUCT INFORMATION
REPORT NO AND DATE MD-2018-720.9b2efc39 / 14.2.2018
TRADE NAME OF THE PRODUCT AKASPRAY TUCHER
SAMPLE REGISTRATION NO 2018-3

SAMPLE ARRIVAL DATE

12.1.2018 09:20:00

PRODUCT / LICENSE OWNER

Detro Healthcare Kimya Sanayi A.S.

FORMULATION METHOD

Solution Impregnated Wipes

FORMULATION CONTENT

|

Ethyl Alcohol 50% w / w, 2 Propanol 10% w / w Poly (oxy-1,2-ethanediyl), alpha .- [2-
(didesylmethylammonio) ethyl] -. omega.-hydroxy-propanoate (salt) 0, 05w /w

SAMPLE SENDING INSTITUTION/
DATE, NUMBER

Istanbul HSM / 13.12.17, E.46684

'SAMPLE ARRIVAL REASON, SEAL
STATUS, SAMPLE QUANTITY

Basis for License/ Stamped / 24x150 pieces

THE ADDRESS WHICH THE Detro Healthcare Kimya Sanayi A.S.
SAMPLE WAS TAKEN Atatiirk Mah. Adnan Menderes Cad. No: 7 Esenyurt / Istanbul
ADDRESS OF THE PLACE OF Detro Healthcare Kimya Sanayi A.S.
PRODUCTION Atatiirk Mah. Adnan Menderes Cad. No: 7 Esenyurt / [stanbul

TYPE OF PACKAGING MATERIAL

HDPE

| I N I B

SAMPLE CHARGER / SERIAL NO

1742017001

THE SAMPLE PRODUCTION AND
EXPIRATION DATE

12.12.17 /12.12.2019

flanat

Document No: FR‘.7.29.'001
Initial Publication Date: 19.02.2016
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. 'REPUBLIC OF TURKEY YEDITEPE UNIVERSITY

~~ BIOCIDAL AN

D R&D LABORATORIES

Sample Name _ | AKASPRAY TUCHER
Sample Registration No~ 2918-3 !

Report No i+ | MD-2018-720.9b2efc39
Date 14.2.2018

2. ANALYSIS RESULTS
2.1. Microbiological Activity Analysis

MICROBIOLOGICAL ACTIVITY ANALYSIS PARAMETERS

‘ TEST START DATE AND END DATE

24.1.2018/14.2.2018

TEST METHOD

EN 14348, EN 13727, EN 13624

TESTING AMBIENT CONDITIONS

Bacteria: 36 °C+ 1°C, Maya 30°Cx1 °C, Fungus 30 OCc+1°

NUMBER OF TEST REPEATS

INTERFERING SUBSTANCE

0,3 gr/L Bovine Serum Albumin

N T, . S

USED NEUTRALIZATION Egg Lecithin (3 gr/L)tTween 80 (30 gr/L)+Saponin (30 gr/L)
TEST RESULTS Submitted in the addition. J
\
%, reduction effects were considered at the end of 30- “
second, 15- and 60-minute contact periods at 20 °C under |
clean conditions of microorganisms specified in the
EVALUATION attachment (3 g/L) in 0,25% and 0,50% concentration of

L

AKASPRAY TUCHER according to EN 13727, EN 13624
and EN 14348.
Results are attached.
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- ANNEX 1: TEST RESULTS

Aspergillus niger ATCC 16404

i % 99,999
Staphylococcus aureus ATCC 6538 Direct Use 30 seconds
% 99,999
Pseudomonas aeruginosa ATCC Direct Use 30 seconds %9
15442
% 99,999
Enterococcus hirae ATCC 10541 Direct Use 30 seconds %9
i % 99,99
i i i 15 minutes ;
i % 99,99
i i 15 minutes s
i % 99,99
Candida albicans ATCC 10231 Direct Use 30 seconds %
Direct Use 30 seconds % 99,99
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e ;REi’UBLIC OF TURKEY YEDITEPE UNIVERSITY
BIOCIDAL AND/I{&D LABORATORIES

ANALYSIS REPORT
NAME OF . 5 N Lg N
N
MICROORGANISM No Lo LeN, igR
2x10® 8,30 <140 >10°
Staphylococcus aureus ATCC 6538 <14 2107 7,30 .15 >5.15
Pseudomonas aeruginosa ATCC <14 3x10° 8,47 <140 <10°
15442 3x107 7,47 <2,15 >5,32
. 1,5x10® 8,17 <140 >10°
Enterococcus hirae ATCC 10541 <14 1,5x10 717 .15 5,02
Mycobacterium avium <14 1,6x10° 9,20 <140,<140 >10%>10*
ATCC 15769 <14 1,6x108 8,20 <2,15<2,15 >6,05,>6,05
Mycobacterium terrae <14 2x10° 9,30 <140,<140 >10%>10*
ATCC 15755(Strain W45) <14 2x108 8,30 <2,15<2,15 >6,05,>6,05
. . 1,5x107 7,17 <140 >10*
Candida albicans ATCC 10231 <14 1.5x10° , .15 >4,02
. . 1,5x10’ 7,17 <140 >10*
Aspergillus niger ATCC 16404 <14 1.5x10° 6.17 <15 4,02
V¢: Live counts of microorganisms after reduction
Lg N: Initial number of bacteria (Logarithmic)
Lg No: Number of bacteria before contact time (Logarithmic)
N: Initial number of bacteria
No: Number of bacteria before contact time
N,: Number of bacteria remaining after reduction
Lg Na: Number of bacteria remaining after reduction (Logarithmic)
R: Logarithmic reduction (LgN0-LgNa)
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BIOCIDAL AND R&D LABORATORIE

ANALYSIS REPORT
VALIDATION CONTROL OF
NAME OF b v E’é??ﬁﬁ'fgﬁg g NEUTRALIZATION
SUSPENSION
MICROORGANISM TOXICITY METHOD
Ny-Ny (A) ©
(B)
Vl+Ve2 Vel+V2 Vcl+V2
Vel+Ve2
2 )|

e R 8% 106k 10 6x10' 5x10' 4,5x10"

aphylococcus aureus 63-58 52_49 45_44
66-56
Pseudomonas aeruginosa ATCC 6,5)(102-6,5-101 6x10" 6x10" 6x10"
15442 66-64 61-59 63-58 60-60
; 5,5x10%-5,5x10" ) 5x10" 5x10"
Enterococcus hirae ATCC 10541 55.54 5x10 58-45 50-49
52-50

Mycobacterium avium 5x10%-5x10" 6x10' 6x10' 5x10"
ATCC 15769 52-50 60-59 63-57 50-50

Mycobacterium terrae 4,5x10%4,5x10' 4,5x10" 4x10' 3,5x10'
ATCC 15755(Strain W45) 47-43 46-45 40-40 38-34

: : 5x10%-5x10" 6x10' 6x10' 4,5x10"
Candida albicans ATCC 10231 54-47 61-60 60-59 46-44
; ] 4x10%-4x10" 4x10" 4x10' 3-10"
Aspergillus niger ATCC 16404 44-37 42-39 43-38 32-30

--- N must be between 1.5x10® and 5x10®. (In bacteria) It must be between (8,17 < Ig N < 8,70) logarithmic.

--- Ny must be between 1.5x10” and 5x10”. (In bacteria) It must be between (7,17 < Ig N < 7,70) logarithmic.

--- N must be between 1.5x10” and 5x10”. (In yeast and fungi) It must be between (7,17 < Ig N < 7,70) logarithmic.

--- N must be between 1.5x10° and 5x10°. (In yeast and fungi) It must be between (6,17 < Ig N < 6,70) logarithmic.

--- N must be between 1.5x10° and 5x10°. (In Mycobacterium spp.) It must be between (9,17 < Ig N < 9,70) logarithmic.

--- N must be between 1.5x10® and 5x108. (In Mycobacterium spp.) It must be between (8,17 < Ig N < 8,70) logarithmic.

--- N must be between 3x10° and 8x10°%. (In Mycobacterium avium according to EN 14204) It must be between (8,48 < Ig N < 8,90) logarithmic.
--- No must be between 3x107and 8x107 (In Mycobacterium avium according to EN 14204) It must be between (7,48 < Ig N < 7,90) logarithmic.

--- Nv must be between 3x10% and 1.6x10°,

--- Nvo must be between 3x10" and 1,6x10% (the number of colonies must be between 30-160).
--- The average of A must be 0.5 times greater than or equal to Nvo. That is, the average of the number A may be the lowest half of the average of the Nvo number.
--- The average of B must be 0.5 times greater than or equal to Nvo. That is, the average of the number B may be the lowest half of the average of the Nvo number.
--- The average of C must be 0.5 times greater than or equal to Nvo. That is, the average of the number C may be the lowest half of the average of the Nvo number.
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T.C. YEDITEPE UNIVERSITESI
BiYOSIDAL VE AR-GE LABORATUVARLARI

_ AKASPRAY TUCHER
MIKROBIYOLOJIK ETKINLIK ANALIZ RAPORU
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I.C. YEDITEPE UNIVERSITESI

T.C. YEDITEPE UNIVERSITESI
BiYOSIDAL VE AR-GE LABORA TUVARLARI

Numune adi AKASPRAY TUCHER
Numune Kayit No 2018-3 1
Rapor No MD-2018-720.9b2efc39
Tarih 14.2.2018
1. URUN BiLGILERI
| 5
RAPOR NO VE TARIH MD-2018-720.9b2efc39 / 142.2018 |

NUMUNE GELIS TARIHI

URUNOUN TiCARI ADI AKASPRAY TUCHER z
NUMUNE KAYIT NO 2018-3
12.12018 09:20:00 {;

URUN /RUHSAT SAHIBI

Detro Healthcare Kimya Sanayi A.S.

FORMULASYON SEKLI

Soltisyon Emdirilmis Mendil

FORMULASYON ICERIGI

Etil Alkol 50% w/w, 2 Propanol 10% w/w Poli(oksi-1,2-etandiil), .alfa.-[2-
(didesilmetilamonyo)etil]-.omega.-hidro!;si-propanoat (tuzu) 0,05w/w

NUMUNEYI GONDEREN KURUM/
TARIHI, SAYIST.

{stanbul HSM / 13.12.17, E.46684

NUMUNE GELIS SEBEBI, MUHUR
DURUMU'VE MIKTARI

Ruhsata Esas / Muhtirli / 24x150 adet

NUMUNENIN ALINDIGI ADRES

Detro Healthcare Kimya San A.$.
Atatiirk Mah .Adnan Menderes Cad. No:7 Esenyurt / istanbul

{URETIM YERI ADRESI

Detro Healthcare Kimya San A.S.
: Atatiirk Mah .Adnan Menderes Cad. No:7 Esenyurt / {stanbul

AMBALAJ MALZEMESININ CINSI | HDPE
NUMUNE SARJ/ SERi NO 1742017001 ;
URETIM VE SON KULLANMA TARiHI 12.12.17/12.12.2019 / |

Dokaman No:  FR.7.29.001
11k Yayin Tarihi 19.02.2016
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. T.C. YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR-GE LABORATUVARLARI

T.C. YEDITEPE UNIVERSITESI

Numune adi AKASPRAY TUCHER
Numune Kayit No 2018-3
Rapor No ‘ MD-2018-720.9b2efc39
Tarih 14.2.2018

2. ANALIZ SONUCLARI

2.1. Mikrobiyolojik Etkinlik Analizi

MIKROBIYOLOJIK ETKINLIiK ANALIZ PARAMETRELERI
DENEME BASLANGIC VE BiTi$ TARIHI 24.1.2018 /1422018
- DENEME METODU EN 14348,EN 13727,EN 13624
DENEME ORTAM KOSULLARI Bakteri: 36°C = 1°C, Maya 30°C + 1°C, Fungus 30°C + 1°
DENEME TEKRAR SAYISI 2
BOZUCU MADDE 0,3 gr/L Bovine Serum Albumin
KULLANILAN NOTRALLESTIRICI Egg Lecithin (3gr/L)+Tween 80 (30 gr/L)+Saponin (30 gr/L)
DENEME SONUCLARI Ekte sunulmustur.
EN 13727, EN 13624 ve EN 14348'e gére AKASPRAY TUCHER
' . isimli tirtintin direk kullanimda ekte belirtilen mikroorganizmalara
DEGERLENDIRME temiz sartlar altinda (0,3 g/L), 20 °C’de 30 saniye, 15 ve 60
dakikalik temas stréleri sonunda % azaltma etkilerine bakilmigtir.
- Sonuglar ektedyr
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T.C. YEDITEPE UNIVERSITESI

BiYOSIDAL VE AR-GE LABORATUVARLARI

ANALIZ RAPORU

Staphylococcus aureus ATCC 6538 + Direk Kullanim 30 Saniye % 99,999
PRI ATCC 5 Direk Kullamm 30 Saniye %99,999 |
Enterococcus hirae ATCC 10541 + Direk Kullanim 30 Saniye 9% 99,999

! Mycobacterium avium :
ATCC 15769 ¥ Direk Kullanim bk i o % 99,99
! | % 99,99
Mycobacterium t i ' g
i Mycol acterium terrae 1 % & .
ATCC 15755(Strain W45) : | Dikkallmm | oo | % 99,99
% 99,99
Candida albicans ATCC 10231 + Direk Kullamim 30 Saniye % 99.99
1
- Aspergillus niger ATCC 16404 + Direk Kullanim ‘ 30 Saniye % 99.99 |
g i | H
!
i : i !
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T.C. YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR-GE LABORA TUVARLARI
ANALIZ RAPORU

Staphylococcus aureus ATCC 6538 <14 2x10° 8,30 < 140 :

2x107 7,30 <215 > 5,15 ’

Pseudomonas (;emginosa ATCC 15442 <14 3x10® 8.47 <140 >10% i

3x107 7.47 <2,15 >532 3

. Enterococcus hirae ATCC 10541 <14 1,5x10° : 8.17 i <140 >10°

1,5%107 AT ! <2,15 > 5,02

Mycobacterium avium :

ATCC 15769 <14 1,6%10° 9,20 < 140, < 140 >104,>10* |

<14 1,6%108 8.20 <2,15,<2,15 > 6,05, > 6,05 ‘

Mycobacterium terrae

ATCC 15755(Strain W45) <14 2x10° 9.30 <140, <140 >[04, >104

<14 2x108 8,30 <2,15,<2,15 > 6,05,> 6,05

z

Candida albicans ATCC 10231 <14 1.5x107 . <140 >100

Lsxaee | . <215 >402

, Aspergillus niger ATCC 16404 - <14 15107 t‘, . <140 | >108
| : Ls<10° . <215 > 4,02

V¢ Indirgenme sonrast mikroorganizma canli sayimlart

N: Baslangigdaki bakteri sayis:

( N, Temas stiresi tncesindeki bakteri say1st

N,: Indirgenme sonrast kalan bakteri say1si

; Lg Na: 111dirgm1mc sonrasi kalan bakteri sayisi (Logaritmik olarak)

R: Logaritmik azalma (LgN(.;LgN,.) _

' Lg N: Baglangigdaki bakieri sayisi (Logaritmik olarak)

Lg Ny: Temas siresi dncesinde Ki bakteri sayist (Logaritmik olarak)
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T.C. YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR-GE LABORA TUVARLARI
ANALIZ RAPORU

UNIVERSITES!

! ‘ ‘ 6x10%-6x10" ;5 6x10' 510! 4,5%10"
 Staphylococcus aureus ATCC 6538 | ! ;
1 66-56 63-58 52-49 45-44 i
Pseudomonas aeruginosa ATCC 6,5<107-6,5%10' 610" 6x10' 6x10'
! 16442 66-64 61-59 63-58 60-60
- |
] 5,5%10%-5,5%10" 5x10' 5x10' 5x10' i
Enterococcus hirae ATCC 10541 »
55-54 52-50 58-45 50-49
Mycobacterium avium 5x10%-5x10' 6x10' 6x10' 5x10'
ATCC 15769 §
52-50 60-59 : 63-57 ; 50-50
Mycobacterium terrae ‘ 4,5%10°-4,5%10! 4.510' | 4x10t 3.5%10'
ATCC 15755(Strain W43) 4743 46-45 40-40 3 3834
. 5x10-5x10" | 6x10" i 610! 4,5x10'
! Candida albicans ATCC 10231 ' ! ‘
* 54-47 61-60 60-59 46-44 i
4x10*-4x 10" 4x10! 4x10! % 310/
Aspergillus niger ATCC 16404 i
% % 44-37 42-39 43-38 4 32-30

N, 1,5x108 ile 5x10* arasinda olmakidir. (Bakterilerde) Logaritmik olarak (8,17 < lg N < 8,70) arasinda olmalidir.

---No, 1,5%107 ile 5x107 arasinda olmalidur. (Bakterilerde) Logaritmik olarak (7.17<1g N<£7,70) arasinda olmalidir.

N, 1,5%107 ile 5x107 arasinda olmalidir. (Maya ve Funguslarda) Logaritmik olarak (7,17 <IgN < 7,70) arasinda olmahdir.

-=-No. 1,5% 108 ile 5%108 arasinda olmalidur. (Maya ve Funguslarda) Logaritmik olarak (6,17 <IgN'< 6.70) arasinda olmahidir.

N, 1,5%10° ile 5x10° arasinda olmalidir. (Mycobacterium spp. de) Logaritmik olarak (9,17 <I1gN = 9,70) arasinda olmalidir.

—--No, 1,5% 108 ile 5x108 arasinda olmalidir. (Mycobacterium spp. de) Logaritmik olarak (8,17 <IgN = 8,70) arasmnda olmahidir.

N, 3x10%ile 8 10%rasinda olmalidir. (EN 14204’¢ gbre Mycobacterium avium da) Logaritmik olarak (8.48 <1g N <8.90) arasinda
olmalidir.

—-No. 3x107 ile 8x107 arasinda almahdir. (EN 14204’ ¢ gbre Mycobacterium avium da) Logaritmik olarak (7.48 <Ig N < 7.90) arasinda

- olmalidir.

—-Nv, 3x10%ile 1,6x10? arasinda olmahdir.

---Nvo,3x10' ile 1,6%10% arasinda olmalidir.(koloni sayis1 30-160 arasinda olmahdur.)

——-A’nin ortalamast, Nvo den 0,5 kat bilylik veya esit olmalidir, Yani A sayisinin ortalamast; Nvo sayisinin ortalamasinin en digtik yarist
kadar ¢ikabilir.

---B’nin ortalamasi, Nvo den 0.5 kat bitytik veya esit olmalidir. Yani B sayisinin- ortalamast; Nwp sayisinin ortalamasinin en dustik yarist
kadar- gtkabilir. :

---C nin ortalamasi, Nvo den 0,5 kat blytik veya esit olmalidir. Yani C sayisinin ort Nvo sayisinin ortalamasinin en dustik yansi

kadar gikabilir.
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