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BIOCIDAL AND RESEARCH & DEVELOPMENT LABORATORIES
ANALYSIS AND EXPERIMENT RESULTS REPOR T

REPUBLIC OF TURKEY
YEDITEPE UNIVERSITY

Name of Sample DETRO PAA 2200
Sample Record No 2020-218/200218
Report No - Rev. No/ Report code 2020-372/AG06
Date 28.09.2020

1. SAMPLE INFORMATION

NAME / KIND OF SAMPLE DETRO PAA 2200
SAMPLE ARRIVAL DATE 08.09.2020
SAMPLE ARRIVAL WAY By Hand
SAMPLE ACCEPTANCE TEMPERATURE 23 °C

PACKAGING STATUS

Original Sealed Package

SAMPLE QUANTITY / PIECES

51t

ANALYSIS PURPOSE

Special Request

PLACE OF MANUFACTURE OF SAMPLES AND

DETRO HEALTHCARE KIMYA SANAY] AS.

ADDRESS Ataturk Mahallesi Adnan Menderes Caddesi No:7 Esenyurt- Istanbul
3% Hydrogen Peroxide, Stabilizer, pH Balancer and Deionized Water

SAMPLE MATRIX / CONTENT

SAMPLE CHARGE / SERIAL - PART NO 30722020004

SAMPLE SENDING INSTITUTION / PERSON

DETRO HEALTHCARE KIMYA SANAYI AS.

THE ADDRESS WHICH THE SAMPLE WAS

TAKEN

PRODUCTION AND EXPIRATION DATE

12.05.2020 — 12.11.2021

Document No.: R03.P11
First Issue Date: 01.07.2017

Rev. No.: 01
Rev. Date: 02.01.2019

Yeditepe Universitesi 26 Agustos Yerlesimi, inonii Mabhallesi Kayisdagi Caddesi 34755 Atasehir/istanbul

T.0216 578 00 00/ 3176
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BIOCIDAL AND RESEARCH & DEVELOPMENT LABORAT: ORIES
ANALYSIS AND EXPERIMENT RESULTS REPORT

REPUBLIC OF TURKEY
YEDITEPE UNIVERSITY

Name of Sample DETRO PAA 2200
Sample Record No 2020-218/200218
Report No 2020-372/AG06
Date 28.09.2020

2.2 Microbiological Activity Experiment Method/ Method Implementation Details

Name of Method Product Application Contact Ambient Deforming Neutralization
Microorganism Usage Dose Time Conditions Substance
Area
Egg Lecithin (10gr/L)
MRSA Medical 0,3 gr/LL N
(Methicillin resistance TS EN 13727 Area o 5 min 20°C - 8r Tween 80 (50 gr/L)
100% BSA
Staphylacoccus aureus) +
Catalase (0,25 gr/L)
Egg Lecithin (10gr/L)
VEE 0,3 gr/L N
(Enterococcus faecium | TSEN 13727 | Medical 100% 5 min 20°C i Tween 80 (50 gr/L)
NCTC 12202) Area ? ' +
Catalase (0,25 gr/L)
Egg Lecithin (10gr/L)
0,3 gr/L ’
Acinebacter baumannii | TS EN 13727 Medical 100% 5 min 20°C ’BSg/r% Tween 80 (50 gr/L)
(IRAB-imipenem Area 0 +
resistant A.B) Catalase (0,25 gr/L)
—
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REPUBLIC OF TURKEY

. YEDITEPE UNIVERSITY

BIOCIDAL AND RESEARCH & DEVELOPMENT LABORATORIES
ANALYSIS AND EXPERIMENT RESULTS REPORT

Name of Sample DETRO PAA 2200
Sample Record No 2020-218/200218
Report No 2020-372/AG06
Date 28.09.2020

2.3. Evaluation Results and Result Evaluation Table

Summative Assessment
Antimicrobial
Name of Method Product Antimicrobial Effect Source Limit D
Microorganism Usage Effect (100% (logarithmic
Area reduction) decrement)
MRSA Medical
(Methicillin resistance | TS EN 13727 Area 99,999 % >10° TS EN 13727 >5 log 0]
Staphylacoccus aureus) >5,54
VRE
(Enterococcus faecium | TS EN 13727 Medical 99,999 % >10° TS EN 13727 >5 log U
NCTC 12202) Area >5,02
Acinebacter baumannii | TS EN 13727 Medical 99,999 % >10° TS EN 13727 >5 log U
(IRAB-imipenem Area >5,45
resistant A.B)
Document No.: R03.P11 Rev. No.: 01
First Issue Date: 01.07.2017 6/10
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REPUBLIC OF TURKEY
YEDITEPE UNIVERSITY
BIOCIDAL AND RESEARCH & DEVELOPMENT LABORAT ORIES
ANALYSIS AND EXPERIMENT RESULTS REPORT

Name of Sample DETRO PAA 2200
Sample Record No 2020-218/200218
Report No 2020-372/AG06
Date 28.09.2020

3. APPROVALS AND SIGNATURES

[Signature]
28.09.2020
Sadik KALAYCI
Biologist
Microbiological Activity Laboratory Unit Personnel

[Signature]
28.09.2020
Serap DELIMEHMETOGULLARI
Biologist
Sample Acceptance And Reportin g Unit Personnel

[Signature]
Certified
Prof. Dr. Fikrettin SAHIN
Laboratory Personnel

4. LEGAL INFORMATION

The entire or a part of the analysis report can only be copied with the WRITTEN approval of Yeditepe
University, Faculty of Engineering, Genetic and Bioengineering Department Laboratories. In addition, this
report cannot be used (for advertising purposes) other than OFFICIAL purposes without the WRITTEN
permission of Yeditepe University, Faculty of Engineering, Genetic and Bioengineering Department
Laboratories, and the name of the university cannot be written on the product label. Upon detection of otherwise,
Yeditepe University Rectorate reserves to the right to take any legal action.
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REPUBLIC OF TURKEY a
YEDITEPE UNIVERSITY W%

BIOCIDAL AND RESEARCH & DEVELOPMENT LABORATORIES N
ANALYSIS AND EXPERIMENT RESULTS REPORT

Name of Sample DETRO PAA 2200 1= .
Sample Record No 2020-218/200218

Report No 2020-372/AG06

Date 28.09.2020

5. GENERAL INFORMATION

. The above mentioned values were determined in the result of the examination and analysis.

- Analysis results are valid for the sample mentioned above.

. No part of this analysis report is used alone or separately.

. This report cannot be copied or reproduced partially without the written permission of the laboratory.

. This report is not used in judicial / administrative proceedings and for advertising purposes.

. Unsigned and unsealed reports are invalid

- Shorteuts:D: Evaluation, U: Appropriate, U.D: Not Appropriate, D.Y: Didn’t Evaluate, G.K: Recover, O.B: Uncertainty Of
Measurement, O.L: Limits Of Measurement, U.S.S: long-Term Stability, K.S.S: Short-Term Stability, A.U.S: Opened
Product Stability.

8. Declared extended Uncertainty Of Measurement, It is the value obtained by multiplying the standard uncertainty by the

expansion coefficient taken as k = 2 and provides 95% reliability.

9. The results commented on are not related to the accredited scope.

10. As stated in the (Instruction on Biocidal Product Analysis and Laboratories Authorized), which was published in the
Official Gazette dated 31.12.2019 and numbered 27449 4th (Approval of Biocidal Products) and approved by 28.01.2019
and numbered 19020089-704.99-519:

Physical tests of biocidal products are performed. These tests are repeated and reported in cach stability test. If the tests are not

in compliance with the product specification, the product is considered inappropriate and chemical and biological efficacy tests

are not performed. Therefore, the number of reports to be produced for the same sample will vary according to the results of the
analysis.

11. The evaluation of the microbiological test results as CONFORMING indicates that the product showed the

desired log decrease in the concentration studied and effective against the relevant bacteria and evaluation of them

as NON-CONFORMING indicates that it is ineffective.

12. Abbreviations and related evaluation criteria used in the report for microbiological tests;

N OB W

Ve : Live counts of microorganisms after reduction

LgN + Initial number of bacteria (Logarithmic)

Lg No : Number of bacteria before contact time (logarithmic)
N : Number of initial bacteria

No : Number of bacteria before contact time

Nv : Validation suspension

Nvo : Validation suspension before contact time

Na : Number of bacteria remaining after reduction

Lg Na : Number of bacteria remaining after reduction (logarithmic)
R * Logarithmic reduction (LgNo-LgN,)

A : Control of Experimental Conditions

B : Control of Neutralizer Toxicity

C : Controlling the Dilution Neutralization Method

N jshould be between 1.5x10° and 5x10°. (In bacteria) Logarithmically should be between (8.17 <g N < 8.70).

No ;must be between 1.5 x 10" and 5 x 10’. (In bacteria) Logarithmically should be between (7.17 <Ig N, 7.70).

N jshould be between 1.5x 107 and 5 x 10, (In yeast and fungus) Logarithmically should be between (7.17 <lg N < 7.70).

No ;should be between 1.5 x 10° and 5 x 10°. (In yeasts and funguses) Logarithmically should be between (6.17 <Ig N < 6.70).

N ;should be between 1.5x 10° and 5 x 10°. (In mycobacterium spp.) Logarithmically should be between (9.17 <lg N < 9.70).

No ;should be between 1.5 x 10% and 5 x 105, (In mycobacterium spp.) Logarithmically should be between (8.17 <Ig N < 8.70).

N ;should be between 3 x 10® and 8 x 105, (In mycobacterium avium according to EN 14204) Logarithmically should be between (8.48 <Ig N < 8.90).

No ;should be between 3 x 10” and 8 x 10”. (In mycobacterium avium according to EN 14204) Logarithmically should be between (7.48 <lg N < 7.90).
N, ;should be between 3 x 10? and 1.6 x 10°.,

Ny ;should be between 3 x 10" and 1.6 x 10% (The number of colonies should be between 30-160.)

The average of A must be 0.5 times greater than or equal to Nv0. Which means, the average of the number A: can be at least half of the average of the NvO number.
The average of B must be 0.5 times greater than or equal to Nv0. Which means, the average of the number B: can be at least half of the average of the NvO number.
The average of C must be 0.5 times greater than or equal to Nv0. Which means, the average of the number C: can be at least half of the average of the NvO number.
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REPUBLIC OF TURKEY
YEDITEPE UNIVERSITY
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YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR&GE LABORATUVARLARI

DETRO PAA 2200
MiKRQBiYOLOJiK ETKINLIK
OZEL ISTEK SONUC RAPORU
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T.C. YEDITEPE UNIVERSITES]

T.C.
YEDITEPE UNIVERSITESI

BiYOSIDAL VE AR&GELABORATUVARLARI

ANALIZ VE DENEME SONUC RAPORU

Numune Adi

DETRO PAA 2200

Numune Kayit No

2020-218/200218

Rapor No-Rev. No / Rapor Kodu

2020-372/AG06

Raporlama Tarihi

28.09.2020

1. NUMUNE BILGILERI

Numune Adi/ Cinsi

DETRO PAA 2200

Numune Gelis Tarihi / Saati

08.09.2020

Numune Gelis Sekli

Elden Teslim

Numune Kabul Sicaklif

23°C

Numuncnin Ambalaji

Orijinal kapali ambalaj

Numune Miktari/ Adedi

51t

Analiz Amaci

Ozel istek

Numune Uretim Yeri ve Adresi

DETRO HEALTHCARE KiMYA SANAYI AS.
Atatirk Mah. Adnan Menderes Cad. No:7 Esenyurt Istanbul

Numune Matriksi / Igerigi

%3 Hidrojen Peroksit, Stabilizator, pH Dengeleyici ve Deiyonize Su

Numune $arj / Seri-Parti No

30722020004

Numuneyi Génderen Kurum / Kisi

DETRO HEALTHCARE KiMYA SANAYI AS.

Numunenin Alindig1 Adres

Numune Uretim ve Son Kullanma
Tarihi

12.05.2020-12.11.2021

!Jokilman No :R03.PI11l
[k Yaym Tarihi: 01.07.2017

2z edtion ashin
enaylanm.
Hiterclm

Yeditepe Universitesi 26 Agustos Yerlesimi, inonii Mahallesi Kayiwsdagi Caddesi 34755 Atasehir / istfhbul

T.0216 578 00 00/ 3176
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T.C.

YEDITEPE UNIVERSITESI

BIYOSIDAL VE AR& GELABORATUVARLARI

ANALIZ VE DENEME SONUC RAPORU

Numune Adi

DETRO PAA 2200

Numune Kayit No

2020-218/200218

Rapor No-Rev. No / Rapor Kodu

2020-372/AG06

RaporlamabTarihi‘

28.09.2020

p—

T ———

2.2. Mikrobiyolojik Etkinlik Dencme Mctot/Yéntem Uygulama Detaylar

Uriin
Mikroorganizma ) Uygulama Temas Ortam Bozucu ” -
Adi Mhsst K:‘::::m Dozu Stiresi Kosullart Madde Maralleyirict
MRSA Egg Leciﬁiin(l 0gr/l)
(Methicillin- .
resistant TSEN 13727 | Modikal %100 | 5 Dakika 20°C b4 A Twten'B0 (50 gy
Staphylaco)ccus | Katalaz (0,25 gr/L)
aureus |
1 T | Egg Lecithin(10gr/L)
VRE p
(Enterococcus Medikal o . o 0,3 gr/L Tween 80 (50 gr/L)
faecium NCTC TS EN 13727 Alan %100 5 Dakika 20°C BSA 3
12202) Katalaz (0,25 gr/L)
e | Egg Lecithin(10gr/L)
cinetobacter '
baumannii Medikal " : . 03gr/lL. Tween 80 (50 gr/L)
(IRAB-imipenem TS EN 13727 Al %100 5 Dakika 20°C BSA &
rezistant A.B) { Katalaz (0,25 gr/L)
104 teréBman\ Infaz odiien sl
uygu enaylanm
Kot Miterclr
Dokiiman No : R03.P11

1k Yayin Tarihi: 01.07.2017

Yeditepe Universitesi 26 Agustos Yerlesimi,
T.0216 578 00 00/ 3176
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T.C
YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR&GELABORATUVARLARI

ANALIZ VE DENEME SONUC RAPORU

T.C. YEDITEPE UNIVERSITESI

Numune Adi DETRO PAA 2200 o
Numune Kayit No 2020-218/200218 e |
Rapor No-Rev. No / Rapor Kodu | 2020-372/AG06 - g
Raporlama Tarihi | 28.09.2020 V i
2.3. Deneme Sonuclar1 Ve Sonug Degerlendirme Tablosu

Mikroorganizma Metot Klg;:ix:m Antimikrobiyal Etki A"t'gzzgort;:ﬁlkmk' Sqwnuc Degerlendirme - o ‘:
Adi Aluwi (% Azalma) Azalma) Kaynagl Limiti ;
YO s B B
< Methicillin-resistant | 1. b\ 13990 | \edikal Alan % 99,099 - TSEN 13727 | >5log u |
i Staphylococcus > 5,54 i |
; aureus) _— e FURN (S
& YRE >10°
nterococcus ’ § v ’ 1
Jfaecium NCTC TSEN 13727 | Medikal Alan % 99,999 , >5,02 TS EN 13727 >5log v
12202)
f Acinetobacter 5105
_bdumannii TSEN 13727 | Medikal Alan | % 99,999 : > 5,45 | TSENI3727 = >5log U
i (IRAB-imipenem | ; : ; |
rezistant A.B) ‘ : |

e
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T.C.
YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR&GELABORATUVARLARI

ANALIZ VE DENEME SONUC RAPORU

T.C. YEDITEPE UNIVERSITESI

o

Numune Adi DETRO PAA 2200

Numune Kayit No 2020-218/200218
- | Rapor No-Rev. No / Rapor Kodu | 2020-372/AG06 )
i Raporlama Tarihi 28.09.2020

3. ONAY VE IMZALAR

i Biyolog
/ Numune Kabul ve Raporlama Birim Sorumlusu

4. YASAL BILGILENDIRME m:? : JOQSZ::;:;
Atilla n'- "Wy

Sonug raporunun tamaminin veya bir kisminin kopyalanmas: sadece Yeditepe Universitesi Biyosidal ve AR-GE Laboratuvarlari’nin YAZILI onay1 ile

yapilabilir. Ayrica Yeditepe Universitesi Biyosidal ve AR-GE Laboratuvarlar’nin YAZILI izni olmadan RESMI amag diginda (reklam amagl)

kullanilamaz ve tiniversitenin ismi triin etiketi iizerine yazilamaz. Aksi tespit edildiginde Yeditepe Universitesi RektSrliigii'niin her tiirl yasal bagvuru |
ve talep hakki saklidir. |
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T.C.
YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR&GELABORATUVARLARI

y N

T.C. YEDITEPE UNIiVERSITESI

ANALIZ VE DENEME SONUC RAPORU

Numune Adi DETRO PAA 2200

Numune Kayit No 2020-218/200218

Rapor No-Rev. No / Rapor Kodu | 2020-372/AG06 i )
Raporlama Tarihi ; 28.09.2020

5. GENEL BILGILENDIRME

Yapilan muayene ve analiz sonucunda yukarida belirtilen degerler tespit edilmistir,

Analiz sonuglar1 yukarida belirtilen numune igin gegerlidir.

Bu analiz raporunun hig bir bolimi tek basina veya ayn ayri kullanilamaz,

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip gogaltilamaz.

Bu rapor, adli/idari iglemlerde ve reklam amaciyla kullanilamaz,

Imzasiz ve mihtrstiz raporlar gegersizdir. ) .

Kisaltmalar; D:Degerlendirme. U:Uygun. U.D.:Uygun Degil. D.Y.:Degerlendirme Yapilamadi. G.K.:Geri Kazamim, O.B.:0lgtim Belirsizligi.
.:Olgiim Limiti, U.S.8.:Uzun Streli Stabilite. K.S.S.:Kisa Stireli Stabilitc, AU.S.:Agilmis Uriin Stabilitesi.

Beyan edilen genigletilmig 6lgtim belirsizligi, standart belirsizligin k=2 olarak alinan genisletme katsayisi ile garpimi sonucunda bulunan degerdir
ve % 95 oraninda giivenilirlik saglamaktadur.
9. Hakkinda gortiy verilen/yorum yapilan sonuglar, akredite edilmis kapsam ile iliskili degildir.
10.  31.12.2009 tarihli ve 27449 4 tincii mikerrer sayll Resmi Gazete’de yayumlanan “Biyosidal Urtinler Yonetmeligi” ve 28.01.2019 tarihli ve
19020089-704.99-519 sayil olur ile onaylanan “’Biyosidal Uriin Analizleri ve Yetki Verilen Laboratuvarlar Hakkinda Talimat’’ta belirtildigi uzere;
Biyosidal tiriinlerin fiziksel testleri yapilir. Bu testler her stabilite testinde tekrar yapilir ve raporlandirilir. Yapilan testlerin triin spesifikasyonuna uygun
olmamasi halinde iiriin uygunsuz olarak kabul edilir ve kimyasal ve biyolojik etkinlik testleri yapilmaz. Dolayis: ile aynt numune igin tiretilecck raporlarin
sayist analiz sonuglarina gore degiskenlik gosterecektir.
11. Mikrobiyolojik test sonuglartnin UYGUN olarak degerlendirilmesi tirtiniin ¢aligilan konsantrasyonda istenilen log’luk diisiisit gostermis olup ilgili
bakteriye kars: etkin oldugunun, UYGUN DEGIL olarak degerlendirilmesi ise etkin olmadiginin ifadesidir.

2.

PONANAE DN~
—

1 Mikrobiyolojik testler igin raporda kullanilan kisaltmalar ve ilgili degerlendirme kriterleri;

Ve : Indirgenme sonrasi mikroorganizma/koloni canli sayimlari

LgN : Baglangigtaki mikroorganizma/koloni say1st (Logaritmik olarak)

Lg No : Temas siiresi 6ncesindeki mikroorganizma/koloni sayisi (Logaritmik olarak)

N : Baglangigtaki mikroorganizma/koloni sayisi

No : Temas stiresi 6ncesindeki mikroorganizma/koloni sayisi

Nv : Validasyon siispansiyonu

Nvo : Temas siiresi 6ncesindeki validasyon stispansiyonu

Na : Indirgenme sonrast kalan mikroorganizma/koloni sayisi

Lg Na : Indirgenme sonras1 kalan mikroorganizma/koloni say1st (Logaritmik olarak)

R : Logaritmik azalma (LgNo-LgNa) 2 terelimp

A : Deneysel Sartlarin Kontrolii

B : NétrallegtiriciToksikliginin Kontroli

C : DiliisyonNbtrallestirme Metodunun Kontrolii
N ; 1,5%10% ile 5x108 arasinda olmalidir, (Bakterilerde) Logaritmik olarak (8,17 <IgN < 8,70) arasinda olmalidir,
No ; 1,5%107 ile 5x107 arasinda olmalidur. (Bakterilerde) Logaritmik olarak (7,17 £ 1gN< 7,70) arasinda olmalidur.
N ; 1,5x107 ile 5x107 arasinda olmalidur. (Maya ve Funguslarda) Logaritmik olarak (7,17 < 1gN< 7,70) arasinda olmahdur.
No ; 1,5%10% ile 5% 108 arasinda olmalidir., (Maya ve Funguslarda) Logaritmik olarak (6,17 < 1gN < 6,70) arasinda olmalidir.
N ; 1,5%10° ile 5%10% arasinda olmalidir. (Mycobacteriumspp. de) Logaritmik olarak (9,17 < 12N< 9,70) arasinda olmalidir.
No ; 1,5x108 ile 5% 108 arasinda olmalidir. (Mycobacteriumspp. de) Logaritmik olarak (8,17 < IgN < 8,70) arasinda olmalidiy

N 3 3x103 ile 8x 108 arasinda olmalidir. (EN 14204’e gdre Mycobacteriumavium da) Logaritmik olarak (8,48 < 1gN< 8,90)4r
No ; 3x107 ile 8x107 arasinda olmalidir. (EN 14204°e gére Mycobacteriumavium da) Logaritmik olarak (7,48 < 1gN < 790)prsidda olmalidir,
Nv  ;3x10%ilc 1,6x10% arasinda olmalidir,

Nvo  ;3x10'ile 1,6x10%arasinda olmalidir.(Koloni sayisi 30-160 arasinda olmalidir.)
A’nin ortalamast; Nvo den 0,5 kat buyiik veya esit olmalidir. Yani A sayisinin ontalamasi; Nvo sayisinin ortalamasinin en dugtkSarist kadar gikabilir,
B’nin ortalamasi; Nvo den 0,5 kat bilyiik veya esit olmalidir. Yani B sayisinin ortalamasi; Nvo sayisinin ortalamasinin en dilgiik yarisi kadar gikabilir.
C’nin ortalamast; Nvo den 0,5 kat biiylik veya esit olmalidir. Yani C sayisinin ortalamast; Nvo sayisinim ortalamasinn en disiik yarist kadar gikabilir.
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