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BIOCIDAL AND RESEARCH & DEVELOPMENT LABORATORIES
ANALYSIS AND EXPERIMENT RESULTS REPORT

REPUBLIC OF TURKEY
YEDITEPE UNIVERSITY

Name of Sample

DETRO PAA 2200 HIGH LEVEL MEDICAL TOOLS AND
ENDOSCOPE DISINFECTANT

Sample Record No

2020-144 / AG200144

Report No - Rev. No/ Report code

200241-00 / AG04/2

Date

09.07.2020

1. SAMPLE INFORMATION

DETRO PAA 2200 HIGH LEVEL MEDICAL

NAME./ BIND Y SAMELE TOOLS AND ENDOSCOPE DISINFECTANT
SAMPLE ARRIVAL DATE 19.06.2020

SAMPLE ARRIVAL WAY —

SAMPLE ACCEPTANCE TEMPERATURE e

PACKAGING STATUS Plastic

SAMPLE QUANTITY / PIECES IX5 It

ANALYSIS PURPOSE Special Request
PLACE OF MANUFACTURE OF SAMPLES
AND ADDRESS .
Peracetic Acid 2200 ppm
SAMPLE MATRIX / CONTENT

SAMPLE CHARGE / SERIAL - PART NO

3072020004

SAMPLE SENDING INSTITUTION / PERSON

Detro Healthcare Kimya Sanayi A.S.

THE ADDRESS WHICH THE SAMPLE WAS
TAKEN

PRODUCTION AND EXPIRATION DATE

12.05.2020 - 12.11.2021

Rev. No.: 01
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REPUBLIC OF TURKEY
YEDITEPE UNIVERSITY
BIOCIDAL AND RESEARCH & DEVELOPMENT LABORATORIES
ANALYSIS AND EXPERIMENT RESULTS REPORT

DETRO PAA 2200 HIGH LEVEL MEDICAL TOOLS AND
ENDOSCOPE DISINFECTANT

Name of Sample

Sample Record No 2020-144 / AG200144
Report No - Rev. No/ Report code | 200241-00 / AG04/2
Date 09.07.2020
2. ANALYSIS RESULTS
2.1. Chemical Analysis Results / Bathtub Life Analysis
Chemical | Method | Device | Analysis Result | Unit | Uncertainty Limit Of Recovery | Specified | Legislative | Calculated
Parameter Date Oof Quantification (%) Tag Limit Company
Measurement Value Limit
(&)
Peracetic
Acid TS 2250
(Hirst 10340 - 22.06.2020 | 2220+27 | ppm - - - ppm - -
Analysis)
Peracetic
Acid oS |- | 29062020 | 2103417 | ppm . " » e - .
(7" day) pp
Peracetic
Acid . 0T3540 - | 06072020 | 1495£11 | ppm . . : i - .
(14" day) pp
Chemical Parameter | Method / Technique | Method Summary
PERACETIC ACID TITRIMETRIC Detrox PAA was used according to the firm's declaration. Incubator life test was carried out by
. determining the active ingredient content after 7 days of the product in a closed beaker. The
peracetic acid (PAA) in it was determined by titration method. The beaker was tightly closed and
kept under laboratory conditions. Some amount was taken from the sample in the titration
method. Indicator and other chemicals were added and the amount of active ingredient at the
turning point was determined from the corresponding equation.
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REPUBLIC OF TURKEY, YEDITEPE UNIVERSITY
BIOCIDAL AND RESEARCH & DEVELOPMENT LABORATORIES

ANALYSIS REPORT
Name of Sample DETRO PAA 2200 HIGH LEVEL MEDICAL TOOLS AND
ENDOSCOPE DISINFECTANT
Sample Record No 2020-144 / AG200144
Report No - Rev. No/ Report code | 200241-00 / AG04/2
Date 09.07.2020

3. APPROVALS AND SIGNATURES

[Signature]
13.07.2020
Dr. Saban KALAY
Chemist
Life Analysis Chemical (Wet Laboratory) Lab. Unit Personnel

[Signature]
13.07.2020
Serap DELIMEHMETOGULLARI
Biologist
Sample Acceptance And Reporting 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, YEDITEPE UNIVERSITY
BIOCIDAL AND RESEARCH & DEVELOPMENT LABORATORIES

ANALYSIS REPORT
Name of Sample DETRO PAA 2200 HIGH LEVEL MEDICAL TOOLS AN
ENDOSCOPE DISINFECTANT
Sample Record No 2020-144 / AG200144
Report No - Rev. No/ Report code | 200241-00 / AG04/2
Date 09.07.2020
5. General Information
1. The above mentioned values were determined in the result of the examination and analysis.
2. Analysis results are valid for the sample mentioned above.
3. No part of this analysis report is used alone or separately.
4. This report cannot be copied or reproduced partially without the written permission of the

o »

11,

12.

13,

laboratory.

This report is not used in judicial / administrative proceedings and for advertising purposes.
Unsigned and unsealed reports are invalid

Shortcuts: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.

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.

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

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 4" (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 each
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.

Operating as an experimental laboratory, Yeditepe University has been certified by TURKAK with
the EU-1324-T accreditation number according to the TS EN ISO / IEC 17025 standard.

The Turkish Accreditation Agency (TURKAK) signed a Multilateral Agreement with the European
Accreditation Association (EA) and a confused recognition agreement with the International
Accreditation Association (ILAC) on the recognition of test reports.

The laboratory doesn’t have responsibility for sampling. That’s way, uncertainties due to sampling
are not taken into account.
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YEDITEPE UNIiVERSITESI
BIYOSIDAL VE AR&GE LABORATUVARLARI
ANALIZ VE DENEME SONUC RAPORU

T.C. YEDITEPE UNIVERSITESI

Numune Adi DETRO PAA 2200 YOKSEK DUZEY TIBBI ALET VE ENDOSKOP DEZENFEKTANI
| Numune Kayit No 2020-144/AG200144 .

Rapor No-Rev. No / Rapor Kodu | 200241-00/ AG04/2

Raporlama Tarihi 09.07.2020

1. NUMUNE BiLGILERI

NumuneAdl J Cins; ‘ DiETRO PAA 2200 YUKSEK DUZEkY‘TkI’léBT ALET VE ENDOSKOP DEZENFEKTANI
Nu#numé ¢eli$ Tarlhl / Saati 119.6.2020 190

Numune Gelis Sekli k | Elden Teslim

Numune Kabul Sicakhig 123°C

Numunenin Ambalaji Plastik

Numune Miktari / Adedi {1x5lt

Analiz Amaci Ozel Istek

Numune Uretim Yeri ve Adresi

Numune Matriksi / icerigi Perasitik Asit 2200 ppm

Numune Sarj / Seri-Parti No 3072020004

Numuneyi Gonderen Kurum / Kisi | Detro Healthcare Kimya Sanayi A.S.

Numunenin Alindi Adres 3=

Nultlu.ne Uretim ve Son Kullanma 12.05.2020-12.11.2021
Tarihi i

e

‘Dokiiman No  : R02.P11 3/6
Tk Yaym Tarihi : 01.07.2017

L0t
f‘.ﬂlﬂ!lﬂm
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T.C.
YEDITEPE UNiVERSITESI
BiYOSIDAL VE AR&GE LABORATUVARLARI
ANALIZ VE DENEME SONUC RAPORU

T.C. YEDITEPE UNIVERSITESI

Numune Adi SETRO PAA 2200 YOKSEK DUZEY TIBBI ALET VE ENDOSKOP DEZENFEKTANI
Numune Kayit No | 2020-144/AG200144

Rapor No-Rev. No / Rapor Kodu | 200241-00 / AG04/2
Raporlama Tarihi 09.07.2020 “

2. ANALIZ SONUCLARI

2.1. Kimyasal Analiz Sonuclar / Kiivet Omrii Analizi

§ ; — —
3 pKimyasal | Metot | Cibaz % e Sonug | Birim 6.'3 6:" ((;%K) Bg't{l?::n Jvhasey Mot |
P&ﬁfﬁ;’;ﬁ;“ TS 10340 | - 22.06.2020 2027 | pom | - : 250ppm | - : &
R “(*;se(‘}":n’;‘s“ BN 29062020 | 210317 | ppm | - ] - | 2250 ppm ; ; .
g ‘f(’l“f‘éku%s“ Lot 06072020 | 1495¢11 | ppm | - . : 2250 ppm . . .

_ Yoéntem / Teknik | Yéntem Ozeti

Kimyasal Parametre

R B U B A s

’3 Detrox PAA firma beyanina gére kullanilmustir. Kiivez 8mri testi, firiiniin agzi kapal bir beher
 igerisinde laboratuvar sartlarinda 7 ve 14 giin bekletilmesi sonrasinda aktif madde iceriginin
g § : . . | belirlenmesi yontemiyle gergeklestirilmistir. Tcerisindeki perasetik asit (PAA) titrasyon yontemi
Pt Aolt i Titrimetrik ile belirlenmistir. Titrasyon ydnteminde numuneden bir miktar ahnmistir. Indikator ve diger
 kimyasallar eklenmig ve déniim noktasinda etken madde miktar: ilgili denklemden tayin

 edilmistir.

3 4
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T.C.
YEDITEPE UNIVERSITESI
BIYOSIDAL VE AR&GE LABORATUVARLARI

ANALIZ VE DENEME SONUC RAPORU

T.C. YEDITEPE UNIVERSITESI

Numune Adi | DETRO PAA 2200 YUKSEK DUZEY TIBBI ALET VE ENDOSKOP DEZENFEKTANI
NumuneKayitNo 2020-144/AG200144

Rapor No-Rev. No/ Rapor Kodu | 200241-00/ AG04/2
| "ﬁaporlama Tayri’hik ; - 09.07.2020

3. ONAY VE IMZALAR

{p-0F-107°

ﬂﬂvﬁjﬂ

Serap DELIMEHMETOGULLARI
Biyolog
Numune Kabul ve Raporlama Birim Sorumlusu

4. YASAL BiLGILENDIRME V

Sonug raporunun tamaminin veya bir kisminin kopyalanmasi sadece Yeditepe Universitesi Biyosidal ve AR-GE Laboratuvarlari’nin YAZILI onayt ile
a; yapilabilir. Ayrica Yeditepe Universitesi Biyosidal ve AR-GE Laboratuvarlari’nin YAZILI izni olmadan RESMI amag disinda (reklam amagli)
i kullanilamaz ve tiniversitenin ismi tirlin etiketi iizerine yazilamaz. Aksi tespit edildiginde Yeditepe Universitesi Rektorliigii’niin her tiirlii yasal bagvuru

ve talep hakki sakhidir.
Dokitman No  : RO2.P11 5/6 Rev.No :0l
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T.C. YEDITEPE UNIVERSITESI

| Numune Ads DETRO PAA 2200 YUKSEK DUZEY TIBBi ALET VE ENDOSKOP DEZENFEKTANI
‘Numune Kayit No 2020-144/AG200144 '
Rapor No-Rev. No / Rapor Kodu | 200241-00 / AG04/2
| Raporlama Tarihi 1 09.07.2020

5. GENEL BiLGILENDIRME

Yapilan muayene ve analiz sonucunda yukarida belirtilen degerler tespit edilmistir.

Analiz sonuglan yukarida belirtilen numune igin gegerlidir.

Bu analiz raporunun hig bir bslimii tek basina veya ayri ayri kullanilamaz.

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip ¢ogaltilamaz.

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

tmzasiz ve miihiirsiiz raporlar gegersizdir.

. Kisaltmalar; D:Degerlendirme. U:Uygun. U.D.:Uygun Degil. D.Y.:Degerlendirme Yapilamadi. G.K.:Geri Kazanim. 0.B.:0lgiim Belirsizligi.
O.L.:0l¢tim Limiti. U.S.S.:Uzun Stireli Stabilite. K.S.8.:Kisa Silreli Stabilite. A.U.S.:A¢ilmis Uriin Stabilitesi.

8.  Beyan edilen genisletilmis 8l¢lim belirsizligi, standart belirsizligin k=2 olarak alinan genisletme katsayisi ile garpimt sonucunda bulunan degerdir
ve %95 oraninda giivenilirlik saglamaktadir.

9.  Hakkinda gorils verilen/yorum yapilan sonuglar, akredite edilmig kapsam ile iligkili degildir.

10. 31.12.2009 tarihli ve 27449 4 iincii miikerrer sayilt Resmi Gazete’de yayimlanan “Biyosidal Uriinler Yonetmeligi” ve 28.01.2019 tarihli ve
19020089-704.99-519 sayili olur ile onaylanan ‘’Biyosidal Uriin Analizleri ve Yetki Verilen Laboratuvarlar Hakkinda Talimat™ta belirtildigi tizere;
Biyosidal tiriinlerin fiziksel testleri yapilir. Bu testler her stabilite testinde tekrar yapilir ve raporlandirilir. Yapilan testlerin tirtin spesifikasyonuna uygun
olmamas: halinde tiriin uygunsuz olarak kabul edilir ve kimyasal ve biyolojik etkinlik testleri yapiimaz. Dolayist ile ayni numune igin iiretilecek raporlarin
sayisi analiz sonuglarina gore degiskenlik gsterecektir.

11. Deney laboratuvari olarak faaliyet gosteren Yeditepe Universitesi Biyosidal ve Ar-Ge Laboratuvarlart, TURKAK’tan AB-1324-T akreditasyon
numnarast ile TS EN ISO/IEC 17025 standardina gre akredite edilmistir.

12. Tiirk Akreditasyon Kurumu (TURKAK) deney raporlarinin tanmnirligi konusunda Avrupa Akreditasyon Birligi (EA) ile Cok Tarafli Anlasma ve
Uluslararas: Akreditasyon Birligi (ILAC) ile kargilikli tanima anlasmast imzalamustir.

13. Laboratuvann numune alma isleminde sorumlulugu bulunmamaktadir. Bu sebeple numune almadan kaynakli belirsizlikler hesaba katiimamugtir
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