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SZUTEST

EC CERTIFICATE

AT SERTIFIKA

According to Annex |l of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gére

Full Quality Assurance System
Tam Kalite Giivencesi

Certificate Number: 2195-MED-1118102
Sertifika Numarasi

Manufacturer: Detro Healthcare Kimya Sanayi A.S.
Uretici Head Office/Merkez: Atatiirk Mah. Cemal Gilrsel Cad. No:8 Esenyurt,
Istanbul, TURKIYE
Branch Office/Sube:  Atatiirk Mah. Adnan Menderes Cad. No:7 Esenyurt,
istanbut, TORKIYE

Product(s): {1) Endoscope Washer and Disinfector Device
Orinier) (1) Endoskop Yikayici ve Dezenfekidr Cihazi

(2} Medical Device Disinfectants

(2) Tibbi Cihaz Dezenfektanian

Model(s): Product speciHications are stated on the following page(s).
Model{ler} Urgn detaylar! lerfeyen sayfa(lar)da venimistir.

Reference Report No:  MMO0135-P010-R01, MMO0135-P010-R0Z, MM0135-P010-R03, MMO1 35-P01 0-R04,

Referans Rapor No MMO135-P012-R01, MM0135-P014-R01, MM0135-P015-R01, MM0135-P016-R01,
MM0135-P016-R04, MMO135-P016-R05, MM0135-P018-R01, MM0135-P018-R02,
MMO135-P019-R01, MM0135-P019-R02, MM0135-P019-R03

Szutest, Notified Body 2195, declares that the aforementioned manufaciurer has Implemented a quaiity assurance system according
e Annex il (excluding section 4), Section 3 of the directive 83/42/EEC on medical devices. This fuallty assurance system covers those
aspects of manufacturing concemed with securing and maintaining safe conditions of the respective product{s) and conforms io the
provisions of this Directive. The approved quality system Is subject o surveillance pursuant fo Annex i, Section 5 of Directive B3/42/EEC
and unannounced audits,

Szutest must be Informed of any significant changes in the design and/or canstruction of the product(s). For class | devices with
sterlle conditions the quality management system evaluation is restricted to the aspects of manufaciure concemed with seauring and
meintaining sterile conditions. For class | devices with measuring function the quality management system evaluafion is restricted to the
aspects of manufacture concerned with the conformity of the devices with metrological reguirements

2195 kimiik numaral Onaylanmig Kurvlug Szutest, yukarida belirtifen treticinin Q3/42/AT Tibbi Cibaz Yénelmeli EK lifmadde 4
haric) madde 3'lne odire bir keilte ySnetim sistemi uyguladifiny, bii yanetim sisterninin Yonetmelidin sadece bahsi gegen Grindn Cretiminin
giveniik kogullariny sedlame ve devam ettirme ile Higili gerekliiderin kargriadiin: beyan eder. Onaylanan by kaifte ySnetim sistemi, 93/42/4T
Tihbf Cihaz Yonetmeligil EK 1l, Madde &' gdre peniyodik ofarak gizetime ve habersiz saba denefimisrine tabidir.

Urstici, dranlerinin tasarminda ve yapisinds gerpaiiestivdifi Gnemil defiisiikier Szutest's bildirmek zorundsdir, Sterii kondisyondak!
sintf { drinfer izin kalite ynetim sistemi dederfendirmesi Gretimin steni kondisyonun saglenmasi ve korunmasiyla limitlidt. Oletim fonksivoniy
sinif | drémier igin Kalite yénetim sistemi defjerlendirmesi Gretimin cihaziann metrolojik sartlara uyimumy salifarasiyla Emitlidir,

This EC certificate is valid till 2024-04-28.
Bu AT Sertifikas1 2024-04-28 tarihine kadar gecerlidir.

Issue Date/Yaymn Tarihi: 2011-06-30 Rukiye BALKAN
Revision No./ Revizyon No.: 13 Rev./Rev. Deputy General Manager
Revision Date/ Revizyon Tarihi: 2021-05-20 Genel Middr Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisy Mahallesi, Akif inan Sk. No:1 Usraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr




Certificate Number: 2195-MED-1118102

Sertifika Numarasi

Product Specifications:
Uriin Detaylan:

Product Name Model Name

(1) Endoscope Washer and Disinfector Device | DETROWASH-(5001, 5002, 5003, 5004, 5005, 6001, 6002,
i 6003, 6004, 6005, 7001, 7002, 7003, 7004, 7005, 8001,
(1) Endoskop Yikayici ve Dezenfekitr Cihazi 8002, 8003, 8004, 8005)

DETRO OPA, DETRO PLUS OPA, DETRO PLUS, DETRO
FORTE, DETROSEPT AF, STR DIS 1005, STR SP 5001,
STR DIS 1011, STR DIS 1012, STR DIS 1004, SEMILAC,
AKADENT, AKADENT READY, DETROCID ENZYM.

. AKADENT EXTRA, DETROSAN AF, DETRO ACTIV.
(2) Medical Device Disinfectants DETRO CID ACTIV, AKASPRAY, DETROSAN SFC.
(2) Tibbi Cihaz Dezenfektanian AKASPRAY TUCHER, DETRO PAA 1500, DETRO PAA
2200, DETRO PLUS PAA, DETRO PLUS PAA DW, DETRO
HEMOPLUS, DETRO HEMOPLUS PAA, DETRO SPRAY.
DETROSAN HP SPRAY, DETROSAN AF WIPES, VELO
ALCOHOL WIPES, DETROSAN HP WIPES

SZUTEST UYGUNLUK DEGERLENDIRME AS,
Tathisu Mahaltesi, Akif inan Sk. No:1 Umranive 34774 ISTANBUL / TURKIYE

Szutest.com,tr




sz UTE ST NOTIFIED BODY CONFIRMATION LETTER

Konformittsbewertungsstelle GmbH

NOTIFIED BODY CONFIRMATION LETTER
No: MDO0039-CL-01 -

To whom it may concern,

Confirmation of the status of a formal application, written ';:g'rg_e‘ri’uent,‘ and appropriate surveillance in the framework ﬁf
Regulation (EU) 2023/607 amending Regulation (EVU) 2017/745 ‘and implementing Regulation (EU) 2023/1194 amending
implementing Regulation (EU) 2022/2346 as regards the transitional provisions for certain medical devices.

This letter confirms that SZUTEST Konformititsbewertungsstelle GmbH, a Notified Body (NB) designated against Regulation ( EU)
2017/745 (MDR) and identified by the number 2975 on NANDO, has received a formal application in accordance with Section
4.3, first subparagraph of Annex VIl of MDR and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VIl of MDR with the following manufacturer:

Company Name DETRO HEALTHCARE KiMYA SANAYI A.S.
Address Atatiirk Mah. Cemal Giirsel Cad. No:8 Esenyurt, istanbul, TURKIYE
SRN Number (if available) TR-MF-000022410

The devices covered by the formal application and the written agreement mentioned above are identified in the Tables below.
Table 1 identifies the devices for which an MDR application has been received, written agreement concluded, and for which the
SZUTEST Konformitétshewertungsstelle GmbH is also responsibl for appropriate surveillance of the corresponding devices
under the applicable Directive. Table 2 identifies the devices for which an MDR application has been received and a written

agreement concluded, but SZUTEST Konformitétsbewertungsstelle GmbH has not vet taken responsibility for appropriate

surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before
20 March 2023, without having been withdrawn, this letter also confirms that the manufacturer signed the written agreement
under MDR by the date of MDD certificate expiry; or provided evidence that a competent authority of a Member State had
granted a derogation or exemption from the applicable conformity assessment procedure in accordance with Article 59(1) of
MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s continued compliance
with the other conditions specified in Article 120.3c of MDR (as amended by (EU) 2023/607), are shown below:
® 31 December 2027 for Class Il devices and Class Ilb implantable devices excluding well-established technologies (WET
- sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips, and connectors)
® 31 December 2028 for other Class Ilb devices, Class lla, Class | devices placed on the market in sterile condition or have
a measuring function
* 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it under MDR
31 December 2028 for Annex XVI products which do not require a clinical investigation.
* 31 December 2029 for Annex XVI products which require a clinical investigation.

On behalf of SZUTEST Ko nformitdtsbewertungsstelle GmbH,

MEHMET ISIKLAR
General Manag

by mithtatewe tungsstolle GmbH
Friedrich-Ebert-Anlage 36
325 Frankfurt am Maln
USt-ldNr, DEB15818575
info@szutest-germany.de

-

%@EST Konformitdtshewertungsstelle GmbH-NB 2975
riedrich-Ebert-Anlage 36 D-60325 Frankfurt am Main /GERMANY

E" ¥, E To check the validity of this confirmation letter please scan the barcode. To manually check, go to
= A https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
further information please contact md_confirmation@szutest-germany.de

1/7 FR.MED.203 R.04



szu TE ST NOTIFIED BODY CONFIRMATION LETTER

Konformititsbewertungsstelle GmbH

Table 1: Devices covered by this letter and for which SZUTEST Konformitatsbewertungsstelle GmbH is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

 Deviée name or .~ | MDR Device classification (as .+ if the MDR device 53~~~ MDD Certificate Reference(s)

Basic UDI-DI* - """ '|  proposed by the manufacturer ' substitute device, identification of the devices under MDR:
(Under MDR and verified at the pre- , of the corresponding MDD application, and the NB
: application)  application stage) | device L Identification
| /A N/A 1 MA NA

E’ . E To check the validity of this confirmation letter please scan the barcode. To manua lly check, go to
https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
further information please contact md_confirmation@szutest-germany.de

2f/7 FR.MED.203 R.C4



sz UTE ST NOTIFIED BODY CONFIRMATION LETTER

Konformititsbewertungsstelle GmbH

Table 2: Devices covered by this letter and for which SZUTEST Konformitdtsbewertungsstelle GmbH is NOT responsible for
appropriate surveillance of the corresponding devices under the applicable Directive;

Device name or Basic  MDR Device classification (as  If the MDR device is a MDD Certificate Reference(s) of

| UDI-DI proposed by the substitute device, the devices under MDR

{ (Under MDR manufacturer and verified at  identification of the application, and the NB

5_ application) the pre-application stage) _corresponding MDD device Identification

' Endoscope Washer Class llb Same Certificate #1; 2195-MED-1118102
and Disinfector Device Revision No: 13
DW-5001 STR-5001 Revision Date: 20.05.2021
DW-6001 Issue Date: 30.06.2011
DW-6002 Expriy Date:28.04.2024
DW-6003 NB2195: Szutest Uygunluk
DW-6004 Degerlendirme A.S.

DW-8001
DW-8002
DW-8003
DW-8004
DW-5002
DW-5003 STR-5003
DW-5004
DW-5005
DW-6005
DW-7001 STR-7001
DW-7002
DW-7003 STR-7003
DW-7004
DW-7005
DW-8005

I}

1

v — e

| Detro OPA Class lIb Same Certificate #1; 2195-MED-1118102
] (Orthophthalaldehyde) Revision No: 13
Revision Date: 20.05.2021
- Issue Date: 30.06.2011
1 Expriy Date:28.04.2024
NB2195: Szutest Uygunluk
Degerlendirme A.5. _

Detro Plus OPA Class Ilb Same Certificate #1; 2195-MED-1118102
(Orthophthalaldehyde) Revision No: 13

Revision Date: 20.05.2021
Issue Date: 30.06.2011
Expriy Date:28.04.2024
NB2195: Szutest Uygunluk
Degerlendirme A.5.

|

E' . m To check the validity of this confirmation letter please scan the barcode. To manually check, go to

https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For

further information please contact md_confirmation@szutest-germany.de

3/7 FR.MED.203 R.04



CERTIFICATE

Medical Devices Quality Management System
CERTIFICATE NO: 31732601

DETRO HEALTHCARE KiMYA SANAYi A.S.

Atatirk Mah. Cemal Girsel Cad. No:8 Esenyurt, istanbul, TURKIYE

EN ISO 13485:2016

Design, Production, Sales and Technical Service of Medical Device
Disinfectant, Endoscope Washer and Disinfector Device

Approves that the Medical Devices Quality Management System implemented for above scope.

First Issue Date 22.11.2017

Issue Date 16.11.2023
Expiry Date 15.11.2026
Revision Date/No 16.11.2023 /7

The certificate inquiry is made by reading the QR codes by mobile devices, providing necessary information on
http://public.szutest.com.tr or by using BDS No on https://tdbs.turkak.org.tr.

SZUTEST UYGUNLUK DEGERLENDIRME A'S.

Tathsu-Mahallesiy AkiflnanSk: Nb;1 Umraniye 34774 ISTANBUL FTURKIVE

Szutest.com.tr




SERTIFIKA

Medikal Cihazlar Kalite Yénetim Sistemi
SERTIFIKA NO: 31732601

DETRO HEALTHCARE KiMYA SANAYi A.S.

Atatirk Mah. Cemal Giirsel Cad. No:8 Esenyurt, istanbul, TURKIYE

EN ISO 13485:2016

Tibbi Cihaz Dezenfektani, Endoskop Yikayici ve Dezenfektér Cihazi

Tasarimi, Uretimi, Satisi ve Teknik Servis Faaliyetleri

Medikal Cihazlar Kalite Yénetim Sistemine yukarida belirtilen kapsam dahilinde sahip oldugunu
onaylar.

ilk Yayin Tarihi 22.11.2017
Yayin Tarihi 16.11.2023
Gegerlilik Tarihi 15.11.2026
Revizyon Tarih/No 16.11.2023 /7

Bu belgenin dogrulanmas belge iizerinde bulunan karekodlarin mobil cihaziara okutulmasi, http://public.szutest.com.tr
adresinde gerekli bilgilerin girilmesi veya BDS no kullanilarak https://tbds.turkak.org.tr adresinden gergeklestirilebilir.

SZUTEST UYGUNLUK DEGERLENDIRME AS.

TathsuMghatlest AkiFlnan Skonei Umraniyve 24774 ISTANBUL JTURKIVE

Szutest.com.tr
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