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23.11.2020 Establishment Registration & Device Listing

FOA

FDA Home? Medical Devices* Databases®

Establishment Registration & Device Listing

New Search Back To Search Results
Proprietary Name: ONN Eco Fit; ONN Pro Line; ONN Protective Equipments; ONN
Secure Plus
Classification FACE MASK (EXCEPT N95 RESPIRATOR) FOR GENERAL
Name: PUBLIC/HEALTHCARE PERSONNEL PER IIE GUIDANCE
Product Code: QKR®
Device Class: Not Classified
Registered
Establishment  TOROS DENTAL’
Name:
Registered
Establishment 3016238956
Number:
Owner/Operator: TOROS DENTALS
OwnerlC?perator 10061828
Number:
Establishment
. Manufacturer
Operations:

Links on this page:
http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain
. http://www.addthis.com/bookmark.php

1.

2

3. https://www.fda.gov/

4. https://www.fda.gov/Medical-Devices
5

. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

6. /scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=2925
7. /scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=235703
8. /scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&0wnerOperatorNumber=10061828

Page Last Updated: 11/16/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading
Viewers and Players.

Language Assistance Available: Espafiol | 2258237 | Tiéng Viét | ©=0] | Tagalog | Pycckuin | 4u-ll | Kreyol
Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | HARE | .4 | English

Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies /
Privacy

FOA

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

TUsacr ~ B B2 K] & oo
For Government For Press

Combination Products Advisory Committees Science & Research Regulatory Information Safety
Emergency Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

https://www.accessdata.fda.gov/scripts/cdrh/Cfdocs/cfrl/rl.cfm?lid=709950&Ipcd=QKR 1/2



INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

Bu sertifika,

TOROSDENTAL iNSAAT iTH. IHR. SAN. VE TiC. A.S. — ANTALYA
SUBESI

Tahilpazarn Mah. 459 Sok. Karaboga Melli ishani No: 20 i¢ Kapt No: 101 Muratpasa —
ANTALYA

kurulusunun,

Maske ve Tulum imalati, Satis ve Pazarlamasi ile Discilikte Kullanilan Alet
ve Cihazlarin Toptan Ticareti (Protezler, Baglanti Pargalari Dahil}

kapsaminda,

ISO 9001:2015

Kalite Yonetim Sistemi standardinin sartlarina uyan bir yénetim sistemi
kurdugunu ve uyguladigini onaylamak lzere verilmistir.

=
S
=
:
=
2
=
O
=
=
o
:
=
:
=]
-
<

ilk Yayin Tarihi :28.07.2020

Yayin Tarihi :28.07.2020

Sertifika Gecerlilik Tarihi : 3 Yil / 27.07.2023

Sertifika Bitis Tarihi :27.07.2021 )
Sertifika No : IFC-Q-07-20-1-5259N ACNFREDHFD
MSCB-170 Setms:

Certification Body

IFC\GLOBAL SERTIFIKASYON MUAYENE VE EGIiTiM HIZMETLERI ANONIM SiRKETI

Adalet Mah. Manas Blv. No:39 7 2203 - Folkart Towers / Bayrakh iZMIR TURKIYE T: +90 850 304 3500 F: +90 850 304 35 00
Bu belge, musterinin IFC’nin kurallarina ve stzlesme sartlanna uydugu stirece gegerlidir. Sertifika gegerlilik durumu IFC internet sitesinden takip edilebilir.

www.ifcglobal.com.tr  info@ifcglobal.com.tr
FR.240/05.01.2018 Rev.01



INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

Bu sertifika,

TOROSDENTAL INSAAT iTH. IHR. SAN. VE TiC. A.S. — ANTALYA
SUBESI

Tahiipazari Mah. 459 Sok. Karaboga Melli ishani No: 20 i¢ Kapt No: 101 Muratpasa —
ANTALYA

kurulusunun,

Maske ve Tulum imalati, Satis ve Pazarlamasi ile Discilikte Kullanilan Alet
ve Cihazlarin Toptan Ticareti (Protezler, Baglanti Parcalari Dahil)

kapsaminda,

ISO EN 14683 + AC

Tibbi yiiz maskeleri - Gereklilikler ve Deney Yéntemleri Yonetim Sistemi
standardinin sartlarina uyan bir ydnetim sistemi kurdugunu ve uyguladigini
onaylamak {izere verilmistir.
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itk Yayin Tarihi : 28.07.2020

Yayin Tarihi : 28.07.2020

Sertifika Gegerlilik Tarihi : 3 Vil / 27.07.2023
Sertifika Bitis Tarihi : 27.07.2021

Sertifika No : IFC-0-07-20-1-5259N

IFC BLOBAL SERTIFIKASYON MUAYENE VE EGITiM HIZMETLERI ANONIM SIRKETI

Adalet Mah. Manas Blv. No:39 / 2203 - Folkart Towers / Bayrakll iZMIR TURKIYE ~ T: +90 850 304 35 00  F: +90 850 304 35 00
Bu belge, musterinin IFC’nin kurallanna ve sdzlesme sartlarina uydugu strece gegerlidir. Sertifika gegerlilik durumu IFC internet sitesinden takip edilebilir.

FR 240/65.01 2018 Rev 01 www.ifcglobal.com.tr info@ifcglobal.com.ir
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This is to Certify that the
Medical Devices — Quality Management System

ol .
TOROSDENTAL INSAAT ITHALAT iHRACAT
SANAYI VE TICARET ANONIiM SIRKETi

VARSAK MENDERES MAH. 6911 SOK. NO:3 KEPEZ / ANTALYA / TURKIYE

has been independently assessed and is compliant
with the requirements of

I1SO 13485:2016

This Certificate is applicable to the following product or service ranges:

MANUFACTURING, SALES AND MARKETING OF MASK AND OVERALLS
WITH WHOLESALE TRADE OF TOOLS AND EQUIPMENT USED
IN DENTISTRY (PROSTHESES, CONNECTION PARTS)

MASKE VE TULUM IMALATI, SATIS VE PAZARLAMASI iLE DiSCILiKTE
KULLANILAN ALET VE CIHAZLARIN TOPTAN TiCARETI
(PROTEZLER, BAGLANTI PARCALARI)

:: Certificate No :: TR52958H

Date of initial registration 05 August 2020
Date of this Certificate 05 August 2020
Surveillance audit on or before 04 August 2021
Recertification Due / Certificate expiry 04 August 2023

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid
subject to satisfactory surveillance audits.

Cnsansnani L/UDIMOS L

Emm_anuej ADEM oSU
Director

hitp:/istaunchlyservices com/search_certified_client php
This Certificate is the property of Staunchly Management & System Services Limited and shall be returned immediately when demanded

STAUNCHLY MANAGEMENT AND SYSTEM SERVICES LIMITED
Labrynth Business Centre, 43 Middle Hill Gate, Stockport,

Great Manchester, England-SK1 3DG
- www slaunchlyservices com
-~ info@staunchlyservices com
- +44 345 680 0199
Company Registered in England and Wales with Company Number 11488683

ACCREDITED

MSCB125

SMS/FM/001/REV06
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EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici/ Manufacturer
TOROSDENTAL INSAAT ITH. IHR. SAN. VE TIC. A.$. — ANTALYA SUBESI
Adres /Adress
Tahilpazan Mah. 459 Sok. Karaboga Melli Ishani No : 20 ¢ Kapi No : 101 Muratpasa — ANTALYA / TURKIYE
Telefon / Phone
+90 533 327 18 54
E-mail
mehmet@torosdental.com

Uriin ismi / Product Name
CERRAHI YUZ MASKESI (TEK KULLANIMLIK) / SURGICAL FACE MASK (DISPOSABLE)
ASTM F2100-11 Siniflandirma / 3. Seviye Yiiz Maskesi - ASTM F2100-11 Classification / Level 3 Face Mask
EN 14683 Siniflandirma / Ultrasonik Uretim Yiiz Maskesi / Classification / Ultrasonic Production Face Mask

Uriin Tipi / Types of Product
iKi KATMANLI, BAGCIKLI / TWC-LAYER, WITH LACED

IKi KATMANLI, LASTIKLI / TWO-LAYER, WITH EARLOOPS
_ UG KATMANLI, BAGCIKLI / THREE-LAYER, WITH LACED
UG KATMANLI, LASTIKLI / THREE-LAYER, WITH EARLOOPS

} Beyan/Statement
Burada, AB tarafindan siniflandirilan Uretici, Dagitici / Temsilci olarak kendi sorumlulugumuz altinda, yukarida ismi

ve modeli gegen Urlinlerin, 93/42/EEC Tibbi Cihaz Direktifi ve yonetmeliklerine ve EK-1 Temel Gereklere uygun
olarak Uretildigini beyan ederiz.
Here, we declare that the products listed above are manufactured under our own responsibility as a Manufacturer,
Distributor / Representative by the EU, in accordance with the 93/42/EEC Medical Device Directive and
regulations.

Direktif ve Yonetmelikler / Directives and Requlations
93/42/EEC Tibbi Cihaz Direktifi / 93/42/EEC Medical Device Directive EK VII

Uriin Ticari Markasi / Product Commercial Brand

Harmonize Standartlar / Harmonized Standards
93/42/EEC- Tibbi Cihaz Ydénetmeligi /SINIF | (Steril Olmayan) Medical Devices Regulation / Class | ( Non Sterile)
TS EN 14683+AC Tibbi yiiz maskeleri — Gereklilikler ve deney ydntemleri-Tip II- Medical face masks -
Requirements and test methods-Type I
1SO 9001:2015 Kalite Yonetim Sistemi-Quality Management System
ISO 13485:2016 Tibbi Cihazlar Igin Kalite Yénetim Sistemi / Quality Management System for Medical Devices

Sertifika No/ Certificate No: 2020-13133
Sertifika Tarihi /Certificate Date: 28.07.2020
Sertifika Bitis Tarihi /Certificate Expiration Date: 28.07.2021

Accredited System Ce

E European
Commission

IFC Global Certification Inspection & Training Services GmbH
Hohenzollernring 50 / 50672 KéIn / Germany
info@ifcglobal.de
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ST
UNIVERSAL

CERTIFICATION

I

ATTESTATION OF CONFORMITY

Certificate Nr: MDD-318

In conformance to the European Economic Commission 93/42/EEC Medical Devices Directive on
harmonisation of laws, regulations and administrative documentation of Member States on Medical Devices
and European Commission directive 2007/47/EEC amending Medical Devices Directive dated 05 September
2007,

the products manufactured by

TOROSDENTAL iINSAAT iTHALAT iIHRACAT SANAYI VE TICARET
ANONIM SIRKETI

at the following address
Tahilpazari Mah. 459. Sk. No:20/101 Karaboga Melli ishani Muratpaga ANTALYA / TURKEY

EN 14683:2019+AC:2019 Medical Face Masks

Brand Name: ONN
Model: SECURE PLUS
Type IR
are tested according to the following initial type tests by the manufacturer

Technical standard EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods

For the assessment of conformity, the following documents were also applied to:
Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Bacterial Filtration Efficiency, Microbial
Cleanliness, Differential Pressure and Splash Resistance Pressure tests.

UNIVERSAL CERTIFICATION has evaluated production, design, intended use, risk evaluation according to
safety purpose, product itself and add-on components (if exists) and product technical drawings of the medical
face masks manufactured and designed for use during the medical operations or similar medical situations with
same requirements which require restriction of infectious materials to be spread to patients. With this
certificate, it is approved that the product fulfils all essential requirements and the related rules of 93/42/EEC
Medical Devices Directive (MDD) Class 1 are applied. The information on the packaging for the above listed
products covers the necessary information stated in Annex [, §13, of the Medical Devices Directive
(93/42/EEC) or Annex I, §23, of the Medical Device Regulation (EU) 2017/745. This information includes;
reference to EN 14683 standard, type of mask (as indicated in Table 1) and other relevant information given in
EN ISO 15223-1:2016 and EN 1041:2008+A1:2013. It is considered to be suitable to attach a CE mark, as
seen below, on your products in accordance with the information given in this certificate with publishing an
EU Declaration of Conformity.

This certificate is issued on 01/12/2020 and valid until 30/11/2021 with the conditions that no change has been
made with the product references and no change in the production process or not suspended or withdrawn for
any reason.

ISTANBUL —01/12/2020

VERSALCER,C

L)

Suat KACMAZ,
UNIVERSAL CERTIFICATION
General Manager

Verify the validity with the QR Code

This certificate will be in the absence of any changes in standard and legal terms, and with the surveillance audits to be concuted
annually following the surveillance audits, updating the publicationdate without changing the certificate number,

UNIVERSALCERT.COM
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EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici / Manufacturer TOROSDENTAL INSAAT ITH. IHR. SAN. VE TiC. A.S. — ANTALYA SUBESI
Adres [Adress Tahilpazari Mah. 459 Sok. Karabogda Melli Ishani No : 20 I¢ Kapi No : 101 Muratpasa — ANTALYA /
Telefon / Phone +90 533 327 18 54
E-mail _mehmet@torosdental.com

Uriin ismi / Product Name
KORUYUCU TULUM (TEK KULLANIMLIK) / PROTECTIVE COVERALL {DISPOSABLE}

Uriin Tipi / Types of Product
TiP 3/4/5/6, LAMINASYONLU ve LAMINASYONSUZ / TYPE 3/4/5/6, LAMINATED and NON-LAMINATED

. Beyan/Staterent
Burada, AB tarafindan sinifiandirilan Uretici, Dagditici / Temsilci olarak kendi sorumlulugumuz altinda, yukarida ismi ve modeli

gegen drlnlerin, (EU}2016/425 Kisisel Koruyucu Ekipmanlar Direktifi, 2001/95/EC (GPSD) Uriin Giivenligi Direktifi ve
yonetmeliklerine uygun olarak {retildigini beyan ederiz.
Here, under the responsibility of the EU Classified Manufacturer, Distributor / Representative, it is declared that the products
mentioned above are manufactured in accordance with the (EU) 2016/425 Personal Protective Equipment Directive, 2001/95 / EC
(GPSD) Product Safety Directive and Turkhish regulations.

Direktif ve Yénetmelikler / Directives and Regulations

(EU) 2016/425 Kigisel Koruyucu Ekipmanlar Direktifi / Personal Protective Equipment Directive
2001/95/EC (GPSD) Uriin Giivenligi Direktifi / Product Safety Directive

Uriin Ticari Markasi / Product Commercial Brand

Harmonize Standartlar / Harmonized Standards
TS EN 14126 Koruyucu giyecekler - Enfektif ajanlara karsi koruyucu giyecekler igin performans kurallan ve deney metotlari-
Protective clothing — Performance requirements and tests metheds for protective clothing against infective agents
TS EN IS0 13982-1 Kati par¢acilara karsi kullanilan koruyucu giyecekler - Bolum 1: hava ile yayilan kati par¢acikh kimyasal
maddelere karsi viicudun tamamina koruma saglayan kimyasal koruyucu giyecekleri igin performans kurallar -Protective
clothing for use against solid particulate chemicals — Part 1: Performance requirements for chemical protective clothing
providing protection to the full body against airbone solid particulate chemicals
TS EN 13034+A1 Sivi kimyasal maddelere karsi koruyucu giyecekler - Sivi kimyasal maddelere karst sinirh koruma saglayan
koruyucu giyecekler igin performans kurallar (tip 6 ve tip pb [6] donanmimi)- Protective clothing against liquid chemicals —
Performance requirements for chemical protective clothing offering limited protective performance against liquid chemicals
(Type 6 and Type PB [6] equipment}

TS EN 1073-2 Radyoaktif bulagmasina karsl koruyucu giysi-Kisim 2: Radyoaktif bulagmasinin ayriimasina kargl havalanmayan
koruyucu giysi icin gereklilikler ve deney metotlan- Protective clothing against radioactive contamination - Part 2: Requirements
and test methods for airtight protective clothing against separation of radioactive contamination
TS EN 1149-5 Koruyucu giysi - Elektrostatik 6zellikler - Bolim 5: Malzeme performansi ve tasarim gereksinimleri- Protective
clothing — Electrostatic properties — Part 5: Material performance and design requirements
TS EN ISO 13688 Koruyucu giyecekler-Genel 6zellikler- Protective clothing - General requirements
TS EN 14605+A1 Koruyucu giyecekler - Sivi kimyasal maddelere karsi - Viicudun sadece bir kismina koruma saglayanlar (tip
pb [3] ve tip pb [4]) dahil, bagdlant) yerleri sivi gegirmez (tip 3) veya sprey gecirmez (tip 4) giyecekler i¢in performans &zellikleri-
Protective clothing against liquid chemicals - performance requirements for clothing with liquid-tight (Type 3) or spray-tight (Type
4) connections, including items providing protection to parts of the body only (Types PB [3] and PB [4])

DIN 32781:2010-08 Schutzkleidung - Schutzanzlige gegen Pflanzenschutzmittel / DIN 32781: 2010-08
Koruyucu kiyafetler - pestisitlere karsi koruyucu giysiler

Sertifika No/ Certificate No: 2020-13134
Sertifika Tarihi /Certificafe Date: 28.07.2020
Sertifika Bitig Tarihi /Certificajé Expiration Date: 28.07.2021

Accredited SystenyCertification Approval

[

IFC Global Certification Inspection & Training Services GmbH
Hohenzollernring 50 / 50672 Kéin / Germany

info@ifcglobal de
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TURKIYE CUMHURIYETI
SAGLIK BAKANLIGI
TURKIYE iLAC VE TIBBi CIHAZ KURUMU

‘\\\\\\xn“‘

Sertifika No: 103513 Dlzenlenme Tarihi : 30 Ekim 2020

SERBEST SATIS SERTIFiKASI

Ilgili Makama:

"TOROSDENTAL INS. iTH. IH. SAN. TiC. A.3." (Tahilpazari Mah. smetpasa Cad. 459 Sokak
No:20/101 MURATPASA ANTALYA), tarafindan imal edilen Tibbi Cihaz Yonetmelikleri uyarinca
CE lsareti ile isaretlenmis olan ve Ekteki tabloda listelenen (riinler, Turkiye'de serbestce
satilmaktadir.

Bu sertifika diger tilkelerin yetkili makamlarina verilmek (izere dlizenlenmis olup
diizenlendigi tarihten itibaren 36 ay gecerlidir,

Ekteki tabloda listelenen Urdnler, sertifikanin dlizenlendigi tarih itibari ile kayith
bulunmakta olup s6z konusu drnlerin  glncel durumu  hakkindaki bilgiye
httns://utsuvcruIama.saqlik.qov.tr/UTSNatandas#fvatTibbiCihazListeIe adresinden erisim
saglanabilmektedir.

Saygilarimla.

Adres: S6giitdzii Mahallesi, 2176. Sokak No:5 06520 Cankaya/ANKARA

Tel: +90 312 218 30 00 Fax: +90 312 218 34 60 hm;zg:g(ﬂ_ww,:jtck.gov.xr



