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EC DECLARATION OF CONFORMITY

FORMATION MEDIKAL SANAYI TICARET LiMITED
SIRKETI

MAHMUTBEY MAH. MiLLET CAD. NO:7 iC KAPI NO:2
BAGCILAR /ISTANBUL / TURKEY

NVA

QUALITY CERTIFICATION

In our delivered version, we declare that the product described below complies with the essential safety and
health rcquirements of the Medical Devices Directive 93/42/EEC-General Product Safety Directive
2001/95/EEC regulations as circulating by us. This declaration will cease to be valid if the product specified
below is replaced. .
Teslim edilen versiyonumuzda asagida agiklanan diriintin, tavafimzda dolasima sokuldugu sekdiyle Tibbi Cihazlar
Direktifi 93/42/EEC-Genel Uriin Givenligi Direktifi 2001/95/EEC yonetmelikierinin temel givenlik ve saglik
gereldiliklerine uygun oldugunu beyan ederiz. Asagida bilgileri belirtilen tiriiniin degigtirilmesi halinde bu beyan
gegerliligini yitirecektir,
Description Of The Product ; DISPOSABLE MEDICAL MASK

DISPOSABLE SURGICAL MASK
Uriiniin Tanim TEK KULLANIMLIK MEDIKAL MASKE

TEK KULLANIMLIK CERRAHI MASKE
Product Type / Uriin Tipi : NONWOVEN

Product Commercial Brand / Marka : FMST

Applicable EC Directives - : Repeated Official Newspaper dated 02.06.2021 and numbered 31499
MDR Medical Device Regulation Regulation (EU) 2017/745
Gegerli AT Direktifleri : 02.06.2021 Tarih 31499 Sayih Miikerrer Resmi Gazete

MDR Tibbi Cihaz Yénetmeligi Regiilasyonu (EU) 2017/745

Applicable Harmonised Standards : TSEN 14683+AC, EN 1041+A1, EN 1SO 13485, EN 1SO 14971,
Gegerli Uyumiastirilmms Standartlar EN ISO 10993-1, EN ISO 10993-10, EN ISO 15223-1

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartlar ve Ozeliikler

Classifications/  Swntflandirma ; CLASS-, NONSTERILE
Certificate Number / Sertifika Numarasi : NVA-EC-Z21£90103
Certificate Code  / Sertifika Kodu : FORMATION MEDI
Certificate Issue Date [ Sertifika Yaym Tarihi : 01.09.2021

Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 01.09.2022;

Company Official / Firma Yetkifisi
{Authorized Signature and Title) / (Yetkili imza ve Unvan)

Yukarida tanimianan Griin gruplar, ic tiretim kontrollerine badh olarak kontrol edilmistir.
The product groups described above have been controlfed depending on internal production contrals.
NVA KALITE TEST OLCOM HIZMETLERI EGITIVE VE BELGELENDIRME TiC. LTD. §TI.

Beylikdiizii OSB Mahallesi 3. Cadde HGS Ingaat Corner Office Apt. No: 8/55 Beylikdlizii / ISTANBUL / TURKEY
Tel: +90212 855 58 98 www.nvabelge.com  info@nvahelge.com




QUALITY CERTIFICATION c €

EC DECLARATION OF CONFORMITY

FORMATION MEDIKAL SANAYI TICARET LIMITED
SIRKETI
MAHMUTBEY MAH. MILLET CAD. NO:7 iC KAPI NO:2
BAGCILAR / iSTANBUL / TURKEY

In our delivered version, we declare that the product described below complies with the essential safety and
health requirements of the Medical Devices Directive 93/42/EEC-General Product Safety Directive
2001/95/EEC regulations as circulating by us. This declaration will cease to be valid if the product specified
below is replaced.

Teslim edilen versiyonumuzda asagida agiklanan tiriniin, tarafimzda dolasima sokuldugu seldliyle Tibbi Cihatlar.
Direlaifi 93/42/EEC-Genel Uritn Gavenligi Direktifi 2001/95/EEC yonetmeliklerinin temel giivenlik ve saghk
gereldililderine uygun oldugunu beyan ederiz. Asagda bilgileri belirtilen diriinin degigstirilmesi halinde bu beyan
gecerliligini yitirecektir.

Description Of The Product : DISPOSABLE SURGICAL GOWN
Uriiniin Tamn: TEK KULLANIMLIK CERRAHT ONLUK
Product Type / Uriin Tipi : NON STERIL

Product Commercial Brand / Marka : FMST

Applicable EC Directives : Repeated Official Newspaper dated 02.06.2021 and numbered 31499
MDR Medical Device Regulation Regulation (EU) 2017/745
Gegerli AT Direktifleri ; : 02.06.2021 Tarih 31499 Sayih Miikerrer Resmi Gazete

MDR Tibbi Cihaz Yonetmeligi Regiilasyonu {(EU) 2017/745

Applicable Harmonised Standards  : EN 1SO 22610, TS EN 13795-1, TS EN 13795-2, EN ISO 13435,
Gecerli Uyumlastirirms Standartlar ~ EN 10993-1, EN 1SO 11137-2, EN 1SO 62366, EN 1041, EN ISO 15223-1

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartiar ve Ozellikler

Classifications /  Siniflandirma + CLASS-1, NONSTERILE
Certificate Number / Sertifika Numarasi : NVA-EC-21090105
Certificate Code /[ Sertifika Kodu : FORMATION MEDIKAL
Certificate Issue Date [ Sertifika Yayin Tarihi : 01.09.2021

Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 01.09.2022
Company Official / Firma Yetkilisi j
(Authorized Signature and Title} / {Yetkili imza ve Unvan)

Yukarida tammlanan riin gruplari, i¢ retim kontrollerine badih olarak kontrol edilmigtir.
The product groups described above have been controlled depending on internal production controls.
NVA KALITE TEST SLCUM HIZMETLERI EGITIM VE BELGELENDIRME TIC. LTD. §TI.

Beylikdiizii OSB Mahallesi 3. Cadde HGS Ingaat Corner Office Apt. No: 8/55 Beylikduzii / ISTANBUL / TURKEY
Tel: 4902128555898 www.nvahelge.com  info@nvabelge.com
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EC DECLARATION OF CONFORMITY

FORMATION MEDIKAL SANAYI TICARET LiMITED
SIRKETI

MAHMUTBEY MAH. MILLET CAD. NO:7 iC KAPI NO:2
BAGCILAR / ISTANBUL / TURKEY

NVA

QUALITY CERTIFICATION

In our delivered version, we declare that the product described below complies with the essential safety and
health requirements of the Medical Devices Directive 93/42/EEC-General Product Safety Directive
2001/95/EEC regulations as circulating by us. This declaration will cease to be valid if the product specified
below is replaced. .
Teslim edilen versivonumuzda agagida agildanan dirinin, tarafirzda dolagima sokuldugu gekliyle Tibbi Cihazlar
Direktifi 93/42/EEC-Genel Uran Gavenligi Direktifi 2001/95/EEC yonetmeliklerinin temel giivenlik ve sagik
gereldiliklerine uygun oldugunu beyan ederiz. Asagda bilgileri belirtilen tiriiniin degistirilmesi halinde bu beyan
gecerliligini yitireceltir.

Description Of The Product : DISPOSABLE MEDICAL OVERALLS

DISPOSABLE SURGICAL OVERALLS
Uriindin Tanm: TEK KULLANIMILIK MEDIKAL TULUM
TEK KULLANIMVILIK CERRAHI TULUM
Product Type / Uriin Tipi : NONWOVEN
Product Commercial Brand / Marka : FMST ~
Applicable EC Directives ' : Repeated Official Newspaper dated 02.06.2021 and numbered 31499 =
MDR Medical Device Regulation Regulation (EU) 2017/745
Gegerli AT Direktifleri ; 02.06.2021 Tarih 31499 Sayih Milkerrer Resmi Gazete

MDR Tibbi Cthaz Yonetmeligi Regiilasyonu (EU) 2017/745

Applicable Harmonised Standards  : TS EN 14126, TS EN ISO 13982-1, TS EN 13034+Al,
Gegerli Uyumlagtirnins Standartiar TS EN 1073-2, TS EN 14605+A1, TS EN 1SO 13688, TS EN 1149-1,
TSEN 1149-2, TS EN 1149-3, TS EN 1149-5

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartiar ve Ozellikier

Classifications /  Siniflandirma : CLASS-I, NONSTERILE
Certificate Number / Sertifika Numaras: ‘ : NVA-EC-21090104
Certificate Code  / Sertifika Kodu : FORMATION MEDIKAL

Certificate Issue Date [ Sertifika Yaym Tarihi : 01.09.2021
Certificate Validity Date / Sertifikamn Gegerlilik Tarihi : 01.09.2022
Company Official / Firma Yetkilisi

{Authorized Signature and Title) / {Yetkili imza ve Unvan)

The product groups described above have been controlled depending on internal production controls.

NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TIC. LTD. §Ti.
Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdiizii / iISTANBUL / TURKEY
Tel: 4902128555898 www.ovabelge.com  info@nvabelge.com




NVA

QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

FORMATION MEDIKAL SANAYI TICARET LIMITED SIRKET}
MAHMUTBEY MAH. 2567. SK. NO: 7 ic KAPI NO: 31 BAGCI!.ARI isSTANBUL

Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriiimiistiir:

Has been assessed and found to Comply with the Requirements of:

ISO 13485:2016

TIBBi CIHAZLAR KALITE YONETIM SISTEMI
Medical Devices Quality Management System

Kurulugunun  TiBBIi URUNLERIN, ARAC VE MALZEMELERIN BIiR UCRET VEVA SOZLESMEYE DAYALI OLARAK

o

7
TOPTAN SATISINI YAPAN ARACILAR  Kapsam: Icin
&
For scope  WHOLESALE OF MEDICAL PRODUCTS, TOOLS AND MATERIALS ON A CHARGE OR CONTRACT BASED

SELLING INTERMEDIATIONS
Sertifika Numaras: / Certificate Number : NVA-MD-21090101
itk Yayin Tarihi / Certificate lssue Date : 13.09.2021
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 13.09.2022
Sertifika Periyodu / Certificate Period s 1Y/ 1 Yeor

NVA denetim yiritidmesinde gerekli itina ve yetkinlik gdstermesine ragmen bilyitk itimallerde dahit sorumluluk kabul etmeyecektir. Bu belgenin
millkiyet hakks NVA aittir ve istenildiiinde iade edilmelidir.

NVA control the conduct of standards. Afthough due care and competence, including gross negligence will not accept responsibility. This document
or proprietary rights owned by NVA and must be returned upon request.

NVA KALITE TEST OLCOM HiZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. 51l |
Beylikdiizis 0SB Mahallesi 3. Cadde HGS Ingaat Corner Office Apt. No: 8/55 Beylikdizt / ISTANBUL / TURKEY
Tel:+502128555898 www.nvabelge.cotn  info@nvabelge.com




