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Technical
Universal
Verification

CERTIFICATE

Bu Kalite Yonetim Sistem Sertifikasi:

NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME SAN. VE TIC. LTD. STi.

KONAK MAH. UNIVERSITE BULVARI NO:127/1 SAHINBEY
GAZIANTEP - TURKIYE

Firmasinin Kalite Yonetim Sisteminin Uygunlugunu belgelemek amaciyla verilmistir. Sertifika,

ISO 9001 : 2015

Standardi ve Asagidaki Yonetim Sistemi Kapsami icin Gecerlidir.

AKTIF IMPLANTE EDILEBILIR BEYIN PILLERI VE AKSESUARLARI,
CERRAHI MASKELER, KORUYUCULAR, CERRAHI ORTU VE ONLUKLER ILE
CERRAHI EL ALETLERININ URETIMI, SATISI, PAZARLANMASI, ITHALAT VE iIHRACATI

Sertifika No : 1301 Yeniden Basim Tarihi : -
Denetim Tarihi : 19.03.2020 Gegerlilik Tarihi : 13.05.2021
Tescil Tarihi : 14.05.2020

Technical Universal Verification

Sistem etkin bir bicimde strdurildiikce ve gbzetim denetimleri zamaninda yapildigi siirece bu belge 3 yil boyunca gegerlidir.
Gozetim denetimleri yapildiktan sonra belge yeniden basilacaktir. Belgenin gtincel durumu www.techcert.com.tr adresinden kontrol edilebilir.
Bu belgenin mulkiyet hakki Technical Universal Verification Belgelendirme ve Egitim Hizmetleri Ltd. Sti‘ne aittir. Gerektigi takdirde iade edilmelidir.
National Accreditation Center (NAC), merkezi Amerika'da bulunan Asya Pasifik Akreditasyon Birligi (APAC) lyesi akreditasyon kurulusudur.
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Technical
Universal
Verification

CERTIFICATE

This Certificate has been awarded to:

NINOVA NOROTEKNOLOJi ARASTIRMA GELISTIRME SAN. VETIC. LTD. STi.

KONAK MAH. UNIVERSITE BULVARI NO:127/1 SAHINBEY
GAZIANTEP - TURKEY

In Recognition of the Organisation’s Management System which complies with:

ISO 9001 : 2015

For the Scope of Activities described below:

PRODUCTION, SALES, MARKETING, EXPORT AND IMPORT OF
ACTIVE IMPLANTABLE BRAIN BATTERIES AND ACCESSORIES, SURGICAL MASKS,
PROTECTORS, SURGICAL COVERS AND APRONS, SURGICAL HAND TOOLS

Certificate No : 1301 Reissue Date : -
Date of Audit : 19.03.2020 Expiry Date : 13.05.2021

Date of Registration : 14.05.2020 . . . .
Technical Universal Verification

his document is valid for 3 years provided that the management system is well maintained and surveillance audits are performed regularly.
After performing the surveillance audits certificate will be reissued. The current status of this certificate can be viewed via www.techcert.com.tr web site.
This certificate is a property of Technical Universal Verification Certification and Training Services Co., Ltd.
Thus, this certificate has to be returned if required by property owner. National Accreditation Center (NAC) is an accreditation body whose headquarters
is located in the United States of America, which is a member of Asia Pacific Accreditation Cooperation (APAC).

Technical Universal Verification
Belgelendirme ve Egitim Hizmetleri Ltd. $ti.
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Technical
Universal
Verification

CERTIFICATE

Bu Tibbi Cihazlar Kalite Yonetim Sistem Sertifikasi:
NiINOVA NOROTEKNOLOJi ARASTIRMA GELiSTiRME SAN.VE TIC. LTD. $Ti.

KONAK MAH. UNIVERSITE BULVARI NO:127/1 SAHINBEY
GAZIANTEP - TURKIYE

Firmasinin Tibbi Cihazlar Kalite Yonetim Sisteminin Uygunlugunu belgelemek amaciyla verilmistir. Sertifika,

ISO 13485:2016

Standardi ve Asagidaki Yonetim Sistemi Kapsami icin Gecerlidir.

AKTIF IMPLANTE EDILEBILIR BEYIN PILLERI VE AKSESUARLARI,
CERRAHI MASKELER, KORUYUCULAR, CERRAHI ORTU VE ONLUKLER iLE
CERRAHI EL ALETLERININ URETiMI, SATISI, PAZARLANMASI, ITHALAT VE IHRACATI

Sertifika No 1 4175 Yeniden Basim Tarihi : -
Denetim Tarihi : 19.03.2020 Gegerlilik Tarihi : 13.05.2021
Tescil Tarihi : 14.05.2020

Technical Universal Verification

Sistem etkin bir bicimde siirdirtildiikge ve gozetim denetimleri zamaninda yapildigi siirece bu belge 3 yil boyunca gegerlidir.
Gozetim denetimleri yapildiktan sonra belge yeniden basilacaktir. Belgenin glincel durumu www.techcert.com.tr adresinden kontrol edilebilir.
Bu belgenin miilkiyet hakki Technical Universal Verification Belgelendirme ve Egitim Hizmetleri Ltd. Sti‘ne aittir. Gerektigi takdirde iade edilmelidir.
National Accreditation Center (NAC), merkezi Amerika'da bulunan Asya Pasifik Akreditasyon Birligi (APAC) Uyesi akreditasyon kurulusudur.

Technical Universal Verification
Belgelendirme ve Egitim Hizmetleri Ltd. Sti.
Macun Mahallesi Bati Bulvari ATB Is Merkezi A Blok
No: 1/3 Yenimahalle - ANKARA / TURKIYE
Tel.:0090312 2318202
- web: www.techcert.com.tr
- e-mail: info@techcert.com.tr
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Technical
Universal
Verification

CERTIFICATE

This Certificate has been awarded to:

NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME SAN. VE TIC. LTD. STi.

KONAK MAH. UNIVERSITE BULVARI NO:127/1 SAHINBEY
GAZIANTEP - TURKEY

In Recognition of the Organisation’s Management System which complies with:

ISO 13485 :2016

For the Scope of Activities described below:

PRODUCTION, SALES, MARKETING, EXPORT AND IMPORT OF
ACTIVE IMPLANTABLE BRAIN BATTERIES AND ACCESSORIES, SURGICAL MASKS,
PROTECTORS, SURGICAL COVERS AND APRONS, SURGICAL HAND TOOLS

Certificate No : 4175 Reissue Date : -
Date of Audit : 19.03.2020 Expiry Date : 13.05.2021

Date of Registration : 14.05.2020 A . 5 )
Technical Universal Verification

This document is valid for 3 years provided that the management system is well maintained and surveillance audits are performed regularly.
After performing the surveillance audits certificate will be reissued. The current status of this certificate can be viewed via www.techcert.com.tr web site.
This certificate is a property of Technical Universal Verification Certification and Training Services Co., Ltd.
Thus, this certificate has to be returned if required by property owner. National Accreditation Center (NAC) is an accreditation body whose headquarters
is located in the United States of America, which is a member of Asia Pacific Accreditation Cooperation (APAC).

Technical Universal Verification
Belgelendirme ve Egitim Hizmetleri Ltd. Sti.
Macun Mahallesi Bati Bulvari ATB Is Merkezi A Blok
No: 1/3 Yenimahalle - ANKARA / TURKIYE
Tel.:0090312 2318202
- web: www.techcert.com.tr
- e-mail: info@techcert.com.tr
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Uretici Manufacturer: NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME SAN.VE TiC.LTD.STi.
Adres /Address: KONAK MAH. UNIVERSITE BLV. 127 1 SAHINBEY/ GAZIANTEP/ TURKIYE
Telefon / Phone: +90 342 336 36 20
Email : info@ninova.io

URUN isMmi VE TiPLERi / PRODUCT NAME AND TYPES
KORUYUCU ONLUK / PROTECTIVE GOWN -CERRAHI ONLUK (TEK KULLANIMLIK) / SURGICAL GOWN/DISPOSABLE) HASTA
ONLUGU / PATIENT GOWN - ZIYARETCI ONLUGU / VISITOR APRON -BOX ONLOGO/BOX APRON - AMELIYAT ONLUGU /
SURGICAL GOWN- DOKTOR ONLUGU/DOCTOR GOWN CERRAHI ONLUK / SURGICAL GOWN

BEYAN/STATEMENT
Burada, AB tarafindan siniflandirilan Uretici,Dagitici ve Temsilci olarak kendi sorumlulugumuzun altinda, yukarida ismi ve
modeli gecen trunlerin, 93/42/EEC Tibbi Cihaz Direktifi ve yénetmeliklerine ve EK-1 Temel Gereklere uygun olarak gerektigini
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.

URUNUN MARKASI / PRODUCT BRAND

DIREKTIF VE YONETMELIKLER / DIRECTIVES AND REGULATIONS
93/42/EEC Tibbi Cihaz Direktifi /9342/EEC Medical Device Directive

HARMONIZE STANDARTLAR / HARMONIZED STANDARDS

93/42/EEC- Tibbi Cihaz Yonetmeligi SINIF | (Steril Olmayan) Medical Devices Regulation / Class | (Non Sterile)
TS EN 13795-1 Cerrahi Giysiler Ve Ortiiler - Gereklilikler Ve Deney Yontemleri - Boliim 1: Cerrahi Ortiiler Ve Onliikler
Surgical Clothing And Drapes - Requirement And Test Methods - Part 1: Surgical Drapes And Gowns
TS EN ISO 13485 Tibbi Cihazlar - Kalite Yonetim Sistemleri - Diizenleyici Amaglar igin Gereklilikler
Medical Devices - Quality Management Systems - Requirements For Regulatory Purposes
TS EN ISO 15223-1 Tibbi Cihazlar - Tibbi Cihaz Etiketlerinde. Etiketlemede ve Sunulacak Bilgide Kullanlacak Semboller - B6lim
1: Genel Gerekler / Medical Devices - Symbols To Be Used With Medical Device Labels, Labeling And Information To Be
Supplied - Part 1:General Requirements
TS EN 1041+A1 Tibbi Cihaz imalatgilan Tarafindan Saglanan Bilgiler / Information Supplied By The Manufacturer Of Medical

Sertifika Tarihi /Certificate Date: 22.05.2020
Sertifika Bitis Tarihi /Certificate Expiration Date: 22.05.2021

Accredited System Certification Approval

AB
UYGUNLUK
BEYANI




EN 13795

NINOVA NOROTEKNOLOJI

ARASTIRMA GELISTIRME SAN.VE TIC.LTD.STI.

Regulated in accordance with the EU Directive 93/42 / EEC on Medical Devices

EU Declaration of Conformity

Producer: NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME SAN.VE
TIC.LTD.STI. San, Tic. Ltd. Sti.

Address: KONAK MAH. UNIVERSITE BLV. 127/1
SAHINBEY/GAZIANTEP/ TURKIYE

Name of the product: Ninova Gown

Product description: The product is designed as sterile surgical gowns.

Applied Directives: Directive 93/42 / EEC on medical devices. conformity assessment

Annex VII According to (Class | sterile device)

Compliance Standards Applied: EN 13795-1

NINOVA NOROTEKNOLOJI ARASTIRMA GELISTIRME SAN.VE TIC.LTD.STI. hereby declares that
the product mentioned above is in compliance with all applicable provisions of Directive 92/42 / EEC. The
product is safe under prescribed and reasonably predictable storage and usage conditions.

The company implements measures to ensure the safety of products of the above-mentioned type and
their compliance with the essential requirements of Directive 93/42 / EEC.Has established a systematic
procedure to implement appropriate methods for then ensures that it stays.

The company has established a systematic procedure to review the experience gained from the devices at
the post-production stage and apply appropriate methods for the necessary corrective actions, and
ensures that this procedure remains up to date. The company notifies technical or medical reasons that
cause the product to be withdrawn by the manufacturer, as well as defects or defects in product qualities
or performance, or deficiencies in the instructions for use, or deficiencies in the instructions for use, to the
Competent Authority, undertakes.

In case of a change in the product without the approval of the authorized signatory below, this declaration
becomes invalid for the replacement product.

Issued: June 12, 2020

Halil Ahmet Yaman
General Manager

NINOVA NOROTEKNOL OJi ARASTIRMA
GELISTIRME SAN.VE TIC.LTD.STi
(SIGNATURE)



SURGICAL COVER AND GOWNS-EN 13795-1

TEST

SPECIFICATION METHOD UNIT SURGICAL GOWNS SURGICAL DRAPES
STANDART HIGH PERFORMANCE STANDART HIGH PERFORMANCE
PERFORMANCE PERFORMANCE
CRITICAL MORE CRITICAL MORE CRITICAL MORE CRITICAL MORE
AREA LESS AREA LESS AREA LESS AREA LESS
Microbial ENISO  Kob
Penatration- Dry | 22612
Microbial ENISO | Is
Penatration- Wet | 22610
Microbial ENISO | Kob/
Cleaning/ 11737-1 100
Bioburden cmz
Particle Release |ENISO |Log
9073-10  (fiber
count)
Liquid Penetration | EN ISO Cm
811 H20
Burst Strength-Dry | EN ISO kPa
13938-1
Burst Strength- EN ISO kPa
Wet 13938-1
Breaking Strength- | EN ISO N
Dry 29073-3
Breaking Strength- | EN ISO N
Wet 29073-3

Requirements for surgical drapes and gowns are determined according to EN 13795-1 standard.

EN ISO 11737-1

Microbial
(Bioburden)

EN I1SO 29073-3
Stitch Strength
(Wet / dry)

EN ISO 13938-1
Burst Strength

EN 1SO 811
Liguid Penatration

EN ISO 22610

Microbial
Penetration
(Wet)

TESTING ORGANIZATION MAKING TESTS.




EN 14126




































