QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

{4 2 - e .

Kurulusunun PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE
POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZI
TEMIZLiK, OTEL, HASTAHANE iCIN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NITRIL, TOM TEK

& o " i »n . s
KULLANIMLIK TEKSTIL URUNLERI VE KUMAS IMALATI VE SATISI Kapsami i¢in

"
For scope PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE NYLON

CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO FABRIC,

OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL, HOSPITAL,

”
GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

1ISO 9001:2015
KALITE YONETIM SiSTEMI
Quality Management System

Kurdugunu ve uyguladigini belgelemekte ve NVA tarafindan gerceklestirilen denetim b
yonetim sisteminin yukarida belirtilen standardin sartlarini kargiladigini dogrulamaktadi

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the followi.

standard.

Sertifika Numaras: / Certificate Number : NVA-QM-21122702

Sertifika Kodu / Certificate Code . MISPAK STK GRUP TEKSTIL
Sertifika Yayin Tarihi / Certificate Issue Date 1 24,12.2021
sertifika Gecerlilik Tarihi / Certificate Validity Date : 24.12.2022
Sertifika Periyodu / Certificate Period 1vil/1Year - 4

Yukarida tamimlanan riin gruplari, i¢ tretim kontrollerine bagl ofarak kontrol edilmistir.

The product groups described above have been controlled depending on internal production controls
NVA KALITE TEST OLGUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdiizi / iSTANBUL / TURKEY

Tel: 490212 85558 98  www.nvabelge.com info@nvabelge.com




QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

MISPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gorilmistdr:

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

1ISO 10002:2018
MUSTERI MEMNUNIYETi YONETIM SISTEMI
Customer Satisfaction Management System

a“ . e = 4
Kurulusunun ~ PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZ
TEMIZLIK, OTEL, HASTAHANE iCiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NITRIL, TUM TEK

g e e v . ” . .
KULLANIMLIK TEKSTIL URUNLERI VE KUMAS IMALATI VE SATISI Kapsami igin

“"
For scope PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE NYLON

CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO FABRIC,
OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL, HOSPITAL,

e

»n
GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number NVA-CM-211224001 .
ilk Yayin Tarihi / Certificate Issue Date 24 12.2021

Sertifika Gegerlilik Tarihi / Certificate Validity Date 1 24.12.2022
Sertifika Periyodu / Certificate Period :1Yil/ 1 Yeary

,'" th&ﬂgat;on Manager

NVA denetim yiiriitiillmesinde gerekli itina ve yetkinlik géstermesine ragmen biyiik ihtimallerde dahil sorumluiuk kabtAeLmE\{eoehlr Bu belgenin
miilkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.

NVA control the conduct of standards, Although 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 OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. $TI.
Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 490212 8555898 www.nvabelge.com  info@nvabelge com




SERTIFiKA / CERTIFICATE

MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iSTANBUL/ TURKEY

" G 2 - .
Kurulusunun PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE POSET,

BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZI TEMIZLIK,
OTEL, HASTAHANE ICIN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NITRIL, TUM TEK KULLANIMLIK

R — " " 12 i
TEKSTIL URUNLERI VE KUMAS iMALATI VE saTISI  Kapsami i¢in

a
For scope PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE NYLON

CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO FABRIC,
OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL, HOSPITAL,

”
GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

ISO 13485 : 2016

TIBBi CIHAZLAR KALITE YONETIM SISTEMI
Medical Devices Quality Management System

Kurdugunu ve uyguladigini belgelemekte ve NVA tarafindan gerceklestirilen denetim bu
yonetim sisteminin yukarida belirtilen standardin sartlarini kargiladigini dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the following standarg.

Sertifika Numaras: / Certificate Number : NVA-MD-21122701

sertifika Kodu / Certificate Code . MiSPAK STK GRUP TEKSTIL
Sertifika Yayin Tarihi / Certificate Issue Date : 24.12.2021

sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12.2022

Sertifika Periyodu / Certificate Period :1Yil/ 1 Year R

Yukarida tanimlanan {rdn gruplari, ic {iretim kontrollerine bagli olarak kontrol edilmistir.
The product groups described above have been controlled depending on internal production controls.
NVA KALITE TEST OLCUM HIiZMETLERI E&ITIM VE BELGELENDIRME TiC. LTD. $Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdizii / ISTANBUL / TURKEY
Tel: 490 212 8555898  www.nvabelge.com info@nvabelge.com




QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

[ 2 - = :
Kurulusunun  PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE POSET,

BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZi TEMIZLIK,
OTEL, HASTAHANE iCiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRiL, TUM TEK KULLANIMLIK

o " ’ ” o
TEKSTIL URUNLER| VE KUMAS IMALATI VE SATISI Kapsami igin

'
For scope PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE NYLON

CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO FABRIC,
OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL, HOSPITAL,

n
GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

ISO 14001:2015

CEVRE YONETIM SISTEMI =
Environmental Management System

Kurdugunu ve uyguladigini belgelemekte ve NVA tarafindan gergeklestirilen denetim b
ydnetim sisteminin yukarida belirtilen standardin sartlarini kargiladigini dogrulamaktad

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the following standar:

Sertifika Numarasi / Certificate Number : NVA-EM-21122703

Sertifika Kodu / Certificate Code : MISPAK STK GRUP TEKSTIL
Sertifika Yayin Tarihi / Certificate Issue Date 1 24.12.2021

Sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12.2022 @
Sertifika Periyodu / Certificate Period 11ivl/1 Ygﬁéf}' i"(}%

™
*
'i-

N

Yukarida tanimlanan iiriin gruplan, ic tretim kontrollerine baglt olarak kontrol edilmistir.
The product groups described above have been controlled depending on internal production controls.
NVA KALITE TEST &LCUM HIZMETLER] EGITIM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: +90 21285558 98  www.nvabelge.com info@nvabelge.com




NVA

QUALITY CERTIFICATION

SERTIFiKA / CERTIFICATE

MISPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / ISTANBUL/ TURKEY

Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gérilmustar:

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

1ISO 22716:2013

GMP

ivi URETIM UYGULAMALARI
Good Manufacturing Practices

" - e :
Kurulusunun PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZ
TEMIZLIK, OTEL, HASTAHANE iGiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NITRIL, TUM TEK

5 " y ” -
KULLANIMLIK TEKSTIL ORUNLERI VE KUMAS IMALATI VE sATisI  Kapsami igin

"
For scope PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE NYLON

CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO FABRIC,
OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL, HOSPITAL,

”n
GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number : NVA-GM-211224001
iik Yayin Tarihi / Certificate Issue Date : 24,12.2021

Sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12,2022

Sertifika Periyodu / Certificate Period :1Yil/ 1Year

Endirme Midufi”
 ertification Managgx.
NVA denetim yiritilmesinde gerekli itina ve yetkinlik géstermesine ragmen biiyiik ihtimallerde il sorumiutuk kaﬁqletmeyeceklir. Bu belgenin
miilkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.
NVA control the conduct of standards. Although due care and competence, including grass negligence will not accept responsibility. This document
or proprietary rights owned by NVA and must be returned upon request.

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 / ISTANBUL / TURKEY
Tel: 490 212 8555898  www.nvabelge.com info@nvabelge.com




QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

MiSPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iSTANBUL/ TURKEY

Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goruimustur:

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

ISO 31000:2018
KURUMSAL RiSK YONETIM SiSTEMI
Risk Management System

i 3 —— = 2
Kurulugunun PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZI
TEMIZLIK, OTEL, HASTAHANE iGIN TEK KULLANIMLIK TE RLIK, KORUYUCU, ELDIVEN LATEKS NIiTRIL, TUM TEK

. B » . » o
KULLANIMLIK TEKSTIL URUNLERi VE KUMAS IMALATI VE sATIsI  Kapsami icin

'
For scope PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE NYLON

CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO FABRIC,
OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL, HOSPITAL,

»n
GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number : NVA-RM-211224001
ilk Yayin Tarihi / Certificate Issue Date : 24.12.2021
sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12.2022
sertifika Periyodu / Certificate Period : 1Yil /1 Yeaq

Eelendirme MUddrd
Certification Manager

NVA denetim yiiritilmesinde gerekli itina ve yetkinlik gbstermesine ragmen bilyiik ihtimallerde dahil sorumlufdk k3bul-etmeyecektir/Bu belgenin
midlkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.

NVA control the conduct of standards. Although due care and competence, including gross negligence will nat accept responsibility. This document
or proprietary rights owned by NVA and must be returned upon request.

NVA KALITE TEST OLCUM HiZMETLER{ EGITIM VE BELGELENDIRME TiC. LTD. §TI.
Beylikdiizis OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 4902128555898  www.nvabelge.com info@nvabelge.com




QUALITY CERTIFICATION

SERTIiFiKA / CERTIFICATE

MIiSPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SIRKETI

AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / ISTANBUL/ TURKEY
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gorilmustur:

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

ISO 45001:2018

is SAGLIGI VE GUVENLIGI YONETIM SISTEMI
Occupational Health and
Safety Management System

i = o 3 5 ;
Kurulusunun  PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZI
TEMIZLIK, OTEL, HASTAHANE iCiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRIL, TUM TEK

. : ~ »n 1.1
KULLANIMLIK TEKSTIiL URUNLERI VE KUMAS IMALATI VE SATISI Kapsami i¢in

"
For scope PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE NYLON

CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO FABRIC,
OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL, HOSPITAL,

»”
GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number : NVA-0S-211224001
ilk Yayin Tarihi / Certificate Issue Date : 24.12.2021
Sertifika Gecerlilik Tarihi / Certificate Validity Date : 24.12.2022
Sertifika Periyodu / Certificate Period :1Yil/ 1Year

g#Elgelendirme Mudlrd
Certification Manager

NVA denetim yiritilmesinde gerekli itina ve yetkinlik gostermesine ragmen bilyik ihtimallerde dahil sorumlutuk kaﬁul etmeyecektir. Bu belgenin
miilkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.

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

NVA KALITE TEST OLCUM HiZMETLERI EGITIM VE BELGELENDIRME TiIC. LTD. STi.
Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdizii / ISTANBUL / TURKEY
Tel: 490 212 85558 98  www.nvabelge.com info@nvabelge.com




9 CE€

NVA

QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY
MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIiRKETI
AMBARLI MAH. BGRETMENLER CAD. NO:2 B AVCILAR / iSTANBUL/ TURKEY

Y
a ¥, .
MISS PAK
Description Of The Product : Disposable Gloves
Uriiniin Tanum Tek Kullanimhk Eldiven
Product Type / Uriin Tipi : Latex Nitril
Lateks Nitril
Product Commercial Brand / Marka : MISS PAK - STKGRUP
Applicable EC Directives : Repeated Official Gazette 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 Cihaz Yénetmeligi Regulation (EU) 2017/745

Applicable Harmonised Standards  : TS EN 455-1, TS EN 455-2, TS EN 455-3, TS EN 455-4
Gegerli Uyumlastiriimis Standartlar

in our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be
valid if the products specified above is replaced.

Teslim edilen versivonumuzda yukarida agikianan Grinin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yénetmeligi
Regulation (EU) 2017/745 ySnetmeliklerinin temel giivenlik ve saglk gerekliliklerine uygun oldugunu beyan ederiz. Yukarida
bilgileri belirtilen iiriinlerin degistirilmesi halinde bu beyan gegerliligini yitirecektir.

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

Classifications / Siniflandirma : CLASS-I / NON STERILE / CATEGORY 1
Certificate Number / Sertifika Numarasi : NVA-EC-201224004

Certificate Issue Date / Sertifika Yayin Tarihi : 24.12.2021 < oEL
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 24,12.2022 o
Company Official / Firma Yetkilisi

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

/e

Yukarida tanimlanan driin gruplars, ic tretim kontrollerine badgli olaraky

The product groups described above have been controlled depending on internal producno;x‘cb‘nﬁ;ls

NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. §Ti.
Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 490 212 855 58 98  www.nvabelge.com  info@nvabelge.com




9 CE€

NVA

QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY
MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIiRKETI
AMBARLI MAH. BGRETMENLER CAD. NO:2 B AVCILAR / iSTANBUL/ TURKEY

Y
a ¥, .
MISS PAK
Description Of The Product : Disposable Gloves
Uriiniin Tanum Tek Kullanimhk Eldiven
Product Type / Uriin Tipi : Latex Nitril
Lateks Nitril
Product Commercial Brand / Marka : MISS PAK - STKGRUP
Applicable EC Directives : Repeated Official Gazette 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 Cihaz Yénetmeligi Regulation (EU) 2017/745

Applicable Harmonised Standards  : TS EN 455-1, TS EN 455-2, TS EN 455-3, TS EN 455-4
Gegerli Uyumlastiriimis Standartlar

in our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be
valid if the products specified above is replaced.

Teslim edilen versivonumuzda yukarida agikianan Grinin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yénetmeligi
Regulation (EU) 2017/745 ySnetmeliklerinin temel giivenlik ve saglk gerekliliklerine uygun oldugunu beyan ederiz. Yukarida
bilgileri belirtilen iiriinlerin degistirilmesi halinde bu beyan gegerliligini yitirecektir.

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

Classifications / Siniflandirma : CLASS-I / NON STERILE / CATEGORY 1
Certificate Number / Sertifika Numarasi : NVA-EC-201224004

Certificate Issue Date / Sertifika Yayin Tarihi : 24.12.2021 < oEL
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 24,12.2022 o
Company Official / Firma Yetkilisi

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

/e

Yukarida tanimlanan driin gruplars, ic tretim kontrollerine badgli olaraky

The product groups described above have been controlled depending on internal producno;x‘cb‘nﬁ;ls

NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. §Ti.
Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 490 212 855 58 98  www.nvabelge.com  info@nvabelge.com




NVA

QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY
MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LiMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iSTANBUL/ TURKEY

B "
. ¢ .
MISS PAK
= e
Description Of The Product : DISPOSABLE SURGICAL MASK
Uriiniin Tanimi TEK KULLANIMLIK CERRAHI MASKE
Product Type / Uriin Tipi : Mask 3 ply meltblown / Maske 3 katlt meltblown

Mask nano fabric / Maske kumas nano

Product Commercial Brand / Marka : MISS PAK - STKGRUP

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

MDR Tibbi Cihaz Yénetmeligi Regulation (EU) 2017/745

Applicable Harmonised Standards @ EN 14683:2019+AC:2019
Gegerli Uyumlastiriimis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be
valid if the products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan Grinin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yonetmeligi
Regulation (EU) 2017/745 yénetmeliklerinin temel giivenlik ve sadlik gerekiiliklerine uygun oldudunu beyan ederiz. Yukarida
bilgileri belirtilen trinlerin degistirilmesi halinde bu beyan gegerliligini yitirecektir.

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

Classifications / Siniflandirma : CLASS-1 / NON STERILE
Certificate Number / Sertifika Numarasi : NVA-EC-201224001

Certificate Issue Date / Sertifika Yayn Tarihi : 24,12.2021 e
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 24,12.2022 (AR
Company Official / Firma Yetkilisi

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

Yukanida tanimlanan iriin gruplan, i iiretim kontrolierine bagh olora

The product groups described above have been controlled depending on internal produt‘r?oﬁfé:o"rirkbfs_;‘ )

NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TIC. LTD. §TI.
Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: +90212 85558 98  www.nvabelge.com  info@nvabelge.com




NVA

QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY
MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LiMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iSTANBUL/ TURKEY

B "
. ¢ .
MISS PAK
= e
Description Of The Product : DISPOSABLE SURGICAL MASK
Uriiniin Tanimi TEK KULLANIMLIK CERRAHI MASKE
Product Type / Uriin Tipi : Mask 3 ply meltblown / Maske 3 katlt meltblown

Mask nano fabric / Maske kumas nano

Product Commercial Brand / Marka : MISS PAK - STKGRUP

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

MDR Tibbi Cihaz Yénetmeligi Regulation (EU) 2017/745

Applicable Harmonised Standards @ EN 14683:2019+AC:2019
Gegerli Uyumlastiriimis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be
valid if the products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan Grinin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yonetmeligi
Regulation (EU) 2017/745 yénetmeliklerinin temel giivenlik ve sadlik gerekiiliklerine uygun oldudunu beyan ederiz. Yukarida
bilgileri belirtilen trinlerin degistirilmesi halinde bu beyan gegerliligini yitirecektir.

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

Classifications / Siniflandirma : CLASS-1 / NON STERILE
Certificate Number / Sertifika Numarasi : NVA-EC-201224001

Certificate Issue Date / Sertifika Yayn Tarihi : 24,12.2021 e
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 24,12.2022 (AR
Company Official / Firma Yetkilisi

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

Yukanida tanimlanan iriin gruplan, i iiretim kontrolierine bagh olora

The product groups described above have been controlled depending on internal produt‘r?oﬁfé:o"rirkbfs_;‘ )

NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TIC. LTD. §TI.
Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: +90212 85558 98  www.nvabelge.com  info@nvabelge.com




CERTIFICATE

MISPAK STK GRUP TEKSTIL VE DIS
TICARET LIMITED SIRKETI

AMBARLI MAH. OGRETMENLER CAD. NO:2 B
AVCILAR / ISTANBUL / TURKIYE

Has been assessed and found to Comply with the Requirements of:
Denetlenmiys ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 9001:2015

The Quality Management System is applicable to:
Kalite Yonetim Sistemi:

PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, P PE
NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3-LAYER
MELTBLOVN, MASK FABRIC NANO, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH
CLEANING, DISPOSABLE SLIPPERS FOR HOTEL, HOSPITAL, GLASSES PROTECTOR, GLOVES
LATEX NITRILE, DISPOSABLE MEDICAL TEXTILES PRODUCTS AND FABRIC

PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIiVEN, PE NAYLON KOLLUK, PE GALOS, PE
POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM,
TELA GALOS, TULBENT BEZi TEMIZLiK, OTEL, HASTANE iCiN TEK KULLANIMLIK
TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRiL, TEK KULLANIMLIK MEDIKAL
TEKSTIL URUNLERI VE KUMAS iMALATI VE SATISI

Certificate Number: QMS-0102775 Initial Certification Date: 28.12.2021

Belge Numarasi: QMS-0102775 Tk Belgelendirme Tarihi: 28.12.2021
Certification Period: 3 Years Certificate Validity Date: 27.12.2022
Belgelendirme Periyodu: 3 Yil Belge Gegerlilik Tarihi: 27.12.2022

ACCREDITED

Management Systems
Certification Body

IQR Sertifikasyon Onayi

MSCB-135

IQR ULUSLARARASI BELGELENDIRME HiZMETLERI LTD.STi.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Niliifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@iqrcert.com




CERTIFICATE

MISPAK STK GRUP TEKSTIL VE DIS
TICARET LIMITED SIRKETI

AMBARLI MAH. OGRETMENLER CAD. NO:2 B
AVCILAR / ISTANBUL / TURKIYE

Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gorilmiistiir:

ISO 14001:2015

The Environmental Management System is applicable to:
Cevre Yonetim Sistemi:

PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, P PE
NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3-LAYER
MELTBLOVN, MASK FABRIC NANO, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH
CLEANING, DISPOSABLE SLIPPERS FOR HOTEL, HOSPITAL, GLASSES PROTECTOR, GLOVES
LATEX NITRILE, DISPOSABLE MEDICAL TEXTILES PRODUCTS AND FABRIC

PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE
POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM,
TELA GALOS, TULBENT BEZi TEMIZLIiK, OTEL, HASTANE iCiN TEK KULLANIMLIK
TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRiL, TEK KULLANIMLIK MEDIiKAL
TEKSTIL URUNLERI VE KUMAS IMALATI VE SATISI

Certificate Number: EMS-0102775 Initial Certification Date: 28.12.2021

Belge Numarasi: EMS-0102775 IIk Belgelendirme Tarihi: 28.12.2021
Certification Period: 3 Years Certificate Validity Date: 27.12.2022

Belgelendirme Periyodu: 3 Yil Belge Gecgerlilik Tarihi: 27.12.2022

ACCREDITED

Management Systems
Certification Body

IQR Sertifikasyon Onay

MSCB-135

IQR ULUSLARARAS| BELGELENDIRME HiZMETLERI LTD.STi.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Nilifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@igrcert.com




CERTIFICATE

MISPAK STK GRUP TEKSTIL VE DIS
TICARET LIMITED SIRKETI

AMBARLI MAH. OGRETMENLER CAD. NO:2 B
AVCILAR / ISTANBUL / TURKIYE

Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 13485:2016

Medical Devices-Quality Management System is applicable to:
Tibbi Cihazlar Kalite Yonetim Sistemi

PRODUCTION AND SALES OF PE NYLON APRON, APRON SMS, PE NYLON GLOVES, P PE
NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3-LAYER
MELTBLOVN, MASK FABRIC NANO, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH
CLEANING, DISPOSABLE SLIPPERS FOR HOTEL, HOSPITAL, GLASSES PROTECTOR, GLOVES
LATEX NITRILE, DISPOSABLE MEDICAL TEXTILES PRODUCTS AND FABRIC

PE NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE
POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM,
TELA GALOS, TULBENT BEZi TEMIZLIK, OTEL, HASTAHANE iCiN TEK KULLANIMLIK

TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRIiL, TEK KULLANIMLIK MEDIiKAL
TEKSTIL URUNLERI VE KUMAS iIMALATI VE SATISI

Certificate Number: 2021/MDQMS/10605 Initial Certification Date: 13.01.2022
Belge Numarasi: 2021/MDQMS/10605 1k Belgelendirme Tarihi: 13.01.2022

Certification Period: 3 Years Certificate Validity Date: 12.01.2023
Belgelendirme Periyodu: 3 Yil Belge Gegerlilik Tarihi: 12.01.2023

ACCREDITED

Management Systems
Certification Body

MSCB-135

IQR Sertifikasyon Onay:

IQR ULUSLARARASI BELGELENDIRME HiZMETLERI LTD.STi.
Besevler Mah. Kocayunus Sk, No:3 Arslan Han Plaza K:2 Nilifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.iqrcert.com e-posta: info@igrcert.com




SERTIFIKA / CERTIFICATE

MISPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gérulmistir:

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

1ISO 10002:2018
MUSTERI MEMNUNIYETi YONETIM SISTEMI
Customer Satisfaction Management System

“ . ¢ o ” =% 2y "
Kurulusunun SIPERLIK, NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZI
TEMIZLiK, OTEL, HASTAHANE ICIN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRiL, TUM TEK

T . . & ” . e
KULLANIMLIK TEKSTIL URUNLERI VE KUMAS IMALATI VE SATISI  Kapsami igin

[
For scope PRODUCTION AND SALES OF FACE SHEELD, PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE

NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO
FABRIC, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL,

»”
HOSPITAL, GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number : NVA-CM-211224001
ilk Yayin Tarihi / Certificate Issue Date 1 24.12.2021 /N2 N
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12.2022 /

Sertifika Periyodu / Certificate Period 1 1Yil /1 Yeor™/

pefon ianager
NVA denetim yiritiilmesinde gerekli itina ve yetkinlik gostermesine ragmen biiyiik ihtimallerde dahil sorumluluk kabul etmeyecektir. Bu belgenin
miilkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.

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

NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. §TI.
Beylikdiizii 0SB Mahallesi 3. Cadde HGS Insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 490212 8555898 www.nvabelge.com info@nvabelge.com




NVA

QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY

MIiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SiRKETi
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

‘Mi‘ss'% PAK

e

Description Of The Product : PE BAG WASTE BAG
Uriiniin Tanim PE POSET COP POSETI
Product Type / Uriin Tipi : INDUSTRIAL MEDICAL WASTE BAGS

ENDUSTRIYEL MEDIKAL SARF COP POSETLERI

Product Commercial Brand / Marka : MISS PAK - STKGRUP

Applicable EC Directives : GENERAL PRODUCT SAFETY DIRECTIVE 2001/95/EEC
Gegerli AT Direktifleri GENEL URUN GUVENLIGI DIREKTIFi 2001/95/EEC

Applicable Harmonised Standards  : TS EN 13592
Gegerli Uyumlastiriimis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the General Product Safety Directive 2001/95/EEC as put into circulation by us. This declaration will cease to be valid if the
products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan iriiniin, tarafimizda dolasima sokuldugu sekliyle Genel Uriin Giivenligi Direktifi
2001/95/EEC yénetmeliklerinin temel giivenlik ve saglik gerekliliklerine uygun oldugunu beyan ederiz. Yukarida bilgileri belirtilen
iiriinlerin degistirilmesi halinde bu beyan gegerliligini yitirecektir.

Applicable National Technical Standards and Specifications

Uygulanabilir Ulusal Teknik Standartlar ve Ozellikler

Classifications / Siniflandirma : CLASS-1 / NON STERILE

Certificate Number / Sertifika Numarasi : NVA-EC-201224005- y
Certificate Issue Date / Sertifika Yayn Tarihi : 24.12.2021 S
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi 1 24.12.2022 ~— /
Company Official / Firma Yetkilisi

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

Yukarida tanimlanan iiriin gruplars, ic diretim kontrollerine bagls ofarak kontrol edilmistir.._
The product groups described above have been controlled depending on internal production controls.
NVA KALITE TEST OLGUM HiZMETLERI EGITiM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 490212 8555898 www.nvabelge.com  info@nvabelge.com




NVA

QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

MISPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SiRKETI

AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / ISTANBUL/ TURKEY

Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gérilmistar:

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

ISO 22716:2013

GMP

iYi URETIM UYGULAMALARI
Good Manufacturing Practices

i . . " o " = X
Kurulusunun  SiPERLIK, NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZi
TEMIZLIK, OTEL, HASTAHANE iCiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRIL, TOM TEK

R . - ” -
KULLANIMLIK TEKSTIL URUNLERI VE KUMAS IMALATI VE SATISI  Kapsami i¢in

o“
For scope PRODUCTION AND SALES OF FACE SHEELD, PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE

NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO
FABRIC, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL,

n
HOSPITAL, GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number : NVA-GM-211224001

ilk Yayin Tarihi / Certificate Issue Date : 24.12.2021
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12.2022
Sertifika Periyodu / Certificate Period : 1Y/ 1Year

Belge me Mudari
Certification Manager

NVA denetim ylritiilmesinde gerekli itina ve yetkinlik gostermesine ragmen biiyiik ihtimallerde dahil sorumluluk kabul etmeyecektir. Bu belgenin
miilkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.

NVA control the conduct of standards. Although 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 OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. §TI.
Beylikdiizii 0SB Mahallesi 3. Cadde HGS Insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 490 212 8555898 www.nvabelge.com info@nvabhelge.com




SERTIFIKA / CERTIFICATE

MISPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SIRKETI

AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / ISTANBUL/ TURKEY
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goérilmustir:

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

ISO 45001:2018
i$ SAGLIGI VE GUVENLIGi YONETIM SISTEMi
Occupational Health and
Safety Management System

a_. : I T . i
Kurulugunun ~ SiPERLIK, NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZi
TEMIZLIK, OTEL, HASTAHANE IiCiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NITRIL, TUM TEK

O ¥ 0 » T
KULLANIMLIK TEKSTiL URUNLERI VE KUMAS iIMALATI VE SATISI  Kapsami igin

a“
For scope PRODUCTION AND SALES OF FACE SHEELD, PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE
NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO
FABRIC, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL,

14
HOSPITAL, GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number : NVA—05-2112’24QO-‘1E_ s
ilk Yayin Tarihi / Certificate Issue Date :124.12.2021 /4,
Sertifika Gegerlilik Tarihi / Certificate Validity Date 1 24.12.2022

Sertifika Periyodu / Certificate Period 1 1Yil/1Year |

Migdri
Manager

“Be

certfication

NVA denetim vyiiriitilmesinde gerekli itina ve yetkinlik géstermesine ragmen biiyiik ihtimallerde dahil sorumluluk kabul etmeyecektir. Bu belgenin

miilkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.
NVA control the conduct of standards. Although 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 OLCUOM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. $Ti.
Beylikdiizii OSB Mahallesi 3. Cadde HGS Ingaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: ¥90 212 85558 98 www.nvabelge.com info@nvabelge.com




NVA

QUALITY CERTIFICATION

RECYCLING CERTIFICATE

MIiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / ISTANBUL/ TURKEY

& v
MISS PAK
- e
Description Of The Product : PE BAG WASTE BAG
Uriiniin Tamimi PE POSET COP POSETI
Product Type / Uriin Tipi : INDUSTRIAL MEDICAL WASTE BAGS

ENDUSTRIYEL MEDIKAL SARF GOP POSETLERI

Product Commercial Brand / Marka : MISS PAK - STKGRUP

Applicable EC Directives : GENERAL PRODUCT SAFETY DIRECTIVE 2001/95/EEC
Gecerli AT Direktifleri GENEL URUN GUVENLIGI DIREKTIFi 2001/95/EEC

Applicable Harmonised Standards  : TS EN 13592
Gegerli Uyumlastirniimis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the General Product Safety Directive 2001/95/EEC as put into circulation by us. This declaration will cease to be valid if the
products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan iriniin, tarafimizda dolasima sokuldugu sekliyle Genel Uriin Giivenligi Direktifi
2001/95/EEC yonetmelikierinin temel giivenlik ve sadlik gerekliliklerine uygun oldugunu beyan ederiz. Yukarida bilgileri belirtilen
arinlerin dedistirilmesi halinde bu beyan gegerliligini yitirecektir.

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

Classifications / Siniflandirma : CLASS-I / NON STERILE
Certificate Number / Sertifika Numarasi : NVA-RC-201224001
Certificate Issue Date / Sertifika Yayin Tarihi 1 24.12.2021
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 24,12.2022

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

Yukarida tanimlanan iiriin gruplari, i¢ liretim kontrollerine bagli olarak kontrol edilmistir.
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 insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 490 212 85558 98  www.nvabelge.com  info@nvabelge.com




SERTIFIKA / CERTIFICATE

MIiSPAK STK GRUP TEKSTIL VE
DIS TICARET LIMITED SiRKETI

AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu gériimustir:

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

ISO 31000:2018

KURUMSAL RiSK YONETIM SiSTEMI
Risk Management System

au . . grn B, o = :
Kurulusunun SIiPERLIK, NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZi
TEMIZLIK, OTEL, HASTAHANE iCiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NITRIL, TUM TEK

= gmeie " + n —_—
KULLANIMLIK TEKSTiL URUNLERI VE KUMAS IMALATI VE SATISI Kapsami i¢in

'
For scope PRODUCTION AND SALES OF FACE SHEELD, PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE

NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO
FABRIC, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL,

»”
HOSPITAL, GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

Sertifika Numarasi / Certificate Number - NVA—RM-21122‘4@};1,“,}:’-7-1 =
ilk Yayin Tarihi / Certificate Issue Date : 24.12.2021 /4, R\
Sertifika Gegerlilik Tarihi / Certificate Validity Date 1 24.12.2022 |

Sertifika Periyodu / Certificate Period :1Yil/ 1 Year = |

Certification
NVA denetim yiiriitilmesinde gerekli itina ve yetkinlik géstermesine ragmen biyiik ihtimallerde dahil sorumluluk kabul etmeyecektir. Bu belgenin
milkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.

NVA control the conduct of standards. Althaugh 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 OLCUM HiZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. $TI.
Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 9021285558 98 www.nvabelge.com  info@nvabelge.com




QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY
MISPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

Miss PAK

—

Description Of The Product : DISPOSABLE SURGICAL GOWN

Uriiniin Tamimi

Product Type / Uriin Tipi

Product Commercial Brand / Marka

Applicable EC Directives

TEK KULLANIMLIK CERRAHI ONLUK

: PE Apron / Pe Onliik

Apron SMS / Onliik SMS

: MISS PAK - STKGRUP

: Repeated Official Gazette dated 02.06.2021 and numbered 31499

MDR Medical Device Regulation Regulation (EU) 2017/745
:02.06.2021 Tarih 31499 Sayili Miikerrer Resmi Gazete
MDR Tibbi Cihaz Yonetmeligi Regulation (EU) 2017/745

Gegerli AT Direktifleri

: EN 16604, EN 22610, EN 22612, EN 13795, EN ISO 13485,
DIN EN 14126:2005

Applicable Harmonised Standards
Gegerli Uyumlastiridmis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be

valid if the products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan Griniin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yonetmeligi
Regulation (EU) 2017/745 yénetmeliklerinin temel giivenlik ve saglik gerekliliklerine uygun oldudunu beyan ederiz. Yukarida

bilgileri belirtilen dirinlerin degistirilmesi halinde bu beyan gegerliligini yitirecektir.

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartlar ve Ozellikler
Classifications / Siniflandirma

Certificate Number / Sertifika Numarasi

Certificate Issue Date / Sertifika Yayin Tarihi

Certificate Validity Date / Sertifikanin Gegerlilik Tarihi
Company Official / Firma Yetkilisi

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

: CLASS-l / NON STERILE

: NVA-EC-201224003

: 20122021 Gl o
: 24,12.2022

7,
N\
/ oo

2 .f:'y\ .
)‘/ v

Yukanida tanimlanan diriin gruplari, i¢ liretim kontrollerine bagh 38rak konrr&)‘ééﬂizi;lﬁ'
The product groups described above have been controlled depending on internal producrib‘nfi;hrrqls' e
NVA KALITE TEST OLCUM HIZMETLERI EGITiM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiiz(t OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 902128555898  www.nvabelge.com  info@nvabelge.com




QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY
MISPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

Miss PAK

—

Description Of The Product : DISPOSABLE SURGICAL GOWN

Uriiniin Tamimi

Product Type / Uriin Tipi

Product Commercial Brand / Marka

Applicable EC Directives

TEK KULLANIMLIK CERRAHI ONLUK

: PE Apron / Pe Onliik

Apron SMS / Onliik SMS

: MISS PAK - STKGRUP

: Repeated Official Gazette dated 02.06.2021 and numbered 31499

MDR Medical Device Regulation Regulation (EU) 2017/745
:02.06.2021 Tarih 31499 Sayili Miikerrer Resmi Gazete
MDR Tibbi Cihaz Yonetmeligi Regulation (EU) 2017/745

Gegerli AT Direktifleri

: EN 16604, EN 22610, EN 22612, EN 13795, EN ISO 13485,
DIN EN 14126:2005

Applicable Harmonised Standards
Gegerli Uyumlastiridmis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be

valid if the products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan Griniin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yonetmeligi
Regulation (EU) 2017/745 yénetmeliklerinin temel giivenlik ve saglik gerekliliklerine uygun oldudunu beyan ederiz. Yukarida

bilgileri belirtilen dirinlerin degistirilmesi halinde bu beyan gegerliligini yitirecektir.

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartlar ve Ozellikler
Classifications / Siniflandirma

Certificate Number / Sertifika Numarasi

Certificate Issue Date / Sertifika Yayin Tarihi

Certificate Validity Date / Sertifikanin Gegerlilik Tarihi
Company Official / Firma Yetkilisi

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

: CLASS-l / NON STERILE

: NVA-EC-201224003

: 20122021 Gl o
: 24,12.2022

7,
N\
/ oo

2 .f:'y\ .
)‘/ v

Yukanida tanimlanan diriin gruplari, i¢ liretim kontrollerine bagh 38rak konrr&)‘ééﬂizi;lﬁ'
The product groups described above have been controlled depending on internal producrib‘nfi;hrrqls' e
NVA KALITE TEST OLCUM HIZMETLERI EGITiM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiiz(t OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: 902128555898  www.nvabelge.com  info@nvabelge.com




NVA

QUALITY CERTIFICATION

SERTIiFiKA / CERTIFICATE

MIiSPAK STK GRUP TEKSTIL VE

DIS TiICARET LIMITED $IiRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / ISTANBUL/ TURKEY

a“ . i - o paote .
Kurulusunun  SiPERLIK, NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZi
TEMIZLIK, OTEL, HASTAHANE iGiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NITRIL, TUM TEK

i g0 g3 2 < »” ..
KULLANIMLIK TEKSTIL ORUNLERI VE KUMAS IMALATI VE SATISI  Kapsami igin

'
For scope PRODUCTION AND SALES OF FACE SHEELD, PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE

NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO
FABRIC, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL,

”
HOSPITAL, GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

1ISO 9001:2015
KALITE YONETIM SISTEMI
Quality Management System

Kurdugunu ve uyguladigini belgelemekte ve NVA tarafindan gerceklestirilen denetim bu
yonetim sisteminin yukarida belirtilen standardin sartlarini kargiladigini dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the following

standard.

Sertifika Numaras: / Certificate Number : NVA-QM-21122702
Sertifika Kodu / Certificate Code : MISPAK STK GRUP TEKSTIL
Sertifika Yayin Tarihi / Certificate Issue Date : 24,12.2021

Sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12.2022

Sertifika Periyodu / Certificate Period : il / 1Year/ .k

Certieats Manager”
Belgeléndirme Miidirl

Yukarida tanimlanan diriin gruplor, ic dretim kontrollerine bagh olarak kontrol edilmistir.
The product groups described above have been controlled depending on internal production controls.
NVA KALITE TEST OLCUM HIZMETLER| EGITIM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / ISTANBUL / TURKEY
Tel: +90212 85558 98  www .nyabelge.com info@nvabelge.com




NVA

QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

MISPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SiRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iSTANBUL/ TURKEY

“_. " T T +
Kurulusunun  SIPERLIK, NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE
POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMAS NANO, TULUM, TELA GALOS, TULBENT BEZI
TEMIZLIK, OTEL, HASTAHANE ICiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRIL, TUM TEK

2o Rt : £ ” .
KULLANIMLIK TEKSTIL URUNLERI VE KUMAS IMALATI VE SATISI  Kapsami i¢in

a
For scope PRODUCTION AND SALES OF FACE SHEELD, PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE

NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO
FABRIC, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL,

”
HOSPITAL, GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

ISO 13485 : 2016

TIBBi CIHAZLAR KALITE YONETIM SISTEMI
Medical Devices Quality Management System

Kurdugunu ve uyguladigini belgelemekte ve NVA tarafindan gerceklestirilen denetim bu
yonetim sisteminin yukarida belirtilen standardin sartlarini kargiladigini dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the following standard.
: NVA-MD-21122701

Sertifika Numarasi / Certificate Number :
Sertifika Kodu / Certificate Code : MIiSPAK STK GRUP TEKSTIL
Sertifika Yayin Tarihi / Certificate Issue Date : 24.12.2021
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 24,12.2022
Sertifika Periyodu / Certificate Period t1vil/ 1 Year//’/, 1€ iS
[& \
[~/ \\

ﬁ’ Sheiien |‘:P¢[/af!"fég/er
“Belgaléhditrne Midri

Yukarida tamimianan tiriin gruplari, i¢ iiretim kontrollerine bagh olarak kontrol edilmistir.
The product groups described above have been controlled depending on internal production controls.
NVA KALITE TEST OLGUM HiZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. $Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS insaat Corner Office Apt. No: 8/55 Beylikdiizii / iSTANBUL / TURKEY
Tel: 49021285558 98  www.nvabelge.com  info@nvabelge.com




NVA

QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SiRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

“"_. 3 S B ks P 3
Kurulugunun  SIPERLIK, NAYLON ONLUK, ONLUK SMS, PE SEFFAF ELDIVEN, PE NAYLON KOLLUK, PE GALOS, PE

POSET, BONE, KOLLUK, MASKE 3 KATLI MELTBLOVN, MASKE KUMA$ NANO, TULUM, TELA GALOS, TULBENT BEZ
TEMIZLIK, OTEL, HASTAHANE iCiN TEK KULLANIMLIK TERLIK, KORUYUCU, ELDIVEN LATEKS NiTRIL, TUM TEK

I . . ” o
KULLANIMLIK TEKSTIL URUNLERI VE KUMAS IMALATI VE SATISI  Kapsami i¢in

"
For scope  PRODUCTION AND SALES OF FACE SHEELD, PE NYLON APRON, APRON SMS, PE NYLON GLOVES, PE

NYLON CUFF, PE OVERSHOES, PE NYLON BAG, BONNET, OVERSLEEVE, MASK 3 PLY MELTBLOVN, MASK NANO
FABRIC, OVERALLS, OVERSHOES NONWOVENS, CHEESECLOTH CLEANING, DISPOSIBLE SLIPPERS FOR HOTEL,

n”
HOSPITAL, GLASSES PROTECTOR, GLOVES LATEX NITRILE, ALL DISPOSABLE TEXTILES AND FABRIC

ISO 14001:2015

CEVRE YONETIM SISTEMI =
Environmental Management System

Kurdugunu ve uyguladigini belgelemekte ve NVA tarafindan gergeklestirilen denetim bu
ydnetim sisteminin yukarnida belirtilen standardin sartlarini kargiladigini dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the following standard.

Sertifika Numarasi / Certificate Number : NVA-EM-21122703
Sertifika Kodu / Certificate Code : MiSPAK STK GRUP TEKSTIL
Sertifika Yayin Tarihi / Certificate Issue Date 1 24.12.2021

Sertifika Gegerlilik Tarihi / Certificate Validity Date : 24.12.2022

Sertifika Periyodu / Certificate Period :1vil/1Year

Yukarida tamimlanan triin gruplar, ic iiretim kontrollerine bagh olarak kontrol edilmigtir.
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 / ISTANBUL / TURKEY
Tel: 490212 8555898 www.nvabelge.com info@nvabelge.com




NVA

EC DECLARATION OF CONFORMITY
MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

=g
- $, o«
MISS PRK
Description Of The Product . DISPOSABLE SURGICAL OVERALLS
Uriiniin Tammi TEK KULLANIMLIK CERRAHI TULUM
product Commercial Brand / Marka : MISS PAK - STKGRUP
Applicable EC Directives : Repeated Official Gazette 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 Regulation (EU) 2017/745

Applicable Harmonised Standards  : EN 14126:2003
Gegerli Uyumlagtirimis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be
valid if the products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan Griiniin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yénetmeligi
Regulation (EU) 2017/745 yénetmeliklerinin temel giivenlik ve saghk gerekliliklerine uygun oldugunu beyan ederiz. Yukarida
bilgileri belirtilen iiriinlerin dedistirilmesi halinde bu beyan gegerliligini yitirecektir.

Applicable National Technical Standards and Specifications

Uygulanabilir Ulusal Teknik standartlar ve Ozellikler

Classifications / Simiflandirma . CLASS-| / NON STERILE
Certificate Number / Sertifika Numarasi . NVA-EC-201224002
Certificate Issue Date / Sertifika Yayin Tarihi : 24.12.2021
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 24.12.2022
Company Official / Firma Yetkilisi
(Authorized Signature and Title) / (Yetkili imza ve Unvan)

Yukarida tanimlanan triin gruplari, i¢ iiretim kontrollerine bagli olarak ko o] mt;b&,
The product groups described above have been controlled depending on internal production con;roTs:--'—“ —
NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdizii / ISTANBUL / TURKEY
Tel: 490 212 8555898  www nvabeige.com info@nvabelge com




NVA

EC DECLARATION OF CONFORMITY
MiSPAK STK GRUP TEKSTIL VE

DIS TICARET LIMITED SIRKETI
AMBARLI MAH. OGRETMENLER CAD. NO:2 B AVCILAR / iISTANBUL/ TURKEY

=g
- $, o«
MISS PRK
Description Of The Product . DISPOSABLE SURGICAL OVERALLS
Uriiniin Tammi TEK KULLANIMLIK CERRAHI TULUM
product Commercial Brand / Marka : MISS PAK - STKGRUP
Applicable EC Directives : Repeated Official Gazette 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 Regulation (EU) 2017/745

Applicable Harmonised Standards  : EN 14126:2003
Gegerli Uyumlagtirimis Standartlar

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be
valid if the products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan Griiniin, tarafimizda dolasima sokuldugu sekliyle MDR Tibbi Cihaz Yénetmeligi
Regulation (EU) 2017/745 yénetmeliklerinin temel giivenlik ve saghk gerekliliklerine uygun oldugunu beyan ederiz. Yukarida
bilgileri belirtilen iiriinlerin dedistirilmesi halinde bu beyan gegerliligini yitirecektir.

Applicable National Technical Standards and Specifications

Uygulanabilir Ulusal Teknik standartlar ve Ozellikler

Classifications / Simiflandirma . CLASS-| / NON STERILE
Certificate Number / Sertifika Numarasi . NVA-EC-201224002
Certificate Issue Date / Sertifika Yayin Tarihi : 24.12.2021
Certificate Validity Date / Sertifikanin Gegerlilik Tarihi : 24.12.2022
Company Official / Firma Yetkilisi
(Authorized Signature and Title) / (Yetkili imza ve Unvan)

Yukarida tanimlanan triin gruplari, i¢ iiretim kontrollerine bagli olarak ko o] mt;b&,
The product groups described above have been controlled depending on internal production con;roTs:--'—“ —
NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. §Ti.

Beylikdiizii OSB Mahallesi 3. Cadde HGS ingaat Corner Office Apt. No: 8/55 Beylikdizii / ISTANBUL / TURKEY
Tel: 490 212 8555898  www nvabeige.com info@nvabelge com
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