Notified Body Number: 2841

ATTACHMENTS (22-20-02)

To centify the PPE product at Category 111 level, C2 or D module is accompanied by applying one of

the conformity assessment methods along with the EU Type Examination (Module B).

Model : YFS-002

PPE SPECIFICATION PERFORMANCE LEVELS

Classification B = I 'I';:pc PB 6-B o |
([Tear Resisance (rapezoida I 1]
Puncture Resis!ancc: 1
Liquid Repellency ] NaOH: 3. H;S0;: 3

Resistance To Penetration By Liquid NaOH: 3, H.80,: 3
I Seam Strcn;'th II : 1
‘I Wet Bacterial Penetration II 1 I

Dry Microbial Penetration 1

Phi-}? | 74 Bacteriophage 2

PPE produced as a single unit to fit an individual user, all the necessary instructions for manufacturing
such PPE on the basis of the approved basic model:

MARKING

PPE TYPE :

- ENISO 13688 Protective clothing - General requirements

- EN 13034+ Al Protective Clothing Against Liquid Chemicals (Type PB 6-B)

- EN 14126 Protective clothing - Performance requirements and tests methods for protective
clothing against infective agents

MODEL: YFS-002 PRODUCT SIZE: Standard
PICTOGRAM AND PERFORMANCE LEVELS:

gy '
EN ISO 13688 c € ~ ('@\
EN 13034+ Al(Type PB 6-B) i
EN 14126 NB 2841

“Flammable material. Keep away form fire Type PB 6-B
“Do not re-use”

Location: Moldova

MNA Laboratuvarlan San. Tic.Ltd .§ti
Adres: Kilgiikbakkalkdy Mahallesi Yenidogan Cad.No:21 Atagehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab.com
U-Form-002/Rev.04/12.03.2020
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MANUFACTURER: YFS GIDA TEMIZLIK AMBALAJ MEDIKAL TEKSTIL SAN. TIC. LTD. STI.

Digitally signed by Cobzarl- jurcan R

Date: 2022.10.17 11:42:21 EEST
Reason: MoldSign Signature




Sifalale

Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No : 22-20-02

Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /

Certification Date / Certificate Validity Date  : 18.08.2020-18.08.2025

Belge Gegerlilik Tarihi / Document Validity Period : 5yl / 5 years

Firma Unvam ve Adresi/

Company Name and Address ! YFS GIDA TEMIZLIK AMBALAJ MEDIKAL

TEKSTIL SAN. TiC. LTD. STi.

Bagcilar Mah.1084.Sk Ender-6 Apt. No: 1 I¢ Kap
No: 2/ DIYARBAKIR

Uriin Adi /Modeller / Product Name / Models : YFS-002

Direktifi / Directive :2016/425 REGULATION

Modiilii/Kategori / Module / Category : B MODULU/ KATEGORI 111
MODULE B CATEGORY HI

Test Rapor No/lan / Test Report No : MNA M-2020-00228

Uriin Tipi / Product Type:
= ENISO 13688 Koruyucu giyecekler - Genel ozellikler / Protective clothing - General requirements
- EN 13034+ Al Sivi Kimyasallara Karsi Koruyucu Giysi (Tip PB 6-B) / Protective Clothing Agamnst
Liquid Chemicals (Tyvpe I’B 6-B)
- EN 14126 Koruyucu Giyecekler - Patojen Organizmalara Karsi / Protective Clothing - Performance
Requirements And Tests Methods For Protective Clothing Against Infective Agents
Uriiniin Malzeme Bilgisi / Product Material Information: YFS-002 model iiriinleri kaplamah kumas
kullamlarak imal edilmistir./ YI-S-002 model products are manufactured using coated fabric.

Volkan AKIN Okan AKEL
18.08.2020 18.08.2020
Karar Verici / Approver Sirket Miidiirii / General manager

T

MNA Laboratuvarlan San. Tic.Ltd .5ti
Adres: Kiiglikbakkalkéy Mahallesi Yenidogan Cad.No:21 Atasehir/ Istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www mnalab.com
U-Form-002/Rev.04/12.03.2020



CERTIFICATE

Uluslararasi

: C€
ce I’t Belgelendirme

CE UYGUNLUK BEYANI
CE DECLARATION OF CONFORMIT

YFS GIDA TEM. AMBALAJ MED.
TEKS. SAN. TiC. LTD.STI.

BAGCILAR MAH.1084.SK ENDER-6 APT. NO: |
IC KAPINO: 2/ DIVARBAKIR/ TURKIVE

That the following described product in our delivered version complics with appmpm:e basic safety
and health requirements of MEDICAL DEVICE DIRECTIV I:. 93/42/EEC on its dmun and type. as
bre ‘Li_hl into cuculation i.": us. In Case of alteration of the product. not agreed u s as, ths
;I-:L'!:Lr:m[\u will lose its validity

Festim edilen versiyonumuzda asagida tanimlanan aronon TIBBI CIHAZ YONETMELIG 93/42 7
EEC tasarim ve upmu. gﬂrc. tarafimizca dnlasmn sokulan uygun temel giivenlik ve saglik sartlanina

uygHn M duny beyan ederis Vlritniin dedistiniimesi dir wnda, turafimiedan Bzerinde anlasmava

:.\

varilamayan bu beyan ,_n.\..rnhj_,m kavbedecektir.

Description Of The Product/Product Part ! STERILE AND NON STERILE ‘
) PROTECTIVE GOWN 3
Uriiniin / Uriin Parca Tanmm : STERIL VE NON STERI}

KORUYUCU ONLIK
Applicable EC Directives

Uygulanabilir Directifler : 9VEEC
Applicable Harmonised Standards
Uvgulanabilir Standartlar : BS EN 13795:2019,

BS ENTIS10:2015, IS0 9237:1999, EN 2081 1: 19906, ISO 14184-1:2012, 1S0 14362- '_.
1:2017, ISO 18254-1:2016
Certificate Code

Sertifika Kodu : YES GIDA
Certificate Number
Sertifika Numaras: : A1522864

Certificate Issue Date

Sertifika Hazirlanma Tarili : 15.11.2021 /
Certificate Validity Date

Sertifika Gegerlilik Tarihi : 15.11.2022 -

EU Representative/AB Temsileisi

{Authorized Signature and Title)
( Yetkili lmza ve Unvam

Sintem stiun by yekiide 15«.-,a uu. f' g0 1y I)ncll 1:
FEL amoatim yirime

BELCERT ULUSLARARAS| BELGELENDIRME SIRKET]

Hirriyet Bulvari. No:45. Tlirkseven Apt, K:1-D.7, Yakuplu, Beylikdiizi / Istanbul
Telefon: 0212 438 04 76 - E-mail: info@belcert.com

Belgenin gegerlilik durumu hitps://www.belcert.com adresinden kontrol edilebilir




Uluslararasi
Belgelendirme

YFS GIDA TEM. AMBALAJ MED.
TEKS. SAN, TIC. LTD.STL

BAGCILAR MAH.1084.SK ENDER-6 APT. NO: 1 iC
KAPINO: 2/ DIYARBAKIR/ TURKIYE

I\'mulusumm “STERIL VE NON STERIL TEK KULLANIMLIK TULUM, TEK KULLANIMLIK
CERR \il'll\.l UG, STERIL TEK KULLANIMLIK CERRAHI ORTULER], STERIL TEK
KULLANIMLIK CERRAHI PAKETLERI, $1 ‘.f..‘. [ZASYON AMBALAY MALZEMELERININ
SAKLANMASI VE SATISI, MEDIKAL PAKETL ..:_"\ii”i.h ASYON SERVISIDIZASYON
URETIMI. DAGITIMI VE SATISI™ Kapsami igin

For scope “STERILE AND NON STERILE DISPOSABLE OVERALL, DISPOSABLE
SURGICAL GARMENTS. STERILE DISPOSABLE SURGICAL DRAPES, STERILE DISPOSABLE SURGICAL
PACKAGES. STORAGE AND SALE OF STERILIZATION PACKAGING MATERIALS, MEDICAL

PACKAGING, MEDICAL PACKAGING, STERILIZATION MEDICINE VE STERILIZATION SERVICH

kapsami igin bir ‘iyi Laboratuvar Uygulamalart’ Sistemi kurdugunu ve uyguladigim
belgelemektedir. BEL tarafindan gerceklestirilen denetimde asadidaki standardin sartlaring
karsiladigimi dogrulamaktadir,

certifies that it has established and implemented a *Good Laboratory Practices’ System for its
scope. It verifies that it meets the requirements of the following standard in the audit carried out

by BEL.
GLP
(iYi LABORATUVAR UYGULAMALARI)
(GOOD LABORATORY PRACTICES)

Sertifika Numaras: [ Certificate Number : A1522868 L.

Sertifika Kodu / Certificate Code : YIS GIDA //
Sertifika Yavin Tarihi / Certificate Issue Date : 15.11.2021 et
Sertifika Gegerlitik Tarihi / Certificare Validity Daze : 15112022

Sertifika Perivedw Certificare Period : VYl /! Year

M e D seadin bl G re 3 e ke e @ Dtk |t gt B st i v et en o i

et i (b i e e Eshd i s ey [ b n ey e DL S 8 A e by

BELCERT ULUSLARARASI BELGELENDIRME SIRKETI

Hirriyet Bulvari, No:45, Tirkseven Apt, K:1-D:7. Yakuplu, Beylikdizi / Istanbul
Telefon: 0212 438 04 76 - E-mail: info@belcert.com

Www,belcer[_c{]m Belgenin gecerlilik durumu https://www.belcert.com adresinden kontrol edilebilir




o
)
"

www.belcert.com

~ Uluslararasi
Belgelendirme

YFS GIDA TEM. AMBALAJ MED.
TEKS. SAN. TIC. LTD.STL

BAGCILAR MAH.1084.SK ENDER-6 APT. NO: 1 iC
KAPINO: 2/DIYARBAKIR/ TURKIYE

Kurulusunun “S$TERIL VE NON STERIL TEK KULLANIMLIK TULUM, TEK KULLANIMLIK Trmsnseecas
CERRAHI ONLUGH, STERIL TEK KULLANIMLIK CERRAHI ORTULERL STERIL TEK

KULLANIMLIK CERRARE PAKETLERI, STERILEZASYON AMBALAJ MALZEMELERININ

SAKLANMASI VE SATISL, MEDIKAL PAKETLEME, STERILIZASYON SERVISIDIZASYON

URETIMI, DAGITIMI VE SATISI™ Kapsami igin

For scope “STERILE AND NON STERILE IMSPOSABLE OVERALL, DISPOSABLE

SURGICAL GARMENTS, STERILE DISPOSABLE SURGICAL DRAPES, STERILE DISPOSABLE SURGIC AL )
PACKAGES, STORAGE AND SALE OF STERILIZATION PACKAGING MATERIALS, MEDIC AL G
PACKAGING. MEDICAL PACKAGING. STEFRILIZATION MEDICING VE STERILIZATION SFRVICE™

SAGLIK MALZEMELERININ STERILIZASYONU
STERILIZATION OF HEALTHCARE MATERIALS

Kurdugunu ve uyguladizim belgelemekie ve BEL wrafindan gergekiestirilen denctim
bu yBinetim sisteminin asa@idaki standardin sartlarini karsiladiging dogrulamaktadir,

It certifies that it is established and implemented, and the audit performed by BEL /
. - i ' . ! - . b .
it confirms that this management systcm meets the requirements of the following standard.

ISO 11135: 2020

Sertifika Numaraw / Certificate Number : Al522901 oy

Sertifika Kodu / Certificare Code : YFS GIDA \ = b
Sertifika Yayin Tarihi / Certificate Issue Date s 15.11.2021 —
Sertifika Gegerlilik Tarihi / Certificare Validity Daze : 15.11.2022 e
Sertifika Perivodu/ Certificate Period : LY/ I Year
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BELCERT ULUSLARARASI BELGELENDIRME SIRKETI

Hurriyet Bulvari, No:45, Tiirkseven Apt, K:1-D.7. Yakuplu, Beylikdiizli / Istanbul
Telefon: 0212 438 04 76 - E-mail: info@belcert.com

Belgenin gecerlilik durumu hitps://www.belcert. com adresinden kontrol edilebilir
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Uluslararasi
Belgelendirme

f
J

Ce YFS GIDA TEM. AMBALAJ MED.
TEKS. SAN. TiC. LTD.STI.

BAGCILAR MAH.1084.SK ENDER-6 APT. NO: 1 iC
KAPINO: 2/ DIYARBAKIR/ TURKIVE

SR =

“Miisteri Memnuniyeti ve Sikdyetleri Yonetim Sistemi”

“Customer Satisfaction and Complaints Management System”
(ISO 10002:2018)

Kurdugunu ve uyguladigim belgelemekic ve BEL tarafindan gergeklestirilen denetim
bu y&netim sisteminin agafidaki standardin sartiarini karsiladigini dogrulamaktadir.

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

Sertifika Numaras: / Certificate Number : A1522866
Sertifika Kodu !/ Certificate Code : YFS GIDA
Sertifika Yayin Variki / Centificare foue Dave : 15.01.2021
Sertifika Gegerdilik Tarihi / Certificare Validity Date : 15112022

| Sertifika Periyodw/ Certlficate Period : 1 YN/ 1 Year

Sistam etkin bir $aki0e SURGUIUIUKCE Ve QOZEtm tetkikien xamaninda yapidid muddeige bu belge 1 yi gegericdi
BEL denetrm yUrutiimesinde gererd iina ve yethinbk gostermesine regmen biyGe intimallerde danil sonsmiutus kabul
etmayacaktic Bu baigann mibidyet hakia BEL sittir ve istenildiginde iade ediimebdic

BELCERT ULUSLARARASI BELGELENDIRME SIRKETI

Hirriyet Bulvari, No:45. Tirkseven Apt, K:1-D.7. Yakuplu, Beylikd(izi / Istanbul
Telefon: 0212 438 04 76 - E-mail: info@belcert.com

1 i h [f
\'\-’WW.bElCEft.COn‘I Belgenin gecerlilik durumu https www belcert.com adresinden kontrol edilebilir
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EU Declaration of Conformity
AB Uygunluk Beyam

No. DoC-08122020

Oriin Adi | Name of Product . ZIYARETGI ONLUGU (STERIL OLMAYAN)(TEK KULLANIMLIK)/
VISITOR GOWN (NON-STERILE)(DISPOSABLE)

GMDN Kodu /| GMDN Code : 40511

Brang Tiirii Kodu /| UMDNS Code ; 367

YFS GIDA TEMIZLIK AMBALAJ MEDIKAL TiC. LTD. $Ti.
BAGCILAR MAH. 1084. SOK. ENDER-6 APT. NO:1/2,
DIYARBAKIR, TURKIYE

Marka / Trademark : YFS

Yasal Uretici (Adresi) /
Legal Manufacturer (Place of Issue)

Model, Tanimlama Numarasi /

Model, Identification Number YFS-002 (20-30-35-40-45-50 gr)

gz:gmnmam Frodust . EN13795-2:2019
ANALIZ KRITER
Mikrobiyal gegirgenlik — kuru (EN ISO 22612) £100 (CFU)
Mikrobiyal temizlik (biyoyik) (EN 15O 11737-1) <100 (CFU/100cm?)
Patlama mukavemeti - kuru (1SO 13938-1) 240 (kPa)
Kopma mukavemeti - kuru (EN 29073-3) 220(N)
Tespit edilen performans sinifi (EN 13795-2) Standart Performans
Oriin Siniflandirmasi, Kurallar / _ Sinif |, steril olmayan, élgme fonksiyonu olmayan, Ek VII
Device Classification, Rules " Class |, non-sterile, non-measuring, Annex VIl
Belge No / CE Certificate Number : N/A

Bu AB Uygunluk Beyani yalnizca dretici sorumlulujunda dizenlenmigtir. Asadida imzasi bulunan ben, isbu belgeyle, belirtilen tibbi
cihazlarin 5 Eylal 2007 tarihli Tibbi cihazlarla ilgili Konsey ve Avrupa Parlamentosu 2007/47/AT (Baz alinan 93/42/AT) sayil
direktifinin ilgili hokamierini karsiladigini beyan ederim. Yukarida belirtilen Direktife uygunlugu gdsteren tiim destekleyici belgeler
*YFS GIDA TEMIZLIK AMBALAJ MEDIKAL TIC. LTD. $TI.” firmas tarafindan korunmaktadir. Bu beyan, imza tarihinden sonraki tam
cihazlar igin gegerlidir.

This EU declaration of conformity is issued only under the responsibility of the manufacturer. |, the undersigned, hereby declare that
the specified medical device(s) meet(s) the applicable provisions of Directive 2007/47/EC (Base 93/42/EEC) of the European
Parliament and of the Council of 5 September 2007 on medical devices. All supporting documentation that contains proof of
compliance to the aforementioned Directive(s) is retained under the premises of "YFS GIDA TEMIZLIK AMBALAJ MEDIKAL TIC.
LTD. 8TI.". This declaration applies to all devices from the signature date forward.

CE Isaretleme Tarihi / AB Uygunluk Beyani Tarihi Yetkili Imzas!, Authorized Signature
Start of CE / EU Declaration of Conformity Date YES GIDA TEMIZLIK AMBALAJ MEDIKAL
TIC. LTD. §TI.

256.02.2021 ~ 4

Arjen SUNAL, Manager
Diyarbakir, 25-February-2021
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