SERTIFiKA

CERTIFICATE

Bu sertifika agadidaki kuruluga
Uygulanmakta olan IY] URETIM UYGULAMALARI sisteminin
To certify that the implemented Good Manufacturi ing Practices system complies with
1SO 22716:2007
GMP- iYi URETIM UYGULAMALARI

Srmdurdmuygtmh@rrmbdydmdmkammm agodudaki kapsamda verilmigtir.

KAPSAM : KOZMETIK URUNLERIN ORETIMI SATISI VE MEDIKAL MASKE, TULUM, ONLUK TICARETI

Sertifika No : GMP200520 Sertifika Tarihi :20.05.2020 Bitig Tarihi : 20.05.2021

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

KORUYUCU TULUM (TEK KULLANIMUIK) / PROTECTIVE COVERALL (DISPOSABLE)
TIP 4/5/6. LAMINASYONLU ve LHI%DHELE { TYPE 4/5/6, LAMINATED and NOMN-LAMINATED

Beyan/Statement
Burada, AB tarahndan sinflandinlan Uretici, Dadibo / Temsilci olarak kendi sorumbuiufumuz altinda, yulkanda ismi ve modeh
gecen Orbnkenin, (EU)2016/425 Kigisel Koruyucu Ekipmaniar Direkiifi, 2001/95EC (GPSD) Urin Gavenlidi Direktifi ve
yonelmelkiering uygun olarak Gretikdifini beyan ederiz.
Here, under the responsibility of the EU Classified Manulaciurer, Distribulor | Representative, il is declared ihal the products
nentioned above are manufaciured in accordance with the (EU) 2016/425 Personal Prolective Equipment Directive, 2001/95 / EC
(GPED) Product Safety Directive and Turkhish regulations.

(EU) 20164425 thﬂﬁwurquhmnﬂn Dvertih / Pecsonal Protective Equipment Directive
2001/95/EC (GPSD) Oriin Givenidi Direklifi / Product Safety Directive

Harmon iz Standartlar T
TS EN 14126 Koruyucu glyacekier - Eﬁﬂﬂlmmkmmmgumhriﬁnmtmmwwmmm
Prolective clothing - Performance requirements and tests methods for prolecive clothing agains! infective aganis
TS EN IS0 139821 Kab parcacilara karg kullanilan komnryucu giyecekier - BOIom 1: hava e yayilan kali parcacikh kimyasal
maddedene karg vicudun tamamina koruma sajlayan kimyasal konnyucu giyecekhen icin performans kurallan -Prolective
clothing for use againsi solid particulate chemicals - Pan 1: Performance requirements for chemical prolective cliolhing
providing protection ic the full body against airbone solid particulate chemicals
TS EN 13034+A1 S kimyasal maddelere karg koruyucu giyecekler - S kimyasal maddalere karg: sanirh koruma saglayan
kofuyucu giyecekler icin performans kurallan (lip 6 ve tip pb [B] donamimi)- Protective clothing against liquid chemicals -
Performance requiremants for chemical protective clothing offering limiled protective performance against hquid chemicals
(Type 6 and Type PB [6] equipment)

TS EN 1073-2 Radycaktl bulagmasina karg koruyucu giysi-Fasim 2 Radyoaktif bulasmasinin aynkmasina kargs havalanmayan
konuyucy giysi icin gerekldikler ve deney melotlan- Proteclive clothing agains! radioactive conlamination - Parl 2: Requirements
and test methods for airtight prolective clothing against separation of radioactive contamination
TS EN 1148-5 Koruyucu giysi - Elekbrostatik Szellider - BolOm 5: Malzeme performans: ve tasanm gereksinimier- Prolective
clathing = Elecirostalic properties = Part 5: Material pedormance and design requirements
TS EN ISO 13688 Kornuyucu giyecekler-Genel Gzellikler- Protective dlothing - General requiremants
TS EN 14505+A1 Koruyucu giyecekler - Sivi kimyasal maddelere kargi - Vibcudun sadece bir losmina koruma sadlayanlar (bp
pb [3] ve lip pb [4]) obhil, badlants yeden sn gecirmes (tip 3) veya sprey gecirmer (Hip 4) ghrecekler icin performans G2 ellikieri-
Protective clothing against quid chemicals - performance requirements for dothing with liquid-tight (Type 3) or spray-tight (Type
4) connections, including lems providing prolection 1o parts of the body only (Types PB [3] and PB [4])

CIBELY

Sertifika Nol Certificate No: 2020 .CE-2036
Sertifika Tarihi ICortificate Date: 20.05.2020
Sertifika Bitig Tarihi /Certificate Expiration Dafe: 20.05.2021

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Beyan/Statement
Burada, AB tarafindan siniflandinian Uretici, Daditici / Temsilci olarak kendi sorumiulugumuz altinda,
yukanda ismi ve modeli gecen OrOnlerin, 93/42/EEC Tibbi Cihaz Direktifi ve yénetmeliklerine ve EK-1
Temel Gereklere uygun olarak Oretildigini beyan ederiz. d
Here, we declare that the products listed above are manufactured under our own responsibility as a
Manufacturer, Distributor / Representalive by the EU, in accordance with the 93/42/EEC Medical Device

Directive and regulations.

iﬂdE-I’EEG Tlhb-i Cihﬂiraktrﬂ .FHSME-I"EEC Madk:al Duum Dkﬂul:lve

UOriiniin Markasy Brand of the Product

EN 13795-1 Cerrahi mrmluwu ﬁrtulﬂ Gumldnlldur vedamr yuntumlun Elulum 1: Cerrahi ortiller ve
onlCkler / Surgical clothing and drapes - Requirements and test methods - Part 1: Surgical drapes and

Sertifika No/ Certificate No: 2020.CE-2937
Sertifika Tarihi /ICertificate Date: 20.05.2020
Sertifika Bitig Tarlhi /Certificate Expiration Date: 20.05.2021

IFC Global Certification inspaction & Training Services GmbH
Hohenzoliarndng 50 / 50872 Kbln | Gemmany
AL QI L e . ol

SERTIFIKA

CERTIFICATE

Bu sertifika agodidaki kuruluge

Uygulanmakta olan Medikal Cihaziar Kalite Yanetim Sisteminin

ISO 13485:2016

MEDIKAL CIHAZLAR KALITE YONETIM SISTEMI

Stondarding uyguniugunu belgelendirmek amacr ile asadidaki kapsamda verilmigtir,

KAPSAM : KOZMETIK ORUNLERIN URETIMI SATISI VE MEDIKAL MASKE, TULUM, ONLOK TICARETI

Sertifika No : MK200520 Sertifika Tanhi -20.05.2020 Bitig Tarih: : 20.05.2021




