Baretthauben I I I

Technisches Datenblatt

» Hohe Atmungsaktivitdt » Spunbond- Vliesstoff

= Polypropylen = Elastischer Rand

= Antistatisch » Feuchtigkeitsresistent

» Leichtes Gewicht » Reduziert das Infektionsrisiko
Gewicht 10g
Farbe weif}, blau
Grofle, Farbe Weif} : 40x40cm Blau: 45x52cm
Normen CE MPG 93/42/EWG
Art Einweg Baretthaube

@ Verpackung

pro Pack: 100 Stiick . -

pro Karton: 20 x 100 Stiick = 2000 Stiick @ missimo
Gewicht: 4,5 KG

Kartonmafle: 35x48x45cm



CERTIFICADO - ZERTIFIKAT - CERTIFICAT - CERTIFICATE - CEPTU(UKAT

I I I CERTIFICATES

KIDSCERT
CERTIFICATE

Bu Sertifika / This certificate is granted to the organization

= PRATIK iSTANBUL iC VE DI$ TICARET LTD. STi.

Saridemir mah. Ragip Giimiispala Cad. Ahenk is Hani No : 29 A Fatih / istanbul / Tiirkiye
KIOSCERT iirme tarafindan ve oldugu
Kalite Yonetim Sisteminin
Is audited by KIOSCERT Certification and applied
Quality Management System meet the requirements of

1ISO 9001:2015

asagidaki uymakta oldugu
Standard for the following acti

Belgelendirme Kapsam: / Certification Scope
TULUM, ONLUK, CERRAHI ONLUK, IZOLASYON ONLUGU, ZiYARETCI ONLUGU, AMELIYAT ONKUGU,
DOKTOR ONLUGU, BOX ONLUGU, BONE GALOS, SEDYE ORTUSU, KOLLUK, SAKAL KORUYUCU,

ISITICI CEKET VE iKiLi SET URUNLERININ IMALATI VE SATISI, MEDIKAL CIHAZLARIN SATIS HIZMETLER

COVERALLS, GOWNS, APRONS, SURGICAL GOWN, ISOLATION GOWN, VISITOR GOWN, SURGICAL

FOREARM, DOCTOR'S APRON, BOX GOWN, MOB CAPS, BOUFFANT CAPS, SHOE COVERS, SURGICAL
CAPS, WARM UP JACKETS, STRETCHER COVER, BEARD COVER, MANUFACTURE AND SALE OF HEATER

JACKET AND DOUBLE SET PRODUCTS, MEDICAL DEVICES SALES SERVICES

Certificate Date Certificate validity Date
Sertifika Son Basim Tarihi / 19.01.2021 4
Vo / QMS-21-1901-PRA
Certificate Last Issue Date z;:;}:i;“r:zﬂ/ S
Belge Periyodu / 3 Yil (Years)
Certfcate Period

Imbatli Mah. 6076

Sertifika Yayin Tarihi / 19.01.2021 Sertifika Gegerlilik Tarihi / 18.01.2022

CERTIFICADO - ZERTIFIKAT « CERTIFICAT - CERTIFICATE - CEPTUDPUKAT

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

retici/ Manufacturer
PRATIK |STANBUL [ VE DIS TICARET LIMITED SIRKETI

dres /Adress
SARIDEMIR MAH. RAGIP GUMUSPALA CAD. AHENK IS HANI NO: 29 A FATIH/ ISTANBUL / TURKIYE
Telefon / Phone
+90 532 546 21 21

M:
info@zazamedical.com

Uriin ismi / Product Namq
TZOLASYONLU ONLUK/ INSU LATED GOWN

Beyan/Statement
Burada, AB tarafindan siniflandinlan Uretici, Dagitici / Temsilci olarak kendi sorumlulugumuz altinda, yukarida ismi
ve modeli gegen iriinlerin, (EU)2016/425 Kisisel Koruyucu Ekipmanlar Direktifi ve yonetmeliklerine uygun olarak
{iretildigini beyan ederiz.
Here, under the responsibility of the EU Classified Manufacturer, Distributor / Representative, it is declared that the
products mentioned above are manufactured in accordance with the (EU) 2016/425 Personal Protective Equipment
Directive and Turkhish regulations.

e Yénetmelikler |
(EU) 20161425 Kigisel Korayuicu Ekipmariar

Uriin Ticari Markasi / Product Commercial Brand

A AMED

MEDCAL TMEDTCAL

rectives and Requl
rekif/ Person Proteciive Equipment Directive

I
TS EN 14126 Koruyucu giyecekler - Enfekiif ajanlara kars: koruyucu giyecekler igin performans kurallari ve deney
metotlari /Protective clothing - Performance requirements and tests methods for protective clothing against
infective
TS EN ISO 13688 Koruyucu giyecekler-Genel ozellikler- Protective clothing - General requirements
TS EN 14605+A1 Koruyucu giyecekler - Sivi kimyasal maddelere kars! - Viicudun sadece bir kismina koruma
saglayaniar (tip pb [3] ve tip pb [4]) dahil, baglanti yerleri sivi gegirmez (tip 3) veya sprey gegirmez (tip 4)
giyecekler igin performans dzellikleri- Protective clothing against liquid chemicals - performance requirements for
clothing with liquid-tight (Type 3) or spray-tight (Type 4) connections, including items providing protection to parts
of the body only (Types PB [3] and PB [4])

TS EN 13034+A1 Sivi kimyasal maddelere karst koruyucu giyecekler - Sivi kimyasal maddelere karsi sinirl
koruma saglayan koruyucu giyecekler igin performans kurallari (tip 6 ve tip pb [6] donanimi)- Protective clothing
against liquid chemicals — Performance requirements for chemical protective clothing offering limited protective

performance against liquid chemicals (Type 6 and Type PB [6] equipment)
TS EN 1149-5 Koruyucu giysi - Elektrostatik 6zellikler - Boliim 5: Malzeme performansi ve tasarim gereksinimleri-
Protective clothing — Electrostatic properties ~ Part 5: Material performance and design requirements
sm.rka No Certificate No: 2020-13239
Tarihi [Certificate Date: 18.01.2021
i [Certificate Expiration Date: 18.01.2022

Sert
Sertifika Bitis Tar

System Certification Approval

e
IFC Global Certifiation Inspoction & Training Sorvices GmbH
Honenzolerring 50, 50672 Kol / Germany

KIDSCERT
CERTIFICATE

Bu Sertifika / This certificate is granted to the organization

PRATIK iSTANBUL iC VE DIS TICARET LTD. STi.

Saridemir mah. Ragip Giimiispala Cad. Ahenk is Hani No : 29 A Fatih / istanbul / Tiirkiye
KIOSCERT irme tarafindan is ve oldugu
Medikal Cihaz Yonetim Sisteminin
s audited by KIOSCERT Certification and applied
Medical Devices Management System meet the requirements of

ISO 13485:2016

asagidaki da uymakta oldugu
Standard for the following actiities.
Belgelendirme Kapsami / Certification Scope
TULUM, ONLUK, CERRAHI ONLUK, [ZOLASYON ONLUGU, ZIYARETCI ONLUGU, AMELIYAT ONKUGU,
'DOKTOR ONLUGU, BOX ONLUGU, BONE GALOS, SEDYE BRTUSU, KOLLUK, SAKALKORUYUCU,
ISITICI CEKET VE IKiLi SET URUNLERININ IMALATI VE SATISI, MEDIKAL CIHAZLARIN SATIS HIZMETLER|
COVERALLS, GOWNS, APRONS, SURGICAL GOWN, ISOLATION GOWN, VISITOR GOWN, SURGICAL
FOREARM, DOCTOR'S APRON, BOX GOWN, MOB CAPS, BOUFFANT CAPS, SHOE COVERS, SURGICAL
CAPS, WARM UP JACKETS, STRETCHER COVER, BEARD COVER, MANUFACTURE AND SALE OF HEATER
JACKET AND DOUBLE SET PRODUCTS, MEDICAL DEVICES SALES SERVICES

Sertifika Gegerlilik Tarihi / 18.01.2022
Certificate validity Date

Sertifika Yaymn Tarihi / 19.01.2021
Certificate Date

Sertifika Son Basim Tarihi / 19.012021 Sertifika No / MDMS-21-1901-PRA
Certificate Last Issue Date

Belge Periyodu / 3 Yil (Years)

Certificate Period

Certificate No

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI
Oreticil Manufacturer PRATIK ISTANBUL IG VE DIS TICARET LIMITED SIRKETI
Adres /Adress SARIDEMIR MAH. RAGIP GUMUSPALA CAD. AHENK IS HANI NO: 29 A FATIH/ ISTANBUL / TURKIYE
Te

lnnl Phone +90 532 546 21 21
@zazamedical.com

Qriin ismi ve Tipleri / Product Name and T

Level 1/2/3/4/5 Onlik / Level 1/2/3/4/5 Govr

KORUYUGU ONLUK / PROTECTIVE GOWN ~IZOLASYONLU ONLUK/ INSULATED GOWN-GERRAHI ONLUK / SURGICAL

GOWN HASTA ONLUGU / PATIENT GOWN - ZIYARETGI ONLUGU / VISITOR GOWN - AMELIYAT ONLUGU / SURGERY
GOWN- BOX ONLUGU / BOX GOWN -DOKTOR ONLUGU / DOCTOR GOWN

n/Stater
Burada, AB tarafindan siniflandiriian Uretici,DagiticiTemsilci olarak kendi sorumlulugumuz altinda, yukarida ismi ve modeli gecen
frilern, 65/42/EEC Tiob Ciraz Diroif ve yonetmellerine ve EK-1 Temel Gereklere uygun olarak (raidign beyan ederiz
Here, we declare that the products listed above are der our own asa Distributor /
Representative by the EU, in accordance with the G5/42IEEC Modical Dovica Diredie and regulations.

Direktif ve Yénetm Il ives and Regulations
93/42/EEC Tibbi Cihaz Direklifi/ 93/42/EEC Medical Device Directive

Oriin Ti

larkas1 / Product Comm

ZA ZAzAMED

Harmonize Standartlar / Harmonized Standards
93/42/EEC- Tibbi Cihaz Yonetmeligi /SINIF | (Steril Olmayan) Medical Devices Regulation / Class | ( Non Sterile)
ENISO 13485 Tibbi Cihazlar -~ Kalte Yonetim Sistemleri ~ Diizenleyici Amaglar I(;m Gerekh\lkler
Medical Devices - Quality Management Systems - Requirements For Regulatory
EN 13795-1 Cerrahi ys\\erve Griller — Gerekililer ve deney yontemleri — BGiim 1: Cerrahi Tieroos anluklerlSurglcal
clothing and drapes - Requirements and test methods - Part 1: Surgical drapes and g
TS EN 14126 Koruyucs gyecarior - Enfokif sjanara Kar: Koruyuce giyecekir iin perfomans kuraio ve deney mefotian
IProtective clothing - Performance requirements and tests methods for protective clothing against infective agents
N ISO 13688 Koruyucu i ozellikler- - General
TS EN 14605+A1 Koruyucu giyecekler - Sivi kimyasal maddelere kars: - Viicudun sadece bir kismina koruma saglayanlar (tip
pb (3] ve tip pb [4]) dahil, baglant yerleri sivi gegirmez (tip 3) veya sprey gegimez (tip 4) giyecekler igin performans ozellikleri-
Protective clothing against liquid chemicals - performance requirements for clothing with liquid-tight (Type 3) or spray-tight (Type
4) connections, lncluﬂlng items providing protection to parts of the body only (Types PB [3] and PB [4])

TS EN 13034+A1 Sivi kimyasal maddelere kars: koruyucu giyecekler - Sivi kimyasal maddelere karsi siniri koruma saglayan
koruyucu giyecekler r'ormans kurallart (tip 6 ve tip pb [6] donanimi)- Protective clothing against liquid chemicals —
Petmancs requiremonts for chemicalprfsciive ceihing ofleing Imied prteciie paromance againetaud chemicald

pe 6 and Type PB [6] equipment)
TS EN 1149-5 Koruyucu giysi - Elektrostatik GaalikerBOm 5 Malzame pefformansi ve tasarm gereksinimleri- Protective
clothing - Electrostatic properies — Part 5: Material performance and design requirements.
TS EN 150 15223.1 Tios Gihazlar - Tiobi Gihaz Etktlorinde, Etketiomede va Sundacak Bilgide Kullanilacak Semboller -
BGlim 1: Genel Gerekliikler / Medical Devices - Symbols To Be Used With Medical Device Labels, Labelling And information To
Supplied - Part 1: General Requirements
TS EN 1041+A1 Tibbi Cihaz imalatgilan Tarafindan Saglanan Bilgiler / Information Supplied By The Manufacturer Of Medical
devices
T8 EN 1073-2 Rl blagmasina keep Koruyicts iyal-Koem 2 Racyoekif aynimasina kars!
koruyucu giysi igin gerek leney metotlari- Protective clothing against radioactive contamination - Part 2: Requirements
o tost mothods for airtight protective clothing against separation of radioactive contamination
Sertifika No/ Certificate No: 2020- 13240
Sertifika Tarihi [Certificate Date:
Sertifika Bitis Tarihi /Certificate Expiration bm 1a 01.2022

Accredited System Certification Approval

al Brand

e
FC Global Certification Inspoction & Training Sorvices GmbH
Honenzolering 50, 50672 Kol / Germany

19



CERTIFICATES I I I

20

SERTIFIKA
CERTIFICATE OF REGISTRATION

Bu sertifika agagidaki kurulusa
This certificate has been awarded to the company

PRATIK iISTANBUL IG VE DI$ TICARET LIMITED SIiRKETI

SARIDEMIR MAH. RAGIP GUMUSPALA CAD. AHENK i§ HANI NO: 29 A
FATIH / ISTANBUL / TURKIYE

TS EN 13795+A1 :2013

Hastalar, klinik personeli ve donanimi igin tibbi cihaz olarak kullanilan cerrahi értiiler, dnlilkler ve temiz
hava giysileri-Ureticiler, islemciler ve iiriinleri igin deney yéntemleri performans gereksinimleri ve
performans diizeyi igin genel zellikler

ical staff and
and products, test methods,
and levels

Surglcal drapes, gowns and clean air suits, used as medical devices for patients, cli
- General i for

Uretilmekte olan driinlerin TS EN 13795+A1:2013 ¢
amaci ile asagidaki kapsamda verilmistir.
To document the conformity of the products produced to the TS EN 13795+A1:2013 standard are
given in the following scope for the purpose.

E
:
s
%

CERRAHI ONLUK ,ORTU SETI, KORUYUCU TULUM, ONLUK SETI, TEK KULLANIMLIK GEKET,
BONE,CERRAHI BONE VE GALO:!
SURGICAL GOWN, SURGICAL DRAPE SET, PROTECTIVE COVERALLS, SCRUB SUIT ,WARM
UP JACKET, MOB CAPS, BOUFFANT CAPS, SURGICAL CAPS, SHOE COVERS

Serllfka No. / Certificate No.: PC -2020-11400
itk Tarihi / Initial Certif Date : 18.01.2021
Sertifika Tarihi / Date of Certificate :18.01.2021
Bitig Tarihi / Expiry Date :18.01.2022
Belgelendirme Periyodu / Certification Period :1 Yil / Years

System Certification Approval
Certification Manager

IFC Global Certification Inspection & Training Services GmbH
Hohenzollernring 50 / 50672 Kéln / Germany
info@ifcglobal.de

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI
Ureticil Manufacturer PRATIK ISTANBUL IG VE DIS TICARET LIMITED SIRKETI

Adres /Adress SARIDEMIR MAH. RAGIP GUMUSPALA CAD. AHENK IS HANI NO: 29 A FATIH/ ISTANBUL / TURKIYE

Tolefon | Phone +30 532 645 21 21

il; info@zazamedical.com

Uriin ismi / Product Name
TEK KULLANIMLIK KORUYUGU TULUM DISPOSABLE PROTEGTIVE COVERALL

Uriin Tipi / Types of Product
TIP 1/2/3/4/5/6, LAMINASYONLU ve LAMINASYONSUZ / TYPE 1/2/3/4/5/6, LAMINATED and NON-LAMINATED

Bevan/Statement
Burada, AB tarafindan siniflandirilan Uretici, Dagitici / Temsilci olarak kendi sorumlulugumuz altinda, yukarida ismi ve modeli
gegen iirinlerin, (EU)2016/425 Kisisel Koruyucu Ekipmaniar Direktifi, 2001/95/EC (GPSD) Uriin Giivenligi Direkifi ve
Gnetmeliklerine uygun olarak dretidigini beyan ederiz.
Here, under the responsibility of the EU Classified Manufacturer, Distributor / Representative, it is declared that the products
mentioned above are manufactured in accordance with the (EU) 2016/425 Personal Protective Equipment Directive, 2001/95 / EC
(GPSD) Product Safety Directive and Turkhish regulations.

Direktif ve Yénetmelikler / Directives and Requlations
(EU) 2016/425 Kisisel Koruyucu Ekipmanlar Direkifi/ Personal Protective Equipment Directive
2001/95/EC (GPSD) Uriin Giivenligi Direktifi / Product Safety Directive

ri Markas / ial Brand
2a @hzave

armonize Standartlar | Harmonized Standards
TS EN 14126 Koruyucu giyecekler - Enfekif ajanlara kars: koruyucu giyecekler sin performans kurallari ve deney metotiari-
Protective clothing and tests methods for clothing against infective agents
TS EN 180 13962.1 Kats pargacars kars: Kllanian konuyuo gyeceKler - Boam 1- v e yayian ket porcaci Kimyasal
maddelero krs: vicudun tamamina koruma saglayan Kimyasal koryucu gyecekderi in peformans krallan -Protecive
clothing for use agalml solid p: for chemical protective clothing
viding protection to the full hody agalns( airbone solid particulate chemicals
TS EN 1303441 St Kimyasal maddelors Kars! Kouyoct gyecoklr - i Kimybeal maddolere kary st koruma saglayan
koruyucu giyecekler icin performans kurallar (tip 6 ve tip pb [6] donanimi)- Protective clothing against liquid chemicals
Performance requirements for chemica protective clothing offering limited protective performance against iquid chemicals
(Type 6 and Type PB [6] equipment)
TS EN 11495 Koruyucu giysi - Elekirostatk ozellikler - Bolim 5: Malzeme performansi ve tasanim gereksinimleri- Protective
clothing - Electrostatic properties ~ Part 5: Material performance and design requirements
TS EN ISO 13688 Koruyucu giyecekler-Genel ozellikler- Protective clothing - General requirements
N 14605+A1 Koruyucu giyecekler - Svi kimyasal maddelere karsi - Viioudun sadece bir kismina koruma saglayanlar (tip
ph [3] ve tip pb [4]) dahil, baglant yerleri sivi gegirmez (tip 3) veya sprey gecirmez (tip 4) giyecekler icin performans ozellikleri-
Protective clothing against liquid chemicals - performance requirements for clothing with liquid-tight (Type 3) or spray-tight (Type
) comneions ncluding fems providing potection Lo parts of the bocy only (Typos PE (3] anc B [4)
/ DIN 32781: 2010-08

Uriin

gegen
Koruyucu kiyafetier - pestsitero kers! koruyuc lyser
TS EN 1073-2 Radyoakif bulasmasina ars! Koruyucu giysi-Kisim 2: Radyoakif bulasmasinin ayrimasina karst havalanmayan
Koruyuct gys ign gerekilkler vo deney melotan- P Jthing againet - Part 2:
test methods for airtight protective clothing against separation of radioactive contamination
150 13485:2016 10w Chor Icin Kalite Yénetim Sistemi/ Quality Management System for el DTS
TS EN 1041+A1 Tibbi cihazlarla birlikte imalatgi bilgler/ I
medical devices

ifika Nof Certificate N 2020 13241
Sertifika Tarihi [Certificate Date:
Sertifika Bitis Tarihi /Certificate Exmrallon Datn 15 01.2022

Accredited System Certification Approval

IFC Global Certification Inspection & Training Services GmbH
Hohenzollerring 50 / 50672 Kéin / Germany.
d

SERTIFIKA
CERTIFICATE OF REGISTRATION

Bu sertifika asagidaki kurulusa
This certificate has been awarded to the company

PRATIK ISTANBUL iG VE DIS TICARET LIMITED SIRKETI

SARIDEMIR MAH. RAGIP GUMU$PALA CAD. AHENK i$ HANINO: 29 A
FATIH / ISTANBUL / TURKIYE

@Azn EAzAMED
TS EN 14126/AC:2004

Koruyucu giyecekler - Enfektif ajanlara kargi koruyucu giyecekler i¢in performans kurallan ve
deney metotlari- clothing - and tests methods for
protective clothing against infective agents

Uretilmekte olan drinlerin TS EN 14126/AC:2004 a irmek

amaci ile asagidaki kapsamda verilmistir.

To document the conformity of the products produced to the TS EN 14126/AC:2004 standard are given in
the following scope for the purpose.

CERRAHI ONLUK ,0RTU SETI, KORUYUCU TULUM, ONLUK SETI, TEK KULLANIMLIK GEKET,
BONE,CERRAHI BONE VE GALOS
SURGICAL GOWN, SURGICAL DRAPE SET, PROTECTIVE COVERALLS, SCRUB SUIT ,WARM UP
JACKET, MOB CAPS, BOUFFANT CAPS, SURGICAL CAPS, SHOE COVERS

:
0
E
;

Sertifika No. / Certificate No.:PC-2020-11401
itk Tarihi / Initi Date : 18.01.2021
Sertifika Tarihi / Date of Cemf ate :18.01.2021
Bitis Tarihi / Expiry Date :18.01.20;
Belgelendirme Periyodu / Certification Period :1 Yil/ Years

System Certification Approval
Certification Manager

IFC Global Certification Inspection & Training Services GmbH
Hohenzollemring 50 / 50672 Koln / Germany.
info@ifcqiobal de

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici/ Manufacturer
PRATIK ISTANBUL I VE DIS TICARET LIMITED SIRKETI
Adres /Adress
SARIDEMIR MAH. RAGIP GUMUSPALA CAD. AHENK IS HANI NO: 20 A FATIH/ ISTANBUL / TURKIYE
Telefon / Phone
+90 532 546 21 21

info@zazamedical.com

Bevan / Declaration
Burada, AB tarafindan siniflandirilan Uretici, Dagitici / Temsilci olarak kendi sorumlulugu altinda, asagida ismi ve
modeli gegen riinlerin, 93/42/EEC Tibbi Cihaz Direktifi ,2001/95/EC (GPSD) Uriin Givenligi Direktifi ve
yonetmeliklerine uygun olarak iiretildigini beyan ederiz.
Here, we declare that the products usted above are under i
Distributor / il 03/ EEC Modcat Devics Diective
and 2001/95/ EC (GPSD) Pt ‘Safety Direcive and Turkish reguiations.

Uriin ismi / Product Name
ISINMA CEKETI / WARM UP JACKET

¥ in Markasy/ Product Brand

A ZAZAMED

MEDICAL MEDICAL

Direktifler / Directives
2001/95/EC (GPSD) Uriin Giivenligi Direktifi - 2001/95/ EC (GPSD) Product Safety Directive
93/42/EEC Tibbi Cihaz Direktifi / 93/42/EEC Medical Device Directive

Harmonize Standartlar / Harmonized Standards

93/42/EEC Tibbi Cihaz Yénetmeligi /SINIF I (Steril Olmayan) Medical Devices Regulation / Class | ( Non Sterile)
EN ISO 9001:2015 Kalite Y6netim Sistemi-Quality Management System

EN ISO 13485:2016 Tibbi Cihazlar Igin Kalite Yonetim Sistemi / Quality Management System for Medical Devices

Semflka No/ Certificate No: 2020-13245
rtificate Date: 18.01.2021
Sertifika Blllg Tarihi /Certificate Expiration Date: 18.01.2022

System Certification Approval

European
mmissior
IFC Glabal Cartffcation Inspection & Training Services GmbH
iohenzollernring 50 / 50672 Koln / Germany

info@ifcgiobalde




EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici/ Manufacturer
PRATIK ISTANBUL IC VE DIS TICARET LIMITED SIRKETI

Adres /Adress
SARIDEMIR MAH. RAGIP GUMUSPALA CAD. AHENK IS HANI NO: 29 A FATIH/ ISTANBUL / TURKIYE
Telefon / Phone
+90 532 546 21 21

Mai
info@zazamedical.com

Bevan / Declaration
Burada, AB tarafindan siniflandirilan Uretici, Dagitici / Temsilci olarak kendi sorumlulugu altinda, asagida ismi ve
modeli gegen dirinlerin, 93/42/EEC Tibbi Cihaz Direktifi ve yenetmeiierine ygun olarak ireficigi beyan ederz
Here, we declare that the products listed above are
, Distributor / by the EU, in with |he 93/42/EEC Medical Device Dirsctivs
and Turkish regulations.

Oriin s Product Name
CERRAH| BONE / SURGICAL CAP

Uriiniin Markasi/ Product Brand

ZA ZAMED

MEDICAL MEDICAL

Direktifler / Directives
93/42/EEC Tibbi Cihaz Direktifi / 93/42/EEC Medical Device Directive

Harmonize Standartlar / Harmonized Standards
93/42/EEC Tibbi Cihaz Yonetmeligi / 93/42/EEC Medical Devices Regulation
EN 1SO 9001:2015 Kalite Yonetim Sistemi-Quality Management System
EN ISO 13485:2016 Tibbi Cihazlar igin Kalite Yénetim Sistemi / Quality Management System for Medical Devices

Sertifika No/ Certificate No: 2020-13244
i arihi /Certificate Date: 18.01.2021
Sertifika Bitig Tarihi /Certificate Expil

ion Date: 18.01.2022

roval
European
‘Commission
IFC Global Certfication Inspection & Training Services GmbH
Hot enm\lsmnng 50 /50672 Koln / Germany

info@ifcglobal.de

CERTIFICATES

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

i Manufacturer
PRATIK ISTANBUL |(; VE DIS T|CARET LIMITED SIRKETI

\dres /Adress
SARIDEMIR MAH. RAGIP GUMUSPALA CAD. 'AHENK IS HANI NO: 29 A FATIH/ ISTANBUL / TURKIYE
Telefon / Phone
+90 532 546 21 21

Mail:
info@zazamedical.com

Bevan / Declaration
Burada, AB tarafindan siniflandirilan Uretici, Dagitici / Temsilci olarak kendi sorumlulugu altinda, asagida ismi ve
modeli gegen iriinlerin, 93/42/EEC Tibbi Cihaz Direkiifi 2001/95/EC (GPSD) Uriin Givenligi Direkifi, (EU)
20161425 Kisisel Koruyucu Ekipmanar Direkif ve yinetmelikerine uygun olaak irelicigin beyan ez
Here, we dec\are that the products listed above are

under as

ibutor by the EU, in with the 93/42/EEC Medmsl Device Directive,

(EV) 201 5/425 Persona\ Protective Equipment Directive and 2001/95 / EC (GPSD) Product Safety Directive and
Turkish regulations.

Oriin ist Product Name
BONE / BOUFFANT CAPS

Uriiniin Markasy/ Product Brand

A AMED

MEDICAL TMEDICAL

Direktifler / Directives
2001/95/EC (GPSD) Uriin Givenligi Direktifi - 2001/95/ EC (GPSD) Product Safety Directive
93/42/EEC Tibbi Cihaz Direktifi/ 93/42/EEC Medical Device Directive
(EU) 2016/425 Kisisel Koruyucu Ekipmanlar Direktifi/ Personal Protective Equipment Directive

Harmonize Standartlar / Harmonized Standards
93/42/EEC Tibbi Cihaz Yénetmeligi /SINIF | (Steril Olmayan) Medical Devices Regulation / Class | ( Non Sterile)
EN ISO 9001:2015 Kalite Yonetim Sistemi-Quality Management System
EN ISO 13485:2016 Tibbi Cihazlar igin Kalite Yénetim Sistemi / Quality Management System for Medical Devices

Se ifika No/ Certificate No: 2020-13242
a Tarihi /Certificate Date: 18.01.2021
Semflka B is Tarihi /Certificate Expiration Date: 18.01.2022

System Certification Approval

IFC Global Certif
Hohenzollernring 50 / Gin / Germany.
infol

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici/ Manufacturer
PRATIK ISTANBUL IC VE DIS TICARET LIMITED SIRKETI
Adres /Adress

SARIDEMIR MAH. RAGIP GUMUSPALA CAD. AHENK I$ HANI NO: 29 A FATIH/ ISTANBUL / TURKIYE
Telefon / Phone
+90 532 546 21 21

Mai
info@zazamedical.com

) Beyan/Statement
Burada, AB tarafindan siniflandirilan Uretici, Dagitici / Temsilci olarak kendi sorumlulugu altinda, asagida ismi ve
modeli gegen iriinlerin, 93/42/EEC Tibbi Cihaz Direkifi 2001/95/EC (GPSD) Uriin Giivenligi Direkifi, (EU)
2016/425 Kisisel Koruyucu Ekipmanlar Direkifi ve yénetmelikierine uygun olarak iretidigini beyan adenz

Here, we declare !hat the producs sted above are under
i e EU, i with the 93/42/EEC Medical Device Dlrsctwe‘
(EV) Sotarss Perscr\al Protective Equipment Directve and 2001195 EC (GPSD) Product Safety Directive and
Turkish regulations.

Uriin ismi / Product Name
GALOS / SHOE COVERS

Oriin Tipi / Types of Product
HIJYENIK - LASTIKLI - SIVI GEGIRMEZ - TEK KULLANIMLIK - ZEMINDE KAYMA YAPMAZ
HYGIENIC - ELASTIC - LIQUID PROOF - DISPOSABLE —P.E-NONWOVEN -DOESN'T SLIP ON THE GROUND

Uriiniin Markas: / Brand Of The Product

Direktif ve Yénetmelikler / Directives and Regulations
2001/95/EC (GPSD) Uriin Giivenligi Direklifi / Product Safety Directive
93/42/EEC Tibbi Cihaz Direktifi / 93/42/EEC Medical Device Directive

(EU) 2016/425 Kisisel Koruyucu Ekipmanlar Direktifi/ Personal Protective Equipment Directive

Harmonize Standartlar / Harmonized Standards
93/42/EEC Tibbi Cihaz Yénetmeligi /SINIF | (Steril Olmayan) Medical Devices Regulation / Class | ( Non Sterile)
EN ISO 9001:2015 Kalite Yonetim Sistemi-Quality Management System
EN ISO 13485:2016 Tibbi Cihazlar igin Kalite Yénetim Sistemi / Quality Management System for Medical Devices

Senlﬂka Nol/ Certificate No: 2020-13243
arihi /Certificate Date: 18.01.2021
Sertlflka BIlI§ Tarlhl ICertificate Expiration Date: 18.01.2022

System ification Approval

European

‘Commission
IFC Global Certfication Inspection & Training Services GmbH
Hot anm\lsmnng 50 / 50672 Koln / Germany

info@ifcglobal.de
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