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CERTIFICATE

MEKITEM MEDIKAL KiIMYA TEMIZLIiK DIS TICARET
LIMITED SIRKETI

IHLAMURKUYU MAH. KIRKPINAR SK. NO: 6 A UMRANIYE/ ISTANBUL

KAPSAM : CEVRESEL DOKUNTU KITLERI VE ABSORBANLAR

SCOPE : ENVIRONMENTAL RASH KITS AND ABSORBERS

TS EN ISO 9001:2015
KALITE YONETIM SISTEMI

(QUALITY MANAGEMENT SYSTEM)

Kurdugunu ve uyguladigim1 belgelemekte ve EKOL tarafindan gercgeklestirilen denetim bu y6netim
sisteminin yukarida belirtilen standardin sartlarin1 kargiladigini dogrulamaktadir.

this management system meets the requirements of the following standard.

Sertifika Numarasi / Certificate Number : 9101927124
Sertifika Kodu / Certificate Code : MEKITEM
Sertifika Yayin Tarihi / Certificate Issue Date :09.08.2023
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 09.08.2024

% It certifies that it is established and implemented, and the audit performed by EKOL it confirms that
g Sertifika Periyodu / Certificate Period :1Yil/ 1 Year

RELGELENDIRME

ACCREDITED
IAC-MSCB-5044

Ekol Belgelendirme Sirketi

Maslak Mah. Maslak Meydan Sokak Beybi Giz Plaza No.1 Kat.15 D.55
00497 Saniyer  Istanbul / Tirkiye  Tel. +90 212 909 12 07 www.ekolbelgelendirme.com
Belgenin gecerlilik durumu https:/iwww.ekolbelgelendirme.com/sertifikaaral adresinden kontrol edilebilir,
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MEKITEM MEDIKAL KiMYA TEMIZLIiK DIS TICARET
LIMITED SIRKETI

IHLAMURKUYU MAH. KIRKPINAR SK. NO: 6 A UMRANIYE/ iSTANBUL

KAPSAM : CEVRESEL DOKUNTU KiTLERI VE ABSORBANLAR

SCOPE : ENVIRONMENTAL RASH KITS AND ABSORBERS

ISO 14001:2015
CEVRE YONETIM SISTEMI
(ENVIRONMENTAL MANAGEMENT SYSTEM)

Kurdugunu ve uyguladigimi belgelemekte ve EKOL tarafindan gerceklestirilen denetim bu ydnetim
sisteminin yukarida belirtilen standardin sartlarin1 karsiladigimi1 dogrulamaktadir.

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

Sertifika Numarasi / Certificate Number : 9101927122
Sertifika Kodu / Certificate Code : MEKITEM
Sertifika Yayin Tarihi / Certificate issue Date : 09.08.2023
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 09.08.2024
Sertifika Periyodu / Certificate Period :1vil/ 1 Year

TAC

ACCREDITED

|AC-MSCB-5044

kol/

BELGELENDIRME

. GUARANTEED

Ekol Belgelendirme Sirketi

www.ekolbelgelendirme.com OO SIS S5 s A A3 A3 A A3 AR 3 A5 SRS

Maslak Mah. Maslak Meydan Sokak Beybi Giz Plaza No.1 Kat.15 D.55
00495 Saniyer / Istanbul /Tirkiye  Tel. +90 2129091207 www.ekolbelgelendirme.com

Belgenin gegerlilik durumu https:/iwww.ekolbelgelendirme.comlsertifikaaral adresinden kontral edilebilir.
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CERTIFICATE

DECLARATION OF CONFORMITY c €

MANUFACTURER
NAME : MEKITEM MEDIKAL KIMYA TEMIZLIK DIS TICARET LIMITED SIRKETI

ADDRESS : IHLAMURKUYU MAH. KIRKPINAR SK. NO: 6 A IMRANIYE/ ISTANBUL TURKIYE

In our Delivered Version. we declare that the product described below complies with the essential safety and health
requirements of the Medical Devices Directive 93/42 / EEC. Annex-1 regulations as circulating by us. This declaration will
case to be valid if the product specified below is replaced.

Teslim Edilen Versiyonumuzda ayagida aciklanan iiriniin tarafimza dolagima sokuldugu seklivle Tibbi Cihazlar Direktifi
93M42/EEC yénetmeliklerinin EK-1 Temel giivenlik ve saglk gerekliliklerine uygun oldugunu beyan ederiz. Asagida
bilgileri belirtilen diriiniin degistivilmesi halinde bu beyan gecerliligini yitirecektir.

PRODUCT NAME:

SPILL KITS ABSORBANS / DOKUNTU KITLERI ABSORBANLAR
PRODUCT BRAND:

MEKITEM

RELATED DIRECTIVES:

98 /79 AT VUCUT DISINDA KULLANILAN TANI CIHAZLAR DIREKTIFi
98 /79 EC IN-VITRO DIAGNOSTIC DEVICES DIRECTIVE

Regulations Applied according to HARMONIZE STANDARDS:

EN ISO 13485:2016; EN ISO 62366-1:2015, EN ISO 14136:2004; EN I1SO 14254:2004, EN 1SO 15193:2009, EN ISO
15194:2009, EN ISO 14511:2003, EN ISO 14971:2019, EN ISO 15223-1:2016, EN 1SO 15223-2:2012, EN 18113-1:2011;
EN 18113-2:2011, EN ISO 18113-3:2011. EN ISO 15193:2009, EN ISO 13612:2002, EN ISO 13641:2002, EN ISO
13975:2003, EN ISO 14155:2011, EN ISO 14644-2:2000, EN 1041:2008+A1:2013

CLASSIFICATIONS : ANNEX III, EK III
CERTIFICATE NUMBER : 202018156
CERTIFICATE CODE : MEKITEM
CERTIFICATE ISSUE DATE : 09.08.2023

CERTIFICATE VALIDITY DATE : 09.08.2024

IAC

BELGELENDIRME

ACCREDITED
IAC-MSCB-5044

Ekol Belgelendirme Sirketi

Maslak Mah. Maslak Meydan Sokak Beybi Giz Plaza No.1 Kat.15 D.55
O O 4 9 9 Sariyer / Istanbul / Tiirkiye ~ Tel. +90 212 909 12 07 www.ekolbelgelendirme.com
Belgenin gegerlilik durumu https:/iwww.ekolbelgelendirme.com/sertifikaaral adresinden kontrol edilebilir.
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MEKITEM MEDIKAL KIMYA TEMIZLIiK DIS TICARET
LIMITED SIRKETI

IHLAMURKUYU MAH. KIRKPINAR SK. NO: 6 A UMRANIYE/ ISTANBUL

KAPSAM : CEVRESEL DOKUNTU KITLERI VE ABSORBANLAR

SCOPE : ENVIRONMENTAL RASH KITS AND ABSORBERS

TS ISO 10002:2014
MUSTERI MEMNUNIYETi YONETIM SISTEMi
(CUSTOMER SATISFACTION MANAGEMENT SYSTEM)

Kurdugunu ve uyguladigimi belgelemekte ve EKOL tarafindan gerceklestirilen denetim bu y&netim
sisteminin yukarida belirtilen standardin sartlarim karsiladigini dogrulamaktadir.

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

Sertifika Numaras: / Certificate Number : 9101927123
Sertifika Kodu / Certificate Code : MEKITEM
Sertifika Yayin Tarihi / Certificate Issue Date : 09.08.2023
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 09.08.2024
Sertifika Periyodu / Certificate Period :1Yil/ 1 Year

ACCREDITED
IAC-MSCB-5044
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Ekol Belgelendirme Sirketi %
B

Maslak Mah. Maslak Meydan Sokak Beybi Giz Plaza No.1 Kat.15 D.55

00498 Sanyer /Istanbul / Tirkiye  Tel. +90 212909 12 07 www.ekolbelgelendirme.com
Belgenin gegerlilik durumu https:/iwww.ekolbelgelendirme.com/sertifikaara/ adresinden kontrol edilebilir.

=



