EC DECLARATION OF CONFORMITY
CE UYGUNLUK DEKLARASYONU

Oretici : RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. $TI.

Manufacturer
Adres  : ATAKGY 7-8-9-10. KISIM MAH. COBANCESME E-5 YANYOL CAD. ATAKDY TOWERS A BLOK NO:20/1 BAKIRKOY / ISTANSUL

Address

Marka : RUSBEK
Brand

Rl

Urlin  : TEK KULLANIMLIK MEDIKAL MASKELER
Product : DISPOSABLE MEDICAL MASKS

DUKA

Uygulanan Yénetmelikler;
93/42/AT TIBBI CIHAZ YONETMELIGI
Sinif-1 Tibbi Cihazlar ( Steril ve dlgme fonksiyonu olmayan)

CEPTU

Applicable Regulations;
93/42/EEC MEDICAL DEVICES DIRECTIVE
Class | Medilcal Devices { non-sterile, non-measuring devices

ilgili Standartlar : TS EN 14683:2019, ISO 13485:2016

Related Standards

RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. $Ti. yukarida belirtilen Griinleri igin yukarida belirtilen
ilgili standart ve yonetmeliklerin tiim gerekliliklerini yerine getirdigini beyan etmistir.

RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. STi. declares that listed products meet the essential
requirements of above mentioned standards and directives

DM150620 Sertifika Tarihi : 15.06.2020 Bitig Tarihi : 15.06.2021
Certificate Date

Sertifika No :

Certifiate No Expiration Date
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The cartificate is valid for 3. a8 long as the systsm effectively maintained and
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ZERTIFIKAT - CBUAETENbCTRO

EC DECLARATION OF CONFORMITY
CE UYGUNLUK DEKLARASYONU

Oretici  : RUSBEK MEDIKAL MALZEME TIC. VE PAZ. LTD. $Ti.

Manufacturer
Adres  : ATAKOY 7-8-9-10. KISIM MAH. COBANGESME E-5 YANYOL CAD. ATAKOY TOWERS A BLOK NO:20/1 BAKIRKOY / ISTANBUL

Address

Marka : Rnusssx
Brand

Rt ]

Uriin  : TEK KULLANIMLIK MEDIKAL ELDIVEN
Product : DISPOSABLE MEDICAL GLOVES

93/42/AT TIBBI CIHAZ YONETMELI&I
Simif-1 Tibbi Cihazlar ( Steril ve 6lgme fonksiyonu olmayan)

Applicable Regulations; The following regulations have been applied to this product.

93/42/EEC MEDICAL DEVICES DIRECTIVE
Class | Medilcal Devices ( non-sterile, non-measuring devices )

RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. STi. yukarida belirtilen iiriinleri igin yukanida belirtilen
ilgili standart ve ynetmeliklerin tim gerekliliklerini yerine getirdigini beyan etmistir.

RUSBEK MEDIKAL MALZEME TIC. VE PAZ LTD. STI. declares that listed products meet the essential
requirements of above mentioned standards and directives

ifika Tarihi : 12.06.2020  Bitlg Tarihi : 12.06.2021
Expiration Date

Sertifika No : MG120620 Serti
Certifiate No Certificate Date




SERTIFIKA

CERTIFICATE

Bu sertifika asagidaki kurulusa

his certificate has been awarded to the company

RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. STi.

ICATO, iE#S,

ADRES : ATAKOY 7-8-9-10. KISIM MAH. COBANCESME E-5 YANYOL CAD, ATAKDY TOWERS A BLOK NO:20/1 BAKIRKDY / ISTANBUL

Uygulanmakta olan Kalite Yénetim Sisteminin
To certify that the implemented Quality Management Systen) complies with

£
ISO 9001:2015
] KALITE YONETIM SiISTEMI

EPT
&

o

Standardina uygunlugunu belgelendirmek amaci ile asagidaki kapsamda verilmistir.
For the activities described below

N

_%?‘*ﬂ -
C
-

KAPSAM : MEDIKAL URUNLERIN URETIMI VE SATISI
SCOPE  : PRODUCTION AND SALE OF MEDICAL PRODUCTS

 SertifikaNo - K120620 ~ Sertifika Tarihi : 12.06.2020  Bitis Tarihi : 12.06.2021
Certifiate No Certificate Date

Expiration Date

CERTIFICATE - ZERTIFIKAT - CBUAETENLCTBO -

Bu her yil ara denetimler yapildii strece 3 yil gecerlidi,
s e i ‘Wi inkacart com i den sorgulanabilir
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CERTIFICATE - ZERTIFIKAT - CBUAETENLCTBO -

SERTIFIKA

CERTIFICATE

Bu sertifika asagidaki kurulusa

This certificate has been awarded to the company
RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. $Ti.

ADRES : ATAKOY 7-8-9-10. KISIM MAH. COBANGESME E-5 YANYOL CAD. ATAKOY TOWERS A BLOK NO:20/1 BAKIRKOY / ISTANBUL

Uygulanmakta olan Medikal Cihazlar Kalite Yénetim Sisteminin
To certify that the implemented Medical Devices Quality Management Systemn complies with

ISO 13485:2016

MEDIKAL CIHAZLAR KALITE YONETIM SISTEMI

Standardina uygunlugunu belgelendirmek amaci ile asagidaki kapsamda verilmistir.

For the activities described below

e

KAPSAM : MEDIKAL URUNLERIN URETIMI VE SATISI
SCOPE  : PRODUCTION AND SALE OF MEDICAL PRODUCTS

 Sertifika No: M120620 Sertfika Tarihi : 12.06.:2020  Bitig Tarihi : 12.06.2021
Certifiate No Certificate Date Expiration Date
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CERTIFICATE - ZERTIFIKAT - CBUOETENbCTBO - K¢

KAT} CERTIEICATO. i

EC DECLARATION OF CONFORMITY
CE UYGUNLUK DEKLARASYONU

Uretici : RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. STi.

Manufacturer
Adres  : ATAKDY 7-8-9-10. KISIM MAH. COBANGESME E-5 YANYOL CAD. ATAKSY TOWERS A BLOK NO:20/1 BAKIRKDY / ISTANBUL

Address

Marka : RUSBEK
Brand

e

Urlin  : LAMINASYONLU VE LAMINASYONSUZ TEK KULLANIMLIK TULUMLAR
Product : LAMINATED ANS NON-LAMINATED DISPOSABLE OVERALLS

2001/95/EEC GENEL URUN GUVENLIGI DIREKTIFI

Applicable Regulations; The following regulations have been applied to this product.
2001/95/EEC GENERAL PRODUCT SAFETY DIRECTIVE

ligili Standartlar: EN 1149-1, EN 1149-5, EN 14126 (TYPE 5-B, 6-B)
Related Standards EN 1073-2, EN 14605/A1, EN I1SO 13982-1/A1 (TYPE 5)
EN ISO 31688, EN 14325 EN 13034/A1 (TYPEG )

RUSBEK MEDIKAL MALZEME TIC. VE PAZ. LTD. $T. yukarida belirtilen tiriinlerl Igin yukanda belirtilen
iigili standart ve ydnetmeliklerin tiim gerekliliklerini yerine getirdigini beyan etmistir.

RUSBEK MEDIKAL MALZEME TIC. VE PAZ. LTD. STi. declares that listed products meet the essential
requirements of above mentioned standards and directives

Sertifika No : MT150620 Sertifika Tarihi : 15.06.2020  Bitis Tarihi : 15.06.2021
Certifiate No Certificate Date Expiration Date

Bu belge her yil ara denetimier yapildid: siirece 3 yil gecaridi,
The certiicate Is vaid for 3 years as long as the system effectvely st e
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CERTIFICATE

é inka 5 SERTiFiKA

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

RUSBEK MEDIKAL MALZEME TiC. VE PAZ. LTD. STi.

ADRES : ATAKOY 7-8-9-10. KISIM MAH. COBANCESME E-5 YANYOL CAD. ATAK(Y TOWERS A BLOK NO:20/1 BAKIRKDY / ISTANBUL

Uygulanmakta olan Cevre Yonetim Sisteminin
To certify that the implemented Environmental Management System complies with

ISO 14001:2015

CEVRE YONETIM SISTEMI

Standardina uygunlugunu belgelendirmek amact ile asagidaki kapsamda veriimistir.
For the activities described below

KAPSAM : MEDIKAL URUNLERIN URETIMI VE SATISI
SCOPE  : PRODUCTION AND SALE OF MEDICAL PRODUCTS
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CERTIFICATION
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~ CERTIFICATE

BEYBi PLASTIK FABRIKASI SAN. A.S.

O

‘}@'@‘ M 'ﬂh‘wm%ng\

Yukarn Dudullu Org. San. B3l. 1. Cadde No:27 Dudullu / ISTANBUL

DSR BELGELENDIRME tarafindan denetlenmis ve uygulamakta oldugu
Bilgi Giivenligi Yonetim Sisteminin

oy 7,

sl
4 is audited by DSR Certification and appiied ,"‘;
V Information Security Management System meet the requirements of L%
) " @1
3 :
' 5
) standardina agagidaki kapsamda uymakta oldugu gozlenmigtir.
standard for the following activities.
. STERIL CERRAHI ELDIVENLER, MEDIKAL SARF MALZEMELER, MUAYENE ELDIVENLERI, EV ISLERI @
g ELDIVENLERI GUMRUK VE DIS TICARET ISLEMLERINI VE BU ISLEMLERINE ILISKIN LOJISTIK, DEPOLAMA, b
;-; ( MUHASEBE, FINANS VE BILGI ISLEM FAALIYETLERININ BILGI VARLIKLARI ILE BU VARLIKLARI KORUMAK ,J;
| \5
Sertifika No / Certificate No: ISMS-18.03.206 8
' 23.05.2018 23.05.2018 22.05.2021 @
‘el Sertifika Tarihi Sertifika Son Basim Tarihi Belgelendirme Periyodu Bitis M
@ Certificate Date Certificate Last Issue Date Tarihi )'-
: Caertification Period Expiration Date é
22.05.2019 .
\ Sertifika Gegerlilik Tarihi SoA: 19.03.2018 Rev.00 r,?
s Cm{ﬁcate Expiry Date ) o
ia = / 1
] DSIR 2
CERTIFICATION %
]
i 3 p— N
B TURKAK BDS NO i |
) YS-B106-6710 )
YYC2) FRO72 Yaym Tachi:18.04 2017 Rev No:00 Rev, Tarihi S Rev:00 / Revizyon Tanhi kg
ey - - )
Q@ - DSR ULUSLARARASI GOZETIM VE BELGELENDIRME HiZMETLERI LTD. §TI. r‘
‘g Yegilbaglar Mah. Egitim Sk No: 43 Daire: 2 Tek +90 216 606 06 35 PENDIK / ISTANBUL / TURKIYE & \1
gs/ E-mail: info@dsrgozetim.com - Web: www.dsrgozetim.com \=
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