- CERTIFICATE of CONFO%MSTY

APPLICANT . SONIK MAKINA SANAY VE TICARET LTD.STI.
HASTANE MAH. MEHMET AKIF ERSOY CAD. NO: 14 I KAPINO: 1 ARNAVUTKOY! ISTANBUL

MANUFACTURER . SONIK MAKINA SANAY] VE TICARET LTD.STI.
- HASTANE MAH. MEHME T AKIF ERSOY CAD. NO: 141G KAPLNO: 1 ARNAVUTKOY! ISTANBUL

Product Name : 3 [AVERS SURGICAL MASK (FILTERED-UNFILTERED)
Product Classification . Class/

Applied Directive(s) : 93/42/EEC Medical Device Directive

This certificate has been issued according fo the voluntary application of the manufacturer. This certificate
i valid only for the product(s) in above mentioned. This certificate confirms that the decleration of conformity
which is prepared by manufacturer is available. It’s manufacturer’s sole responsibility to meet all the neccessary
conformity assessment activities according to 93/42/EEC Medical Devices Directive and related standards

or the mentionad product(s) before placing them on the market. It is the manucturer's responsibility to comply

a full technical file according to Annex VI of 93/42/EEC and the manufacturer is the responsible to take all

necessary actions before affixing CE mark on the product(s)

Date of issue of this cerlificate . 07.03.2022

Expiry date ©  05.03.2023
Cerlificate Number: 22.01.301-CE
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SONIK MAKINA SANAYi VE TiCARET LTD.STi.

HASTANE MAH. MEHMET AKIF ERSOY CAD. NO: 14 G KAPI NO: 1 ARNAVUTKGY/ ISTANBUL

Standurd
Standand

5 g 2 O 1 0 Quality Maﬂagemeﬂz Systems-Medical Devices

13

INSPECT assessed and approved that related firm meets the requirements of the designated standard at tad Sc0pe
INSPECT g kurutugun yukarida belirtilen standardin gereklerine uygunluguny Hgili kapsamida tetkik emis olup onaylamaktadin
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BAGCIKLI CERRAHI MASKE, GOCUK YUZ MASKESI, TELA GALOS, POLIETILEN GALOS. TELA KOLLUK, POLIETILIEN
KOLLUK, SPUNBOND TULUM, LAMINELI TULUM, SPUNBOND BONE, DUS BONES], MANIKUR BONESI, PEDIKUR
GALOS, KOLONOSKOPI SORTU, KISISEL KORUYUCU ONLUK, CERRAH ONLUK, SPUNBOND SEDYE GRT(SU,
POLIETILEN SEDYE ORTUS( VE STERIL SET VE ORTU URONLERI URETIMI VE SATIS| '

MANUFACTURING AND SELLING OF LACED MASK, CHILD FACK MASK. BUCKRAM OVERSHOE, POLYETHYLENE
OVERSHOE, BUCKRAM OVERSLEEVE. POLYETHYLENE OVERSLEEVE. SPUNBOND OVERALL, LAMINATED OVERALL,
SPUNBOND BONET, SHOWER BONET MANICURE BONET, PEDICURE OVERSHOE, COLGNGSCOEE( SHORTS, PERSONNE]
PROTECTIVE APRON, SURGICAL APRON. SPUNBOND STRETCHER COVER,

POLYETHYLENE STRETCHER COVER AND STERILE SET AND CPVER PRODUCTS e

EA/Category Code: A

Initial issue date: 07.Mar 2022

issiie date of this certificate’ 07 Mar2022
Validity of this certificate: 06.Mar2023
Recertification date: 08 Mar.2025
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Wliisternic ismi- ve-adnesi

SONIK MAKINA SANAYi VE TiCARET LTD.STi.

HASTANE MAH. MEHMET AKIF ERSOY CAD. NO: 14 iG KAPI NO: 1 ARNAVUTKOY/ ISTANBUL

INSPECT assﬁ'séed and appmveé that related firm meets the requiremnents of the designated standard at related scope
INSPECT ilgili kurulusun yukanda belirtilen standardin gerekierin uygunlugiuny ilgii kapsamada tethik elmis olup onaylamaktad.
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BAGCIKLI i‘ﬁRF’%ﬁ%H M%Kﬁ QSCUK YUZ MASKESI, TELA GALOS, POLIETILEN GALOS TELA K@LLI}K ?QL%EHL [EN

%OLLUX SPUNBOND TULUM, LAMINELI TULUM, SPUNBOND BONE, DU$ BONESI, MANIKUR BONESI, PEDIKUR
ALOS, KOLONOSKOPI I SORTU, Ki@iSEL KORUYUCU ONLUK, CERRHH ONLUK, SPUNBOND SEDYE ORTUSU,

?Qi ETILEN 36{3\”5 QR?USQ VE STERIL SET VE URTU URUNLERI URETIMI VE SATISI

MANUFACTURING AND SELLING OF LACED MASK, CHILD FACK MASK, BUCKRAM OVERSHOE, POLYETHYLENE
OVERSHOE, BUCKRAM OVERSLEEVE, POLYETHYLENE QOVERSLEEVE, SPUNBOND OVERALL, LAMINATED OVERALL,
SPUNBOND BOMET, SHOWER BONET. MANICURE BONET, PEDICURE QVERSHOE, {EGLONGSCOPY SHORTS, PERSONNE!
PROTECTIVE APRON, SURGICAL APRON, SPUNBOND STRETCHER COVER
POLYETHYLENE STRETCHER COVER AND STERILE SET AND CPVER PRODUCTS . ? o
EA/ batmry Code: 04-14
Initial issue date: 07.Mar2022

Issue date of this certificate: 07.Mar.2022
Validity of this certificate: 06.Mar.2023
Recertification date; 06.Mar.2025
Certiticate Neo: 22, m 3&? {}?ﬁ
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