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MSAL
CER.TIFICATION

ATTESTATION OF CONFORMITY
Certificate No: MDD - 124

ln coııJbrnıııııce to the Eıu,opetın llcoııonıic Conınıission 93iJ2/LiEC tr4eılic,tıl Deı,ices Diı,ectiva oıı
hrırnıoniscıüioıı ııf laıı,s, rcgıılulitıııs tıntl ıulnıiııistrtıliııe clrıcıınıcııtotioıı ııf' lı4enıbeı, Slutes oıı A,Ict!ic.ul
Deı'ices cıııtl liurııpecııı licononıic Conınıission diı,ective 93i68/lrlic cııııe nding A.Ieılic,al Deı,ices L)irecliı,e
dcıted 22 Jubı 199l,

tlıe pı,oducts ınanufactııı'ed by

CAM KONFEKSIYON VE SANAYI TICARBT LIMITEI)
SIRKETI

at the followiııg address

Hacıkadirleı, I(öyti Hacıkadirleı,Mevkii Kaııal Boyu Sokak No:3 Diizce
lSTANBUL / TURKEY

BN 13795-1:20|9 Surgical Clothing and Drapes - Requirements and Test
Methods - Part 1: Surgical Drapes and Gowns

Brand Name: CAM MASKE
Model: Çaııı 0l

(Standaı,d Perforıırance)are tested according to the fbllowing initial type tests by the
ııanufactı.ırer

For tlıe assessırreırt of coııforınity, the l'ollowing docuınents were also reviewed:
Laboratory test results foı, Microbial Peııetration (wet/dıy), Biobıırden,

Burstiııg and Tensile Stı,engtlıs (wet/dry)

tJNIVIIR.SAl- CtjR'l'lFI(-'ATlON has cvırluated production, design, inıended ııse, rislt evaltıation accoı,cling
to sal'ely puıpose. pı,ottuct itsell'and acld-cın components (il'cxists) ancl procluct tcchnical drarvings ol'the
surgicııl goıvns ınaırufiıcttıı,ccl ırncl dcsigncd lbı,ıısc to prcvcnt lhc transınissitın ol'inl-cctivc agcı-ıts bclrvccn
clinical stalTand patients cluring stırgical anıi otl-ıer iııvasivc procedures. Witlı this certillcale, it is approved
that thc 1ıı'otltıct liıl{lls all cssçntial ı,eqtıiı,cı-ı-ıents and thc rclatetl rules o1' 93l421DBC Medical Devices
Dircctive (MDD) Class l arc applicd. ']'he inlornrııtion uı tlıc packaging 1'or thc trl,ıovc listed protlucts covers
tlıe necessırry İnlornratioıı statcd iı,ı Anncx I, s\l3. otthc Mcdical Dcviccs Directive (93l42l|:iF,C) oı,Anııcx
I, §23. of the Medical Device [{egıılation (I]U) 20|7l745. This inlormıitioıı includes; perfbı,ınaııce level and
other relevant iır|-orı-ıratioır given in EN ISO l5223-|:20l6 and l]N l04l:2008+4l:20l3. lt is consiclered to
be suital-ılc to attach a CD nıark, trs sccn belorv, on your pıoclucts iıı accoı,clance rvith thc inlbrnıation given
in this certiljcale ıvilh publishing an lltJ Declaration ol'Conlbrn-ıity.

'['his certillcatc is isstıed oı"ı23l0512020 and valid ııntil 22105l202l ıvith the conditions llıat ııo charıge has
been ıırade ı.vith thc pı,odtıct rel'cı,ences and ı-ıo chaı-ıge in the productioıı proccss or ııot stıspentlcd oı,
withdrar.vn lbı, any retıson.

lSTANBUL _23l0512020

(( wMtl
Sııat I(ACMAZ

UN lVEI{SAL CEII,TI FICA"f IoN
Director

Veıily tlıe validity wiıh thc QR Codc

This certificate will be in üe absence of any changes in standaıd and legal terms, and wilh the surveillance audits to be concuted
annually following the surveillance audits, updating the publicationdate ıviüout changing the certificate number.
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MSAL
CER.TIFICATION

ATTESTATION OF CONFORMITY
Certificate No: MDD - l24

Iıı coııfbrnıoııce lı,ı the Eııropean licoııonıic Conınıission 93iJ2lLit|,C 1ı4eılic,ul I.)eyices Diı,ectiva rın
hornıonisaüioıı o.f'laıı,s, rcgııluliııııs uncl ıulnıiııistrtııiııe clrıcıınıeııtation ııf' ı\4enıbeı, Slutes oıı A,Ietlic,ul
Deı,ices aı,ıtl liurıryıeaıı [:)cononıic Conınıission cliı,eclive 93i68/lrlic unıe nding A.leılic,al Deı,ices Direcliı,e
dcıted 22 July ]Ç9j,

tlıe pı,oducts ınanufactııı'ed by

CAM KONFEKSIYON VE SANAYI TICARET LIMITEI)
SIRKETI

at the followiııg addı,ess

Hacıkadirler l(öyti Hacıkadirleı,Mevkii Kaııal Boyu Sokak No:3 Diizce
ISTANBUL / TURKEY

BN 13795-|z20l9 Surgical Clothing and Drapes - Requirements and Test
Methods - Part 1: Surgical Drapes and Gowns

Brand Name: CAM MASKE
Model: Çanı 0l

(Standaı,d Perforıırance)are tested according to the fbllowing initial type tests by the
ınanufactı.ırer

For tlıe assessırreırt of coııfoı,ınity, the following docuınents were also reviewed:
Laboratory test results foı, Miçrobial Peııetration (wet/dıy), Bioburden,

Burstiııg aııd Tensile Stı,engtlıs (wet/dry)

UNIVIlItSAl- CtjR'l'lFlCAI'lON has cvalutıted production, design, intended tıse, rislı evaltıation acccıı,cling
1o sal'ety puıpose. pı,otluct itsell'trnd ırcld-tın compt,ınents (il'exists) ancl procluct technical drarvings ol'thc
surgical goıvns ınaırufiıcttıı,ccl ırnrl dcsigncd lbı,ıısc to prcvcnt thc transınissitın ol'inlbctivc agcı-ıts bclrvcen
clinical stalTand patients cluring stırgical and otl-ıer iııvasivc procedures. Witlı this certil'icale, it is approvecl
that thc pı'otltıct liıl{'ils all csscııtial fequiıeıııents and thc rclated rules o1- 93l42lDBC Mcclical [)cvices
Dircclive (MDD) Class l arc applicd. ']'he inlorınıtion oır tlıc packaging for thc a[,ıovc listecl pıoducts covers
tlıe necessırry inlornratioıı statcd in Anııcx I, r\l3. oIthc Mcdical l)cviccs Directive (93l42||JF,C\ or Anı,ıcx
I, §23, of the Medical Device [{egıılation (I]U) 20|7l745. This infurmıitioıı includes; peı,fbrınaııce level and
other rclevant iır|'orı-ıration given in EN ISO l5223-|:20l 6 and l]N l 04l :2008+4 l :20l 3. lt is consiclcred to
be suital-ılc to attach a C[i nıark, trs sccn belorv, on your pı,oclucts iıı accoı,dance ıvith thc inlbrnıation given
in this certiljcate ıvilh publishing an lJtJ Declaration ol'Conlbrınity.
'l'his certillcatc is isstıed oı,ı23l0512020 and valid ııniil 22105l202l ıvith the conditions tlıat ııo charıge has
been ıııade ı.vith the pı,oduct rel'cı,enccs aırd no chaııge in the productioıı proccss or ııot slıspentlcd oı,
withdrarvn lbı, any retrson.

lSTANBUL 23l0512020

C( wMtl
Sııat I(ACMAZ

UN tVERSAL CEII,TI FICA"f IoN
Direçtor

Veıily the validiıy wilh the QR Codc

This certificate will be in üe absence of any changes in standard and legal terms, and with üe surveillance audits !o be concuted
annually follorving the surveillance audits, updating the publicationdate wiüout changing the certificate number.


