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0718 YKPAUHCKUX mo8apoes

lIpokoweea Anna AHamonbesHa

Aupekmop no cepmugpukayayuu npoodyKyuu
000 «GLOBAL CERTIFIC»

MexcoyHapoOoHsbiii ayoumop DEKRA no ISO 9001
ayoumop rno oyeHKe coomeemcmaus npooyKyuu
mpe6oeaHuam Esponelickux Jupekmue SZUTEST
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3akoHoaatenbcTBo EC, KOTOpoOe ycTaHaBAMBaeT TpeboBaHMA K
NPoAYKLUMU, MOCTAaBNAEMOMN HA EBPONENCKMUWN PbIHOK
MK MmapkumposKe CE

. Jdupekmuesl nobanbHo20 noodxooa
. Jdupekmussi Hoeoz2o nooxooda

ANpeKTnUBbl YCTaHaBINBAKOT obA3aTenbHblE npaBuia, NnpnMmeHAaemble K

KaTeropuam Wam rpynnam Ms3gaenuin, a TakxKe Tpebyembie npoueaypbl
NOATBEPKAEHMA COOTBETCTBUA

* InpeKkTuUBblI HaxoAATCsA B cBOHOAHOM AOCTyne Ha canTe EBponerickon
Komuccuum

* http://ec.europa.eu/enterprise/policies/europ
ean-standards/documents/harmonised-
standards-legislation/list-references
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[lepedeHb rpynn npoaykumn n dupektns EBponenckoro Cotosa,
npegycmarpuBaroLLnX MapkupoBKy 3Hakom CE

*  HusKoBonbTHOE 060pyaoBaHUE
(aneKTpoTexHuyeckue n paauoTexHUyeckme
nspenus, B T.4. bbiTosble) (LVD)

* 2006/95/EC

*  JNeKTpomarHuTHaa coBmectumoctb (EMC)
* 2004/108/EC

*  MauwwuHbl U mexaHusmbl (MD)

* 2006/42/EC

* CpepactBa uHgusmuayanbHom 3awuTobl (PPE)
* 89/686/EEC

*  CrpoutenbHblie usgenus (CPD)

*  PernameHT 305/2011/EU

* O6opypoBaHue, pabortatowee nog,
AasneHuem (PED)

e 97/23/EC

*  WUrpywku (TOYS)

* 2009/48/EC

* MepauuuHckoe o6opyaoBaHue (MDD)
* 93/42/EEC

*  AKTUBHbIEe MMNZIAHTUPYEMble MeAULMHCKUue
usgenusa (AIMDD)

* 90/385/EEC
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MeauuunHckue nsgenums in vitro (IVDD)
98/79/EC

Mpoaykuua ana npumeHeHUA BO
B3pbiBOONAaCHbIX cpepgax (ATEX)

94/9/EC
N3meputenbHblie npubopbl (MID)
2004/22/EC

CpeacTBa pagmMocBA3mn U
Te/IeKOMMYHUKALMOHHOE 060pyaoBaHue
(R&TTE)

1999/5/EC

MporynouHbie cyaa (RCD)
94/25/EC

Nudrtbl (LIFTS)

95/16/EC

O60opyaoBaHMe KaHATHbIX gopor ana
nepeBO3KU N0aen

2000/9/EC

Xumunueckue sewecrsa (REACH)
PernameHT REACH

ABTOMO6UAbHaA npoaykuua (E-mark)
72/245/EEC*2009/19/EC
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6 stePs To C € MARKING

STEP 1 - Identify the directive(s) and harmonised
standards applicable to the product

There are more than 20 directives setting out the product categories
requiring CE marking. The essential requirements that products have
to fulfil (e.g. safety) are harmonised at EU level and are set out in gen-
eral terms in these directives. Har d Europ d
are issued with reference to the applied directives and express in
detailed technical terms the essential requirements.

I
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STEP 2 - Verify the product-specific
requirements

It is up to you to ensure that your product complies with
the essential requirements of the relevant EU legislation.
Full compliance of a product to the harmonised stand-
ards gives a product the “presumption of conformity”
with the relevant essential requirements. The use of har-
monised standards remains voluntary. You may decide to
choose other ways to fulfil these essential requirements.

STEP 3 - Identify whether an
independent conformity assessment is
required from a Notified body

Each directive covering your product specifies whether an
authorised third party (Notified Body) must be involved in the
conformity assess-ment procedure necessary for CE marking.

This is not obligatory for all products, so it is important to check
whether the involvement of a Notified Body is indeed required.
These Bodies are authorised by national authorities and officially “noti-
fied” to the Commission and listed in the NANDO (New Approach Notified
and Designated Organisations) database.

STEP 6 - Affixation of the CE marking to your product and
EC Declaration of Conformity

The CE marking must be affixed by the manufacturer, or by his author-
ised representative within the EEA or Turkey. It must be affixed accord-
ing to its legal format visibly, legibly and indelibly to the product or
its data plate. If a Notified Body was involved in the production con-
trol phase, its identification number must also be displayed. It is
the manufacturer’s responsibility to draw up and sign an “EC
declaration of conformity” proving that the product meets
the requirements. That’s it! Your CE-marked product is

ready for the market.

STEP 5 - Draw up and keep available
the required technical documentation

The manufacturer has to establish the technical docu-
mentation required by the directive(s) for the assess-
ment of the product’s conformity to the relevant require-
ments, and for the risk assessment. Together with the
EC declaration of conformity, the technical documenta-
tion must be presented on request to the appropriate
national authorities.

STEP 4 - Test the product and check its
conformity

Testing the product and checking its conformity to the EU legis-

lation (Conformity Assessment Procedure) is the responsibility of

the manufacturer. One part of the procedure is, as a general rule,

a risk assessment. By applying the relevant harmonised European

standards, you will be able to fulfil the essential legislative requirements of
the directives.




6 WaroB YyKpanHCKMUX Npon3BoanNTENEN
ANA BbIXoAa Ha EBponencKkmn pbiHOK

9man 1 Onpedeaums dupekmusy EC u 2apMOHU3UPOBAHHbIE
CMaHOapmbi, pacnpocmMpaHaouwuecs Ha npPooyKyu.

Iman 2 Onpedenums ocobblie mpebosaHus, npedvasnaemsle K
npooyKyuu.

SIman 3 Onpedenums Heobxodumocmo rposedeHusn He3asucumoli
OYEeHKU coomeemcmeus HomuguyuposaHHbIE OP2aHOM.

SIman 4 Mpomecmuposams npodyKyUIo U nposepums ee
coomeemcmeue 2apMOHU3UPOBAHHbLIM esponelickum cmaHéapmanm.

Iman 5 cocmasumes ¢aiin mexHu4yeckoii doKymeHmayuu.

Iman 6 pasmewieHue CE MapKupoeKu Ha npodyKyuIo U 8binycK
HAeknapayuu o coomeemcmeuu Hopmam CE.
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PopmupoBaHue TexHn4yeckoro pamna

* TexHu4yecKas OOKymeHMauyus, KaK rnpasuso, 8KaA4Yarom 8 cebs:
v’ TexHUYecKoe onucaHue npoodyKyuu

v' Yepmexu, cxemsl U pomozpaghuu

v' Bedomocmes UCMOMb3YeMbIX MAMepPUAsios

v’ Cepmugukamel coomeemcmaus 0718 KpumuYeCcKUXx Cbipbesbix
mMamepuanos, Ucrosb3yemMsix 8 rpouecce npouszeoocmada

v’ [100pobHYyo UHGOPMayUo 0 At0bbIX MPOEKMHbIX pacyemax
v’ [lpomoKosibl ucribimaHuli
v' UHcmpykuyuu n1ub0o pyKosoodcmea nosab3o8amess o 3KCnayamayuu

v’ [1o0pobHY0 UHGOPMAUUA 0 KOHMPOsE KaYyecmad npu rnpoussoocmae unau
aKcrayamayuu o6opydo8aHus, 1a60pamMopHsIX UCbIMAHUAX U
K8asuguKayuu compyoHUKO8, OMCAEHUBAOWUX KAYEeCMB0
npouszsoocmaea obopyoo8aHuUSA

v UHpopmayuro 06 oyeHKe puckos Ha 3mMane HuUu3HeHHo20 YUKd
npooyKuuu

v’ [leknapayutro o coomeemcmauu EC
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®opmat TexHnyeckoro ¢pamnna

* TexHuyecKkul ¢palin 0onxceH bbimb 0ocmyneH 07149 KOHMPOAUPYHOUWUX
op2aHos8 cpokom 10 nem nocnae npedocmassneHus npooyKuyuu Ha pbiHOK EC

e TexHuyecKkul ¢patin 0onxceH bbimb «AKTYAJ/IBHBIM » u
«KOHTPO/IMPYEMBIM »

* TexHu4vecKul ¢alin He oba3amesnbHO 004 EeH HAX00UMbCA HA
meppumopuu EC, Ho 8 cay4ae 3anpoca yrnosHOMOYEHHbIU
npedcmasumess rnpouzsooumesis 0643aHO e20 npedocmasume.

* TexHu4vecKul ¢alin donxeH bbimb muwjamesibHO COCMAB/AEH, M.K 3mom
galin aeasemcsa 0CHo8oU 0418 NpUHAMUU peweHuUl KaK O CMOpPOHbI
HOMU@UUUPOBAHHO20 OP2aHA, MAK U CO CMOPOHbLI 0P2AHO8 PbIHOYHO20
Hao3opa.

* He npedocmasneHue mexHuU4YecKkoz2o ¢atisa 8 omeem Ha 060CHOBAHHbIU
3anpoc coomeemcmayruw,ux HayUOHA1bHbIX 0P2aHO8 MoXem 0ameb
OCHOBAHUSA 071 COMHEeHUU coomgeemcmaeuA npooyKUyUU Cyu,ecmeeHHbIM
mpebosaHuam [upekmussbl EC.
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[lpoueaypbl OLEHKU COOTBETCTBUA

*  Modynb A, BHymMpeHHUl KOHMPOsb MPou3e00cmaad,

HAeknapayua o Coomeemcmeauu CE (Declaration of Conformity CE)

*  Modynb Al, BHympeHHUl KOHMPOsb MPOU3800CMBA U KOHMPOAUpPyemble
ucrnsIMaHus npooyKyuu

*  Modynb A2, BHympeHHUli KOHMPOsb MPoU3800CMBA U KOHMPOAUPYeMble
ucnbIMaHusa npodyKyuu Yyepes cay4aliHble UHmMepsasbl pemMeHu

* Modyneb B, uccnedosaHue "CE" munosozo obpa3zua
 (Cepmugukam CE Certificate CE)

*  Modynb C, coomsemcmeaue murnosomy obpa3uy Ha ocHoge 8HymMpeHHe20
KoHmMposns npouzsoocmea , EC Declaration of Conformity to type

*  Moodyab C1, coomeemcmeaue murnogsomy obpa3yy Ha 0OCHo8e BHyMpPeHHe20
KOHMpPOA npou3soo0cmea U KoHmposaupyemoix ucneimarHuli npooykuuu (CE MARK
CE MARKING)

e Moodyab C2, coomsemcmeaue murnosomy obpa3uy Ha 0OCHo8e BHYMpPEHHE20
KOHMPOsAA Npou3so0cmaea U KOHMPOAUpPyemMbiX Npo8ePOK npodyKyuu Yyepes
cay4YaliHble UHMepaasbl 8pemeHu
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[Mpoueaypbl OLLEHKU COOTBETCTBUA

* Modynb D, cooTBeTCTBME TMNOBOMY 06pa3Ly Ha OcHOBe obecrneyeHns KayecTsa
NPOM3BOACTBEHHOrO NpoLLecca

* Modynab D1, obecneyeHne KayectBa Npoun3BoOACTBEHHOIO Npouecca

* Moodynb E, coOTBETCTBME TUNMOBOMY 0Opa3Lly Ha OCHOBE obecneyeHus KavyecTBa
NpPOAYKLMUU

* Modyne E1, obecneyeHne KayecTBa OKOHYATE/IbHOrO KOHTPONA NPOAYKLUN U
MCNbITAaHUNA

* Modynb F, cooTBETCTBME TUNOBOMY 06pasLy Ha OCHOBe BepuPUKaLUM NPOAYKLUN

* Modynb F1, cooTBeTCTBME Ha OCHOBE BepuPpuKauum npoaykummn (Ceptudumkar
CootBetctBua CE)

* Mooynb G, COOTBETCTBME Ha OCHOBE BEpUPUKaLUM eaAUHNLbI NPOoAYKLUK

e Moodynab H, cooTBeTCTBME Ha OCHOBEe NOJIHOTo obecneyeHMUa KayecTea

* Modynab H1, cooTBETCTBME HAa OCHOBE MNOMHOro obecrneyeHms KauyecTBa U KOHTPOAIA
NPOEKTMPOBaHUA
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Bbibop HOTUOULMPOBAHHOIO opraHa Ha oduLmManbHOM canTe EBpokomuccuu:
http://ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=n
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European
Commission

GROWTH

Internal Market, Industry, Entr

Legal notice| Contact | Search | ENglish (en) '

neurship and SMEs

European Commission > Growth » Single Market and Standards » Tools and Databases > Notified bodies Nando > Body
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Notified bodies
Nando

Country

Legislation

Construction products
Free search

Mutual Recognition
Agreements

Notifying Authority -

otifiedbody.main

AUDIOTEC SA

Spain

Single Market Industry Entrepreneurship |~ Access to finance Sectors
and Standards and SMEs for SMEs
ABCDEFGHIJKLMNOPQRSTUYWIXY!Z
Technical Assessment Body Approved bodv Art. 9
LVD body Recognised 3d party certification body PED Art, 13
User inspectorate PED Art. 14 Withdrawn/Expired/Suspended Notifications/NBs
» 0001-0100 » 0101-0200 » 0201-0300 » 0301-0400 » 0401-0500
+ 0301-0600 » 0601-0700 + 0701-0800 » 0801-0900 + 0901-1000
v 1001-1100 » 1101-1200 v 1201-1300 v 1301-1400 + 1401-1500
+ 1501-1600 v 1601-1700 » 1701-1800 v 1801-1900 + 1901-2000
» 2001-2100 v 2101-2200 v 2201-2300 v 2301-2400 v 2401-2500
v 2501-2600
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v NE 2169

v NB 2170 TECNOTEST AG Switzerland (MRA)

v NB 2171 ZEN - SERVIS, spol s r.o. Slovakia

v NB 2172 EERNER FACHHOCHSCHULE - ARCHITEKTUR, HOLZ UND BAU - Abtellung | Switzerland (MRA)

F+E

v NB 2174 CERTIND SA Romania

v NB 2175 SUCERT - RO SRL Romania

v NB 2174 Bureau Veritas Eesti Ol Ectonia

v NB 2177 ENTECSA RIGJA, S.L. Spdin

v NB 2179 KALITEST BELGELENDIRME VE EGITIM HIZMETLERI LTD. STI. Turkey

v ND 2181 V.L5. SRL Ttaly

v NB 2183 CODE INGENIERDS, 5.L. Spain

v NB 2184 ERA Laboratuvadan 4.5 Turkey

v NB 2187 FOTA Prof-Organlsation Technlscher Anlzgen Austria

+ NB 2188 ule Lt ik u. Architekty Swizzerland (MRA)

v NB 2189 Mobilne Laboraterium Techniki Budowlane] 5p. z 0.0, Polznd

v NB 2190 LN.C. SRL Ttaly

v NB 2101 Flurel Netherlands

v NB 2192 MMRA Ltd United Kingdom

v NR 2103 a?emc t/a FN1317.net United Kinadnm

v NB 2194 Leumann & Uhlmann AG Swizzerland (MRA)

» NB 2195 Szutest Teknik Kontrol ve Belgelendirme Hizmetleri Ticaret Limited Sirketi | Turkey

+ NB 2196 ERENNTAG Mordic A/S Denmark

v NB 214/ £aklad Elektronicznych Urzadzen Pomiarowych FOZYION Sp. 7 0.0 Folznd

v NR 2108 KR HEIIAS TN, Greare

v NB 2200 Siemic e, Uniled SLalzs
(MRA)
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deknapayua o coomeemcmeuu EC

S22
18029 Yakubovskogo street, 8
UKRMEDTEKSTIL Ltd Cherkassy Ukraine
FC. DFCI1 ARATION OF CONFORMITY
Manufacturer: UKRMEDTEKSTIL Ltd
Ukraine, 18029, Cherkassy: Yakubovskogo
Address: street 8.

03151, Kyiv: Ushinskogo street 21
«MERCURY MEDICAL DEVICES LIMITED»
C/O Bond Group LLP.The Grange, 100 High
Street, London, N14 6TB, United Kingdom
e-mail: mercurymdevices@yahoo.co.uk
Medical gauze swabs sterile

European Representative:

Product Medical gauze swabs with x-ray thread
sterile
(2ply. 4ply, 6ply, 8ply, 12 ply, 16ply, 24ply, 32ply)
2,5cmx2,5cm; 4cmx4cm; 4cmx2cm; 8cmx4cm;
Model Scmx5cm; 5cmx7,5cm; 6cmx7,5cm; 6,5cmx7,5cm;
7,5cmx7,5cm; 8cmx10cm; 10cmx10cm; 8cmx7,5cm;
10cmx*20cm; 12cmx5,5cm; 9cmx9cm; 10cmx6cm;
20cmx=20cm.
Classification: Class I(S), Rule 4 Medical Device Directive
: 93/42/EEC
Szutest Teknik Kontrol ve Belgelendirme
Hizmetleri Ticaret Limited Sirketi

Conformity Assessment Route: Notified Body number : 2195
GMDN Code: 48134

We herewith declare that the above mentioned products meet the provisions of the
following EC Council Directive and Standards (MDD/93/42/EEC).

DIRECTIVES

General Applicable Directive:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 Concerning
medical device (MDD/93/42/EEC+amendment 2007/47/EC)

EN ISO 13485:2012/AC:2012

EN ISO 14971:2012

EN 1041:2008

EN ISO 14155:2011

EN ISO 11137-1:2006 / AC: 2009
EN ISO 11137-2:2012

EN ISO 11607-1:2009

EN ISO 11607-2:2006

EN 14079:2003

EN ISO 10993-1:2009/AC:2010
16 May 2014
Cherkasy, Ukraine, Riabokon Oleg

General Director
UKRMEDTEKSTIL Ltd
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CMMACUBO 3A BHUMAHMUE!

NPUTTIALLIAIO K COTPYAHUYECTBY

lpokowesa Anna AHamMonbesHa

Aupekmop no cepmugpukayuu npooyKyuu

OO0 «GLOBAL CERTIFIK»

Ayoumop HomuguyuposaHHo20 op2aHa SZUTEST
Beodywuii ayoumop DEKRA no 1SO 9001

m. men. 050 420 09 63

m. men 067 565 72 15

E-mail : aprokosheva@gmail.com

E-mail : aprokosheva@szutest.com.ua
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