Ilpesoo om anznuiicku esux!

INESCOP (i1oro)

EC CEPTUTU®UKAT 3A UBIIUTBAHE HA THUITIA

HenTbpbT 32 TexHonornu u uHopamuu (INESCOP), notuduiiupan oprad ¢ perucTpaldOHECH HOMeEp
0160, cwvrmacuo Permament (EC) 2016/425 or 9 mapt 2016 1., yaocTroBepsiBa, 4ye CJICIHOTO JHYHO
MpEena3Ho CPeaCTBO:
Ilpooyxkm: Pabomnu odyeku 3a npogpecuonanna ynompeoa 6
cvomeemcmeue ¢ EN ISO 20347:2022

Hoenmugpurxayusn: EVA SOFT
Huego na zawyuma OB+SR+E
Huzaitn A

¢ OMJIo TIpeMeT Ha M3MUTBAaHE OT TO3W HOTU(HIIMPAH OPTaH U € MMPOBEPEHO, Y€ OTroBaps Ha OCHOBHUTE
n3ucKBaHus Ha PernamenTa u npunoxumute uznuckanus 3a JITIC kateropus 2.

3aseumen: DIVISION ANATOMICOS S.L.
Persianas, 8
03630 SAX (Alicante)
Hcnanusa

Enna, 4 Mapr 2024, Banugen no 5 Mapt 2029

[IpeBoa HampaBeH OT: NOAMUC U MeYat OpurunaineH cepTu(UKaT MOAMNUCAH OT:
IToanuc mn meuar

Ceprudpukar Ne 0160 0298 20 U3nanue 2

To3u cepTudukar ce npuapyxapa ot
TexHn4YecKo MPUIIOKEHHUE ChC CHIIUI HOMEP
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Texanuecko mpunoxenune Crpanuna 1 ot 5

EC Ceprudukar 3a uznurpane Ha tuna Ne 0160 0298 20 Uznanue 2

1. OIIMCAHME HA MOJEJIA

CwriacHo TexHu4Yeckus (aiin Ha mpousBoautelis, poaykTsT "EVA SOFT" otroBaps Ha cnenHuTe
XapaKTePUCTUKU:

- PabGotHa 00yBKa 3a mpodecHoHaIHA yIIoTpeda

- Paspabotena B choTBeTCTBHE ChC cTaHAapTa EN ISO 20347:2022

- Knacuduxarms 11

- Pa3mepu Ha nmpousBoAcTBO: OT 35 mo 47

- BraIIHMAT BU HAa MOJ€JIa € IMTOKa3aH Ha CJICIHUTEC CHUMKH:
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2. OIIMCAHME HA KOMIIOHEHTUTE

KomnonenTtute, nomexamy Ha kKoHTpoa ceraacHo EN ISO 20344:2021, ca kakTo crnezsa:

- T'opna wact: bana, mopecta EVA.

- Ska: Hama

- Ilognmara Ha ropHaTa yact: Hsama.

- Iloamuara Ha ctpaHuuyHaTa yactT: Hsama.

- E3uk: Hama.

- Broxka: CHH KJIEThYCH MOJUYPETaH ¢ 0€KOBa HETHKaH TEKCTHUIL.
- Crenka: Hama.

- Bropu mnact noamertka: Hsma.

- Xoguno: bsna, nopecta EVA.

- 3ammurHo O0oMOe: Hama

- Bunoxka ycroliuuBa Ha npoHukBaHe: Hsma.
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3. HUBO HA 3ALIWUTA

HpI/IHO)KI/IMI/I TEXHUYCCKU CTaHAAPTHU:

- Xapmorm3upad ctagaapT EN ISO 20344:2021 "JIuuau cpencTsa 3a 3ammra - MeToau 3a U3MHUTBaHE Ha
00yBKH".

- Epometicku cranmapt EN ISO 20347:2022 "JIuunu cpenctsa 3a 3amura - Pabotan o0yBku".

IloTBBpACHU XapaKTCPUCTHUKH:

Oo6yskara "EVA SOFT" otrosapsr Ha:

1. Bcuyku OCHOBHM M3WCKBaHUSA, TOCOYEHHU B Tabiuiute 2 Ha ctangapta EN ISO 20347:2022.
2. JlOrbIHUTEITHUTE U3NCKBaHUs, BKItoUeHH B Tabnwmum 13 u 14 Ha cranmgapra EN ISO 20347:2022,

KOHUTO Ca NOCOYUCHU ITO-A0JTYy:

- AOGcopOupaHe Ha eHeprus B 00JIacTTa Ha TieTara

- VcToituuBocT Ha MPUILTB3BAHC BBPXY KEPAMHUYHH TIJIOYKU C TTIUILCPOJT
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[1OTBEPACHU XaPaKTEPUCTUKH (ITPO):

3anucure 3a MMpOBCPKa Ha CBHOTBCTCTBUCTO C MPWIOKHUMUTC TCXHUYCCKU CTAaHAAPTU Ca OTpPAa3CHU B

CIICAHUTC TCXHUYCCKHU JOKJIaaM:

TECT JOKIJIA L Ne

OO0 U3UCKBAHUA

HsiaTa o0yBKa

Bucouuna nHa casta C-20100360

EpronomMudHn XapaKTepUCTHKH C-20100360

[IpoTuBOIITB3TaIIM CBOKWCTBA C-24029712

besppegnoct C-24029712

Can

Jlebennna C-19097764
C-20100360

3npaBuHa NpH pa3aupaHe C-19097764
C-20100360

YcTOWYMBOCT Ha OT'bBaHE C-19097764
C-20100360

BobTpemna nmoamiara

AGcopOLus u necopOuus Ha Bojia C-24029712

Y cTOWYHBOCT Ha N3HOCBAHE C-24029712

ITonmeTka

Jlebenuna C-20100360
C-24029712

Bucounna Ha rpaiidepure C-20100360
C-24029712

3apaBuHA NIPH pa3aupaHe C-20110882

Y CTOWYHBOCT Ha N3HOCBAHE C-20110882

YcroiiunBOCT HA Or'bBaHe C-20110882
C-20110882
C-24029712

JoNbJIHUTEIHH H3UCKBAHUS

Hsanara o0yBka

AGcopOariys Ha eHeprus B 00J1acTTa Ha IeTara C-20100360
C-24029712

Y CcTOUMBOCT Ha IPUILTB3BaHE (KEPAMHYHH IJIOYKH + TIIMIEPUH) C-24029712

Poligono Industrial Campo Alto. C/ Alemania, 102 - Aptdo. Correos 253 - 03600 Elda, Alicante (Espana)
Tel. + 34 965 395 213 - inescop@inescop.es - www.inescop.es



INESCOP (iroro)

Texuudecko npmnoxenue Ctpaduma 5 ot 5

EC Cepruduxar 3a uznurpane Ha tuna Ne 0160 0298 20 Uznaunue 2

3. MAPKHNPOBKA HA ITPOAYKTA

ChriacHo TPOBEpPEHUTE XapaKTEPUCTHKH Ha MOjeia, Bcska OOyBKa TpsiOBa Ja ObJe MapKupaHa ChC
cienHarta HHGOpMaLus:

Mapxkuposka CE (B crotBetcTBHE ¢ uieH 30 ot Pernament (EO) 765/2008)

Paszmep

WnenTrdukanmoHeH 3HaK Ha IPOU3BOJUTEIIS

Anpec

Pedepenten Homep Ha Mozena

[MapTuna unm cepueH HoMep

Jlara Ha pOM3BOACTBO (Mecel U TOANHA)

EBponeiicku kog Ha crangapta EN ISO 20347:2012.

CuMBouH, OTrOBapsIIY Ha Ki1aca Ha rpenoctaBeHara 3amura (OB+SR+E)
Ta3u unpopmanus TpsOBa na ObAe SCHO W TIEPMAHEHTHO MapKHpaHa B CHOTBETCTBHE C KPUTEPHHTE,

YCTAaHOBCHU B IPHUIIOKUMHUTEC JUPCKTUBU U TEXHUYCCKU CTaHAAPTH.

4. BAJIMAHOCT HA CEPTU®UKATA
EC Ceprtudukara 3a u3nuTBaHe Ha THIIA 1I¢ ObJIc BAIMJICH CAMO KaTO OPUTHHAJICH JOKYMEHT M JIOKaTo
YCIIOBUSITA, TIPY KOUTO € M3/1aJIcH, He ObaaT npoMeHeHu. Toll TpsiOBa /1a ce Bh3IPOU3BEkKIa 0€3 IPOMEHH.
Hotudunupanuss orpan TpsOBa na Obae WHPOpPMHpPaH 3a BCAKA NPOMSIHA B KOMIIOHCHTHTE WIIU
nH(pOpMAIUATA, ChABPKAIIA CE B TEXHHYECKOTO JTOCHE.

Ta3u Bepcus akTyan3upa ¥ OTMEHs] BCUUKH [IPEIUIIHNA BEPCUH.
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