[lpesod om aHanulicku e3ukK!

INESCOP (noro)

EC CEPTUTUDOUKAT 3A USMUTBAHE HA TUNA

LeHTbpbT 32 TexHonormmn u nHosauuu (INESCOP), HoTUdMLMpaH opraH ¢ peructpaumoHeH Homep 0160,
cbrnacHo Pernament (EC) 2016/425 ot 9 mapt 2016 r., yaocToBepssa, Ye CAEAHOTO JIMYHO NpeanasHo
CpeAacTBo:

Mpodykm: NpodecrmoHanHn 06yBKu B cbotBetcTBue ¢ EN I1SO 20347:2022

Udenmudpukayusa: ALICANTE
Hueo Ha 3auyyuma O1+SR+FO
Auzalin A
e 6uno npegmeT Ha M3NUTBaAHe OT TO3U HOTUPULMPAH OpraH U e 6MNo NPOBEPEHO, Ye OTroBapsA Ha
OCHOBHWTE M3NCKBaHMA Ha PernameHTa u NpuUnoxnmmute nmnckeaHms 3a JINcC kateropma 2.

3aaeumen: DIVISION ANATOMICOS S.L.
Persianas, 8
03630 SAX (Alicante)
UcnaHua

Enpa, 9 Hoemspu 2022, BaanaeH oo 9 Hoemspun 2027

Mpesog,

Ceptudumkar Ne 0160 0387 22
To3n cepTUdUKaT ce NpuapyKasa oT
TexHMYecKo NpuAoKeHne CbC CblLMA HoOMep
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1. ONMUCAHUE HA MOAEJA

CbrnacHo TexHuyeckus ¢damn Ha npoussoguTens, npoayktbT "ALICANTE" oTroBaps Ha cnegHute
XapaKTePUCTUKK:

- PaboTHa obyBKa 3a npodecroHanHa ynotpeba

- PaspaboTeHa B cbOTBETCTBME CbC cTaHAapTa EN I1SO 20347:2022

- Knacnopumkaums |

- Paamepu Ha npounssoacTso: ot 35 go 47

- BbHWHMAT BUA Ha MOoAdeN1a € NOKa3aH Ha cieaHnTe CHUMKU:
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2. OMUNCAHWE HA KOMMOHEHTUTE

KomnoHeHTUTe, noanekawm Ha KoHTpoAa cbrnacHo EN ISO 20344:2021, ca KaKTo cnegBsa:

- FlopHa yacT: YepeH nnat namuMHUpPaH € NAHa, NoANAAaTeH C YepeH nAaar.

- Aka: Hama.

- MopnnaTa Ha ropHata yacT: YepeH nnat JaMMHUPaAH C NAHA.

- MoannaTa Ha cTpaHWYHaTa YacT: CbLiaTta KaTo noAnaaTaTa Ha ropHaTa 4acrT.

- E3uk: TopHMAT maTepuan e nognaateH ¢ NaaT 3a NoAnaaTa U NOPecT maTepuas Mexay TAx.

- Bnoxka: Obara HenogBuyKHA B/IOXKKA, M3paboTeHa OT YepBeH MNaT BbpXy CMH MOPECT maTepuan u
nocaeaHUAT BbPXy 6eXKoB naart.

- Ctenka: Hama.

- Bropu nnact nogmeTka: Hama.

- Xoanno: YepeH nopecT NoAnypeTaH c YepBeHa NOIMMepPeHa B/OXKKa B 061acTTa Ha neTaTa. 3anb/iBaHe ¢
YyepBeH NopecT maTepuan.

- BNoKKa ycToMumMBa Ha NpOHMKBaHe: Hama.
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3. HMBO HA 3ALLNTA

MPUNOKUMMN TEXHUYECKM CTAaHOAPTU:
- XapmoHusupaH ctaHgapt EN 1SO 20344:2021 "/InuHu cpeactsa 3a 3awmTa - MeToam 3a M3NUTBaHe Ha
obyBKK".

- EBponelicku ctaHaapt EN ISO 20347:2022 "/InuHu cpeacTsa 3a 3almTa - lNpodecnoHanHun obysku".

NoTBbpPAEHN XapPaKTEPUCTUKMU:

O6yskaTa "ALICANTE" oTroBapsT Ha:

1. BCWYKM OCHOBHM M3UCKBaAHMA, NOCOYEHM B TabamumTte 2 u 3 Ha cTaHgapTta EN I1SO 20347:2022.
2. JonbaHUTENHUTE U3MCKBAHMUSA, BKAOYEHM B Tabauua 14 Ha ctaHgapTa EN 1SO 20347:2022, Kouto
Ca NOCOYEHU NO-A0NY:
- MpoTnBoxnb3rawa nogmeTka
- AbcopbupaHe Ha eHeprus B obnactra Ha neTaTa
- YCTOMYMBOCT Ha NAb3raHe BbPXY KEPAMUYHU NIOYKN C IINLEPUH
- EnekTpmyecko cbnpoTtmnsaeHme (aHTUCTaTUYHOCT)

- YCcTOMUYMBOCT Ha noAMeTKaTa KbM ropmsa M macna

3anucute 3a NpoBeEPKaA Ha CHLOTBETCTBMETO C NPUNOKMMUTE TEXHUYECKU CTaHOAPTU Ca OTpPa3eHU B

cnegHUTE TEXHUYECKU OOKNaau:
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TECT OOKNAL Ne

06w N3NCKBaHus

LUsanarta obyBKa

BucounHa Ha caaTa C-22095398

34paBUHA Ha Bpb3KaTa MeXAay Casa U XO0Ann0 Henpunoxumo

EproHOoM1YHM XapaKTePUCTUKMU C-22095398

MpoTnBoNAb3rawy CBOMCTBA C-22095398
C-22116796

CvoTtBetctBue ¢ PernameHT (EO) 552/2009 C-22065999
C-22095398

Can

34paBnHa Npu pasgupaHe C-22095398

MponycknMBOCT Ha BOAHA Napa n KoepuumueHT C-22095398

Moannara

34paBuHa Npu pasgupaHe C-22065999

YCTOMYMBOCT Ha M3HOCBaHe C-22065999

MponycknMBOCT Ha BOAHA Napa n KoepuumueHT C-22065999

Crenka

Abcopbuma n gecopbuus Ha Boaa C-22095398

YCTOMYMBOCT Ha M3HOCBaHe C-22095398

MoameTtKa

OdebennHa C-22095398

lpandepun C-22095398

BucouunHa Ha rpaindepute C-22095398

34paBuHa Npu pasgupaHe C-22095398
C-22116796

YCTOMUYMBOCT Ha M3HOCBaHe C-22095398
C-22116796

YCTOMUYMBOCT Ha OrbBaHe C-22095398
C-22116796

YCTONYMBOCT Ha XMAPOAN3a C-22095398

AonNbAHUTENHU U3NUCKBAHUA

LUsanata o6yBKa

EnekTpuyecko cbnpoTmBaeHMe (aHTUCTAaTUYHOCT) C-22116796

Abcopbauus Ha eHeprus B obnacTTa Ha neTaTa C-22095398
C-22116796

MpoTnBONAb3raly CBOMCTBA (KepPaMUUYHUN NJIOUYKM + FULLEPUH) C-22095398
C-22116796

Xoauno

YCcTONYMBOCT Ha ropmuBa U macna C-22095398

C-22116796
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3. MAPKMUPOBKA HA MPOAYKTA
CbrnacHo nNpoBepeHuTe XapaKTepUCTUKU Ha MoJena, BCAKa obyBKa TpsbBa ga 6bae mapKMpaHa Cbe
cnepHaTa MHbopmaLma:
- Mapkuposka CE (B cbotBeTcTBMe C uneH 30 oT PernameHT (EO) 765/2008)
- Pazmep
- UpeHTUdMKaUMOHEH 3HaK Ha Npoun3soauTens
- Agpec
- PebepeHTeH Homep Ha moaena
- MapTnga nnmn cepneH Homep
- [laTa Ha npou3BOACTBO (Mecel, 1 roanHa)
- EBponelicku Koa Ha ctaHaapTa EN ISO 20347:2022.
- CMBO/IK, OTroBapsALLM Ha Knaca Ha npeaoctaBeHaTa 3awmta (O1+SR+FO)
Tasu MHpopmauma TpAbBa Aa O6bAe ACHO U NEepPMaHEHTHO MapKMpaHa B CbOTBETCTBUE C KPUTEPUUTE,

YCTaHOBEHWU B NPUNOKUMUTE OUPEKTUBU U TEXHUYECKU CTaHOAPTU.

4. BANMAHOCT HA CEPTU®UKATA
EC CepTudwKaTa 3a M3NuUTBaHe Ha TUNa Lie 6bAe BaNMAEH CamMoO KaTo OPUrMHANEH JOKYMEHT U A0KaTo
YCNI0BUATA, NPY KOUTO € U3JajeH, He 6baaT npomeHeHu. Toi TpabBa Aa ce Bb3Npou3Bexaa 6e3 npomeHu.
HoTuouumpaHua orpaH TpsbBa ga 6bae MHPOpMMpaH 3a BCAKA NPOMAHA B KOMMOHEHTUTE WU

MH¢OpMaLl,MFITa, CbA4bprKalla ce B TeEXHNYECKOTO AOoCHe.



