[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

UNdeHmudpukayus: ALTEA PLUS
Hueo Ha 3awyyuma O1+SRO
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, 4 Maii 2023, BaanaeH go 4 Mai 2028

Mpesog,

Ceptudukar Ne 0160 0413 23

To3u cepTUOUKAT ce NpUAPYKaea OT
TexHMYEeCKo NPUIOKEHME CbC CbLUMA HOMEP



INESCOP (noro)
TexHunuyecko npmnoxeHune CtpaHmuya 1 ot 5

EC Ceptudukar 3a usnursaHe Ha tuna Ne 0160 0413 23

1. OMWNCAHWME HA MOJENA

CbrnacHo TexHuuyeckua ¢ann Ha npoussoauTens, npoaykTbT "ALTEA PLUS" oTtroBaps Ha cneaHute
XapaKTePUCTUKM:

- PaboTHa 06yBKa 3a npodecnoHanHa ynotpeba

- PaspaboTeHa B cboTBETCTBUME CbC cTaHAapTa EN ISO 20347:2022

- Knacudukaums |

- Pasmepu Ha npounssoacTeo: oT 35 o 47

- BbHWHMAT BUA Ha MoAena e NoKasaH Ha cneHUTe CHUMKMN:
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2. ONUCAHME HA KOMMNOHEHTUTE

KomnoHeHTUTe, noanekawm Ha KoHTpoA cbrnacHo EN ISO 20344:2021, ca KaKTo cnegBa:

- FlopHa yacT: YepeH HeTbKaH TeKCTuA.

- MognnaTa Ha ropHaTa YacT: YepeH niaT J7aMUHUPaH C NAHa.

- MognnaTa Ha cTpaHU4YHaTa YacT: YepeH naaT NaMUHUPaH C NAHA.

- E3uk: TopHMAT maTepuran e nognaaTeH ¢ NAaT 3a nognaaTta U Nopect matepuan Mexay Tax.

- Bnoxkka: Abnara HenoasuXKHa BIOXKKA, M3paboTeHa OT YepBeH MAAT BbPXY CMH MOPECT matepuan u
nocneAHUAT Bbpxy 6exos nsat. ObKaHTeHa ¢ 651 wes.

- Ctenka: CMBa BNlaKHEHA HETbKaHa TbKaH OT BA1aKHA C rpanaBa CTPYKTypa M cuMBa nognnata Tun padums.

- Bropu nnact nogmeTka: Hama.

- Xoguno: YepHa nopecta EVA cbc cueu TPU BNOXKKM H NpeaHa YacT Ha NPpbCTUTE M 30HaTa Ha neTaTa.

- Bombe: Hama

- Bnoxka yctoumBa Ha NpoHMKBaHe: HAma.
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3. HMBO HA 3ALLUNTA

MpUAOKUMM TEXHUYECKN CTAHAAPTH:
- XapmoHusupaH ctaHgapt EN 1SO 20344:2021 "/InuHu cpeacTtsa 3a 3awmTa - MeTogm 3a M3NUTBaHe Ha
obyBKK".

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

NoTBbpPAEHN XapPaKTEPUCTUKMU:

O6yskata "ALTEA PLUS" oTroBapAT Ha:
1. BCWYKM OCHOBHM M3UCKBaAHMA, NOCOYEHM B TabamumTte 2 1 3 Ha cTaHgapTa EN I1SO 20347:2022.
2. [Jonb/iHUTeNHUTE U3MCKBAHMUSA, BKAOYEHM B Tabauua 14 Ha ctaHgapTa EN ISO 20347:2022, KouTo
Ca MOCOYeHU No-A0NY:
- MpaidpepHa nogmeTKa
- AbcopburpaHe Ha eHeprua B obnactTa Ha netaTa
- YCTOMYMBOCT Ha NAb3raHe BbpPXy KEPAaMUUYHU MIOYKM C FIULEPUH

- EnekTpuyecko cbnpoTmieHne (aHTUCTaTUUYHOCT)

3anucute 3a NpoBePKa Ha CbOTBETCTBMETO C NPUNOKMMUTE TEXHUYECKU CTaHOAPTU Ca OTpa3eHU B

cnegHUTE TEXHUYECKU OO0KNaAn:
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TECT OOKNAL Ne

O6wm N3NcKBaHus

LUsanarta obyBKa

BucounHa Ha caaTa C-22075349

34paBMHa Ha Bpb3KaTa MeXay casa n xogmno N/A

EproHOMMYHMN XapaKTePUCTUKM C-22075349

MpoTrBONAB3raLLM CBONCTBA C-22075349
C-22117262
C-23028031

Casa

34paBnHa Npu pasgupaHe C-23038033

MponycKAMBOCT Ha BOAHA Napa n KoepuumeHT N/A

Crenka

Abcopbuma n gecopbuus Ha Boaa C-22095398

YCTOMYMBOCT Ha U3HOCBAHE C-22095398

Bnoxka

JebenuvHa C-22075349

Abcopbuma n gecopbuus Ha Boaa C-22075349

YCTOMYMBOCT Ha U3HOCBAHE C-22075349

Moannara

34paBuHa Npu pasgupaHe C-22065999

YCTOMYMBOCT Ha M3HOCBaHe C-22065999

MponycKAMBOCT Ha BOAHA Napa u KoepuumeHT C-22065999

MoameTKa

JdebennHa C-22075349

Mpalidepu C-22075349

BucoumHa Ha rpandepute C-22075349

34paBuHa Npu pasgupaHe C-22075349

YCTOMYMBOCT Ha M3HOCBaHe C-22075349

YCcTOMYMBOCT Ha OrbBaHe C-22075349

YCTONYMBOCT Ha XMAPOAN3a C-22075349

34paBMHaA HA Bpb3KaTa Mexay cioeBeTe C-22075349

JonbaHUTENHN U3UCKBAHUA

LUsanata o6yBKa

EneKkTpmyecko cunpoTusneHme C-22117262

Abcopbauus Ha eHeprus B obnacTTa Ha neTaTa C-22075349

MpoTnBONAb3raly CBOMCTBA (KEPaMUUYHUN NJIOYKM + FULLEPUH) C-22075349
C-22117262

C-23028031
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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
- PedepeHTeH Homep Ha moaena
- MapTnga nnmn cepneH Homep
- [laTa Ha npou3BOACTBO (Mecel, 1 roanHa)
- EBponelicku Koa Ha ctaHaapTa EN ISO 20347:2022.
- CMBOIK, OTroBapsALLIM Ha Knaca Ha npeaoctaBeHaTa 3aumta (O1+SR)
Tasu MHpopmauma TpAbBa Aa O6bAe ACHO U NEePMaHEHTHO 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, NPU 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.



