Ilpesoo om anznuiicku esux!

INESCOP (;10r0)

EC CEPTUTUOUKAT 3A U3IIMTBAHE HA TUIIA

HenTbpbT 32 TexHomoruu U uHoBanuu (INESCOP), HoTudunmpan opran ¢ peructparmoHeH
Homep 0160, cerimacuo Pernmament (EC) 2016/425 ot 9 mapt 2016 1., ynocToBepsiBa, 4e CIeIHOTO
JIUYHO MPENA3HO CPEICTBO:

IIpooyxkm: IIpodecuonannu o0yBku B cboTBeTcTBHE ¢ EN ISO 20347:2022

Hoenmuguxayua: JAVEA
Hueo na 3amyuma OB+SR+A+E+FO
Huzainn A

e OMJI0 mpeMeT Ha U3MUTBAHE OT TO3U HOTU(HUIMPAH OPTaH U € OMIIO0 TPOBEPEHO, Y€ OTrOBapPs
Ha OCHOBHUTE U3UCKBaHUA Ha PernamenTa u npunoxxumute nzncksanus 3a JIIIC kareropus 2.

3aseumen: DIVISION ANATOMICOS S.L.
Persianas, 8

03630 SAX (Alicante)
Ucnanus

Enna, 01 Mapt 2023, Baniunen no 01 Mapt 2028

ToBa e mpeBoa OT AHTTIMIICKHM €3UK Ha OpUTHHAIHUS cepTU(dUKaT oT McraHCKu e3HK.

[IpeBoabT € HanpaBeH OT: OpurunaneH ceptudukar MoAMucaH or:
IToanuc u meyar IToanuc u meyar
I'nmopust Yopo I'm36ept Amna Topo Ilanay

Cepruduxar Ne 0160 0404 23
To3u cepTudukar ce npuapyxkaBa oT
TexHUYeCKO NMPUIIOKEHHUE CHC CHIIHUS HOMED

INESCOP (s10r0)
Texuuuecko npunoxenue Crpanuna 1 ot 5



EC Cepruduxar 3a uanureane Ha Tuna Ne 0160 0404 23

1. OIIMCAHUME HA MOJIEJIA

B cphoTBeTCTBUE C TEXHUUECKATa JOKYMEHTALUS HA IPOU3BOAUTEN, IPOLyKThT ,,JAVEA” oTroBaps
HA CIEHUTE XapaKTePUCTUKHU:

- PabotHu 00yBKH 3a podecnoHamHa ynorpeda

- [IpoekTupanu B choTBeTCTBUE Che cTanmapTa EN ISO 20347:2022
- Knacuduxarms |

- [IpousBexaanu pazmepu: ot 35 no 47

- BpHIIHUAT BUJ HA MOZIeNIa € TTOKa3aH Ha cieqHuTe Gororpaduu:

INESCOP (;10r0)
TexHnuecko npunoxenue Crpanuna 2 ot 5

EC Cepruduxar 3a uanureane Ha Tuna Ne 0160 0404 23



2. OIIMCAHME HA KOMIIOHEHTUTE

Komnonenture, nomsiexamy Ha kKoHTpoJ1 cbriaacHo EN ISO 20344:2021, ca kakTo cienBa:

- T'opna yact: UepeH HETBKaH TEKCTUII C IIOKPUTHE.
- Slka: HaMa.

- Ho;[nnaTa Ha ropHara 4acT: HsiMa.

- Ho;[nnaTa Ha CTpaHU4YHAaTa 4acCT: HAMaA.

- E3uk: nmpoabikeHue Ha casita

- Bioxka: gaMa

- Crenka: Ilana, HeoTCTpaHMMa CTeNKa, U3padOTEHA OT YePBEHA ThKaH BbPXY CHH KIIEThUYCH
MaTepHal, BbpXy 0€X0oBa ThKaH.

- Bropu nmnact nogmetka: Hama.

- Xonwmno: YepeH KJIEThUCH MOJIMYpPETaH C YepBeHa MOJIMMEPHA BIOXKKA B 00J1aCcTTa Ha
neraTta. YepBeHa KieTbYHA MAaTEpUs 3@ IIBIHEK.

- Bnoxka ycroiiuuBa Ha ImpoHUKBaHe: Hsama.
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3. HNBO HA 3AIINTA

ITpua0XKMMH TEXHUYESCKH CTAaHAAPTHU:

- Xapmonwusupad ctangapT EN ISO 20344:2021 "JIuunu cpenctpa 3a 3anura - Metoau 3a
W3MHUTBAaHE HA OOYBKU'".

- Espomneiicku ctangapt EN ISO 20347:2022 "JIuunu cpeAcTBa 3a 3alluTa -
[Tpodecnonanam oOyBru".

IHoTBBpACHN XapaKTEPUCTUKHU:

Oo6yskara ,,JAVEA” otroBapst Ha M3UCKBaHUSITA:

1. Bcuuku OCHOBHM M3WCKBaHUs, TOCOUEHHU B TabnumnuTe 2 1 3 Ha crangapta EN ISO
20347:2022.

2. JlombJIHUTEIHUTE U3MCKBAHMUSI, BKIIIOUEeHHU B Tabnuna 14 Ha ctanmapra EN ISO
20347:2022, KOUTO ca MOCOYEHHU MO-J0ITY:

- [lommetka ¢ rpaiidepu

- AGcopOupane Ha eHeprusATa B 00JacTTa Ha meTara

- YCTONYMBOCT Ha MPUILTH3BAaHE BHPXY KEPAMUYHH IIJIOUYKH C TIUILEPUH
- Enextpuuecka ycToM4MBOCT (AaHTUCTATUYHOCT)

- YCTOMYMBOCT Ha TOPUBO Ha MOJMETKATa

3anucuTe 3a MPOBEPKa HA CbOTBETCTBUETO C MPUIIOKUMHUTE TEXHUUYECKU CTAaHJAPTH Ca OTPa3eHU
B CJIEIHUTE TEXHUYECKU JTOKJIIAIH:
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TECT JOKJIA Ne

OO0mu M3NCKBaHUSA

[saTa o0yBKa

I'opHa yacT Ha casta C-23027644

3/1paBrHA Ha BPB3KaTa MEXK/y TOPHATA YacT U IMOIMETKATa Henpunoxumo

EpronoMudyHM XapaKTepUCTUKN

[IpoTuBoOILTE3TAIM CBOKHCTBA (KEPAMUYHH TUIOYKH + TIIHIICPHH) C-23027644
C-22095398

CrotBerctBue ¢ Permament (EO) Ne 552/2009 C-22116796
C-23027650
C-23027644
C-22095398

Cas

3npaBuHA NPHU pa3AupaHe C-18124272

[IpormyckaMBOCT U KOSPHUIMEHT Ha BOJIHATA TTapa C-18124272

IToamaara

YCcTOWYNBOCT Ha pa3KbCBaHE C-23027644

YcTolunBOCT Ha N3HOCBAHE C-23027644

[TpomyckauBOCT Ha BOJHU Mapy U KOS(HUIIUEHT C-23027644

Brpanena crenka

JleOenuna C-23027650

Bononormbmane u gecopOuus C-22095398

YcToiunBOCT Ha N3HOCBAHE C-22095398

ITonmeTka

Jebennna C-22095398

3oHa Ha rpaidepure C-22095398

BucounHa Ha rpaiidepa C-22095398

31paBuHA NPU pa3aupaHe C-22095398
C-22116796

Y cTOMYUBOCT Ha U3HOCBAHE C-22095398
C-22116796

YcroitunBocT Ha OTbBaHE C-22095398
C-22116796

VYcToitunBocT Ha Xuaponu3a C-22095398

JlombIHUTeTHE H3UCKBAHUS

[saTa o0yBKa

EnexTpruyecko chIpOTUBIICHHE C-22116796

Abcop0banys Ha eHeprus B 00JacTTa Ha IieraTa C-22095398
C-22116796

[IpoTuBoOIUTE3TAIM CBOKHCTBA (KEPAMUYHH TUIOYKH + TIIHIICPHH) C-22095398
C-22116796
C-23027650

ITonmeTka

YcToltuuBOCT Ha TOPUBO C-22095398

C-22116796
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4. MAPKHNPOBKA HA ITPOAYKTA
ChriacHo MpoOBEPEHUTE XapaKTEPUCTUKU HA MOJIENIa, BCika 00yBKa TpsiOBa 1a Ob/ie MapKupaHa
ChC clleiHaTa MH(popMaIus:
- Mapkuposka CE (B crorBeTcTBUE ¢ wieH 30 ot Pernmament (EO) 765/2008)
- Pazmep
- UnenTudukanmoneH 3HaK Ha IPOU3BOIUTENS
- Anpec
- Pedepenten Homep Ha Mozena
- [TapTuaa uiam cepueH HoMep
- lata Ha MPOU3BOCTBO (Mecel ¥ TOIHA)
- EBponelicku kox Ha cranfapra EN ISO 20347:2022.
- CuMBOJIH, OTTOBAPSIIM HA Ki1aca Ha npefoctaBeHata 3ammura (OB+SR+A+E+FO)
Tasu uapopmanms TpsOBa 1a Ob/ie ACHO U IEPMAHEHTHO MapKUpaHa B ChOTBETCTBHE C

KPpUTCPUNUTE, YCTAHOBCHH B MPUITOKUMHUTEC JTUPEKTUBU U TCXHUYCCKHU CTAHAAPTH.

5. BAJIMAHOCT HA CEPTUDUKATA
EC Ceprudukara 3a u3nuTBaHe Ha TUMA IIe ObJC BAIMICH CaMO KAaTO OPUTHHAICH IOKYMEHT U
JIOKaTO YCIIOBUSATA, IPU KOUTO € U3/1ajieH, He ObJaT mpoMeHeHu. Toil TpsaOBa a ce Bb3MPOU3BEKIa
06e3 mpomenu. Hotmduimpanuss orpan TpsOBa ma Obae WHGOPMHUpAH 3a BCsIKa NPOMSHA B

KOMIIOHCHTUTC UJIN I/IH(l)OpMaI_[I/IHTa, ChAbpiKallla C€ B TCXHUYCCKOTO JOCHUC.
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