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TO I'ENIKO NOXOKOMEIO HEIPAIA «TZANEIO»

"Eyovtag voyn:

1. Tig datdéets, OnmS 1yvLOLV:

1.1. Tov N. 4412/2016 «Anuocieg Zoppdaoeig Epyov, [Ipoundeidv kot Ynpeciovy
( ®EK 147/ 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounbetec @opéwv emomtevopevov and to Yrovpyeio Yyeiog kot
Kowaviking AAMNnAeyydng kot dAleg dotateg» (O.E.K. A" 134 / 18-6-2007).

1.3. Tov N. 2955/2001 «IIpounfeiec Nocokopeimv kot Aomadv povadmv vyeiog tov e X.Y.
Kot GAAeg dtataelgy (P.E.K. A" 256/ 2-11-2001), énwg Tpomomopuévos toyveL.

1.4. Tov N. 2362/1995 «IlIepi Anpociov Aoyiotikov, eEAEyyov TV damavav tov Kpdrtovg kot
dAleg dwutdecy (O.E.K. A" 247 /27-11-1995), dnwg woyvet.

1.5. Tov N. 4152 /2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [opaypapog Z : TIpocappoyn g
EMnvikng NopobBeoiog oty odnyio 2011 / 7 g 16-2-2011 yio v katomoAéunon tov

KaBLGTEPNCEMV TANPOUDV GTIG EUTOPIKEG CUVOAALLYEC.

1.6. Tov N. 4605 /01-04-2019 apBpo 43, Iapdypapog 7 ay.



HPOXKAAEI

Kdabe evorapepduevo, va koatabéoel Tpospopd yio Tpoun el VAIK®OV [Ee KPUTplo
KATOKOP®ONG TN youniotepn Tpfq 1 omoio Oa givor ion 1M pkpotepn TOVL
tehevtaiov mapaTnpnINpiov THOV, OTOS AVTO OVOPTATOL GTNV 1GTOGEAMON NG

Emitpomnic [Ipoundeiov Yyeiag.

Awoiopo Zoppetoyng otn owdikacio £(ovv ol avapeEPOUEVOL KATMOTEP®, EPOCOV
aoKOUV eumoptkn M Prounyovik N Ploteyvikn OpoaocTnplOTTO GLVOEY UE TO
avtikeipevo g mpoundbewog: o) Ola o Quokd 1M VOoUkd TpOcOTO, MUESATd N
aAlhodand. B) Evooceic mpounbevtddv mov vmofdAiovv  kowvr TPoceopd. Y)

2VVETALPIGUOL.

[Teprypagn tov Intoduevov Katnyoplidv €wov yivetar oto mwopdptnpe A g
nmapovoag kol 6to wapdptnue A ( Texvikéc Tpooraypapéc ).
Ot pocpopéc pumopovv vo katotifevior péxpt Kol TV nuepounvic Kot @po g

dadikaciog 670 mail ™mg Ynrnpeoiog mproml@tzaneio.gov.gr

2e mepinTmon mov 0 OYKOS TV OIKOAI0L0YNTIK®Y Eval UEYHAOS , TOPOKALEIGTE
onws Katateovv oe @akxsio oto Ipapeio Ilpwtoxéiiov tov Noocokxouciov

(ue emonfuaven Tov aplOuov TPWTOKOIL0V THS AVAPTHOHG).


mailto:mprom1@tzaneio.gov.gr

Kotd to Aowrd, n dwdikacio Bo devepyndet ko 1 wpoundeta o vAomombetl cOpwva pe To

nopokdtw I[MAPAPTHMATA mov &mGUVATTOVIOL OV TOPOVGH  KOU  OITOTEAOVV

OVOTOOTAGTO LEPOS QTG

]lzfllggierAd)H ZHTOYMENQN KATHI'OPIQN MAPAPTHMA A

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YHHOAEII'MA IIINAKA IHAPAPTHMA I
4. IPOAIATPA®EX ITAPAPTHMA A’

Ot evdlagpepopevol Ba €xovv duvatdmra erevbepng TPOGPOoNG 0TO TANPEG KEILEVO QVTNG
(ovumeptlopfavopéveoy OA®V TOV TOPOPTNUAT®V TNG), O MAEKTPOVIKY HOPQY|, OTNV

otooelido Tov Nocokopegiov oto dtadiktvo (nAekTpovikn dievbvvon: www.tzaneio.gov.qr).



http://www.tzaneio.gov.gr/

ITAPAPTHMA A’

TYNOAIKH
AJE AAA EIAOZ TEMAXIA | P 0ANH TMHMA NAHPO®OPIES
OMNA
24010019 - KOAAPA AKTINOMPOETATEYTIKA
(MPOAIATPA®ES NMAPAPTHMA A) STEM | 650,00¢€ Ko AAXANA
o
693/19-01- | OAZF46906K- | 24010032 - AKTINOMPOZTATEYTIKA KAMEAA
o i P OAIALPAGES APAPTHVA &) STEM | 50000€ | AIMOAYNAMIKO | THA. EMIKOINONIAZ
24021012 - FYANIA AKTINOMPOZTATEYTIKA
(MPOAIAFPAGES NMAPAPTHMA A) STEM | 1.250,00 €
_ ] 24010032 - KATIEAA (EKOY®OI) Ka. KOAOBOY
87/09-01-2023 | PAZSE000K AKTINOMPOSTAZIAE (MPOAIArPAGES 2TEM | 240,00 € A}(Tﬁﬁg?\gcr’:;%\( THA. ENIKOINQNIAZ
MAPAPTHMA A) 2104592626

* OI HPOX®OPEX AEN OA ITPEIIEI NA ZEIIEPNOYN TA TEXXEPA AEKAAIKA YH®IA.

MPOXOXH TO EMAIL AAAAZE EINAI TO mproml@tzaneio.gov.gr




ITAPAPTHMA B’

(ATToTEAEI QVaTTOOTTACTO TUAUA TNG SIOKAPUENG)

OPOI XYMMETOXHZX
1. H1poo@opd Ba TTPETTEI va EXEI TN HOP®H TOU TTIVAKA TTOU ETTICUVATITETAI OTO
Mapaptnua I
2. YToxpewTIKa va dnAwvovtal Kwdikog Mapatnpntnpiou Tiywv, GMDN kai
KwOIKOG EOD.
3. H oikovopikr Tpoog@opd Ba kataTiBeTal atroKAEIOTIKA o€ EURO.
4. TAwooa: EMnviki
5. Xg mepimton KOToKVPWONG : o) M mapddoon Oa yiveton evidg Tprov (3)
gpyacipov  muepodv and T AN g  mopayyedMag , €KtOG ov - opiletan
dwpopetikd Kat'eEaipeon, P) n moapddoon tov WGV OBa yivetor pe @povtioo
kot domdveg tov [Ipounbevtn, otic Amobnkeg g Ymnpeosiog Hog.
6. II\npou: H minpoun Ba yivetor og gvpd, petd amd mponyoduevn Bedpnon tov

YPNUOTIKOV EVIOAUATOV TANPOUNS.

O1 utrown@iol uttoBAAAOUV ETTi TTOIVH) ATTOPPIYNG TNV TTPOTPOPA TOUG

NAEKTPOVIKA :

2€ TEPITITWAN KN UTTOBOAIG 1} Un TTpoankKouaas UTTOROARG TV ava@ePOUEVWV TTIO

TAvw, N TTPOCEOPA ATTOPPITITETAI WG ATTAPADEKTN.




INAPAPTHMAT ’
YIIOAEII'MA IIINAKA

APIGMOX
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KQA.E.O.® .




ITAPAPTHMA A’
ITPOAIATPA®EX

ENTOAH 693/19-01-2023

O gomMondg aKTIVOTPOGTACING ATOTEAEITOL OTTO:

1. T'voMd axkTvomTpOcTAGiOG.
2. Kolapa axtivompostaciog Qupeogrdovg.

3. Kanéha (ckoV@or) axtivopostaciog.

Mo 6Aa o aveTépm €10M OKTIVOTPOOTOGIOG OmOTOVVTOL Ol 0KOAOLOEG TEXVIKEG TPOdIaYpaPES Kot emonUdveels (EW0GAMOS N un
SVUPOPP®OT pPE AVTES 6VVIETA 6oPapo AOYo Yo aTOKAEIGHO 06 TOV draywviopd. Emiong acdpeies Kol aoprotieg og mpog TV TeEKupimon
00 02®@PoHVTAL OGS 0VOLAIELS ATOKAIGELS KOL 1) TPOGPOPE Oa amoppinTeTn):

Mo o yvaAld aKTIVOTTPOSTAGLAG O TEYVIKES TTPOOLOYPAPES EIVOL O1 TOPUKAT:

A/A TEXNIKEZ NMPOAIATPADEZ

Noa mpoodepBoUV OAoL oL TUTIOL Kol OAEG oL SLACTACELS yLa Xprion Xwpig N He yuaAld 81opBbwaong

1. | Alaotdoel , , . . . . . . .
¢ StaBAaotikwv avwpaAwy (dnAadn va duvatal va dpoplouvtal mavw amod oupBatika yuald)

Na eaodaAilel TNV HEYLOTN €AOOTIKOTNTA €VW TOPAAANAQ VA ETUTUYXAVETAL TO UIKPOTEPO

2. | YAkO Bwpad \ ;e o ) e . .
16 Bwpaktens Suvato Bapoc. To uAkd Suvartal va ivat poAuPBdouxo i alhou tumou (va avadEpetal)
3. | ZkeAeTOG Euxpnotoc. Av £xouv Suvatotnta puBULONG Twv Bpaxlovwy va mpoodepBolv
4. | Bapog <100gr
5. | NAaywa kdAuyn Nat
Tod ; ; ’
6. | TPOMOS otaBeponoinong eni Na avadepdel

™G kedpaArg




7. | 16086vapo méxoc poAGBSOU Iooébyaun G’wdeLon HoAuBdou = 0,75mm Pb otnv npoobla emidpavela & = 0,50mm Pb otnv
mAaivn erupavela

Miotomontka

8. smd:o?tvstaknq nukvotTag & Na katateBouv (emi mowvr amokAELGHOU)
Looduvapung
anoppodnTkoOTNTAC

9. | 1810TNTEG YUOALWV Na elvat avBekTikd, pn anoppodnTika

10.| KaBapLopog Na kaBapilovrtat kat va mAévovtal eUKOAa

11.| Onkn $pvAagng Na cupmneplthappavetal. Emiong va eivat okAnpn (yla aopdaiela & anobrkeuaon)

12.| NpAcOeTA XAPAKTNPLOTLIKA Na cuvobevovtal and LHAVTA CUYKPATNONG 0To KEPAAL TOU XElpLOTH/OTPLAL.

EIAIKOI OPOI

1. | Na avaypdadetat av 1o npoodepouevo £i6o¢ ouumnephappavetal oto Mapatnpntplo TIHwY & va avaypadeTal 0 KWSLKOG Tou
HE TNV T Tou Napatnpntnpiov omwg €xet StapopdpwOel tnv nuépa katabeong tng mpoodopag.

2. | Na avadEpetal o xpovog mapadoong Twv mpoloviwy (wg 60 nUEPEG 0 HEYLOTOC)

3. | Na mapéxetal eyyunon KaAng Aettoupyiog & moldtntog KATaokeung ya dVo (2) €tn

4. | Ta npoidvta va dépouv oipavon CE mark

5. | O KOTOOKEUOOTIKOG OIKOC vo €lval miotomotnpévog pe I1ISO 9001:08 & 1SO 13485:03 (va katatebolv Tta amapaitnta
TILOTOTIOLNTIKA)

6. | OL mpounBeutég va SlaBétouv ocvotnua mowotntag EN I1SO 9001:08 & EN ISO 13485:03 (Na koatatebolv ta amoapaitnta
TILOTOTIOLNTIKA)

7. | Na umapyet n Suvatotnta enideléng epocov IntnBel amo tnv emtponr] afloAdynong

8. | O mpounBeutrc Ba mpénel va £pBeL 0 ocuvevvonon He Tov UMeVBOUVO TOU TUAMATOC N Tov UTeVBUVO OKTLVOTPOOTAGiag
(aktvoduoikd) mpog unodelen Twv peyebwv

9. | OL mMpounBeUTEC va TIPOOKOUIOOUV OXETIKO TEAATOAOYLO HE TOPASOCELS OVTIOTOLXWV OKTLVOTIPOOTATEUTIKWY UAIKWV OEF
VOONAgUTIKA WOpLpata tng xwpag (Lall pe ta TNAEPwva EMLKOVWVLAG).

10.| Na katateBel puAAO cuppdpdwong o€ TTANPN AVIATIOKPLON TIPOG TG AVWTEPW TEXVLKEG Tipodlaypadeg & ldikolg dpoug, UE

ovtioTol e mapamnmounég ota emnionua GuUAAASLO TOU KATOOKEUOOTIKOU OlKOU ylo Tekunpiwon (prospectus, product data,
manual, kAr.)




[No ta koAdpa axTivoTpocTaciog Qupeoertdovg Ho tpénet:

Na égovv 16080vouo Tayog aktvorpootaciog ta 0.50mm Pb kot va éxovv Bapoc pikpdtepo amd 450gr.

No emKaAOTTOVV Kol TO 6TEPVO 6€ UNKOG 12 cm mePimov Ko e TaTtovpa OCTE VoL UV EUTodifovTal 01 KIVIIGELS TOV AGLLOV.
No KaAOTTOUV e NUKLKAIKT 6YE106T TOL KATOTEPOL 0piov TO v OPLO TNG UKTIVOTPOGTATEVTIKNG TOOAS.

Na €yovv kAegioyo tomov Velcro (towvio okpotc)

To vk axtivompootaciog Oa Tpénet va sivar elevBepo povpoov (Lead free) kot avakvkAdoipo.

Noa etvon katackevacpéva omd VAKO avleKTIKO, Un amoppoenTikd, mov kabapiletar kot vo TAEVETOL EDKOAA.

Na dwtifevtat e ddpopa ypdUATO.

Noa @épovv motomomtikd cvuppdpemong pe ta véa debviy STANDARDS IEC 61331-3:2014 (Protective devices against diagnostic
medical X-radiation - Part 3: Protective clothing, eyewear and protective patient shields).

9. Noa vrapyet n dvvatdra emideltng epdsov (net amd v emrponn a&loAdynong

10. Eyyimon koAng Aettovpyiog TovAdyiotov 2 €.

N GORWDE

[Ma to keméha-ckov@ol axTivompoostaciog Oo tpénet:

Na avagépetarl 0 TOTOG TOV KOTEAOV-GKOVPOV Ko O TPOTOS EPAPIOYNG TOVS TAVE® GTO KEPAAL.

Na givor kaTtdAANAa Yo TNV TPOSTAGIN TG KEPAANG TOL TPOSMOTIKOV amtd TNV oKedalopevn axtivooiia.

Na éyovv 16odvvapo axtvorpootaciog to 0.50mm Pb.

To vAkd axtivorpootaciog o mpémel va eivar eAedBepo porvpdov (Lead free) kot avakvkAdopo.

Noa etvot KataoKevacpéve amd VAKO ovOEKTIKO, LN amoppoenTiko, mov Kabapiletot kot va TAEVETAL EDKOAA.

Noa etvor podokd kot e0KoUmTo.

To Vpocua KATOCKELTG TOL £PYETOL OE EMAPY] HE TO OEPUA VO EMTLYYAVEL TNV  OTOUAKPLVON TNG LYPOCING Kol vo dlotnpel o€
PLO0A0YIKEG BepLoKpaGTiEg TO KEPAAL TOL YPN|OTH.

No ook~ owhE



8. Na dvvartot amd mhevpds peyéBoug vo Tpocapproctel o€ kKGO TOTO Kol S1AGTOCT) KEQOANG.

9. Oa mpémet va TopadoBovV EATOUIKEVUEVO AVAAOYO TNV TEPLPEPELD. KEPAANG TOL KAOE ¥proTh.
10. Na dwotifevtal e d1apopa YpOUATO.

11. No vrdpyet 1 Svvototnta enideléng epdcov {ntoei amd v emitponn) a&loAdynong

12. Eyybnon kaAng Aettovpyiog TovAdyiotov 2 £1n).

Mo toug TPpouN O£V TG TOV KOTEALMV-CKOVQP®V OKTIVOTTPOGTAGING Do Tpémet:
e Na avaypadetal av to mpoodepopevo £i6o¢ cupneplapBavetal oto Napatnpntiplo Tipwv & va avaypddetal 0 KwWSIKOG ToU UE TNV

TN tou Napatnpntnpiov omwg £xel dStapopdpwOel TNV nuépa katabeong tng Mpoodopdas.

e Noa avagépetat 0 xpdvog mapadoons Tmv Tpoidvimv (pe puéyioto 6pto tig 60 NUEPES).

o Ot wpounBevtég v TPOGKOUIGOUY GYETIKO TEANTOADYLO HE TOPASOCELS OVTIGTOL(OV OKTIVOTPOGTATELTIKOD £EOMAIGHOD GE VOGAELTIKA
Wwpvpata g xopos (Lall pe TMALP®VO ETKOVOVING).

e  Oumpoundevtéc va dtwbétovy 1ISO 9001:08 & EN I1SO 13485:03 (Na katatedohv To amapaitnTo TeTOTomTIKA)

e O gEomhopog axtivompoostaciog va dtabétel onpavon CE.

e No mapéyetat €yyvmon 600 (2) eTdv yio TNV Kok Aettovpyio Kot TV TolOTHTA TG KOTUGKEVTS TOL e£0mAMO 0D,

o Ot mpounBevtéc Ba mpémetl va £pBovv 6e Guvevvomon pe tov LTeEHOLVO TOL TUNHOTOG 1) TOV LIEVLOHVLVO OKTIVOTTPOGTAGIAG (AKTIVOPVGIKO)
TPOG VIOOEIEN TV PEYEDDV.

o Amapaitntn mpoindOeom givor 1 cOVTaEN EUAAOL GUUUOPP®ONG GE TANPY OVTOTOKPION UE TIG TEXVIKEG TPOOIAYPOUPES, LE OVTIGTOLXES
TOPUTOUTES GTOL TEYVIKA GLAAASL KOl EVTLTTO TOV KOTAOKEVOGTIKOV 0{KOV Y10 TEKUNpimon).

ENTOAH 87/09-01-2023

INo 10 karéha-cKovPoL akTIVOTTpOosTAGiog 0o mTpémet:

1. Noa avagépetat o THTOG TOL KATEAOV-GKOVPOV KOl O TPOTOS EPUPLOYNG TOVG TAV® GTO KEPAAL.



No obk~owon

oo

10.
11.
12.

Na glvat kaTtdAAnAo Yo TV TPOoTaGio TS KEPAANG TOV TPOCOTIKOL omtd TV oKedalopuevn axtivoPfoAria.
Na éyovv 1codvvapo axtvorpootaciog ta 0.50mm Pb.

To vikd axtivorpootaciog o mpémet va eivan eAedBepo poAvPdov (Lead free) kot avakvkAdopo.

Na glvat kaTaokevacpéva amd LAKO avOekTikd, pn amoppoentikd, Tov kabapiletal kot va TAEVETOL EDKOAO.
Noa givor podokd Kot E0KOUTTA.

To VQocpa KOTOGKELNG TOV EPYETOL GE EMOPN HE TO OEPUOL VO EMITLYYAVEL TNV  OTOUAKPLVOTN TNG LYPOGIOG Kot vo dltnpel o€
(QLGLOAOYIKEG BeproKpaCiE TO KEPAAL TOV ¥PNOTY.

Na dvvatar amd TAevpdcs pey€Bouvg va tpocapproctel oe KdBe TOUTO Kot O140TOOT KEPOUANG.

Oa mpémetl va Tapadofovv eEATOUKEVUEVO OVAAOYO TV TEPLPEPELN KEPAANG TOV KAOE ypNoT.

Na dwtifevtat g ddpopa ypdUATO.

Na vrapyet  dvvoatdmra emideing epdcsov (nbei amd v emtponn a&lordynong

Eyyomon xaing Aettovpyiog tovddyiotov 2 .

"o toug TpounBeVTEG TOV KOTEALOV-CKOVQPOV OKTIVOTTPOGTAGiaS Qo Tpémet:

Na avaypdadetal av 1o nmpoopepodpevo eidog cupnephapBavetal oto Mapatnentipo TiHwV & va avaypadetal 0 KWOLKOG TOU HE TNV
T Tou Napatnpntnpiov onwg €xet StapopdpwBel TNV nuéEpa katdbBeong tnG Mpoodopdac.

Na avapépetal 0 gpovog Topadoong TV Tpoioviev (Le péyloto 6pio tig 60 NUEPES).

Ot mpopunBevTég Vo TPOCKOUIGOUY GYETIKO TEAUTOAOYIO UE TOPAOOCELS AVTIGTOLYOV OKTIVOTPOGTATEVTIKOV E0MTMGHOD GE VOGNAELTIKA
wpopata g xopas (pall pe TALpmva EMKOVOVING).

Ot popunBevtég va dabétovv 1ISO 9001:08 & EN ISO 13485:03 (Na kotatefovv to amapaitnta ToTomomTikd)

O g&omhiopdg axtvonpoostaciog va dlabétel onjuoven CE.

No topéyetat €yydmon 0o (2) eTdv Yo TNV KA AELTOVPYia Kot TNV ToldTNnTa TS KATACKEVTG TOV e£0TAMGUOD.

O tpounBevtég Ba mpémer va €pBovv ce cuvevvomon pe tov veHBvVvo TOL TUNUATOG 1 TOV LIELHVLVO OKTIVOTTPOGTAGING (AKTIVOPVGIKO)
TPOG VLOOEIET TV HeYEDDV.

Amapaitntn tpobndBeon eivar n ohvtadn UALOL CUUUOPPMOONG GE TANPN OVTUTOKPION WE TIS TEYVIKES TPOJYPOPES, LE AVTICTOYES
TOPOUTOUTES GTOL TEYVIKA PLAAASIOL KOl EVTLTTOL TOV KOTAGKEVAOTIKOD 0TKOV Y10 TEKUNPImOoN).



