EAAHNIKH AHMOKPATIA
AIOIKHEH 3" YNE
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FENIKO NOZOKOMEIO OEZ/NIKHE
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Oeooalovikn 23-4-2019

TMHMA OIKONOMIKO MPOX: KdBe evdiagpepdluevo
FPA®EIO MPOMHOEIQN

NAHPO®OPIEZ: MAPIA AHMOMAPKOY

FA THN OPFANIKH MONAAA «O Arloz AHMHTPIOZ»

THA : 2313 322 330

®A=: 2313 322 355-56

e-mail: agdim-diax@3ype.gr

NMPOZKAHZH XYAAOIHZ NMPOZPOPQON
OEMA: 1)MpopunR0dsia Kal TOTToBETNON 1ATPIKWY AEPIWV KAl aTTOEAAWON Kl ETTAVATOTTO0ETNON
800 xe1poupyikwv TTPoRoAéwv aTov Xwpo Twv TEMN mpoitroAoyiobeiong
damdvng 5.700 Eupw pe OMA.

ZXET.: a) O N. 4412/8-8-2016 (ap6po 118).
B) H ap. 5"6épa 46°/15-3-2019 amdég@aon Tou AX TOU VOOOKOMEIOU Trepi
£YKPIONG TWV TTOPATTAVW EPYACIWYV TTOU AVapEPOVTAl OTO BEpa.

2€ EQapUOoY TWV aVWTEPW OXETIKWY, GAG TTAPAKAAOUUE VO ATTOCTEIAETE MEow e-mail YExpl Kal TRV
MNapaokeun 10-5-2019 wpa 15.00 Tnv OIKOVOUIKA TTPOC@OPA GAG YIO:

1)MpouRBeia Kal TOTMOBETNON IATPIKWY agpiwv Kal amoéAAwon kKal gmravaromrodérnon dvuo
XEIPOUPYIKWYV TTPORoAéwv oTov Xwpo Twv TENM mpoitroAoyioBeiong damrdavng 5.700 Eupw pe
ONA,

20UQWVO HE TIG ETMICUVATITOUEVEG TEXVIKEG TEPIYPAPEG TnG TeXVIKAG YTnpeoiag Tou
Noookopeiou.

NA ANATPA®ETAI 3THN [TPO>X®OPA 3AY EMPANQS O XPONOZ I3XYOZ THS.

2& MEPIMTWON TTou dev_TrapakoAoubsital n utrnpecia 3 1o €idog Tpog mpoundsia amd 10
NAPATHPHTHPIO TIMQON, auté 0a trpémel_va dnAwveral amd TrAsupdg oag pe Ymreubuvn
AnAwon 1599/1986.

O1_TmrpopnBeuTtéC 6a CUMTTANPWYVOUV UTTOXPEWTIKG TNV €miouvamtopevn YTreuluvn
ARAWGN (6p8p0 8 N.1599/1986).

Fpapeio Alaxeipiong YAIkoU H AIEYOYNTPIA THZ A/KHZ YMNHPEZIAZ

MAPIA AHMOMAPKOY XPHZTINA AAAATZH



1) TEXNIKH NEPIFPA®H EPrAzZION
a) TOMOOETHZHZ IATPIKQON AEPION KAI B) ANOZHAQZH KAI
ENMANATONOOGETHZH AYO XEIPOYPIriKQN NMPOBOAEQN TOY

TMHMATOZ ENMEIFONTON NEPIZTATIKON (TEN)
'ENIKA YTOIXEIA

o) £TO YMPO TOL TUNUOTOG EMELYOVIMV TEPIGTATIKMV TPOKELTAL VAL Yivouy gpyacieg avaxkaiviong. Me
TNV VTAPYOLGA KOTAGTOON LITAPYOoLY TTapoyés latpikdy aepimv oe d1dpopa onueia Yo va eEuanpetovy
avaykeg voonieiog acfevav.

SOupova pe TV emkeipevn avakaivion oto ympo, Pdon oxediov Ba mpémer vo amoniwmBovv
TOLYOTOLIES, TAV® GTIG OTOiEg LILAPYOVY ANYELG aepimV Kat yiveTal diEhevorn coinvacewy. o Tov Adyw
avto, givor avaykaio vo amoénAwbovv kot va tortobetnfohv cOANVAOCELS Kol ANYELS WTPIK®V aepimV,
o€ véa onpueio Tov O vrodeiEel | TexVIKN vaNpPEGiaL.

B tomobenOel véog dmAdg Ymootabuog deutépov oTadion, GOUPMOVO UE TIC VEEG TPOSLUYPAPES
tov Yrovpyeiov Yyeiag kot Kowvovikng AAAnAeyyime (Amdgaocn eykpicemns: AY8/B/owk.115301/26-08-
2009)

B) Emiong Ba amoénimBodv dvo yeipovpyikol TpoPfolel opoPng, mOV VIAPYOLVY WAV Omd TIg
VILAPYOVOEG XEWPOVPYIKEG KALveg kol Oa tomoBetnBobv oe véa onueio oOpeova pe tor véo ool
tomofETnong Tovg.

a) ITEPI'PA®H EPTAXION IATPIKON AEPION

2oppova pe to oxéd dStapdpewong tov ympov twv TEIT kot tomobétnong KAvov, ot epyaciec mov
aQOPOLV TO LTPIKA aEpLaL Efvou:

1. Oa yivel peTtaTpomn Kot OVTIKATAGTACT) TMV COANVAOGE®V LOTPIKOV aepimV.

2. Ba egykotactafodv véeg Kovooreg kol Oa petapepBodv opiopéves amd TiG LVTAPYOVGEG OTN VE
duataén mwov Bo KaTOCKEVACTEL.

3. 0o avtikatactadel, o vdpyov, pe véo dimhd  Ymootabud 2°° otadiov vroPifacuon mieong kot
EAEYXOV TOV 1TPIKAOV 0EPIV TOV TUNHOTOG (0ELYOVO-aEPaS KOt KEVO)

4. 0o eykatactofel cLOTNUA TAPOKOAOVONONG KOl EAEYYOV TOV TECEMV TOV WIPIKAOV 0EPIOV TOV
TUNUOTOC.

5. Metd 10 mépag TV epyacimv Ba yivel EAeyX0g GTEYOVOTNTOS KO UNYOVIKTG OVTOYNG, KaBMS Kot

TGTONOIN O TNG EYKATAGTACNG CUUP®VA PE To TpdTLmo [SO 7396-1.

B) MNEPII'PA®H EPTAYION AITOEHAQYHY KAI TOMMO®ETHXHY XEIPOYPI'TKON
[NPOBOAEQN

Oa amo&niwbovv dvo yepovpywol mpoPorelg opoPnc, moOv VEAPYOLV WAV OmO TIG €10M
VILAPYOVCES YEWPOLPYIKES KAIveg kol Ba tomoBetnBovv oe véa onueia, cOppova pe ta oyéd
SWUOPPMOOTNG TOL YDPOV, MCTE VAL EELTNPETOVV TIG AVAYKEG VOCNAELNS TOV XEPOVPYIKOD TUNHOTOG.

O epyacieg Ba yivouv ocOppova pe TIC 10X0O0VCEG TPOSYPAPES OTPIKMOV  dePi®V  TOV
Yrovpyeiov Yyelag, pe Baon ta mpotumo g E.E. EN ISO 7396-1, 11 onowdnnote véa mpodioypoen
vrép&er omd v E.E.

[To avaivtkd :

e ISO 7396-1
e AY8/B/ow/115301/26-08-2009
o AY8/B/ow.49727/26-04-2010

H extédeon tov epyacidv eykatdaotaong Oa yivel amd ade100y0vg EYKATUCTATES LUTPIKMOV aePimV

ocvppwva pe to I1LA.112/2012 kor ade100)0vg TEXVITEG NAEKTPOAOGYOLS YOl TIG AVTIGTOLYEG GLVOECELS,



VO TNV EMPAEYN TETEPAUEVOL GTO OVTIKEILEVO UNYXOVIKOV, MOTE Vo, dlac@aAiletat 1 opOn epapuoyn
TOV KOVOVIGUAV.

AwaroroynTikd - [IictomomTikd

Ot ovppetéyovieg o mpémer va mpookopicovv (ent mown oamdppyng) TA TOPAKAT®
OKOOAOYNTIKA, TO oTtol0L TPEMEL VO VOl o€ 16D :

1. Adgreg Teyvitov latpikdv Agpimv.

2. ITietoromrikd ISO 9001:201S5 yo eykatdotaon cvotnudtov lotpikov Agpimv.

3. IMotomomtikd ISO 13485:2016 Y10 £YKOTAGTACELS GUGTNUATOV SIAVOUNG LOTPIKAOV aepimv.

4. TIetoromtiké CE yia kdbe €va amd ta Tpooeepoueva vAMKA OTL glvol cOUPOVA e TNV 0dnyia
93/42/EOK, yopnynuévo amd KOvomotnuéVo OpyoaviGUO.

370 TOGTOMOMNTIKO TOV KOWWOTOUNUEVOL OPYOVIGHOV B SNAGDVETOL 1) YOPNYNOT TOV OTKOLDOTOG
otov kéPe kataokevaotn vo embétel ) onpaven CE pali pe tov teTpayneo aptOpd tov eni tov
TPOIOVTOC, GLVOSEVOLLEVT OO
- TiVOKA TPOTOVTMYV OOV Bol AvaPEPETOL 1] OUAON TV TPOCPEPOUEVAOV ELODV.

n
- OYETIKN ONA@ON GVPPOPPMONGS Tov KoTaokevaotn (declaration of conformity).

Oleg o1 gpyaciec Ba yivouv pe pépyivo yio v KaTd 10 duvatd HKPOTEPT, EVOYANCT] TNG
Aertovpyiog tov Nocoxopegiov.

H napdooon 6Aov Tov cuotipartog Ha yivel e mAnpn kot Kovovikn Aettovpyic.

Kabe owyoviddpevoc pe povn v vmoPoAn g mpocseopdc tov, avayvopiler 0Tl o1
avapepopeves Teyvikég Ilpodiaypapéc eivor katdAinAeg kor emoapkels ywoo TV €KTEAECT TOL
AVTIKEWEVOD NG oVpPaong kot 0Tt avoropuPdvel Kabe VITOXPEWON, KIVOLVO 1| GUVETELD TTOL OTOPPEEL
oo TNV EQOPLOYT TOVG.

Tnv enifreyn tov maporndve epyaciov Bo €xet to Teyvikd Tunua tov Nocokopgiov peE TIg
TAPOTNPNGELS KO TIS VIOJEIEELS TOV 0010V VTTOYPEOVTAL VO GUULOPPDVETOL O LELOODTNG.

To Nocokopeio dev £xel VITOYPEWON Vo TOPEXEL VAIKA Kot epyolieior oTOV HeOdOTN, 00TE £)el
evfdvn v toxdv Tpavpaticpd epyoalopévaov tov. Or vroypemoels mpog 1o LK.A. xor Aowmovg
AcpaioTtikovg Opyaviopovg Oa fapdvouy Tov petoddT).

H mowdmta tov vikov 8o eléyyovtor omd 1o Teyvikd Tunua tov Nocokopeiov.

H mym mpocpopdg Ba 600l cuvolikd yio OAo to mapoamdve, LMKA Kot epyacic, kKot Oo
AVOPEPETOL GOPAOG GTNV TPOGPOPE OTL YivovTol amodeKkTol 01 OpOl TNG TEYXVIKNG TEPLYPAPNG Y10 TOVG
omoiovg €Ahafe yvaoon o TMPocPEpMV. Xe TEPIMTOON OWP®VIaG HE OpO 1 OPOLG TOV TEYVIK®OV
TPOJIYPUPAOV o TPEMEL VO AVALPEPOVTAL YPATTAOS 0L AOYOl dPOVIOG KOl VO ETIGVVATTOVTOL LE TNV
TPOGPOPA.

To «o6otog mpoundeag TtV vVMk®OV vroAoyiletor ot0 mocd tov  2.700  Evpd
ocvuneptrapfoavopévor O.ITA. kol o1 gpyocieg eykataotacng kol tomofétnong oto mocsd twv 3.000
Evpd cvpmepthappavopévov @.I1.A.



NAPAPTHMA T
YNEYOYNH AHAQIH
(4pBpo 8 N.1599/1986)
H akpiPeia TV OToIXEIY TTOL LTTORAANOVTAI UE
apxeio ANV LTTNPEECIMV (APBPOo 8 Tap. 4 N. 1599/1986)

avTh TN SNAWaoN putTopei va eAeyxOei Ye PAcn 10

MPOxLM:

O - H'Ovopa: Emovouo:

‘Ovoua kal Emovouo
MNartépa:

‘Ovoua kal Emovouo
Mnrtépag:

Huepounvia yévvnong:

Totmog MNevvnong:

APIBUOC AgATioL

TauvtdTNTAG: Tn:

Tomog Karoikiag: ‘ 0Obo6¢ ‘ ‘ ApIO: ‘ | TK: ‘

A/von HAekTp.

Ap. TnAeopoloTdTOL (FaX): Taxubpopeion (Email:

ME QTOMIK) HOL €LBLVN Kal YVWEILOVTAG TIG KLPWOES B, TToL TTPOoRAETTOVTAl ATTd TIC SIATALEIS TNG TTAP. 6 TOL dPBPOoL 22 ToL N.
1599/1986, 5nA@V® OTI YEXPI TNV NUEEA LTTOROANG — ATTOCTOANG TNG TTPOTPOPAG UOL:

1) 'EAaPa yvoon kal armodéxoual TTANPWGS KAl AVETTIPLAAKTWS OAOLG TOLS OPOLS TNG SIAKAPLENG

2) TOPUETEX®D OTOV CLVOTITIKO SIAYWVICUO TOU TN. .o, YIA TNV TTOOPNBEIA .. eviiiieiieiieieieeeeeeeeeeaa

3) Agv &xw kaTadikaoOei Pe TeAeTiSikn  amdpaon yia KATolo adiknua ammo Ta avagepoueva otny map. 1 Tov dpBpouv 73 Tov
N.4412/2016.

4)  Eigal opoAoyikd KAl AOQANCTIKA EVAUELOS WS TTPOC TIG LTTOXPEWTEIG UOL, COPPWVA HE TV TTAP. 2 ToL ApPBpPoL 73 ToL
N.4412/2016.

5) Aev TeA® o€ KATTOIA ATTO TIG AVAPEPOUEVEG TTEQITITAOCEIG TNG TTAP. 4 TOL APBPOL 73 ToL N.4412/2016 | AVANOYEG KATAOTACEIG,

6) Agv LEPICTAVTAI VOUIKOI TTIEQIOPICUOI OTN AEITOLPYIA TNG ETTIXEIPNONG KAl §eV POL EXEl ETTIBANGEI N TTOIVA TOL ATTOKAEICUOUL ATTO
S1AY@VIOPOOG, PYE AUETAKANTN YTTOLPYIKN aTO(acn, N oTToia BpiockeTal o€ 10XV,

7) Eiual eyyeypaupévog oTo OIkeio ETpEANTAPI0, COPPGVA e TA 0pIOUEVA OTNY TTap. 2 ToL APBPoL 75 Tov N.4412/2016.

8) MANPG TA KPITHPIA ETTIAOYNG, £TOI OTTWG £XOLY KABOoPIoTE OTN SIAKAPLEN, COUPWVA UE TO APBPO 75 ToL N.4412/2016

9)  AvoAauPBav@ TNV LTTOXPEWON YIA TNV EyKAIPN KAl TIPOCHKOLOA TTPOCKOWION TV SIKAIOAOYNTIKGOV ToL AapBpouv 80 TouL
N.4412/2016, cOUPLVA e TOLG OPOLG KA TIG TTPOVBTTOBETEIG TOL APBPOoL 103 ToL 165i0L NOUOL

Huepounvia:
O/H AnA.........

(Yroypaer)

(1) AvaypdpeTal attd Tov evaIapepOPEVO TTONITN i APXN 1 N YTTNEESIA TOL SNUOCIOL TOWPEQ, TTOL ATTELOVLVETAI N AITNON.

(2) AvaypdpeTtal oOAOYPAPWG.

(3) «OtT0I0G £V YVOOE TOL SNACOVE WELSN YeEyovoTa I APVEITAI 1| ATTOKELTITEl TA aAnBIva e Eyypagn LTeLOLVN SrAwon ToL dpBpou 8
TIUWPEEITAI JE PLAGKION TOLAGXIOTOV TPIV PNVAV. EAV 0 LTTAITIOS ALTAV TV TTPALEWY OKOTIELE VA TTIPOCTIOPICEN OTOV €ALTOV TOUL I O
AAOV TTEPIOLOIAKO OPEAOG PAATITOVTAG TEITOV ) OKOTIELE VA PAAWEl AANOV, TIUWEEITAl e KaBeIpEN péxp! 10 TcOV.

(4) Ze TePITITON AVETAPKEIAG XWPEOL N SNAWON CLVEXIZETAI OTNY TTHOG OWN TNG KAl LTTOYPAPETAI ATTO TOV SNAOLVTA N TNV SNAoLOA.




