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Botulracks

ANAPTHTEA 2TO AIAAIKTYO

EAAnVKA Anpokpoartia
, , AplBuog MNpdokAnong: BA698
Yrioupyeio Yyetag
4n Y.Me. Makedoviag - Opakng
MavemnotnpLako Mevikd Nocokopeio

n
Ale€avdpoumoAng pos

AleBuvon AlolknTikAg Yrinpeolag Kabe Evladepopevo
Tunua MpounBelwv

MAnpodopieg: AAMMNPAKH BATIA

TnA.: 2551353421

e-mail: prosfores@pgna.gr

OEMA: «MpdokAnon umoBoAn¢ MPpochopwV HE QAVTLKELHMEVO TNV TPOUAOELa avaAwoLLwY EL8WV
(ovotnpa urtootnPLEng kepaAng) yia tig avaykes tou AvairoBnoloAoykol tunpoatog tou M.I.N.

AAegavbpoumnoAng npoimoloyloBeicag Samdavng 7.936,00€ cupneplappavopévou OMA».

ZXET:

1. Ta npoPAemopeva otov N. 3329/2005 «EOvikd YUotnua Yyeiag kat Kowvwvikig AMnAeyyong kat
AOUTEG SLOTAEELG», OTIWG TPOTIONOLONKE Kal LoXVEL.

2. TanpoPAenopeva otov N. 4412/16 «Anpooteg Tuppaocelg Epywv, MpopnBetwy kot Ytnpeolwvy.

3. Ta mpoPAsmopeva otov N.4782/2021 «Exkouyxpoviopdc, amlomoinon Kot avapdpdwon Ttou
puBuLoTIKOU TTAALGIOU TWV Anpociwv SUUBACEWVY.

4. Ta npoPAenopeva otov N. 3580/2007 «MpounBeteq Qopéwv EMOMTEVOUEVWY QMO TO YIoupyeio
Yyeiag kat Kowvwvikng AAAnAeyyUnc kot GAAeG SLatagelg.»

5. Tnv Ynoupywn Antddaon avadopikd Le to mapatnpntriplo tiuwv OEK (B’ 777/04-06-2010) «Opol
KL Kavoveg Asttoupylag kot mpolnoBéoelg dnuoolotntag Tou Mapatnpntnpiov TIHWY OAWV TWV
£16wv tou apBpou 10 tou v. 3580/07»

6. ToM.A.80/2016 (A" 145) “AvaAndn Yroxpewoswv amo ALoTAKTEG”, ONwE TPOTTOMOLNUEVO LOXUEL.

7. Tnv um. oplBu. mpwt. 57009/04-11-2025(W=Y146900Q3-NK1 ) Anodaocn Awoknty tou M.I.N.
Ale€avdpoumoAng e tnv omola gykpivetal n Snuocieuon npookAnaong umoBoAng mpoodopwv

8. Tnv ur’ apBy. mpwt. (57275/05-11-2025,(900K469003-A18 , 1691/0 ), Anddaon Avaindng
Yroxpéwong (AAAM 25REQ017864399) katoxwpnong oto untpwo &eopeloswv/BiAio
eykploswv & Evtohwv NAnpwung tou M.I.N. AAe€avépolmoAng.



Mpoketpévou to NN AAe€/moANg va poBei otnv mpounBela vystovopLkol UALKoU/mapoxn
UTINPECLAC YL TIG avayKeg Tou Tunpatoc ANAIZOHZIOAOTIKO, npookaAel kaBe evdiladepouevo,
HEOoW avolkTn¢ SlaywvioTikng Stadikaciog tou apbpou 118 tou v. 4412/2016, va katabEosl
Mpoodopd HECW TNG TTAATHOpUAG SLEVEPYELAG NAEKTPOVIKWY TtpopunBeLlwy iSupplies.

KpLtr)plo KataKUpwong TG CUYKEKPLUEVNG SLadikaaoiog anoteAel n n mAfov cupdpEépouoa ano
OLKOVOLLKK) artoPn npocodopd amokAELOTIKA BACEL TIUAG, N ontoia ev punopel va eivat uPnAotepn
¢ npoinoloylwodsicag Samdavng.

H nipounBsia/mapoyxn unnpeoiag Ba npaypatonotndsi cUpPwva Pe TOUG OPOUC KAL TG
npolmnoBéoelg tng Avabetouoag Apxng, OMwWE auTol avallovtal KATWTEPW:

(AkoAouBei Mivakag pe ta otolyeio Tou UALKoU/umnpeoiog)

ZuvoAikn npoi/Bcica
Movada EKTLLWUEVN Sandvn nA£ov tou
A/A | Kwé. MMNA | Nepwypadn Eidoug
Métpnong nocotnTa avaloyouvtog OMNA
(€)
2YZTHMA
YMNOZTHPIzHZ
KEDAAIOY,
1 99816 PYOMIZOMENDO, ZE Tepaxlo 200 6.400,000 €
MPHNH
OEZH/MAZIANAPI,ME
ENZQM. KAOPENTH

Huepounvia Anénc YrioBoArc NMpoodopwv: 10/11/2025 10:00
MAnpodopieg sidovtal OAeg TIG epyAoLUeg NUEPEG amo 08:00mu €wg 15:00uu and To TuAua
MpounBetlwv, tnA. emikowvwviog: 2551-3-53421

FENIKOI OPOI
Eni mown anoppung:
e Hnpoodopd oag va LoxVeL yia Técoepig (4) pAveg. Mpoodopd mou opilel xpdvo Loxvog
ULKPOTEPO TOU MOPATIAVW AVAPEPOUEVOU ATTOPPIMTETAL WE ATAPASEKTN.
e KdBe mpoodopd nmpemnel va avadEPETAL OE Uia LOVO TIPOCGKANGCN
e H TN tng mpoodopd¢ cag va pnv umepPaivel Tnv T Tou avtictolyou eiboug oto
napatnpenTAPLo TLWV TN EMY Katl UToXpewWTIKA va avaypadeTal o aplBog ToU UNTPWOU ToU

eldoug oto Mapatnpntiplo. Eav to mpoodepduevo eidog dev avtiotolkiletal, autd va



BeBalwvetal and tov nmpoodépovta Pe OXETIKA umelBuvn 6nAwon. (Adopd TPOOKANOELS
TipounBeLag UALKWY)

Ye mepimtwon katdbsong odtung mpoodopdg, To Noookousio emiAéysl  Tov
npopnOsutr/avadoxo pe kKAApwon MeTafl TWV OWKOVOULKWY ¢Gopéwv Tou uméBallav
LoOTIUEG TtPpoodopEC. H kKARpwon Slevepyeital cUpdwva pe ta mpoBAsnopeva oto N. 4412/16,
apBpo 90, 6mwg TporomnolnOnke pe to dpbpo 33 v.4782/2021.

H Stadikaoia umtoBoAng Twy mpoadopwv apxilel amno tn Snuocieucn Tou MOPOVTOC Kal EXPL
TNV NUEPOUNVia TTou avaypadetol oTny mapovoa PpockAnaon.

Ownpoodopég Ba avaypadouy tnv Tiun xwpeig O.MN.A. ava povada pétpnonc.

ITLG TIHEG Ba mepAAUPBAVETAL TO CUVOAO TWV KPATHOEWV KABWCE Kot 0 PoPAenopevog popog
gloodnpatog. Npoodopeg mou Intolv amalhayr) amno TL§ KPATAOELS SV yivovtal SeKTEC.

H avaBétouca apxr Statnpel 1o Sikailwpa pataiwonc/aklpwong tng dladikaoiag oe
omoladnAmote Ao AUTAG XWPIC Kapla UTTOXPEWGCN EVOVTL TWV CUUUETEXOUCWY ETALPLWV.
EvoAAaKTIKEG Tpoodopég Sev emutpémovrtal. Aviutpoodopég Oe yivovtal Oektég Kal
amoppinrovtal wg anapadeKTEG.

H avaBétovoa apyn Statnpet to Sikalwpa emadénong r pelwong tng cuPBATIKNG TOCOTNTAC,
ocUpdwva pe ta poPAemopeva oto apbpo 105 tou N. 4412/16 6nwg TpomomnoliOnKke Ue to
apBOpo 45 tou vopou 4782/21.

Ouumnoynolot dopeig deopevovtal yla tnv mapadoon Tou GUVOAOU TNE TOoOTNTAC TWV ELOWV
TIou Ba Toug KatakupwBouv.

Ta aAAobama dnuoota Kal WwTtlka £yypada cuvodelovtal amd UeTAdPpAcrH TOUC oTnv
eA\NVIKA YAWOOA ETUKUPWHEVN, £(TE ATIO TPOCWIIO APHOSLO KATA TIG KELLEVEC SLATALELC TNG
£0vIKAC vopoBeoiog eite amod MPOOWNO KATA VOUO apUOdlo TNG XWPACE oTnVv omoia €xel
ouvtoyBOei to gyypado.

Jtnv mpoodopd va avaypadetal o aplBuog mMPwTtokOoAAou tng MPOoKAnonG UTOROANG
npoodopwv (Ba tov Bpeite KATW amod TV NUEpopnvia) KaBweg Kal o/a Tou TPoodEPOUEVOU
eldouc/unnpeoiag otnv npdokAnong.

H nuepounvia ARENg twv avolwoipwyv VAKkwv Ba sival dvw tou evog (1) €toug. (Adopa
T(POOKANCELG PO BOELAC UALKWV)

Ita mpog mpopnBela UAKkG Ba mepllapPdavetal To MPwToTUTo GUANGSLO odnylwv Tou
KOTAOKEUAOTLKOU oikou. (Adopd MPooKANGELS PO OgLag UALKWVY)

Ta mpoodepdpueva VAKA va SlaBétouv ta amnapaitnta CE. Na katateBolv ta avtiotolya
TiotononTika (Adopd mPookAROeLg TTpoUNBELag UAKWV)

Na katateBei ISO 13485 tou katackeuaotr]. (Abopd MPooKANCELS TIPOUNBELAG UALKWV)



e O CUMMETEXWV OLKOVOULKOG dopéag va Slabétel kal va katabéoel otnv nmpoodopd tou ISO
13485 kot BeBaiwon mepi tpnong tg Ymoupykng Amodoaong AY8S/T.M. ow/1348/2004.
(Adopa mpookAnoeLg TpounBeLag UALKWV)

e o tnVv Slaodpaliion molotntag kabe mpoodepduevo MPoilov MPETEL va GUVOSEVUETAL ATIO TLG
TiAnpodopieg eKelVEC TIOU glval AVOYKALEC YL TN XPNOLUOTIOLIN o Tou Ue AP aodAaAeLa Kot
TNV avayvwpLon Tou Katackeuaaotr]. Ot mAnpodopieg autég Ba mapéxovtal e TOUG TPOTIOUG
Tou opilovtal cUpdwva pe TG Slatdelg tng odnyiag 93/42/EOK tng ur’ aplB. AY8S/ I.M. oLk.
130648 (DEK 2198/B/02-10-09). (Adopd MpookANOELG TTpounBeLag UALKWY)

e Ta mpog mpounBeta UALkG Ba mopadidovial oto NOGOKOUEIO OMOCTELPWHEVA KAl OTNV
OXETIKN ouokevaocia Ba avaypadetal n évoelén CE Mark. (Abopd mpookAnoeLg TpounBeLag
UALKWV)

e H mpoodépouoa etalpia, o mepintwaon mou eival StadopeTiky amd TV KATAOKELAOTPLO,
odeihel va mpookopilel SHAWON TNG KATAOKEUAOTPLAG ETALPLOG OTNV OMola var SNAWVETAL OTL
n npoodépouca stalpia Ba evnuepwWVeTal ylo OAeg TG TLBavVEG avakARoelq/anocVpoELg
TIPOLOVTWVY OXETIKEC HE Ta £(6N TTOU TPoodEPEL TNV Mapouoa SLaywvioTiky Stadikaoia.

e Na édnAwvovrtat:

A) TO EpYOOTAGCLO KAl N XWPO KATACKEUG TOU TIPOG MPOURBOeLol UALKOU,

B) To €pyooTAcio Kal n xwpa cuokeuaoiog kal Sltavoung (os meplmtwaon mou eivat
Sladopetikd),

I 0 epyaotnplakog KwdIKOC Tou ldoug,

A) 0 KWBOLKOC TILOAOYNONG TOU £160UG

E) 0 povadikog kwbikog EOD. Inuewwvetal OTL o€ MePIMTWON MoU eKKPeUEL N €kSoon
KWKoV yLa To mpoodepOUEVO UALKO, yiveTal anodektn n kotaBson tou aplBpol umoBoAng
aitnong yla to ev Adyw £i60¢, ouvodeuopevn amnod unevBuvn SAwon Tou poodEpovtog OTL
€xouv umoPAnBel ta oxetikd Sikaohoyntikd otov EOD.(Adopd mpookAnoeLg mpoundetag
UALKWV)

e Tuxov uAwka/ e€omAlopdg mou Ba xpnotpomotnBolv Katd TNV mapoxn Tng umnpeciog Ba
SlaBEtouv OAsg TIc amapaitnteg motonolnoels (CE kal ISO) cupdwva Pe TNV KelPevn BviKA

KOl EVWOLaKN vouoBeoia. (Abopd mPooKANOELS UTINPECLWV)

EIAIKOI OPOI
ZuvodeuTIKA TNG KatdBeong tpoodopdg — Enti Mown Andppung:
A) AlGoTIaoUA TIOLWVIKOU NTPWOU Ttou €XeL ek60Bel €wg TPELG (3) UAVEC PLV o TV UTIOBOAN Tou 1)
eMeleL autou, LooSUvVapo eyypadou ou ekSISETAL ATO APUOSLA SIKAOTLKN 1) SLOKNTIKA apXr) Tou

KPATOUC — PEAOUC N TNG XWPAC KATAywyNSG A TNG XWPOC TIOU Elval €YKATECTNUEVOC O &V AOyw



OLKOVOULKOG PopEag, armd To Omoio MPOKUTMTEL OTL 8V €XEL KATOSIKAOTEL UE OUETAKANTN SIKACTIKA
anodaon.

H unoxp€éwon tou mponyoupévou edadiou adopd:

211G nepumtwoelg ENE, Wbuwtikwv kedahaltovxkwy statpetwv (1.K.E.), OE. kat EE, Toucg SlaxelploTég.
2T1¢ meputtwoelg A.E., tov SleuBuvovta cUBouAo, kKaBwg Kat OAa ta PLEAN TOU ALOLKNTIKOU
JupBouAiou.

ITLG EPUMTWOELG TWV CUVETALPLOUWY, Ta HEAN TOU AlotknTikoU XupBouliou.

B) Ocov adopd ta anmodelktikd péoa tng mop. 2 Tou dpbpou 73 tou v. 4412/2016 oL olkovopkol
dopeig mpookouilouv:

o T TNV amodelln tnNg ekMANPWONG TwV (GOPOAOYLKWY UTIOXPEWCEWY OTTOSELIKTLKO
evnuepotntag ekdLdopevo amo tnv A.A.A.E. (dopoloyikn evnuepotnta)

e [wa tnv anodelfn ¢ EKMANPWONC TWV UTIOXPEWOCEWV TIPOG TOUC OPYAVICUOUG KOLVWVLKAG
aodaAlong motomolntiko ekdidopevo amo tov e-EQPKA (Ba adopd Tnv KUpla KAl TV
ETILKOUPLKA a.odalion).

Ta mapovta SIKOLoAoYNTIKA UTTOBAAAOVTAL YLO. TOV OLKOVOULKO hopEa Kol oTnV Mepimtwan mou ival
évwon yla kabe popéa — PEAog TNG.

To mopamdvw amoSeLKTIKA TG Ttap. B va ival og loyy Katd tnv npuepopnvia KatdOeorg Touc.

N Eviaio Miotomointikd Aikaotikig Mepeyyuotntog amo to appodio Mpwrtodikeio To omoio £xel
ek600el £wg TPeLg (3) UAVEG TPLY Ao TNV UTIORBOAN TOU, IO TO OTOLO VA TIPOKUTITEL OTL OLKOVOLKOG
dopéag Sev telel UO MTWYEVON, TITWYXEUTIKO CUUBLRacuO 1 uTtd avaykaotikn Slaxeiplon r otL dev
£€youv unayBei oe Stadkaoia eEuyiavong.

A) Miotomotntikd FTEMH to omoio £xelL ekdoBel £wg TpeLg (3) KRveg mpLv amd tnv UTIOBOAN Tou, Ao To
omoilo MPOKUTITEL OTL TO VOULKO TipoowTio dev €xel AuBei kat tebel und ekkabaplon pe anodoon Twy
eTAlpWV.

E) Ektimwon tng kaptéloag «Xtowxeioe Mntpwou/EmXelprioelg» armod tnv NAEKTPOVIKT MAATGOpUA TNG
Avetdptntng Apxng Anpooiwv Ecodwy, omwe autd epdavilovtol oto taxinet, anod To omoilo mPoKUMTEL
N KN aVAGoTOAN TNC ETILXELPNUOTLKAG §paaTNPLOTNTAC TOUG, TO OTOoio €XeL eKO0BEl £wC TPELG (3) UAVES
TPV amno tnv unmoPoAn tou. OL olkovopikol ¢opelc ou cuppetéxouv otnv mapovoa dladikaoia,
omalteitol va ackoUv gumoplk i Blopnxavikr r Blotexvikn Spactnplotnta cuvadrn LE TO
QVTIKE(EVO TNV oLUBaoNC.

IT) Ma TtV anddelen TG VOULUNG EKTIPOCWITNGCNG, OTLG TIEPLITTWOELG TTIOU O OLKOVOULKOG dopEag elvat
VOULKO TIPOCWTIO KAl eyyPAdETAL UTIOXPEWTLKA ) TIPOALPETIKA KAl SNAWVEL TNV EKTIPOCWIINGT) TOU OF
apuUOdLa apXn, TIPOCKOUIIETAL OXETIKO TILOTOMOLNTLKO LOXUOUCOC EKTIPOCWITNONG, TO OTOLO TIPETEL Val
€xel ekb0Bel wcg tpLavra (30) epyAoLUEG NUEPEC TIPLV TNV UTIOBOAN TOU.

Z) Mo tnv amdSelén tng VOULUNG oUoTAoNG KAL TwV PETABOAWY TOU VOULKOU TIPOCWITOU TIPOCKOUIETOL
Fevikd miotomolnTko petaBolwv tou NTEMH, epooov €xel ekdoBel £wg tpeis (3) urveg mptv anod tnv

umofBoAn tou.



H) Na katateBel YrnevBuvn AnAwon tou mpoodEpovtog OTL i) Sev CUVTPEXEL €1 BAPOUG TOU KATIOLOG
ord toug Adyouc anokAelopol tou apBpou 73 tou N.4412/2016 onwg tpomomnotidnke kat LoxVEL, ii)
OTL Sev €xel ekd0Oel SIKAOTIKN 1 SLOWKNTIKA amodaon Ue TEAECIOKN Kol SECUEVTIKA LOYXU yla Thv
00€TNoN TWV UTIOXPEWOEWV TOUG O00ov adopd otnv KatafoAny ¢opwv f l0POPWV KOWVWVIKNG
aodaAiong

©) i) O MNpounBEUTAC HE TNV CUUUETOXA Tou SNAWVEL OTL PEPEL €1¢ TO OAOKANPOV aAANAeyyU WG Kall
amneploplotwe TV euBUVN yLa TNV EMITEVEN TOU GKOTIOU PETA TWV MAPEMOUEVWY AUTOU UTIOXPEWOCEWV.
Katd tov auto Tpomo eyyuaTtal TV eKTEAECN TNG UTIO avaBeon mpounBeLag Kat eMPAPUVETAL UE TIG
evOEXOUEVEC KUPWOELG N EKMTWOELG O€ MEPIMTWOon KN mapadoong Twv UALKwV. ii) O MpounBeutng pe
TNV CUMMETOXN ToUu SNAWvVeL OTL amoSEXETAL TANPWE KAl AVETILGUAGKTWG OAOUG TOUG OPOUG TOU

avadépovtal e Ta omola Kot cupdwVveL.

Emonpualvetal ot yivovtal amodektég ol PndLlakd unoyeypoppéveg umelBuveg SNAWaoeLlg edpocov
€xouv cuvtayBel peta tn dnuocicucn tNg MPOOKANONG. INUELWVETAL €MioNG OTL 6ev amalteital

Bswpnon Tou yvnoiou tng umoypadrg Touc.

‘Evvoun npootacia
(ApBpo 127 Evvopun mpootoaoia yia dnuooieg cuBaceLg twv apfpwv 118 ko 119)
Mo dnuooleg cUUPAOELG UE eKTIHWHEVN afla KatwTepn 1 on twv oplwv tou dpBpou 118, mepl
aneuBeilag avabeong, omolog €xeL Evwopuo cupdEpov, Umopel va INTACEL TNV akUPWOon MPAEng n
napAaAelPng Tng avabétouoac apxng, KabBweg Kol TNV avaoTOAR EKTEAECNG, EVWITLOV TOU ALOLKNTLKOU
Edeteiou tng £€6pag Tng avabétouoag apxng, ocludwva pe 6ca opilovral ota dpBpa 45 €wg 56 Tou
1.6. 18/1989 (A’ 8), To omoio anodaivetal ApETAKANTWE XWPLG VO ETILTPETIETAL N T(PONYOUEVN GOKNON
AAANC €181kAG N evbikodavouc SLolknTkAG poaduync. To mapdfoAo ylo TNV Aoknon tng aitnong
oKUPWONG Kal TNG aitnong avaoToAng opilletal (00 He TO MEVTE TOLG €KATO (5%) Ml TNC EKTILWHIEVNG

atlag tng cLUPacnNC.

AMNOZMPATIZH NPOZOOPQON
Noyw tng eneiyouoac dpuong tne mapoloag Sladlkaciag Kal TTPOKELUEVOU va £E0LKOVOUELTAL XpOVOG
Kol va eritayvovtal ot Stadlkaoleg, n anoadpaylon tTwv npocdopwv Ba mpayuotonondel tnv dla
NUEPA KOL WPA TNG KATAANKTIKAG nUEPOUNViag UToBoAng tTwv mpoodopwy, UTO TNV aipeon OTL

Suvatal n appodLla EMLTPOTH VA CUVESPLAOEL.



TEXNIKEZ NMPOAIATPADEZ

To pa€hapakt otripleng Tou kedpaAlol va eival piag xpriong Kat evog pey€boug, amo
adppwdeg UALKO MoAuoupebavng, Bapog: 242 ypaupdpla, latexfree

To pa€lapakt otipleng Statibetal oe (eVYOG WOTE VA MPOCAPHOTIETAL LECW TNG
opLlovTLaG LETABOARG TOU CUCTAUATOG OTO HETWTIO KAl OTNV KATW YvAabo tou
aoBevn.

va elvatl ouppato pe pubulopevn Baon otnplEnW toco otov kaBeto dfova 600 Kat
otov opl{OVTIO GEovVa TOU CUOTHATOG O TEOOEPO ONUELD Kal Le KaBpEédtn yla TV
KAAUTEPN OTTIKN €A} TOU yLaTpoUL HE Tov aoBevn

va elvat KatdAAnAa oxedlaopévo yla va amodeUyetal n auvénuévn mieon ota patLa
Tou aoBevn

0 KOOPEDTNC va UMOPEL VA ATTOCTIAOTEL ATTO TO UTIOAOLITO GUOTNHO WOTE VAl
kaBapiletal

TO oUOTNUA VA UTTOPEL VA TIPOCOPHOOTEL KB’ Uog avaloya Le TNV KAlon Tou
KpeBatiov

VO UTTAPXEL KEVO PETOED LETWTIOU KAl KATW yvabou waote va pnv napepnodiletal o
TPAXELOOWANRVAC

va elvat KatdAAnAo yia ards

dépeL onpavon CE

Na katatedei tAnpec QUALo SuuuopEwWaonc LUE OAEC TIC ATOLTOUUEVEC Tpodilaypa@Ec,

kadwc ko Yreeuduvn AnAwaon ot 6Aa ta avapepousva ato QUAAo Zuuuoppwonc givai

aAndn kot akptBn.(sri mown aropptPng)

AKpIBEC AvTiypago
Kevtpiko MpwTtdKoANo

O Av. Npolotdapevog AtevBuvong
ALoKNTIKAG — OLKOVOMLKAG

Ynnpeoiag

K. Toupetakng

Anpiovpydg Akp. Avtiypd@ou

FEQPITANTA ANNA
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