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Botulracks

ANAPTHTEA ZTO AIAAIKTYO
ApLOpo6g NpookAnong: BAAB-AZO-6

EAAnVKA Anpokpoartia

Ynoupyeio Yyeiag

4n Y.Me. Makedoviag - Opakng
MavemnotnpLako Mevikd Nocokopeio

n
Ale€avdpoumoAng pos

AleBuvon AlolknTikAg Yrinpeolag Kabe Evladepopevo
Tunua MpounBelwv

MAnpodopieg: KPIKEAAA AAKINOH

TnA.: 2551353419

e-mail: prosfores@pgna.gr

OEMA: «MpdokAnon urtoBoARg TPocpopwV E QVTIKELHEVO TNV PO OELa YYELOVOLKWY YALKWV [
K.A. (1787696)] CPV 33111730-7, 33141200-2, 33182220-7 yia TI{ OVAYKEG TOU TUAHOTOG
(AIMOAYNAMIKH MONAAA) Ttou TM.I.N.A.,, npoinoloywoBeicag &amavng 21.824,10€
cupneptAappovopévou OMA».

ZXET:

1. Ta npoPAenopeva otov N. 3329/2005 «EBvikd SUotnua Yyeioag kat Kowwvikg AAMnAsyyUng kot
AOUTEG SLATALELC», OTIWE TPOTIOTIOLRONKE Kol LoYUEL.

2. TanpoPAemnopeva otov N. 4412/16 «Anuooteg TupPaoelg Epywy, MpopnOetwy Kot Ytnpeolwvy.

3. Ta mpoPAsnopeva otov N.4782/2021 «Ekouyxpoviopdc, amlomoinon kot avoapdpdwon Ttou
pUBULOTIKOU MAaLoiou TwV Anpooiwy ZUPPBACEWVY».

4. To npoPAenopeva otov N. 3580/2007 «MpopnBeteg QopEwv EMOMTEVOUEVWY A0 TO YIIOUPYELD
Yyeiag kat Kowvwvikig AAANAeyyUnc kot GANEC SLoTtagelg. »

5. Tnv Yrnoupyikn Antodaon avadoplkd e to mapatnpntrpLo tiuwyv OEK (B’ 777/04-06-2010) «Opot
KOlL KAVOVEG Aettoupyiag kal mpolnoBéaelg Snuoototntag tou Mapatnpntnpiov Tiuwyv OAwWV TwV
£16wv tou apBpou 10 tou v. 3580/07»

6. Tol.A.80/2016 (A" 145) “AvaAndn Ynoxpewoswv amo ALOTAKTEG”, OTWE TPOTIOMOLNEVO LOYUEL.

7. Tnvum. aptBu. mpwrt. 31693/20-06-2025 (AAA: WABZ469003-AKZ) Antodaon Aownth tou M.I.N.

Ale€avdpoUmoAnc Ue tnv omola eykpivetal n dnuoacieuon npookAnaong umoBoAng mpoodopwv



8. Tnv ur’ apBy. mpwt. 31733/23-06-2025 (AAA: 6ZMA4690Q03-K=4 , o.a.: 1234/0), Anodaon
AvaAndne  Ymoxpéwong (AAAM  25REQ017063225)  kataxwpnong oTt0  UNTPWO
Seopevoswv/BiBAio sykpioswv & EvtoAwv MAnpwpig tou M.M.N. AAe€avSpounoAng.

Mpoketpévou to NIN AAe€/mdANG va tpoPel otnv mpopnBeLa uyslovopkol UALKOU/apoxr ultnpeoiag
yla TG avaykeg tou tunpatog AIMOAYNAMIKH MONAAA, mpookalel kKaBe svdlodpepouevo, HECW
avoLKTNG SlaywvioTikng Stadikaoiag tou apBpou 118 tou v. 4412/2016, va kotabéosl mpoodopd
MEOW TNG MAATPOPUAG SLEVEPYELOC NAEKTPOVIKWY TIpounBeLwv iSupplies.

Kpltriplo KatakUpwong TnG CUYKEKPLHEVNG Stadikaoiag amotedel n mAfov cupdEpouca anod
OLKOVOLKN) artoPn npocdopd anmokAELOTIKA BACEL TIUAG, N ontoia §gv pnopel va eivat uPpnAotepn
™G npoUmoAoyleBeioag damdavng.

H nipounBsla/mapoyn unnpeoiag Oa npaypatonotnOsi oUWV PE TOUC OPOUC KL TLC TIPOUTIOBECELG
™¢ AvaBétouaoag Apxng, OMwWG AUTol avaAllovTal KATWTEPW:

(AkoAouBei Mivakag pe ta otolyeio Tou UALKoU/uminpeoiog)

ZuvoAwkr tpoii/Ocica
Movada EKTLLWMEVN Samnavn nAéov Tou

A/A | Kwé.NINA | Nepwypadn Eidoug
Métpnong noootTnTa avaloyouvtog GMNA

(€)

AIAKAGETHPIAKH
1 913023 BAABIAA ANO Tepaxto 1 16.750,000 €
XOIPEIO MEPIKAPAIO
KAOETHPAZ
MAPAAOZHX

2 913026 AIAKAOETHPIAKHZ Tepdxto 1 1.300,000 €
BAABIAAZ XOIPEIOY
MEPIKAPAIOY
2Y2THMA ZYMIMIEZHZ
KAl ®OPTQZH2

3 913025 AIAKAOETHPIAKHZ Tepaxto 1 100,000 €
BAABIAAZ XOIPEIOY
MEPIKAPAIOY
AIATNQZTIKA
>YPMATA 0 035

4 013118 TepayLo 2 140,000 €
260CM KYPTO AKPO
AMPLATZ SUPER STIFF




5

2YXKEYH ZYTKAEIZHX
912572 METAAQN ATTEIQN 12 Tepdxto 1 1.000,000 €
25FR

Huepounvia AR§ng YropoAng Npoodopwv: 25/06/2025 12:30

MAnpodopieg didovral OAeg TIg Epyaoipueg NUEPEG ad 08:00mu £w¢ 15:00up and to TUApa

MNpounBewwv, tTnA. emkowvwviag: 2551-3-53419.

FENIKOI OPOI

Eni mown andppwdng:
H ntpoodopd oag va Loyl yia tEooeplg (4) pAveG. MNpoodopd mou opilel xpovo Loxvog
ULKPOTEPO TOU MOPATIAVW aVAPEPOUEVOU QTTOPPIMTETAL WE ATAPASEKTN.
KaBe mpoodopd mpémel va avadépetal o pio povo mpdokAnon
H tun tng mpoodopd¢ cag va pnv umepPaivel Tnv TW TOu avtiotolyou eiboug oto
TAPOTNPENTAPLO TILWV TNG EMY Kal UTTOXPEWTIKA va avaypadeTaL 0 aplBuog Tou HNTPWOoU Tou
eidoug oto Mapatnpntiplo. Eav to mpoodepopevo €idog dev avrtioTolyileTal, auto vo
BeBalwvetal and tov mpoodpEépovta Ue OXETIKA umelBuvn dnAwon. (Adopd TPOOKANOELS
TipounBeLag VALKWY)
Ye mepimtwon katdbsong ooTung mpoodopdg, To Noookousio emAéysl  Tov
npopnOeutr/avadoxo pe kKAApwon MHeTafl TWV OWKOVOULKWY ¢Gopéwv Tou uméBallav
LoOTIUEG TtpoodopEC. H kKARpwon Silevepyeital cUpdwva pe ta mpoBAsnopeva oto N. 4412/16,
apBpo 90, 6mwg TpomomnolnOnke pe to dpbpo 33 v.4782/2021.
H Stadikaoia umoBoAng Twv mpoadopwv apxilel amo tn Snuocieuon Tou MOPOVTOC Kal HEXPL
NV NUEPOUNVia TTou avaypadetol TNy mapovoa pockAnaon.
Ownpoodopég Ba avaypadouyv tnv Tipn xwpeig O.MN.A. ava povada pétpnonc.
2T TYEC Oa mepAaUBAVETOL TO GUVOAO TWV KPATHOEWV KABWG Kol 0 TIPOoPAETIOUEVOC POPOG
gloodnpatog. Npoodopecg mou Intolv amalhayr amno TL§ KPATHOELS SV yivovTal SeKTEC.
H avaBétouvoa apyn Swatnpel 1o Skaiwpa pataiwong/akvpwong tng diadkaciag oe
omoladnmote Ao AUTAG XWPIC Kaplo UTIOXPEWGCN EVOVTL TWV CUUUETEXOUCWY ETALPLWV.
EvoAAOKTIKEG Tpoodopeg Sev emutpémovrtal. Aviutpoodopég Oe yivovtal Oektég Kal
amoppinrovtal wg anapadeKTeC.
H avaBétouoa apyn Statnpet to Sikalwpa emadénong r pelwong tng cuPBATIKNG TOCOTNTAC,
cUpdwva pe ta poPAemnopeva oto apbpo 105 tou N. 4412/16 6nwg TpomomnoliOnKe Ue To
apBpo 45 tou vopou 4782/21.
Ouumnonolot dopeig deopevovtal yla tnv mapadoon Tou GUVOAOU TNE TooOTNTAC TWV ELOWV

Tou Ba TouG KaTakupwBoULVv.



Ta aMobanda Snupoota kal WWTIKA gyypada cuvodevovtal amo HeTddpaoch Toug otnv
eANVIKA YAWOOA ETUKUPWHEVN, £(TE ATIO TPOCWTO APUOSLO KATA TIG KELUEVEC SLATALELC TNG
£0vIKAC vouoBeoiog eite amod MPOOWNO KATA VOUO apUOSdLo TNG XWPAg oTnv ormola €xel
ouvtoyBei to gyypado.

Jtnv mpoodopd va ovaypadetal o apBuog mMPwTokOANoU TG MPOCKANGNG UTIOBOANG
nipoodopwv (Ba tov Bpeite KATW amd TV NUEpopnvia) KaBwg Kal a/a Tou TPoodEPOUEVOU
eldoug/unnpeoiag otnv npdokAnong.

H nuepounvia Anéng twv avalwoipwyv VAKwy Ba elval avw tou evog (1) £€toug. (Adopa
T(POOKANCELG PO BOELAG UALKWVY)

Ita mpog mpopnBela UALKA Ba mepllapPdavetal To MPwTOTUTo GUAANGSLO odnylwv Tou
KOTAOKEUAOTLKOU oikou. (Adopd MPooKkANGCELG PO BOeLlag UALKWVY)

Ta nmpoodepodpeva UAKKA va Slabétouv ta amnapaitnta CE. Na katatebouv ta avtiotolya
riiotonolntika (Adopd mpookAnoelg mpopunBetag UALKwWY)

Na katateBei ISO 13485 tou kataokeuaotr). (Abopd MPooKANOELS TTPOUNBELAG UALKWV)

O CUMMETEXWV OLKOVOULKOG dopéag va SLabetel kal va katabéoel otnv nmpoaodopd tou I1SO
13485 kat BePaiwon mepl tpnong tng Ymoupyikng Amddaong AY8S/T.M. ok/1348/2004.
(Adopa mpookAnoelg mpounBeLag UAKWV)

MNa tnv Stachaiion molotntag kKabe mpoodepdUEVO TIPOLOV TIPETEL VA GUVOSEVUETAL ATIO TLG
tAnpodopieg eKelVEC TTOU €lval avayKaleg yLa TN XpPNOLLOTIOLNoT] TOU e MARPN aodAaAELd Kal
TNV avoyvwpLon Tou Katookeuaoth. OL mAnpodopieg autég Ba mapéxovtal e TOUG TPOTIOUG
Ttou opifovtal cUpdwva pe TG Statdéelg tng odnyiag 93/42/EOK tng ur’ aptB. AY8S/ .M. oLk.
130648 (DEK 2198/B/02-10-09). (Adopd pookAnoeLg TtpounBelag UALKWY)

Ta mpog mpounBeta VALka Ba mopadidovial oto NOGOKOUEIO OMOCTELPWHEVO KAl OTNV
OXETIKN ouokevaoia Ba avaypadetal n évoelén CE Mark. (Adopd mpookAnoeLg TTpounBeLag
UALKWV)

H npoodépouoca stalpia, os nepimtwon mou ival StadopeTik amd TNV KATACKEUACTPLA,
odeilel va pookopilel SHAWON TNG KATAOKEUAOTPLAG ETALPLOC OTNV Omola var SNAWVETAL OTL
n npoodépouca staipia Ba evnuepwvetal ylo OAeg T mBavég avakAfoelq/anocVpoeLg
TIPOLOVTWVY OXETIKEC HE Ta £(6N TTou TPoohEPEL TNV Mapouaa SLaywvioTiky Stadikaoia.

Noa SnAwvovtadt:

A) TO €pYOOTACLO KAL N XWPO KATOOKEUG TOU TIPOG PO BEL UALKOU,

B) To €pyooTaAcio Kal n xwpa cuokeuaoiog kal Sltavoung (os meplmtwaon mou sivat
SladopeTika),

I 0 epyaotnpLaKog KwSIKOC Tou eldouc,

A) 0 KWBLKOG TLHOAOYNONG TOU l60UG

E) 0 povadikog kwdikog EOD. ZnpelwveTal OTL O€ TEPIMTWON TIOU EKKPEUEL N €KSoon

KWKo yLa to mpoodepOUEVO UALKO, YiveTal anodektn n kotabson tou aplBpol umoBoAng



aitnong yla to ev Adoyw £i60o¢, ouvodeuodpevn amnod unevBuvn dnAwon Tou pocodEpovtog OTL
€xouv urtoPBAnBel ta oxetikd SikaoAoyntikd otov EOD.(Adopd MpookANCeLg TTpounOeLag
UALKWV)

e Tuxov uAwkad/ s€omAlopog mou Ba xpnotpomotnBolv Katd TtV mapoxn tng umnpeociog Ba
SLaB€touv OAeg TIg anapaitnteg motonolnoelg (CE kat ISO) cupdwva pe tnv Kelpevn €Bvikn

KoL evwolakn vopoBeoio. (Abopd mpooKANOELS UTINPECLWV)

EIAIKOI OPOI

ZuvodeuTtika TG KataBeong npocdopag — Eni Mown Anoppung:
A) Anéomaco TIOWIKOU UNTPWOU ToU £XeL ekd0Bel €wg TPELS (3) HAVEG IPLV Ao TNV UTIOBOAN Tou
eMeleL autou, LlooSUVapOo eyypadou ou ekSISETAL Ao ApUOSLO SIKAOTLKN 1 SLOKNTIKA apXr) Tou
KPATOUG — MEAOUG N TNG XWPAG KATAYWYNG N TNG XWPOG TIOU €lval €YKATECTNMEVOG O €V AOYyw
OLKOVOULKOG PopEag, amd To OMoio MPOKUTTEL OTL OV €XEL KATOSIKAOTEL UE OUETAKANTN SIKACTIKNA
andédaon.
H untoxpéwon tou mponyoupévou edadiov adopad:
211G neputtwoelg ENE, Wuwtikwv kepahatovykwy statpetwv (1.K.E.), OE. kat EE, Toug SlaxelploTEg.
IT1G mepumtwoelg A.E., tov SteuBuvovta oclBoulo, KaBwg Kot OAa Ta LEAN TOU ALOLKNTLKOU
JupBouAiou.
ITLG TIEPLMTWOELG TWV CUVETALPLOUWY, TA PEAN TOU AlolknTikoU ZupBouliou.
B) Ocov adopd ta anodelkTtikd péoa TNG mop. 2 Tou dpbpou 73 Tou v. 4412/2016 oL olkovopkol
dopeig npookopuilouv:

e T TNV amodelln tnNg ekmANpwong Twv GOPOAOYLKWV UTIOXPEWOEWY OTTOSELIKTLKO
evnuepotntag ekdLdopuevo ano tnv A.A.A.E. (dopoloyikn evnuepotnta)

e [wa tnv anddelfn ¢ EKMANPWONG TWV UTIOXPEWOCEWV TIPOG TOUCG OPYAVICUOUG KOLVWVLKAG
aopaAlong motomolntiko ekSLdOpevo amo tov e-EOKA (Ba adopd tnv KUpla KoL TV
ETUKOUPLKA a.odaAion).

Ta mapovra SIKaloAoynTKA UTToOBAAAOVTAL YLO TOV OLKOVOULKO PopEa KOl TNV MepLMTwan mou elval
£€vwon yla kaBe popéa — HEAOG TNG.

To mopamdvw amoSeLKTIKA TG Tap. B va elval og Loy Katd tnv nUepopnvia Katdbeorg Touc.

I Eviaio Motomolntiko Awkaotikng Depeyyuotntag amno to apuodio Mpwtodikeio to omoio €xel
ekb00Bel £wg Tpelg (3) uNveg mpLy amnod tnv untofoAr) Tou, amnd To omoio va MPOKUTTEL OTL OLKOVOULKOG
dopéag Sev telel UTTO MTWYEUON, TTTWYXEUTLKO CUUBLRACUO 1 UTO avayKaotikn Slaxeiplon r otL dgv
£xouv unayBei oe Stadikacio eEuyiavong.

A) Motomnotntikd TEMH to omoio £xel ekdoBel £wg TpeLg (3) urvec mpv amd tnv umoBoAn Tou, amnod To
omolo TMPOKUTITEL OTL TO VOULKO TPpOowTo dev €xel AuBel kat teBel und ekkabaplon pe anodoaon Twy

gTaipwv.



E) Extunwon g kaptélag «Xtoleia Mntpwou/EMXelprioeLlc» amo TNV NAEKTPOVLKNA TIAATPOpUA TNG
Avetaptntng Apxng Anpociwv Ecddwv, omwe autd epdavilovroal oto taxinet, amo 1o onmolo mPoKUTTEL
N KN QVAOTOAN TNG ETIXELPNUATLKAG SpaoTNPLOTNTAC TOUG, TO omolo £xelL ekd0oBel €wg TPELS (3) UAVEG
Tipwv amnod tv unoPoAn tou. OL olkovopikol dopeic mou cuppetéxouv otnv mapoloa Sladikaoia,
amalteltal va aokoUv eumoplky 1 Blopnyxavikn 1 Blotexvikn dpactnplotnta cuvadr HeE TO
OVTLKELUEVO TNV oL BAONG.

3T) Ma tnv anddelén g VOULUNG EKTIPOCWITNGCNG, OTLG TIEPLTTTWOELG TIOU O OLKOVOULKOG dopEag eivat
VOLLLKO TIPOCWTTO KAl EYYPADETAL UTIOXPEWTLKA 1) TIPOOLPETIKA Kol SNAWVEL TNV EKMIPOCWTTNCK] TOU OF
opHOSLa apXr, TIPOCKOUIIETAL OXETIKO TILOTOMOLNTLKO LOXUOUCOC EKTIPOCWITNONG, TO OTOLO TIPETEL Val
£xel ekb0Bel wcg tpLavra (30) epyAoLUEG NUEPES TIPLV TNV UTIOBOAN ToU.

Z) Na tnv amodelén tng VOULUNG cUOTOONG KOL TWV HETABOAWY TOU VOULKOU TIPOCWITOU TIPOCKOUIETAL
MeVIKO TLOTOMOLNTIKO peTaBoAwv tou TEMH, edooov €xel ekdoBel £we Tpeig (3) HAvES mpLv amod thv
uToBoAn tou.

H) Na katatebel YnevBuvn AnAwon tou mpocodEpovtog OTL i) eV GUVTPEXEL €1G BAPOUC TOU KATIOLOG
artd toug Adyouc anokAewopol tou apBpou 73 tou N.4412/2016 onwg tporonotidnke kat LoxVEL, ii)
OTL Sev €xel ekb0Bel SKAOTIKA 1 SLOKNTIKA amodaocn Ue TeEAEoIOKN Kol SECUEVTIKA OYXU yla Thv
0B0£TNOoN TWV UTOXPEWOEWV TOu¢ 6oov adopd otnv KatoaPfoAn ¢opwv 1 el0PopwV KOLWWVLKAG
aopaiiong

©) i) O MNpounBeuUTAC UE TRV CUUUETOXN TOU SNAWVEL OTL PEPEL €1¢ TO OAOKANPOV aAANAEYYUWG Kot
anepLopioTwg TNV eUBUVN yLA TNV ETITEVEN TOU OKOTIOU LETA TWV MOPETMOUEVWY QUTOU UTTOXPEWOCEWV.
Katd tov auto Tpomo eyyudtal TNV eKTEAECN TNG UTIO avaBeon mpounBelag Kat eMPapUVETAL E TIG
eVOEXOUEVEC KUPWOELG I EKTITWOELG O TIEPLMTTWON KN Tapddoong Twv VALKWV. ii) O MpopnBeutng Ue
TNV CUMHETOXN TOU SnAwvel OtL amodéxetal MANpwE Kot avemiduAdKTw¢ 6Aoug Toug OpouG ToU

avadEpovtal e Ta omoia Kot oUpdWVEL.

Emonuaivetal ot yivovtal anodektég ol Pndlakd umoyeypopupéves unebBuveg dnAwoelg ebocov
£€youv cuvtayBel peta tn dnuocicuon ¢ MPOOKANONC. INUELWVETAL €MioNG OTL Sev amalteital

Bewpnon Tou yvnoiou tng unoypadng Touc.

‘Evvoun mpootaoia
(ApBpo 127 Evvoun npootaocia yio SnUooLeg cUpBATELS Twv apBpwv 118 ko 119)
MNna dnuooleg cupBAacelg pe ekTHWUEVN afla Katwtepn f on tTwv oplwv Tou dpBpou 118, mepi
aneuBeiag avabeong, O6molog €xel EVwouo cUpdEpov, UMopel va INTACEL TNV aKUPWON TPAENG N
napalewPng tng avabétouoag apxng, KABWEG KaL TV avaoToAN EKTEAECNG, EVWTILOV TOU ALOLKNTIKOU
Edeteiou tng £€6pag tng avabétouoag apxng, ouudwva pe 6ca opilovral ota dpBpa 45 £wc 56 tou
1.6. 18/1989 (A’ 8), To omoio anodaivetal ApUETAKANTWE XWPLG VO ETILTPETIETAL N T(PONYOUEVN GoKNoN

AAANG €l8IKAC 1 evlikodavou SLOKNTIKAG poaduyng. To mapdBolo yla Tnv aoknon tng aitnong



0KUPWONG Kal TNG aitnong avaoToAng opilletal (00 pe TO MEVTE TOLG €KATO (5%) Ml TNC EKTILWHEVNG

aélog tng ocLUPaonc.

AMNOZ®PATIZH NPOZOOPON
Noyw tng eneiyouoac dpuong tne mapoloag Sladlkaciag Kal TPOKELUEVOU Va EEOLKOVOUELTAL XpOVOG
Kol va ritayvovtal ot Stadlkaoleg, n anoadpaylon twv npoodopwv Ba mpayuotonondei tnv dla
NUEPA KOL WPA TNG KATAANKTIKAG nUEPOUNViag UTIOBOANG Twv Tpoodopwy, UTO TNV ailpeon OTL

Suvatal n appodla EMLTPOTH VA CUVESPLAOEL.

O Av. Mpolotapevog AtevBuvaong
ALoKNTIKAG — OLKOVOMULKAG

Yninpeoiag

K. Toupetakng

AKpIBEC AvTiypago

Kevtpiko MpwTtdKoANo
Anpiovpydg Akp. Avtiypd@ou
FEQPITANTA ANNA
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